®enepanbublif 3akoH oT 12 ampens 2010 r. N 61-03
"O6 oOpareHnn JIeKapCTBEHHBIX CPEACTB"

B penakimn DenepanbHOro 3akoHa ot 4 asrycra 2026 r. Ne 331-03
B penakimu DenepanbHOro 3akoHa ot 4 aBrycra 2026 r. Ne 324-03
B pepakunu PenepanbHOro 3akona ot 2 mast 2026 r. Ne 125-3

B penakimn DenepanbHOro 3axkona ot 29 nexadps 2025 r. Ne 549-03
B penakiun DenepanbHOro 3aKona ot 28 mexadps 2025 . Ne 514-03
B penakiun DenepanbHOro 3aKoHa oT 28 mexadps 2025 1. Ne 504-03
B penakimn DenepanbHOro 3aKoHa oT 15 mexadps 2025 1. Ne 483-03
B penakimu Oenepanpaoro 3akona ot 31 uromst 2025 1. Ne 304-D3

B penakimn Oenepanbaoro 3akona ot 23 utoist 2025 1. Ne 268-D3

B penakuun PenepanabHOro 3akoHa ot 26 nexadpst 2024 r. Ne 494-D3
B penakiun DenepanbHOTo 3aKkoHa OT 8 aBrycta 2024 r. Ne 323-03
B penakimn DenepanbHOTo 3aKoHa OT 8 aBrycta 2024 r. Ne 292-03
B penakiun DenepanbHOTo 3aKoHa OT 8 aBrycta 2024 r. Ne 232-03
B peaakuun Penepansaoro 3akona ot 30 saBaps 2024 r. N 1-03

B penakuun PenepanbHoro 3akoHa ot 19 oxta6pst 2023 r. Ne 503-D3
B penaknnn PenepanbHoro 3akoHa ot 4 asrycra 2023 1. Ne 474-03
B penakiun DenepanpHOTo 3aKoHa OT 4 aBrycta 2023 1. Ne 466-D3
B penakiun DenepanbHOTO 3aK0HA OT 4 aBrycta 2023 1. Ne 428-03
B penakiun DenepanpHoro 3akoHa ot 24 uronst 2023 1. Ne 341-D3

B penakiun DenepanpHOTo 3aKoHa OT 28 anperst 2023 . Ne 171-D3
B penakiun DenepanpHOTo 3aKoHa OT 28 anperst 2023 r. Ne 149-D3
B penakiun DenepanpHOTo 3aKoHa OT 19 mexadpst 2022 . Ne 519-@3
B penakiun DenepaabHOTO 3aK0HA OT 5 mekadps 2022 r. Ne 502-03
B penakiun Denepanpaoro 3akoHa oT 20 oxTsaops 2022 1. Ne 405-D3
B penakiun DenepanpHoro 3akoHa oT 14 mromst 2022 1. Ne 311-D3

B penakiun DenepanpHOTO 3aK0Ha OT 26 MapTta 2022 1. Ne 64-D3

B penakin DemepanbHoro 3akona ot 8 mapta 2022 1. Ne 46-D3

B penakiun Denepanpaoro 3akoHa oT 30 mexadpst 2021 1. No 463-D3
B penakiun PenepaapHoro 3akoHa ot 2 utoist 2021 r. N 317-D3

B penakiun Denepanpaoro 3akona oT 11 mions 2021 r. Ne 170-03

B penakiun DenepanpHOTo 3aKoHa OT 22 nexadpst 2020 1. No 444-D3
B penakimn DenepaapHOro 3akoHa oT 8 mekadps 2020 r. Ne 429-03
B pepakiuu dOenepanbaoro 3akona ot 13 urosist 2020 1. Ne 206-D3

B pepakuuu Denepanbaoro 3akona ot 3 arpenst 2020 r. Ne 105-03

B pepakuuu Denepanbaoro 3akona ot 1 anpens 2020 r. Ne 98-D3

B penakiun Denepanbaoro 3akona ot 26 mapra 2020 r. Ne 67-D3

B pepakuun desepanbHoro 3akona ot 27 aexadps 2019 r. N 481-03
B penakuun desepanbHoro 3akona ot 27 aexadps 2019 r. N 478-03
B penakuun Denepanbaoro 3akona ot 27 nexadps 2019 r. N 475-03
B penakuun DenepanbHoro 3akona ot 27 nexadbpst 2019 r. Ne 462-D3
B penakuun Denepanbaoro 3akona ot 2 asrycra 2019 r. N 297-®3

B penakuun DenepanbHoro 3akona ot 26 utons 2019 r. Ne 240-D3

B penakuun DenepanbHoro 3akona ot 6 urons 2019 r. Ne 134-03

B penakiun DenepanbHoro 3akona ot 27 nexadbpst 2018 r. Ne 511-D3
B penakimu dexepanbHoro 3akona ot 28 Hostopst 2018 1. Ne 449-03
B penakiun Denepanbaoro 3akona ot 4 uronst 2018 r. Ne 140-03

B penakiun DenepanbHoro 3akona ot 28 nexadbpst 2017 1. Ne 425-D3
B penakuun DenepanbHoro 3akona ot 28 nexadbpst 2017 1. Ne 425-D3
B penakuun Denepanbaoro 3akona ot 29 utons 2017 r. Ne 278-D3

B penakuun Denepanbaoro 3akona ot 29 utons 2017 r. Ne 242-D3

B penakuun Denepanbaoro 3akona ot 3 uroiist 2016 r. Ne 261-D3

B penakuuun Denepanbaoro 3akona ot 3 uroiist 2016 r. Ne 350-D3

B penakuun Denepanbaoro 3akona ot 3 uroiist 2016 r. Ne 305-D3

B peaakuun Denepanbaoro 3akona ot 2 urons 2016 r. Ne 163-03

B penakuuu Penepanbaoro 3akona ot 29 nexadbpst 2015 r. Ne 389-D3



B penakiu DenepanpHOro 3akoHa oT 14 nexadpst 2015 r. Ne 374-D3
B penakiyu DenepanpHOro 3akoHa oT 13 urosst 2015 1. Ne 262-03

B penakiyu DenepanpHoro 3akoHa oT 13 urosst 2015 1. Ne 233-03

B penakiyu DenepanpHOro 3akoHa oT 13 mrosst 2015 1. Ne 241-03

B penakiyu DenepanpHOro 3akoHa oT 29 urons 2015 r. Ne 160-D3

B penakimn OenepaabHOro 3aKkoHa OT 8 MapTa 2015 1. Ne 34-D3

B penakiun DenepanbHOro 3aKoHa oT 22 nexadps 2014 1. No 429-03
B penakimn DenepanbHOTo 3aKoHa oT 22 nexadpst 2014 1. No 429-03
B penakimn DenepanbHOTo 3aK0oHa OT 22 okTs0pst 2014 1. No 313-D3
B penakiun DenepanpHOro 3akona ot 12 mapra 2014 r. N 33-03

B penakimu DenepanpHOro 3akoHa oT 25 Hos0pst 2013 r. N 317-03
B penakimn DenepanpHoro 3akoHa ot 2 uroist 2013 r. N 185-D3

B penakimn DenepanbHOro 3aKoHa oT 25 mexadpst 2012 r. N 262-03
B penakimn Denepanpaoro 3akoHa ot 25 urorsa 2012 r. N 93-@3

B penakiun DenepanpHOro 3akoHa oT 6 mekadps 2011 r. N 409-D3
B penakiun Denepanproro 3akoHa oT 29 HosOps 2010 r. N 313-03
B penakiun Denepanpaoro 3akoHa oT 11 oktsaops 2010 . N 271-03
B penakiun Denepanpaoro 3akona ot 27 utonst 2010 r. N 192-03

Ipunsat 'ocynapcrBennoii Jlymoii 24 maprta 2010 rona
Opnoopen Coerom ®Penepanun 31 mapra 2010 roga

I'naBa 1. O01nue moJ1okKeHus

Crartps 1. [Ipenmer perynupoBanus Hactosero deaepaibHOro 3aKoHa

1. Hacrosimmit ®enepaibHblii 3aKOH peryJupyeT OTHOIIEHHs, BO3HUKAIOIIME B CBS3H C
oOpaiieHueM - pa3pabOTKOW, JOKIMHUYECKUMH HCCIEIOBAHUAMHU, KIMHUYECKMMM HCCIEIOBAHUSIMH,
JKCIIEPTU30M, I'OCYJIapCTBEHHON PErucTpalyeil B COOTBETCTBUU C HACTOAIMM DenepaabHbIM 3aKOHOM
(mamee - rocynapcTBEHHas PETHCTpPAlMsi) WM PETHUCTPAed B COOTBETCTBUH C MEXIyHapOIHBIMHU
JOTOBOPaMH M aKTaMH, COCTaBIBIIONIMMH MpaBo EBpa3suMHCKOro SKOHOMHYECKOro coro3a (mamee -
perucTpanus), CO CTaHIAPTH3alUMeH M C KOHTPOJIEM KadecTBa, INPOU3BOJCTBOM, H3TOTOBICHUEM,
XpaHEHHUeM, IepeBO3Kor, BBO30M B Poccuiickyro dexneparuro, BbIBO30M U3 Poccuiickon Penepaunu,
peKIIaMOH, OTILyCKOM, peanu3anuen, nepenade, IpUMEHEHUEM, YHUUYTOKEHUEM JIEKAPCTBEHHBIX CPECTB.

2.  Hacrosumii ®@enepanbHbIii  3aKOH  YCTaHABIMBAeT MPUOPUTET  TOCYNAPCTBEHHOI'O
peryaupoBaHus 6€30MaCHOCTH, KadecTBa M 3()(HEKTUBHOCTH JIEKAPCTBEHHBIX CPEJCTB MPH UX OOpAICHUH.

Crartbsa 2. Cdepa npumeHnenus Hactosuero OenepaibHOro 3aK0Ha

Hacrosmuit ®@enepanbHblil 3aKOH MPUMEHSAETCS] K OTHOIIECHHUSIM, BO3HUKAIOUIMM IIPH 0OpalleHuH
JIEKapCTBEHHBIX CPEICTB Ha Teppuropuu Poccuiickon denepannu.

Crartpbsa 3. 3aKOHOIATENBCTBO 00 0OpaIlIeHUH JICKApCTBEHHBIX CPECTB

1. 3akoHomatenscTBO 00 O0OpalleHUHM JIEKAPCTBEHHBIX CPEICTB COCTOUT M3 HACTOSILErO
@denepanbHOrO 3aKOHA, APYTruX (QelnepanbHbIX 3aKOHOB M MHBIX HOPMATHBHBIX IIPABOBBIX AaKTOB
Poccuiickoit denepanun.

1.1. 3akoHOAATENBCTBO 00 OOPAILIEHUN JIEKAPCTBEHHBIX CPEACTB B OTHOIIECHUH IOPUINYECKUX JIUI
U UHAUBULYAJIbHBIX  [PEANPUHUMATEICH, OCYINECTBIAIOIMIMX  JIEATEIbHOCTb HA  TEPPUTOPUU
MEXIYHapOJAHOTO MEIMLMHCKOTO KJacTepa, MPUMEHSETCS C y4eTOM OCOOCHHOCTEH, YCTaHOBIICHHBIX
®enepanbHbIM 3aKk0HOM OT 29 uronst 2015 roga N 160-03 "O MexayHapoJHOM MEIUIIMHCKOM KJlacTepe U
BHECEHHUHU U3MEHEHUH B OT/IEbHbIE 3aKOHOIaTebHbIe akThl Poccuiickoit @enepanun’.

2. [leiictBue Hacrosimero @enepanbHOTO 3aKOHA  paclpocTpaHseTcss Ha  oOpalieHue
HAapKOTUYECKUX JICKAPCTBEHHBIX CPEACTB U IICUXOTPOIHBIX JIEKAPCTBEHHBIX CPEICTB C Y4YETOM
0COOEHHOCTEH, YCTaHOBJIEHHBIX 3aKOHOAATeNnbcTBOM Poccuiickoit ®Penepauuu 0 HApKOTHUYECKHX
CpeZCTBaX, ICUXOTPOIHBIX BELIECTBAX U 00 UX MpeKypcopax.

3. HeiictBue Hactosuiero @enepaabHOro 3aKOHAa PACHpOCTpaHseTcs Ha  oOpalleHue
panuodapManeBTHUYECKUX JIEKAPCTBEHHBIX CPEACTB C Y4YETOM OCOOCHHOCTEH, YCTAHOBJICHHBIX



3akoHOJaTenbcTBOM Poccuiickoit denepanyu B o0nactu odecneueHus paanaioHHONH 6€30I1aCHOCTH.

4. Ecnu MexayHapoaHbIM noroBopoM Poccuiickoit deneparinu, MK yHapOIHBIMU JOTOBOPaMH U
aKTaM¥, COCTaBJISIOLIMMHU MpPaBo EBpa3uiicKOro SKOHOMHUYECKOTO COro3a (Iajiee - akThl, COCTABISIOIINC
npaBo Coro3a), YCTaHOBJCHBI WHBIC NpaBWia, 4YeM Te€, KOTOPbIE NPEIyCMOTPEHBI HACTOSIINM
@denepanbHbIM 3aKOHOM, IIPUMEHSIOTCS IIPABUIIA MEXYHAPOAHOIO JOrOBOPA, IIPaBUia, COACPKALIUECS B
aKTax, cocTaBisgronux npaso Coroza.

4.1. PemeHuss MEXIoCylIapCTBEHHBIX OpIaHOB, IPUHATHIE HAa OCHOBAaHUM IIOJOYKEHUI
MEXIyHapoAHbIX 10roBopoB Poccuiickorn ®enepanuu B UX HUCTOJIKOBAaHUH, IPOTHBOpEYAILEM
Konctutynun Poccuiickoit @enepanuu, He mojuiexar ucnoiaHeHuto B Poccuiickoit ®@enepanuu. Takoe
IPOTHBOPEUUE MOXKET ObITh YCTAHOBIICHO B MOPSIIKE, ONPEACICHHOM (eepaabHbIM KOHCTUTYLMOHHBIM
3aKOHOM.

5. B Poccuiickoit ®@enepannu B COOTBETCTBUU C MEKIYHApOJHBIMH JoroBopamu Poccuiickoi
denepaumn u (WIM) Ha OCHOBE MPHHIMIIA B3aWUMHOCTU TIPH3HAIOTCS PE3YJIbTaThl KIMHHUYECKUX
UCCIENOBAHUN JIEKAPCTBEHHBIX IIPENapaToB I MEOULUHCKOrO IIPUMEHEHHS, IIPOBEIACHHBIX 3a
npenenamu teppuropun Poccuiickoit denepanuu.

Crartbs 4. OCHOBHBIC NTOHATUS, HCIIONIb3yeMble B HacToseM deaepalbHOM 3aKOHE

Jlis neneit HacrosAmero GenepanbHOro 3aK0Ha UCIIOJIB3YOTCS CIIEAYOINUE OCHOBHBIC IIOHATHS!

1) nexkapcTBeHHbIE CpeACTBA - BEUICCTBA MJIM MX KOMOWHAIMHM, BCTYNAIOIIME B KOHTAKT C
OpraHU3MOM YE€JIOBEKa HIIU JKUBOTHOI'O, IPOHUKAIOIIME B OpraHbl, TKAHU OpPraHU3Ma 4YeJIOBEKa WU
JKUBOTHOTO, TMpPUMEHSEMblE s TPO(UIAKTHKY, TUarHOCTUKU (3a HMCKIIOUYCHHEM BEIIECTB WM UX
KOMOHMHAIMH, HE KOHTAKTHUPYIOUIMX C OPraHM3MOM 4YeJIOBEKa HIIM JKHBOTHOIO), JIYCHHs 3a00JIeBaHMS,
peadmwinTanuy, A7 COXpaHEHHs, MPEAOTBPALICHUs WU MpephIBaHus OEPEeMEHHOCTH U TOJIyYeHHbIE W3
KpOBH, IUIa3MbI KPOBH, U3 OPTaHOB, TKAHEW OpPraHM3Ma 4eJIOBEKA WMIIU KMBOTHOI'O, PACTCHUH, MUHEPAJIOB
METOJaMU CHHTE3a WM C MPUMEHEHHEeM OMOJIOTHYecKUX TexHojoruil. K jekapcTBeHHBIM cpeacTBam
OTHOCATCS (papMalleBTUYECKHE CyOCTaHIINH U JIEKapCTBEHHbIE IIpenapaThl;

1.1) crparernyecku 3HAYMMBble JI€KAPCTBEHHbIE CPEICTBA - JICKAPCTBEHHBIC CPEICTBA IS
MEIULMHCKOrO MPUMEHEHHs, KOTOpble 00eCIeunBalOT MPHUOPUTETHBIE TOTPEOHOCTH 3APAaBOOXPAHEHUS B
Hensx MpoWIaKTUKM M JiedyeHus 3a0oseBaHUl, B TOM 4HCcle MpeodJalaloliuX B CTPYKType
3abosneBaeMoctu B Poccuiickoit @enepanuu, U MpOU3BOJACTBO KOTOPHIX JOKHO OBITH OOecredyeHo Ha
tepputopun Poccuiickonn @enepauuu. [lepedeHp cTpaTern4ecKky 3HAYUMBIX JIEKAPCTBEHHBIX CPEICTB, a
TaKXKe TOpSIIOK W KpuTepuu ero ¢opmupoBaHus yTBepxknaatorcs IlpaButensctBoM Poccuiickoit
denepanuy;

2) papmaneBTHYEeCKAsA CYOCTAHIMA - JICKAPCTBEHHOE CPEJCTBO B BHJIE OJJHOTO WJIM HECKOJIBKUX
oOnajgaromux (papMaKkoIOruyeckol aKTUBHOCTBIO JEHCTBYIOUINX BEIECTB BHE 3aBUCUMOCTU OT MPHUPO/IbI
IIPOUCXOXKIACHMS, KOTOPOE IIPEAHAZHAYCHO IJIs IPOU3BOICTBA, U3TOTOBJICHUS JICKAPCTBEHHBIX IPENapaToB
U orpenenseT ux 3pPpeKTuBHOCTS;

3) BcmoMorartejbHbIe BelIeCTBA - BEIIECTBA HEOPraHUYECKOrO0 WM  OpPTaHHYECKOTO
IIPOUCXOXKIACHUS, UCIIONB3YyEMBIE B IPOLECCE NMPOU3BOIACTBA, U3rOTOBICHUS JIEKAPCTBEHHBIX IIPENapaToB
JUIS IPUJaHUS UM HEOOXOMMBIX (PM3UKO-XMMHUYECKHX CBOUCTB,;

4) nexkapcTBeHHBbIE MNpemaparbl - JIGKAPCTBCHHBIC CPEICTBA B BHUJE JICKAPCTBEHHBIX (opM,
OpUMEHsEMbIEe IS  NPOPUIAKTHKH, JUAarHOCTUKM, JIedeHUs 3a00JeBaHus, peadMIUTaluu, Ui
COXpaHEeHMs], IPEIOTBPALCHUS WK IPEPbIBaHMs OEpEMEHHOCTH,;

5) nexapcTBeHHasi popMa - COCTOSIHUE JICKAPCTBEHHOTO IIperapara, COOTBETCTBYIOIIEE crioco0am
ero BBeJICHHs U IPUMEHEHHUs 1 oOecIieunBaroliee J0CTHKEHHE He00X01uMOro j1eueOHoro 3 deKTa;

5.1) no3mpoBKa - coaep)KAaHWUE OJHOIO MM HECKOJBKHX JCHCTBYIOIIMX BEIIECTB B
KOJINYECTBEHHOM BBIPDAKCHUM Ha EAWHUIY J03bl, WIM EAMHUIy Oo0beMa, WIM EJUHMIY MacChl B
COOTBETCTBUU C JIEKAPCTBEHHON (POPMOIl 1100 /17151 HEKOTOPBIX BUJOB JIEKAPCTBEHHBIX (DOPM KOJIMUECTBO
BBICBOO0K/1a€MOI'0 U3 JIEKAPCTBEHHON (hOPMBI AESHCTBYIOLIETO BEIIECTBA 3a €IMHHILY BPEMEHH;

6) mepedyeHb JKM3HEHHO HEOOXOAMMBIX M BaKHEHIIHX JeKAPCTBEHHBIX MpPeNnaparoB -
yTBepxkaaemslii IIpaBurensctBoM Poccuiickont ®enepauyu MepeyeHb JIEKAPCTBEHHBIX IIPENapaToB IS



MEIUIUHCKOTO MPUMEHEHHS, 00ECTIEYMBAIOIIUX TPUOPUTETHBIE MOTPEOHOCTH 3/IPABOOXPAHEHUS B LIENAX
npoUIAKTUKU U JIeYeHHUs 3a00JeBaHUN, B TOM YMCIIE MPeoOIaalonux B CTPYKType 3a00JeBacMOCTU B
Poccuiickoit denepanuu;

6.1) opdanHblie JieKapcTBeHHBIE MPeNapaThl - JICKAPCTBCHHBIC MPENapaThl, MpeIHa3HaYCHHbIC
UCKITIOYHUTENBFHO JUIS AUArHOCTUKH, 3TUONATOTCHETHYECKOTO MIIH TTaTOreHETHYECKOro JIedeHus (JIeueHus,
HAIpaBJICHHOTO Ha MEXaHU3M Pa3BUTHS 3a00JieBaHus) penkux (opdaHHbIX) 3a00JICBaHUH;

6.2) GuosornYecKne JeKapCTBeHHbIE MPeNnaparhl - JCKaPCTBEHHBIC Mpernaparsl, ACHCTBYOIIEE
BEIIECTBO KOTOPHIX NMPOU3BEACHO WIM BBIACICHO U3 OMOJOTMYECKOr0 MCTOYHUKA W Ul ONpeAeTIeHHS
CBOHCTB M KauecTBa KOTOPBIX HE00X01MMa KOMOMHALIMS OMOJIOTHYECKUX U (PU3NKO-XUMHUYECKUX METOOB.
K Ouonormueckum JeKapCTBEHHBIM NpenapaTaM OTHOCATCS HMMMYHOOHOJOTMYECKHE JIeKapCTBEHHBIE
IIpenaparsl, JIEKapCTBEHHbIE NIPENapaThl, MOJIYYEHHbIE U3 KPOBH, IUIa3Mbl KPOBU YEJIOBEKA M KMBOTHBIX
(3@  HCKIIOYCHHEM  LENbHOW  KPOBH),  OMOTEXHOJOTMYECKUE  JICKAPCTBEHHBIC  IperapaTshl,
reHOTEPANEBTUUECKUE JIEKAPCTBEHHBIE NIPENAPAThI, JIEKAPCTBEHHBIE IIperiapaTbl HA OCHOBE COMaTHYECKUX
KJIETOK;

6.3) BBICOKOTEXHOJOTHYHBIH  JIeKAPDCTBEHHBIH  Tpemapar -  T'CHOTEPANCBTUYCCKUI
JIEKapCTBEHHBIN Ipenapar Uil MEIULMHCKOIO IPUMEHEHHUs, WIM JIEKapCTBEHHBIN IpernapaTr Ha OCHOBE
COMAaTHYECKMX KIETOK Ul MEAMIIMHCKOIO IPUMEHEHHMs, WIM TKAaHEUH)XCHEPHBIH JIEKapCTBEHHBIN
npenapar (mpenapaTt TKaHEBOI WH)KEHEPHH);

7) WMMYHOOMOJIOTHYECKHE JIEKAPCTBEHHbIE TMpenapaTrsl - JICKapCTBEHHBIC IIpErapaThl,
npeaHa3HaueHHble A1 (OPMHPOBAHMUSA AKTUBHOI'O MJIM IMACCUBHOTO MMMYHHUTETa JMOO JMAarHOCTUKU
HaIMYMs ~ UMMYHUTETa  WIM  JIMaTHOCTUKU  CHEHU(PHUECKOro  NPUOOPETEHHOTO  M3MEHEHMS
MMMYHOJIOTHYECKOTO ~ OTBETa Ha  ajuleprusupylomue  BemectBa. K MMMyHOOMOJIOTHYECKUM
JEKapCTBEHHBIM  [IpenapaTraM  OTHOCATCA  BAaKLUHBl,  AHATOKCHUHBI,  TOKCHHBI,  CBIBOPOTKH,
MMMYHOTJIOOYJIMHBI U aJUIepPreHsbl;

7.1) OHMOTEXHOJOTHYECKHE JIEKAPCTBEHHBbIE TIpenmapaTbl - JICKAPCTBEHHBIC IpErapaThl,
MIPOM3BOJICTBO KOTOPBIX OCYIIECTBISIETCS C UCIOIb30BaHUEM OMOTEXHOJIIOTHYECKUX MPOLIECCOB U METOOB
(8 Tom uncie JAHK-pekoMOMHAaHTHON TEXHOJIOTHUH, TEXHOJOTMM KOHTPOJIUPYEMOH HKCIPECCHU T'EHOB,
KOJMPYIOUIMX OHMOJIOTUYECKH AKTUBHBbIE OENKH B IMPOKAPUOTaX M SYKAPHOTaX, BKIOYas HW3MEHEHHBIE
KJIETKU MJICKOITUTAIOMINX ), TAOPUIOMHOTO METO/Ia U METO/Ia MOHOKJIOHAJIbHBIX aHTHTEIT,

7.2) TreHOTepameBTHYECKHE JIEKAPCTBEHHBbIE TMpenaparbl - JIEKapCTBEHHBIC Ipenaparsl,
¢dapmarieBTHUeCKasi CyOCTaHIUSI KOTOPBIX SBISIETCS PEKOMOMHAHTHOW HYKJIEMHOBOW KHCIIOTOM WM
BKJIIOYaeT B ce0s pPEKOMOMHAHTHYIO HYKJIEMHOBYIO KHCJIOTY, IIO3BOJISIONIYIO — OCYIIECTBIIAThH
peryaupoBaHue, penaparuio, 3aMeHy, J00aBJIeHHe WIN yJalleHHe TeHEeTUYEeCKOM MoCe10BaTeIbHOCTH;

8) HapkoTHYeCKHe JIeKAPDCTBEHHbIE CpeACTBA - JICKAPCTBCHHBIC  IIpermaparbl |
¢dapmarieBTHYECKHE CYOCTaHIIMM, COJEpXKallue HApKOTHYECKUE CpelCTBa M BKJIIOUEHHbIE B llepeueHb
HapKOTUYECKUX CPEICTB, IMCUXOTPONHBIX BEUIECTB U MX MPEKYpPCOPOB, MOJIEKAIIMX KOHTPOIIO B
Poccuiickoit  ®enepauyu, B COOTBETCTBMM C 3aKOHOZAaTenbCcTBOM  Poccuiickon — dPenepanuu,
MeXIAyHapoaHelMu norosopamu Poccuiickoii ®enepanuu, B TOM uucie EnuHOM KOHBEHUUEH O
HapKoTHyeckux cpencrBax 1961 roxa;

9) ncuxoTpomnHbIe JIEKAPCTBEHHBIE CPEICTBA - JICKAPCTBEHHBIC MIPEnaparhl U (apMaleBTUIECKUE
CyOCTaHIIMM, COJepXallie ICUXOTPOIHBIE BeIleCTBAa M BKIOYEHHble B IlepedyeHb HapKOTHYECKHUX
CPEICTB, IICUXOTPOIIHBIX BEUIECTB M HUX IPEKypcoOpoB, MOIEKAIIUX KOHTpomo B Poccuiickoit
@enepauny, B COOTBETCTBHUM C 3aKoHozarenbcTBOM Poccuiickoit denepauuu, MeXIyHapOIHBIMU
noroopamu Poccuiickoit denepanuu, B Tom unciie KonBenmueii o ncuxorponssix Bemectsax 1971 roaa;

10) pannodapmaneBTHYECKHE JeKAPCTBEHHbIE CPEACTBA - JICKAPCTBEHHBIE CPENICTBA, KOTOPHIC
coJZiep>KaT B T'OTOBOM JJIi MCIOJIb30BaHUS (OpMe OJIUH PAAMOHYKIIHMI WIM HECKOJIBKO PaIMOHYKINIOB
(paIMoOaKTHBHBIX H30TOIOB);

10.1) opurMHAJIBbHBIH JEeKAPCTBEHHBIH MNpemnapaT - JICKapCTBEHHBIH Ipernapar C HOBBIM
JICUCTBYIOIIMM BEILIECTBOM, KOTOPBIM IIEpPBBIM 3apeructpupoBaH B Poccuiickoit ®Pexepaunu wid B
MHOCTPaHHBIX FOCYAApCTBAaX Ha OCHOBAHUM PE3YJIbTATOB JTOKIMHUUYECKUX MCCIEIOBAHUM JIEKAPCTBEHHBIX



CPEICTB M KIMHUYECKUX HCCIIECIOBAHUN JIEKAPCTBEHHBIX IPENapaToB, MOATBEPKIAIOIINX €r0 KadyecTBo,
3¢ (eKTUBHOCTH M 0€30ITaCHOCTH;

11) pedepeHTHBINi JIeKADCTBEHHBIH MNpemapaT - JICKAPCTBEHHBIH IpenapaTr, KOTOPBIH
UCTIOJNB3YeTCsl JJISl OLEHKH OMOPKBHUBAJICHTHOCTH WJIM TEpaleBTUYECKON AKBUBAJIEHTHOCTH, KauecTBa,
3P PEeKTUBHOCTH M 0€30IaCHOCTH BOCIIPOU3BENICHHOT'O JIEKAPCTBEHHOrO MpernapaTa Mild OH0aHaIoroBOro
(6uoromo0OHOr0) JeKapCTBEHHOTO TpenapaTa (Ouoananora). B kadectBe pedepeHTHOro JieKapCTBEHHOTO
npenapara JJis MEAUIMHCKOTO MPUMEHEHHS! HCIOJIb3YeTCs OPUTHMHAIbHBIA JIEKAPCTBEHHBIM Mpernapar
1100, €CITU OPUTHHANIBHBIN JIEKApCTBEHHBIN MpenapaTr He 3aperucTPUPOBaH WIM HE HaXOIUTCS B 000poTe
B Poccuiickoit @enepanuu u He HAXOJUTCSA B 000pOTE B MHOCTPAHHBIX TOCYAApPCTBAaX, BOCIPOU3BEACHHBIH
JICKApCTBCHHBIH Mpernapar Wik 0MoaHaJoroBbii (OMOMOM00HKIN) JeKapCTBeHHBIH mpenapat (OuoaHaior),
KOTOPBIM TIEPBBIM 3aperuCTPUPOBAH W3 4YHCIA Haxoasmmuxcs B obOopore B Poccwuiickoii ®Deneparum,
OMOSKBUBAJICHTHOCTh ~ WJIM  TEpAleBTHYECKash AKBUBAJICHTHOCTh, KadecTBO, 3(dekTuBHOCTE U
0€301acHOCTh KOTOPOT'O OLEHUBAJIKUCH [0 OTHOIIEHHIO K OPUTHMHAJIBHOMY JIEKAPCTBEHHOMY IIpernapary, a
TaKXKe KadecTBO, J(PQPEKTUBHOCTH M 0€30HaCHOCTh KOTOPOTrO IMOJITBEPXKAAIOTCS  pPe3ysbTaTaMu
(dapMakoHag30pa M MPOBEPOK COOTBETCTBHUS JIEKAPCTBEHHBIX CPEACTB, HAXOJAIIUXCS B TPaKJIaHCKOM
000pOTe, YCTaHOBJIEHHBIM TpeOOBaHMSIM K WX KayecTBy. B kauecTBe pedepeHTHOro JEeKapCTBEHHOTO
npernapara Jjs BETEpUHapHOro IPUMEHEHMSI UCIIOJIb3YETCS JIEKAPCTBEHHBIN Npenapar [yl BETEpUHAPHOT O
MPUMEHEHHUS], 3aperucTpupoBaHHbli B Poccuiickoii @enepauMu Ha OCHOBAHUM — PE3YJIBTATOB
JOKJIIMHUYECKUX HCCIIEOBAHUM JIEKAPCTBEHHBIX CPEJICTB U KIMHUYECKUX HCCIIEJOBAHUI JIEKAPCTBEHHBIX
IpenapaToB, MOATBEPKAAIOIIMX €r0 KauyecTBO, 3P (HEeKTUBHOCTh U OE30MaCHOCTb;

12) Bocnpou3BeleHHbI JIeKAPDCTBEHHBI TpenapaTr - JICKApCTBEHHBIM Tpernapar s
MEIMLUHCKOTO MPUMEHEHHs, KOTOphI HMMEET SKBUBAJIECHTHBIM pedepeHTHOMY JIeKapCTBEHHOMY
IIpernapaTy KaueCTBEHHBIM COCTaB M KOJMWYECTBEHHBIN COCTaB JAECHCTBYIOUIMX BELIECTB B 3KBUBAJEHTHON
JIeKapCcTBeHHOH (opme, OO JeKapCTBEHHBIM mpemapar Ajs BETEpUHAPHOIO NPUMEHEHHS, KOTOPBIH
UMeeT Takue XKe, YTO U pedepeHTHBIH JeKapCTBEHHBIM Ipemnapar, KaueCTBEHHBIH COCTaB U
KOJIMYECTBEHHBIH  COCTaB  JICHCTBYIOIIMX  BEIIECTB B  TAaKOM K€  JIGKAPCTBEHHOW  Qopme,
OMOSKBHBAJIEHTHOCTh ~ WJIM  TEpameBTHYECKass  OSKBHUBAJEHTHOCTh  KOTOPBIX  COOTBETCTBYIOIIEMY
pedepeHTHOMY JIEKapCTBEHHOMY Iperapary MOATBEPKIEHa COOTBETCTBYIOIMMH UCCIIEIOBAHUSIMH;

12.1) TepameBTHYeCKasi IKBHBAJIEHTHOCTb JIEKAPCTBEHHBIX NPEMapaToB - JIOCTHKECHUE
KJIMHUYECKH COMOCTaBUMBIX TE€pareBTHUECKOro 3¢pdekra u nokazarenet 3pheKTUBHOCTH U 6€30I1aCHOCTH
IIpM TPUMEHEHUHM JIEKAPCTBEHHBIX NPENapaToB ISl MEIULUHCKOIO IPUMEHEHHs, HMEIIUX OIHO
MEKIYHApOAHOE HEMAaTeHTOBAaHHOE (WM XHMHYECKOE, WM TPYNIUPOBOYHOE) HAWMEHOBaHUE, B
SKBUBAJIECHTHBIX JO3MPOBKAaxX MO OJHUM M TE€M XK€ MOKa3aHUSIM K MPUMEHEHUIO U MpPU OJAMHAKOBOM
crioco0e BBE/ICHUs Y OJJTHOM M TOM K€ TPYIIbl OOJIbHBIX;

12.2) oOwnoaHanoroBbiii (0MONMOMOOHBIN) JeKapCcTBeHHBbI mnpenapatr (6moaHasor) -
OMONIOTMYECKUI JIEKapCTBEHHBIM NpenapaT, CXOXKMHA IO mapameTpaMm KauecTBa, 3(PQPEKTUBHOCTH U
6e30macHOCTU ¢ peepeHTHBIM OMOJIOTHYECKUM JICKAPCTBEHHBIM MPENapaToM B TAKOH e JIEKapCTBEHHOMH
dbopMe U UMErOIUI UICHTUYHBII c110c00 BBEJCHUS;

12.3) B3amMo3amMeHsieMblii JIeKAPCTBEHHbIi mNpemapaT - JICKapCTBEHHBIM mpemapar ¢
JIOKa3aHHOM  TepameBTUYECKOM SKBHUBAJICHTHOCTHIO MM OMOSKBHBAJIEHTHOCTHIO B  OTHOILEHUH
pedepeHTHOro JIEKapCTBEHHOI'O Ipernapara, MMEIOLIN SKBUBAJICHTHbIE €My KauyeCTBEHHBIH COCTaB U
KOJIMYECTBEHHBIM COCTAB JIEHCTBYIOIIMX BEIIECTB, COCTaB BCIIOMOTaTENIbHBIX BEILIECTB, JIEKAPCTBEHHYIO
dbopMy u criocoO BBEICHMUS,

12.4) OMOIKBHUBAJIEHTHOCTH JIEKAPCTBEHHBIX MNPENapaToB - JOCTH)KEHHE COIOCTaBUMbIX
II0Ka3aTelled CKOPOCTH BCACBIBAHUS, CTEIEHU IOCTYIUIEHUS K MECTY JEMCTBUS M CKOPOCTH BBIBEICHMS
OJTHOTO MJIM HECKOJIBKHX OOjajaromux (apMakoJIOTH4ecKOil aKTUBHOCTBIO JACHCTBYIOLIUX BEILIECTB MPHU
IIPUMEHEHUH JIEKapCTBEHHBIX IPENaparoB s MEAMIMHCKOIO TPUMEHEHUS, MMEIOIUX OIHO
MEKIYHApOJAHOE HEMaTeHTOBAaHHOE (WM XHMHYECKOE, WM TPYNIUPOBOYHOE) HAWMEHOBaHUE, B
HKBUBAJICHTHBIX JJO3UPOBKaX U MPH OJMHAKOBOM CIIOCOOE BBEJICHHUS;

13) nexapcTBeHHOE PACTUTEIbHOE ChIPbE - CBEXKUE WM BBHICYIICHHBIC PACTEHHS MO0 UX YacTH,



UCIIOJIb3YEMBIE Il IPOM3BOJACTBA JIEKAPCTBEHHBIX CPEJICTB OpPraHU3alUsAMU - IPOU3BOIUTEISIMU
JIEKapCTBEHHBIX CPEICTB WM W3IOTOBJICHMSI JIEKAPCTBEHHBIX IPENApaTOB aNTEUYHbIMU OPraHU3aLUsSMH,
BETEPUHAPHBIMM AaNTEYHBIMU OPraHMU3ALMsIMH, HWHIUBUAYAJIbHBIMU IPEINPUHUMATEISAMY, HMEIOIIUMU
JIMILIEH3MIO Ha (papMalleBTUYECKYIO AEATEIIbHOCTb;

14) nexkapcTBEeHHBbIl PACTHTENbLHBII TpeNapar - JICKAPCTBCHHBIN Mpernapar, MpOU3BEICHHBIH
WIM W3TOTOBJIEHHBI M3 OJHOIO BUJA JIEKAPCTBEHHOI'O PACTUTEIBHOIO CHIPbSI MM HECKOJBKHX BHJIOB
TaKOTO ChIPbSl M Pean3yeMblil B pac(hacOBaHHOM BHUJI€ BO BTOPUYHOM (IIOTPEOUTENBCKOI) YIIaKOBKE;

15) romeonaTu4ecKHii JeKapCTBEHHBIH Mpenapar - JICKapCTBCHHBIN Tpenapar, Mponu3Be/ICHHBIH
WIM W3TOTOBJCHHBIA W3 (apMaleBTHUECKOW CyOCTaHIMU WM (apMalleBTUYECKUX CyOCTaHIMI B
COOTBETCTBUHU C TpeOOBaHUAMH OOIIMX (hapMaKONEHHBIX CTaTell K rOMEONaTUYECKHM JIEKapCTBEHHBIM
npenapaTtaM HWJIM B COOTBETCTBHM C TpeOOBAaHUSAMH (apMakoled CTpaHbl HPOU3BOJIUTENS TaKOIro
JIEKapCTBEHHOI'O IIpenapara,

16) MexayHapoaHOe HENATEHTOBAHHOE HAHMEHOBAHHE JIEKAPCTBEHHOTO CpeIcTBa -
HalMEHOBAHME JICHCTBYIOIIEro BemlecTBa  (papManeBTUYECKOM  CyOCTaHIIMHM, PEKOMEHJIOBAHHOE
BcemupHoii opranusanuen 31paBoOXpaHeHus;

17) ToproBoe HamMeHOBaHHE JE€KAPCTBEHHOT0 CPEACTBA - HANMCHOBAaHHE JICKAPCTBEHHOTO
CpeACTBa, TPUCBOGHHOE €ro pa3pabdOTUYMKOM, JepXkaTeileM WIM BIAJCNbIEM PErucTPaMOHHOTO
YZIOCTOBEPEHMSI JIEKAPCTBEHHOT O IIpenapara,

17.1) rpynnupoBoYHOe HAHMMEHOBAaHHME JIEKAPCTBEHHOr0 MpemapaTra - HAaUMCHOBAaHUE
JIEKapCTBEHHOI'0 IIperapara, He HMMEIOLIEr0 MEKAyHapOJHOIO HEMATEHTOBAHHOIO HAaMMEHOBAHHWSA, WIN
KOMOMHAIIMM JIEKAPCTBEHHBIX MPENaparoB, HCIOJIb3yeMOE B IENAX OOBEIUHEHHS HMX B TPYHIY IOA
€IMHBIM HaMEHOBAaHUEM UCXOJs U3 OJMHAKOBOI'O COCTaBa JEMCTBYIONINX BEILECTB,;

18) oOmas ¢apmakoneiiHas CcTaTbsl - JOKYMEHT, YTBEP)KICHHBIH YHNOJIHOMOYEHHBIM
(denepanabHBIM OpPraHOM HCIIOJIHUTEIBHOM BIIACTH U COJAEPKAIIMU MepeyeHb IoKa3aTeNel KauecTBa
(MM) METOIOB KOHTPOJISI Ka4eCTBa KOHKPETHOM JISKApCTBEHHOH ()OPMBI, JIEKAPCTBEHHOTO PACTHTEILHOTO
CBIPbsI, BCIOMOTATENIbHBIX BELIECTB, OMUCAHU OMOJIOTMYECKUX, OMOXMMHUYECKHX, MUKPOOHOJIOTMYECKHX,
(bU3UKO-XMMHUYECKHX, (PU3NIECKUX, XUMUUYECKHX U APYTHX METO/I0B aHaJIN3a JIEKAPCTBEHHOI'O CPEJCTBA, a
TaKkke TpeOOBaHUS K HCIIOJIb3YEeMbIM B LIEJISX MPOBEACHUS JAHHOTO aHAJIW3a PeakTHBaM, TUTPOBaHHBIM
pacTBOpaMm, MHIUKaTOpaMm;

19) ¢apmakomneiiHas cTaThsl - JOKYMEHT, YTBEP)KICHHBI YIIOJIHOMOYECHHBIM (enepaibHbIM
OpraHOM HCIIOJIHUTEIBHON BJIACTH U COAEpkKAILNN MepedeHb NoKa3aTeslel KauecTBa U METOJI0B KOHTPOJIS
KauecTBa JIEKAPCTBEHHOI'O CPEACTBA, JIEKAPCTBEHHOT'O PACTUTENIBHOIO ChIPbsl, BCIIOMOTaTENIbHbBIX BELIECTB;

19.1) crangapTHbie 00pa3ubI - BEIIECTBA, IOCPEICTBOM CPABHEHHS C KOTOPBHIMH OCYIIECTBIISIETCSI
KOHTPOJIb KauecTBa HCCIEAYeMbIX JIEKAPCTBEHHBIX CpPEACTB C IOMOIIbIO (PU3MKO-XUMHUYECKUX U
OMOJIOTMYECKUX METOJIOB B LIEJSX MOJATBEPIKIECHUS COOTBETCTBUS JIEKAPCTBEHHBIX CPEJACTB TPeOOBAHUSAM
HOPMAaTUMBHON IOKyMEHTAallM{, YCTAHOBJIEHHBIM IPU OCYIIECTBIEHUHM I'OCYJapCTBEHHON PErHMCTpaluy, U
KOTOpbIE€ MPUMEHSIOTCS JUIsl KaJuOpPOBKHM CTaHAAPTHBIX O0O0pas3loB MPOU3BOAMTENS JIEKAPCTBEHHBIX
CPEACTB, HCHOJb3YEMBIX JUISI KOHTpPOJsS KadecTBa M MHBIX IeJel Npu oOpalieHUH JeKapCTBEHHBIX
CPEACTB,;

19.2) ¢apmaxoneiiHblii cTaHAAPTHBII 00pa3en - CTaHAAPTHBIM OOpa3el, NMPOWU3BEJCHHBIN B
COOTBETCTBUHU C (hapMaKONEHHOH cTaThe;

20) HopmaTMBHAs JOKYMEHTAIUs - JOKYMEHT, COACP)KAIMH IEpPEYeHb OIpPECSEMBIX 10
pe3ysibTaTaM COOTBETCTBYIOUIMX 3KCIIEPTH3 II0Ka3aTeled KayecTBa JIEKapCTBEHHOI'O CpEACTBA UL
MEIULMHCKOTO IPUMEHEHMS], METOJI0OB KOHTPOJISL €r0 Ka4eCTBAa U yCTaHOBJIEHHBIN €I0 IIPOU3BOIUTEIIEM;

21) HOpPMATHBHBIH JOKYMEHT - JIOKYMEHT, COJCp)KAIlUMi IepeYeHb OMNpENeNsIeMbIX 10
pe3yJibTaTaM COOTBETCTBYIOUIMX SKCHEPTHU3 MOKa3zaTeNei kadecTBa U (MIIM) METOIOB KOHTPOJIS KauecTBa
JeKapCTBEHHONM  (OpMBI, ONHCAHUSA  OWOJOrMYECKMX, OMOXMMHUYECKMX, MHKPOOHOIOTHYECKUX,
(bU3UKO-XMMHUYECKHX, PU3NUECKUX, XMMUYECKUX U JPYTUX METOJ0B aHAJIN3a JIEKAPCTBEHHBIX CPE/ICTB IS
BETEPUHAPHOTO0 NPUMEHEHUs, TpeOOBaHMS K HCIHOJb3YyEeMbIM B II€NAX MPOBEICHMS JaHHOI'O aHalln3a
peakTUBaM, TUTPOBAaHHBIM PacTBOPAM, HHANKATOPAM U YCTAaHOBJIEHHBIN €r0 MPOU3BOAUTEIEM,



21.1) oOmmii TeXHHYECKHH JHOKYMEHT - KOMIUICKT JOKYMEHTOB M MaTEpUaJIOB, COCTOSIIHNA W3
HECKOJIbKMX  pa3fesioB -  JIOKyMEHTAlMW  aJAMMHHUCTPaTMBHOIO  XapakTepa,  XUMHYECKOH,
¢dapmarieBTHUeCKOH ©  OMOJOTMYECKOH JOKyMEHTAIMH, (apMaKoJOTHUECKOW, TOKCHKOJIOTHYECKOH
JOKYMEHTAllMY, KJIMHUYECKOM JOKYMEHTAallUM W IIPEACTaBISEMBbIH OJHOBPEMEHHO C 3asBIIEHUEM O
rOCYJJapCTBEHHOM perucTpalyy JIEKapcTBEHHOr 0 Mpenapara Ui MeIUIIMHCKOTO IPUMEHEeHUs B (hopmare,
YCTaHOBJICHHOM YITOJTHOMOUYEHHBIM (peiepanibHbIM OPraHOM UCIOJHUTEIBHOM BIIACTH;

22) Ka4ecTBO JIEKAPCTBEHHOT0 CpEACTBA - COOTBETCTBUE JICKAPCTBEHHOI'O CpEICTBA
TpeOoBaHUAM (hapMaKOMeHHOM cTaThu IUOO B clydae €e OTCYTCTBUS HOPMATHBHOM JOKYMEHTAIMU WM
HOPMAaTUBHOTI'O IOKYMEHTA;

23) 0e30macHOCTh JIEKAPCTBEHHOTO CPEICTBA - XapaKTePUCTUKA JIGKAPCTBEHHOTO CPEICTBA,
OCHOBaHHAsl Ha CPABHUTEIIBHOM aHalu3e ero 3((HEeKTUBHOCTH U PUCKA IPUUMHEHUS Bpeaa 3/I0POBbIO;

24) 3¢ (peKTHBHOCTD JIEKAPCTBEHHOT0 MPeNapara - XapakTepUCTUKA CTEIICHH MOJI0XKUTEIBHOTO
BIMSHUS JICKAPCTBEHHOTO TIpernapara Ha TEYCHHWE, MPOJOJDKUTEIBHOCTh 3a00JeBaHUS WIM  €ro
IpeOTBpallleHHe, peabuINTaIUI0, HA COXpaHEeHUe, IPeIOTBpAIlleHIe WK TpepbhIBaHNe OEpEMEHHOCTH;

25) cepusi JIeKApCTBEHHOT0 CPEICTBA - KOJIMYECTBO JIEKAPCTBEHHOT'O CPEJICTBA, IIPOU3BEACHHOE B
pe3yJIbTaTe OJHOTO TEXHOJOTUYECKOI0 LUKJIIA €r0 IPOU3BOAUTEIIEM,

26) perucTpaloHHOE Y/IOCTOBepeHHe JIEKAapCTBEHHOT0 TMpemapara - 3allch B
TOCYJJApCTBEHHOM peecTpe JIEKAPCTBEHHBIX CPEJCTB, MOATBEpXkaaromias (akT TrocyaapcTBEHHON
pETHCTpaIiK JISKApCTBEHHOTO Mpenapara, u (WIM) TOKYMEHT, TOATBEPKIAIOIINHA (paKT rocy1apcTBEeHHOMN
peructpanyu (perucTpanum) JIeKapCTBEHHOTO Tperapara;

26.1) pep:kaTtenb WM BJajesiell PErHCTPAIMOHHOIO Y/AOCTOBEPEHHS JeKAPCTBEHHOIO
npenapara - pa3paboTUuK JEKapCTBEHHOT O CPEICTBA, POU3BOIUTENb JIEKAPCTBEHHBIX CPE/ICTB MIIM MHOE
IOPUJIMYECKOe JIMIIO0, 00Jajaroliee MpaBOM BIAJCHUS PErHCTPALMOHHBIM YIOCTOBEPEHHEM, KOTOpHIE
HECYT OTBETCTBEHHOCTb 3a KauecTBO, 3(pPeKTUBHOCTH M 0€30MacCHOCTh JIEKAPCTBEHHOTO Mperapara,

27) PperucTpalMoOHHBI HOMEP - KOJIOBO€ O0OO3HAa4YEeHHWE, IPHCBOCHHOE JIEKaPCTBEHHOMY
IIpenapary IpH €ro rocyAapCTBEHHOW PETUCTPALIUN WM PETUCTPALINH;

28) oOpamenne JeKapCTBEHHBIX CPEACTB - pa3paboTka, MIOKIMHUYECKHE HCCIIeIOBAHUS,
KIIMHUYECKHE MCCIEAOBAaHUSA, OKCIEPTH3a, TOCYJAapCTBEHHAs pErucTpalus WM  PETUCTpanus,
CTaHJApTHU3allsl U KOHTPOJIb KadyecTBa, IPOU3BOJACTBO, M3TOTOBIEHHUE, XpaHEHHE, NIEPEBO3KA, BBO3 B
Poccuiickyro ®enepanuto, BbiBo3 n3 Poccuiickoit denepanuu, pekiiama, OTIYCK, pealu3anus, nepeaaya,
IIPUMEHEHNE, YHUUTOKEHUE JIEKAPCTBEHHBIX CPENICTB;

29) cy0BeKkTHI OOpamieHHsi JeKapCTBEHHBIX CpPeACTB - (u3nyeckue JuIa, B TOM YHCIE
WMHAUBUIYaJbHbIE TPEANPUHUMATENIN, U IOPUAWYECKHE JIMIA, OCYLIECTBIIAIOIINUE JAEATENbHOCTh IpU
00paleHNH JIEKAPCTBEHHBIX CPEJICTB;

30) pa3pabdoOTYHK Je€KAPCTBEHHOI0 CpeACTBA - OpraHu3aims, oOiajaromias mNpaBaMH Ha
pe3yJIbTaThl TOKIMHUYECKUX MCCIEN0BAHUN JIEKApCTBEHHOIO CpEACTBA, KIMHUYECKUX HCCIEN0BAaHUN
JIEKapCTBEHHOTO Ipernaparta 1 (MI1) Ha TEXHOJIOTHIO TPOU3BO/ICTBA JICKAPCTBEHHOT'O CPE/ICTBA,

31) mpoM3BOACTBO JEKAPCTBEHHBIX CPEICTB - ACATEIBHOCTh MO MPOU3BOJCTBY JICKAPCTBEHHBIX
CPEJICTB OpraHU3aLUsAMU - IPOU3BOIUTEISIMY JIEKAPCTBEHHBIX CPEACTB HA OJIHOM CTaUH, HECKOJIbKUX WU
BCEX CTaJMAX TEXHOJOTMYECKOr0 IIPOLECcCa, a TaKKe II0 XPAHEHUI0O U pealln3allid IPOU3BEICHHBIX
JIEKapCTBEHHBIX CPE/ICTB;

31.1) mnpouM3BOACTBEHHAs IUIOMIAJAKA - TEPPUTOPUAIBHO  OOOCOOJEHHBIH  KOMILIEKC
IIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB, NPEAHA3HAUYECHHBIM U1 BBIIOJHEHUS BCEro Ipolecca
IIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB WU €0 OIPEIEICHHON CTaluu;

32) mpou3BOIUTEIb JEKAPCTBEHHBIX CPEICTB - OPraHU3aIMsl, OCYIIECTBISIOMIAs TPOM3BOJICTBO
JIEKapCTBEHHBIX CPEACTB B COOTBETCTBUU € TpeOOBaHUAMHU HacTosiero denepanbHOro 3akoHa,

33) ¢dapmaneBTHYeCKAan AeSATEIbHOCTH - JCATEIBHOCTh, BKIIOYAMONmas B ce0sS ONTOBYIO
TOPTOBIIIO JICKAPCTBEHHBIMH CPEACTBAMHU, WX XpaHEHHE, MEpPeBO3KYy W (MIM) PO3HHUYHYIO TOPrOBIIO
JICKapCTBEHHBIMHU IIperapataMM, B TOM YHCIE JIUCTAHLIMOHHBIM CIIOCOOOM, HX OTIYCK, XpaHEHHe,
NIEPEBO3KY, U3TOTOBJIEHUE JIEKAPCTBEHHBIX IIPENAPaTOB;



34) opraHu3anHsi ONTOBOW TOProBJIM JIEKAPCTBEHHbIMH CpPEACTBAMH - OpraHU3alus,
OCYILECTBIISIIONIASl ONTOBYK) TOPIOBIIO JIEKAPCTBEHHBIMU CPEJICTBAMHM, HMX XpaHEHHE, IEPEBO3KY B
COOTBETCTBUH € TpeOOBaHUAMH HacTosero deaepanbHOro 3aKoHa,

35) anTeyHasm oOpraHu3alUs - OpraHW3alus, CTPYKTYPHOE IIOJpa3JIeiCHHEe MEIUIUHCKOM
OpraHM3aliy, OCYILECTBISAIOUIME PO3HUYHYIO TOPTOBJIIO JIEKAPCTBEHHBIMH IIpernapaTamMH, B TOM YHCIE
JTUCTAaHIIMOHHBIM CIIOCOOOM, XpaHEHHE, MEPEBO3KY, M3TOTOBJICHUE U OTIYCK JIEKAPCTBEHHBIX MpEnapaToB
I METUIIUHCKOTO IIPUMEHEHHUSI B COOTBETCTBUHU C TpeOOBaHUAMU HacTosAero @enepaabHOro 3aK0oHa,;

36) BeTepuHApHasl anTe4yHas OPTraHU3AUUsl - OPraHU3alMs, CTPYKTypHOE MOJpa3ieicHue
BETEPUHAPHON OpPraHU3allii, OCYIIECTBIAIOIME PO3ZHUYHYIO TOPrOBIIIO JIEKAPCTBEHHBIMHU IIpeNapaTamMu, B
TOM YHCJIE JAUCTAHLMOHHBIM CIIOCOOOM, XpaHEHHE, U3TOTOBJICHHE U OTIYCK JICKAPCTBEHHBIX IMPENapaToB
111 BETEPUHAPHOT'O IIPUMEHEHHUS B COOTBETCTBUH ¢ TpeOoBaHUAMHU HacTosiero depepaabHOro 3aK0Ha;

37) ¢anbcuuUUPOBAHHOE JIEKAPCTBEHHOE CPEICTBO -  JIGKAPCTBEHHOE  CPEJCTBO,
COIPOBOXKaEMOE JIOKHOM MH(pOpMaIen 0 ero coctaBe u (HiIr) IPOU3BOIUTEIE;
38) HemoOpokavecTBEHHOE JIEKAPCTBEHHOE CPEACTBO - JICKAPCTBEHHOE CPEJICTBO, HE

COOTBETCTBYIOIIEEe TpeOoBaHUSAM (hapMaKOMEWHO! CTaThH JIMOO B Cllydae €€ OTCYTCTBUS TpeOOBaHHIIM
HOPMaTHBHOM JTOKYMEHTALUU UM HOPMATHBHOT'O IOKYMEHTA,;

39) koHTpadaKkTHOE JIEKAPCTBEHHOE CPEICTBO - JICKAPCTBEHHOE CPEJCTBO, HAXOJsIIeecs B
000pOTE ¢ HapyIIEHUEM I'PAXIAHCKOT'0 3aKOHOJATEIbCTBA;

40) nOKIMHHMYECKOE WCCiIel0BaHHE JIEKAPCTBEHHOTO CPeACTBA -  OMOJOTMYECKHE,
MHUKPOOHOJIOTHYECKHE, HWMMYHOJOTHUECKHE, TOKCHKOJIOTH4Yeckue, (apmakonoruyeckue, uznyeckue,
XUMHUYECKHE U JIPyTHe UCCIEeI0BaHUS JIEKAPCTBEHHOI'O CPEJICTBA IyTeM NMPUMEHEHHsS] Hay4YHbIX METOOB
OLIEHOK B LIEJISAX MOJYYEHHUs J0Ka3aTeNbCTB 0€30MacHOCTH, KauecTBa M 3(P(PEKTUBHOCTH JICKAPCTBEHHOTO
Cpe/CTBa,

41) kIMHMYECKOe HCCIeT0BaHHe JIEKAPCTBEHHOT0 TNpenapaTra - U3y4YeHUe JHarHOCTHYECKHX,
JeyeOHbIX, TPOPHUIAKTHUECKUX, (HapMaKOIOTMYECKHX CBOWCTB JIEKApPCTBEHHOTO INperapara B Ipolecce
ero NPUMEHEHHUs y YeJIOBeKa, >KMBOTHOTO, B TOM YMHCJE IPOLECCOB BCACBHIBAHUS, PpaCIpe/eieHus,
U3MEHEHHMsI M BBIBEJCHUS, IyTEM IPUMEHEHHs Hay4YHBIX METOAOB OIEHOK B HENAX MOJyYeHHS
JIOKa3aTeNIbcTB  0€30MacHOCTH, KayecTBa M A(PPEKTUBHOCTH JIEKApPCTBEHHOIO IIpernapara, MaHHBIX O
HE)KeJaTeNbHbIX PeakIUsIX OpraHu3Ma 4yelloBeKa, )KUBOTHOIO Ha MPUMEHEHHUE JIEKApCTBEHHOTO Ipernapara
u 00 3¢p¢dexTe ero B3aUMOICUCTBHS C APYTHMMHU JIEKAPCTBEHHBIMH TpernapataMd W (M) MHUIIEBBIMU
NPOAYKTaMH, KOPMaMH;

42) MHOTOIEHTPOBOE KJIMHHYECKOE HMCCJIET0OBAHHE JIEKAPCTBEHHOr0 mpemapara s
MEAMIHUHCKOI0 TPUMEHEHMs - KIMHUYECKOe MCCIEOBAHME JIEKApCTBEHHOrO IIperapara s
MEIUIUHCKOTO MPUMEHEHUS, TPOBOUMOE pa3pabOTUNKOM JIEKapCTBEHHOTO Ipernapara B AByX M Oosee
MEIMLMHCKUX OpraHu3alMAX MO0 €IUHOMY IPOTOKOIY KIMHMYECKOI'O HCCIEIOBAaHUS JIEKAPCTBEHHOTO
npemnapara,

43) MeXAyHApOOHOe MHOTOIIEHTPOBOE KJIHHHYECKOe HCCJIeT0BAHHE JIeKAPCTBEHHOTO
npenapara AJs MeJUIMHCKOI0 NPUMeHEeHHs - KIMHUYECKOe HCCIIEeJOBAHNE JIEKAPCTBEHHOIO MpernapaTa
JUIS. METUIIMHCKOTO MTPUMEHEHHs, IPOBOJAMMOE Pa3pabOTYMKOM JIEKAPCTBEHHOT'O MpenapaTa B pa3IMYHbIX
CTpaHax MO €AUHOMY NMPOTOKOIY KIMHUYECKOI0 UCCIEI0BAHUS JIEKAPCTBEHHOTO Ipernapara,

44) mocTperucTpaniHOHHOE KJIMHHMYECKOEe HMCCJIeI0BAHHE JIEKAPCTBEHHOr0 Mpenapara IJsi
MEIMIHUHCKOI0 TPUMEHEeHMsl - KIMHUYECKOe MCCIEOBAHME JIEKAPCTBEHHOrO Ipernapara s
MEJIULUHCKOTO MPUMEHEHHs, MPOBOJUMOE MPOU3BOJUTENEM JIEKAPCTBEHHOI'O Mpenapara, IpaxIaHCKHM
000pOT KOTOPOT'0 OCYILIECTBISIETCS IOCJIE TOCYNAapCTBEHHOM PETUCTpAllMd WM PErHCTpalyu, B LEIX
JIOTIOJIHUTEIBLHOIO cOOpa JaHHBIX O ero 0e30macHOCTH U 3((GEKTUBHOCTH, PACHIMPEHUS MOKa3aHUN K
IPUMEHEHHIO JaHHOTO JIEKAapCTBEHHOIO IIperapara, a TaKKe BbBIBICHUS HEXeNaTelIbHbIX peaKiHi
NalMEeHTOB Ha ero JAeWCTBUE,

45) mccienoBanue OHOIKBHBAJIEHTHOCTH JI€KAPCTBEHHOI0 TpemapaTa - BHJ KIMHUYECKOTO
UCCIIC/IOBaHMsI JIEKApPCTBEHHOTO Ipernapara, MPOBEAECHUE KOTOPOr'o OCYLIECTBISAETCS A ONpeieiaeHus
CKOPOCTH BCAachIBaHHMsI W BBIBEJICHMS OJHOIO WJIM HECKOJBKUX OOdajgaromux (apmMakoisornyeckoi



aKTUBHOCTBIO JCHCTBYIOIIMX BEIIECTB, KOJMYECTBA JIEKAPCTBEHHOTO Npenapara, JIOCTUIArOIIEro
CHCTEMHOI'0 KPOBOTOKA, W PE3YJIbTaThl KOTOPOTO MO3BOJSIOT CHENaTh BHIBOJ O OMOIKBHUBAJICHTHOCTH
BOCIIPOM3BEICHHOTO JIEKAPCTBEHHOT'0 MpernapaTa B OINpEIesICHHBIX JIEKApCTBEHHOU (popMe U J03UPOBKE,
COOTBETCTBYIOIIUX (hOpME U JO3UPOBKE pehepeHTHOro JEKApCTBEHHOTO Mperapara,

46) ucciieioBaHHE TepaneBTHYECKOH IKBHBAJIEHTHOCTH JIEKAPCTBEHHBIX MPENapaToB - BH
KJIMHUYECKOTO HMCCIIEOBAHUS JICKAPCTBEHHBIX MPENapaToB, MPOBEACHUE KOTOPOTO OCYIIECTBISIETCS IS
BBISIBJICHUS] OJJMHAKOBBIX CBOMCTB JICKAPCTBEHHBIX MPENApaTOB ONPEICICHHON JIeKapCTBEHHOH (OpMBI, a
TaKXKe HaJIM4usl OJIMHAKOBBIX IMOKa3aTeseil 6e30macHocT 1 3(h(hEeKTUBHOCTH JIEKapCTBEHHBIX MPENapaTos,
OJIMHAKOBBIX KJIMHUYECKHX 3(P(EKTOB MpU UX NPUMEHEHUH;

47) MpOTOKOJ KJIMHHYECKOr0 HCCJIETOBAHUS JIEKAPCTBEHHOr0 Mpemapara - JOKyMEHT, B
KOTOPOM OMNpEACISIOTCA LEeiAH, (OPMbI OpPraHU3alMd M METOAOJIOTUS MPOBEACHHUS KIMHUYECKOTO
UCCIIC/IOBaHMs], CTaTUCTUYECKHE METOJbl OOpabOTKM pPE3yIbTaTOB TAKOT'O MCCIEJOBAHUS W MEpPbI IO
obecrieyeHnI0 0€30MacHOCTH  (PU3MYECKMX JIML, YYaCTBYIOIIUX B KIMHMYECKOM HCCIEIOBAaHUU
JICKapCTBEHHOT O MpenapaTa;

48) Opommopa WccleAOBaTeJdsl - CBOJHOC H3JIOKCHHUE PE3YJbTaTOB JOKIMHUYECKOTO
UCCIICIOBaHMS JIEKAPCTBEHHOT'O CPECTBA U KJIMHUYECKOT0 MCCIEI0BAHNUS JEKapCTBEHHOTO Mpernapara Jjs
MEIULUHCKOTO MPUMEHEHHUS;

49) wHpOpMAIMOHHBII JHCTOK WAIMEHTa - JOKYMEHT, KOTOpBI odopmisieTcs B BHIE
JOKyMEHTa Ha OYMaXHOM HOCHTEJE, MOJAMUCAHHOTO IMAIMEHTOM MM €ro 3aKOHHBIM IpeACTaBUTEIEM,
0o ¢dopmupyercss B popMe 3JIEKTPOHHOTO JTOKYMEHTA, MOANKUCAHHOTO MAIlMEHTOM MJIM €ro 3aKOHHBIM
NPEJICTaBUTENIEM C MCIIOJIb30BAaHUEM YCHJICHHON KBaJU(HUIIMPOBAHHOM SJIEKTPOHHOM MOINHMCH, WIH
YCUJICHHOM HEKBaTM(PUIMPOBAHHON HJIEKTPOHHOW MOANMMCH, WIM HPOCTOM 3IEKTPOHHOM IMOJIMUCH
MOCPEJICTBOM TPHUMEHEHHs] €IUHOM CHCTEeMbl HACHTU(GHKAIMK W ayTeHTHU(PUKALKUHW, U B KOTOPOM
coJiep>KaTcsl B JIOCTYNHOM (opMme CBeIeHMs, KacalolMecs MPOBOAMMOTrO KIMHHYECKOTO HCCIeIOBAHUS
JIEKapCTBEHHOTO Iperapara, U BHIPAKEHHOE B MMCHbMEHHOM (hopMe J0OpOBOIBHOE COTJIache MalueHTa Ha
yyacThe B KIMHHUYECKOM HCCIIEeIOBaHUM JIEKAPCTBEHHOI'O Mpernapara I MEAMLHUHCKOTO MPUMEHEHUs
1ocjae O3HAKOMJICHHUS TMAlMeHTa WM €ro 3aKOHHOTO IPEACTaBUTENS C OCOOCHHOCTSMHU KIMHMYECKOTO
UCCIIEIOBaHMsI, UMEIOIIMMU 3HaUEHHE ISl BBIPAKEHHsI TAKOTO COTJIacus;

50) moGouHoe feiicTBHE - peEakUus OpPraHU3Ma, BO3HUKIIAS B CBSA3M C TPHUMEHEHHEM
JIEKapCTBEHHOT0 TMpernapara B J03aX, PEKOMEHIYEMBIX B MHCTPYKIHHM IO €ro NPUMEHEHHIO, JUIs
npoUIAKTUKHU, TUATHOCTUKY, JIeYeHUs 3a00JIeBaHUs WM [T peadHInuTalllu;

50.1) HexkenaTeqbHAs peaklus - HENpeJIHAMEPEHHAs HEONAromnpHsTHas PEakius OpPraHu3Ma,
KOTOpPasi MOKET OBITh CBsI3aHa C MPUMEHEHUEM JIEKapCTBEHHOT'O Ipenapara;

51) cepnbe3Has HeKeJaTeJbHAsl PeaKIHsl - HEXKENATeIbHAs PEakUysl OpraHu3Ma, CBS3aHHAs C
NPUMEHEHHEM JIEKapCTBEHHOro TMperapara, MNpUBEAIIas K CMEPTH, BPOXKIACHHBIM aHOMAJHMSIM WM
MOpOKaM pa3BUTHs JIMOO NpeicTaBistomas coO0i yrpo3y >KM3HHU, TpeOylolias TOCHUTAIU3ALUUA WU
NpUBEAIas K CTOMKOH yTpare TpyA0cIocOOHOCTH U (MITH) MHBAJIHIHOCTH,

52) HenpeaBuaeHHAs1 HeKeJaTeIbHAS PeaKIus - HEKeNaTeIbHas Peaklysi OpraHu3Ma, KoTopas
CBsi3aHa C NPUMEHEHUEM JIEKaPCTBEHHOrO IIpernapara B J103aX, PEKOMEHIYEeMBbIX B IPOTOKOJIE €ro
KJIMHUYECKOTO HCCIeA0BaHMs, OpolLIope HcclenoBareNs, WIM C [OPUMEHEHHEM JIEKapCTBEHHOIO
mpernapara B J103aX, PEKOMEHAYEMbIX B HHCTPYKLMH [0 €ro MIPUMEHEHHIO JUIsl NPOQUIAKTHKH,
JIMarHOCTUKH, JIeUeHUs 3a00J1eBaHMsI WIM MEAUIUHCKON peaOuiauTaluy MalueHTa, U CyIHOCTb, TSHKECTb
WIA HMCXOJ KOTOPOH HE COOTBETCTBYeT MH(pOpPMALUHU O JEKapCTBEHHOM IIpernapare, cojepialieiics B
IPOTOKOJIE €ro KJIMHUYECKOrO MCCIIEeOBaHUs, OpOIIope HcciaenoBareiass WIM B HMHCTPYKUUH IO
IPUMEHEHHIO JISKApCTBEHHOT'O Mpernapara,;

52.1) ¢apmakoHaa30p - BHUI JESATEIBHOCTH MO MOHUTOPHHTY 3((PEKTUBHOCTH U 0€30IaCHOCTH
JIEKapCTBEHHBIX MPENapaToB, HANPaBJIEHHBIN Ha BBIABICHHUE, OLICHKY U MPEJOTBpAllleHHE HeXeIaTeIbHbIX
MOCJIECTBUM MPUMEHEHHM s JTIEKapCTBEHHBIX MpenapaTos,;

52.2) nnan ynpasiieHHsI PUCKAMH - [TOJIpOOHOE ONMMCAHWE MEPONPUATHH MO (papMaKOHAI30pY,
HaNpaBJICHHBIX Ha BBIABICHHE, OLICHKY M NPEJOTBpALCHHE WM MMHHUMHU3ALMIO PUCKOB, CBS3aHHBIX C



JIeKapCTBEHHBIMHU IIperapaTaMu, BKIIOYas OEHKY 3(p()EeKTUBHOCTH JAHHBIX MEPOTIPUATHUH;

53) penenTt Ha JeKapCcTBEHHBIH Mpenapar - MEIUIIMHCKUI TOKYMEHT YCTaHOBIICHHOW (hOpMBI,
COZICp)KAlIMi Ha3HAYeHHWE JIEKAPCTBEHHOrO Ipernapara Uil MEAWLIUHCKOTO TNPHUMEHEHHs, BBIIAHHBINA
MEIMLMHCKUM DPAOOTHUKOM B IIENSAX OTIYCKa JIGKAPCTBEHHOTO Ipenapara WM ero H3rOTOBICHUS U
OTIyCKa Ha OyMa)kHOM HOCHUTEJIE WIM C COTJIacHsl MallMeHTa WM €ro 3aKOHHOTO MPEeACTaBUTENS B (hopme
AJIEKTPOHHOT'O JIOKYMEHTA, MOJANHCAHHOIO C HCIHOJb30BAHWEM YCHJICHHOH KBaJM(UIIMPOBAHHON
3JIEKTPOHHON MOJINUCH MEAULIMHCKOTO pabOTHHKA, JTMOO TOKYMEHT YCTaHOBIECHHON (OPMBI, COAEpIKaIINMA
Ha3HAUYEHUE JICKAPCTBEHHOrO Iperapara il BETEPUHAPHOTO MPUMEHEHHUS, BBIAAHHBIA CIEIHATMCTOM B
00JIacTH BETEPUHAPUH B LENISAX OTIYCKAa JIEKAPCTBEHHOT'O IpenapaTa WK €ro U3rOTOBJICHHS M OTIyCKa Ha
OyMa)KHOM HOCHTEJE WIM C COIJIacusl BJaJelblia )KUBOTHOTO MJIM 3aKOHHOTO IPEACTAaBUTEIS BiaJelbla
KUBOTHOTO, O(OPMJICHHBIH B 3JEKTPOHHOH (hopme ¢ ucmonb3oBaHueM (eaepanbHONW TOCYIapCTBEHHOM
MH(OPMAIIMOHHOIN CUCTEMBI B 00JIaCTH BETEpUHAPHH;

54) TpeOoBaHMe MEIMIIMHCKOH OpPraHM3alUyi, BeTEPHHAPHOW OpPraHM3alMM  WIH
opraHum3anmuu (MHAMBUAYAJIBLHOTO TPEINPUHUMATENISI), OCYLIeCTBJsOMEH (0CylIeCTBISIOMEro)
pa3Be/ieHHe, BHIPALIMBAHUE U CO/IeP/KaAHUE KUBOTHBIX, - JOKYMEHT YCTaHOBJIEHHON (POPMBI, KOTOPBIH
BBIMMCAaH MEAMLMHCKAM PAOOTHUKOM WM CHELUAIMCTOM B 00JACTH BETEPHUHAPUM, UMEIOLIIUMH Ha 3TO
IPaBo, U COJCPKHUT B MUCbMEHHOW (hopMe yKa3aHUE alTeUHOW OpraHn3allui UM BETEPUHAPHOM anTeuyHON
OpraHu3anuy 00 OTIYCKE JEKapCTBEHHOTO NpenapaTa MM O €ro M3rOTOBJIEHHUH U 00 OTIyCKe s
obecriedeHus1 Je4eOHOro mpolecca B MEIUIIMHCKON OpraHu3aluy, BEeTEPHUHAPHON OpraHu3alli WU B
opraHu3auui  (MHAWBUAYaJbHBIM  MPEANPHHAMATENEM),  OCYIICCTBISIOMCH  (OCYIECTBIISIOLINM)
pas3BezieHue, BBIpAIIMBAHUE U COJIEPKAHNUE )KUBOTHBIX;

55) xoMIuleKCcHas OILEHKa JIGKapCTBEHHOIO TIperapara - OICHKa 3aperuCTPHpPOBAHHOTO
JIEKapCTBEHHOTO TpenapaTa, BKJIIoYaromas B ceOs aHaiu3 WHPOpPMALUK O CPABHUTEIBHOM KIMHUYECKOU
3G PEKTUBHOCTH U 0E€30MaCHOCTH JIEKAPCTBEHHOT'O NpernapaTa, OLEHKY 3KOHOMUYECKHX IOCIEACTBUI ero
INPUMEHEHHUs, U3y4YEHHUE JTOTIOIHUTENBHBIX MTOCIIEACTBUI MPUMEHEHNUS JIEKApCTBEHHOTO Mpernapara B elsix
NPUHATUS PELICHHH O BO3MOKHOCTH BKIJIIOYEHHS JIEKAPCTBEHHOI'O Mpernapara B IepedyeHb >KU3HEHHO
HEOOXOJMMBIX M BaKHEMIIMX JIEKapCTBEHHBIX IMpenapaToB, HOPMATHUBHBIE MPAaBOBbIE aKThl U HHBIC
JOKYMEHTBI, ONpeAEIAIoIIre MOPSAOK OKa3aHUs MEIUIMHCKONM IOMOIIM, WM HCKIIOYEHHS €ro Hu3
yKa3aHHbIX IEPEYHs, aKTOB U JIOKyMEHTOB,;

56) cucTeMa MOHHMTOPHHIAa JABHM)KEHHSI JE€KAPCTBEHHBIX MPeNapaTroB sl MEIHIIHHCKOTO
npuMeHeHHMs1 - (enepainbHasl rocyJapCcTBEHHas HH(OpPMAalMOHHAs CUCTEMa MOHMTOpPHHIA JIBU)KEHUS
JICKApCTBEHHBIX MPENapaTroB Ui MEIUIMHCKOIO TNPUMEHEHUS OT MPOU3BOAUTENS A0 KOHEYHOTrO
NOTPeOUTENsT C KCIOJIb30BAaHMEM B OTHOIICHUWH JICKAPCTBEHHBIX INPEnapaToB s MEAMLUHCKOTO
IPUMEHEHHsI CPEJCTB UICHTU(UKAIIH;

57) Kom MapKHpPOBKH - YHHKaJbHas MOCIIEJOBATEIILHOCTh CHMBOJIOB, COCTOSIIAs M3 KOJa
UACHTUPUKAIMM M KOJAA NPOBEPKH, ONpeNesieMblX B COOTBETCTBUHM ¢ DepepanbHbIM 3aKOHOM OT 28
nexadps 2009 roga N 381-®3 "O0 ocHOBax roCyJapCTBEHHOTO PETyJIMPOBaHMs TOPrOBOM NESTEILHOCTH B
Poccuiickoii @enepanun’.

I'nasa 2. IlotHOMO4YMs ¢elepaibHBIX OPraHOB MCHOJIHUTEIBHON BJIACTH, MCIIOJIHUTEIbHBIX
opranos cy0bekToB Poccuiickoit @egepanun npu o0pameHuy JJIeKAPCTBEHHbBIX CPEICTB

Crarba 5. IlonHomouMs QenepanbHbIX OPraHOB MCHOJHMTENIBHON BIACTH HpU OOpaleHHH
JIEKapCTBEHHBIX CPEIICTB

K nomHoMouusiM  ¢enepaiabHbIX OpPraHOB — MCIOJHUTEIBHOM BJIACTH MpH  OOpalleHUH
JIEKapCTBEHHBIX CPEJICTB OTHOCATCA:

1) mpoBenenue B Poccuiickoit ®enepanuu eAWHONH TOCYAAPCTBEHHOW NOJIHTHKH B 00JacTH
obecrieyeHus JIeKapcTBEHHBIMHU IpenapaTamMu rpaxaad B Poccuiickoit @enepanuy;

2) yTBepkAeHHMEe 0OmuUX (apMaKONEHHBIX CTarei, (apMaKONEHHBIX CcTaTed, W3AaHue
roCyJJapCTBEHHOH (papmakorien, co3aHue 1 BeJieHne peectpa GpapMakoneiiHbIX cTaHIapTHBIX 00pa31oB;



3) ocyiecTBieHHE (BeaepaTbHOTO TOCYIapCTBEHHOrO KOHTPOJs (Haa3opa) B chepe obOpaiieHus
JICKaApCTBEHHBIX CPE/ICTB;

4) nUIEeH3UPOBAaHHE MPOM3BOJCTBA JICKAPCTBCHHBIX CPEACTB, B TOM 4YHUCIE (eaepanibHbIi
rOCYJapCTBEHHBIN JTUIICH3UOHHBIN KOHTPOJIb JIEATEIBHOCTH MO MPOM3BOJICTBY JIGKAPCTBEHHBIX CPEICTB,
MEPUOIUYECKOE TMOATBEPKICHUE COOTBETCTBUS JIMIICH3UWATA, HMMEIOIICTO JIMIICH3UI0 HAa MPOHM3BOJCTBO
JICKApCTBCHHBIX CPEACTB, M (apMaIlCBTHUECKOU IEATCILHOCTH B COOTBETCTBHUH C 3aKOHOJATEIILCTBOM
Poccuiickoit ®enepanuu;

5) opraHuzamMs SKCHEPTH3bI JICKAPCTBEHHBIX CPEACTB, 3TUYECKON ASKCHEPTH3BI BO3MOXHOCTH
MPOBEACHUS KJIMHAYECKOTO MCCIICIOBAHMS JICKAPCTBCHHOTO IMperapara Jjisi MEIUIIMHCKOTO MPUMECHEHHUS,
OKCHEPTH3bl  JTOKYMEHTOB, TPEJACTABJICHHBIX ISl  ONPEACICHHS BO3MOXKHOCTH  PacCMaTpHBATh
JICKApCTBCHHBIN MpenapaTr il MEAMIMHCKOTO NMPUMEHEHUS B KadyecTBE OP(PAHHOTO JIEKAPCTBEHHOIO
npernapara,

5.1) opraHuzanus TMPOBEJICHUS KOMILUICKCHONW OIICHKHM JICKQpPCTBEHHOIO Iperapara B IEJsaX
NPUHATUS PEUICHUH O BO3MOXKHOCTH BKIJIFOUEHHS JICKAPCTBEHHOI'O Mperapara B IEepeveHb >KU3HECHHO
HEOOXOJMMBIX M BaXKHCHIINX JICKAPCTBEHHBIX IpENapaToB, HOPMATHUBHBIC IPABOBbIC AKThl U HHBIC
JOKYMEHTBI, OIPEICIIAIONINE TOPSJIOK OKa3aHUs MEAUIMHCKOW IOMOIIM WM HCKJIIOUCHHUS €ro U3
yKa3aHHbIX MIEPEYHs, aKTOB U JIOKYMEHTOB;

6) BbIIaua pa3pelieHUil Ha MPOBEACHNE KIMHUYCCKUX MCCIICIOBAHNI JICKAPCTBEHHBIX MPENapaToB,
BCJICHUE PEECTpa BBIJAHHBIX pa3pelICHUN Ha MPOBEIACHUE KIMHUUECKUX HCCIICIOBAHUMN JICKAPCTBEHHBIX
npenapaTos;

7) TOCyHapCTBEHHAsh pPErHCTpalus JICKapCTBEHHBIX TMpPEnapaToB, BEIACHHUE TOCYAapCTBEHHOTO
peecTpa JIeKapCTBEHHBIX CPEICTB;

7.1) peructparus, MOATBEPXKICHHE pEerUCTpalu (mepeperucrpaiys), BHECCHHE W3MCHEHHU B
PETUCTPAIIMOHHOE JIOChE, & TAaKXKe MPOBEACHUE MPOIICAYP, CBA3AHHBIX C PETUCTpAIMei, B COOTBETCTBHHU C
YTBEPKIICHHBIMH EBpa3uiicKOil SKOHOMHUYECKOW KOMHMCCHEH NpPaBUIIAMU PETUCTPALMH U IKCIEPTHU3BI
JICKApPCTBCHHBIX CPEICTB IS MEIUIIMHCKOTO TPUMEHEHHUS W TMPAaBUIAMHU PETYJIUPOBAHUS OOpalICHHS
BETCPUHAPHBIX JICKAPCTBCHHBIX CPEJCTB Ha TAMOXXEHHOW TeppUTOpuUU EBPa3HiicKOro 3KOHOMHYECKOTO
COI032;

7.2) npencraBieHue ~ MHPOPMANMK O  PETHCTPALlMH,  MOJATBEPKICHUU  PETUCTPAIUH
(mepeperucTpaliii), BHECCHUH U3MEHEHUH B PETHUCTPALIMOHHOE JI0ChE, & TAKKE O MPOLEAYPax, CBSI3aHHBIX
¢ perucrpanueii, B EBpa3suiicKkyr0o 3KOHOMHYECKYIO KOMHCCHUIO C HCIOJb30BAaHHEM HWHTETPUPOBAHHOMN
WHPOPMAIIMOHHOM cUCTeMbl EBpa3suiickoro SKOHOMHYECKOTO COK03a B COOTBETCTBUU C YTBEP)KICHHBIMU
EBpasuiickoii SKOHOMHUYECKOW KOMHUCCUCH TOPSIIKOM (OPMHUPOBAHHMS W BEACHUS CIMHOTO peecTpa
3apETUCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB EBpasuiicKOro 3KOHOMHYECKOTO COK3a M IpaBUIaAMHU
peryjaupoBaHusi OOpallleHHs BETEPUHAPHBIX JIGKAPCTBEHHBIX CPEACTB HA TAMOXXEHHOW TEPPUTOPHH
EBpa3niickoro 3kOHOMUYECKOr0 COI03a,;

7.3) yTBep)KICHUE TMOpsIKAa MPUOCTAHOBJICHUS JCHCTBUS PETUCTPAIMOHHOTO YIOCTOBEPCHHUS
JICKQpCTBCHHOT'O  Mperapara WIM OrpaHUuYeHHs PUMEHCHHsI JICKApCTBEHHOrO mperapara  Juls
MEIUIMHCKOTO MPUMEHCHHUS B  ClIydasX, HPEAyCMOTPEHHBIX YTBEP)KICHHBIMH EBpasuiickoii
HYKOHOMHMYECKOW KOMHCCHEH TpaBWIaAMU PETHCTPALlMU M SKCIEPTU3bl JICKAPCTBEHHBIX CPEICTB IS
MEJMIMHCKOTO TMPUMEHEHUS, M BO30OHOBJICHUS JCHUCTBUS PETHMCTPAIIMOHHOTO  YJOCTOBEPCHUS
JICKApCTBCHHOT'O Iperapara WIM CHATUS OTPaHWYCHHUS MPUMEHEHHs JICKAPCTBEHHOrO Iperapara Juis
MEIUIUHCKOTO MPUMEHEHHS,

8) opranmzanus u (WIu) IPOBEICHHE WHCICKTHPOBAHUS CyOBEKTOB OOpAIICHUS JICKAPCTBECHHBIX
CPEICTB Ha COOTBETCTBUE YTBEPXKJCHHBIM EBpa3suiickol 3KOHOMHUYECKOH KOMHUCCHEH MpaBHIaM
HaJJIeKAIIeH J1adopaTOpHONM MPAKTUKH, TpPaBWIIAM HaJUIekKalledl KIMHUYECKOW MPAaKTUKU, NpaBUIIaM
HaJIJICKAIIeH JUCTPUOBIOTOPCKON MPaKTHKH, MpaBHJIaM HaJJICKaIIel NpaKTUKW (dapMakoHaj3opa, a
TAKXKE YTBEPXKJICHHBIM YITOJTHOMOUYCHHBIMU (Pe/IepalbHBIMA OpraHaMH MCIIOJHUTEIBHOMN BIACTH MTPaBHUIIaM
HaJIJICKAIIeH alTeYHON MPAKTHKY, TPABUIaM XPaHEHHUS JICKAPCTBEHHBIX CPEJICTB,;

8.1) oprammsanmuss W (WiM) TpoBeneHHE (PApMAIEBTUYCCKAX HMHCIEKIUH MPOU3BOICTBA



JIEKaPCTBEHHBIX CPEJICTB /Il BETEPUHAPHOTO TMPUMEHEHUS Ha COOTBETCTBHE TPEOOBAHUSAM MPABHII
HaJUIekKalel [MPOU3BOACTBEHHOW NPAakTUKU EBpPasMHCKOrO 3KOHOMHUYECKOIO COKO3a,  BbIJAYa,
NPUOCTAHOBJICHHE, BO30OHOBJICHUE WM TMPEKpalleHUe JeHCTBUA CcepTU(UKATOB  (3aKITFOUCHHUIA)
COOTBETCTBUSI MPOM3BOJCTBA JICKAPCTBEHHBIX CPEICTB JJIsi BETCPUHAPHOT'O MPHUMEHEHHUS TPeOOBAHHIM
IIPaBUJI HAJJICKALIEH NPOU3BOJCTBEHHOM NPAKTUKHA EBpPasHiiCKOrO0 3KOHOMHMYECKOIO CO033a, BHECCHHUE
U3MECHEHUI B TaKue cepTUPHKATHI (3aKITIOUCHUS);

8.1-1) opranmzaums u (W) npoBelncHUE (PapMaAIeBTUYECKUX HMHCIICKIUH NPOM3BOICTBA
JEKAPCTBEHHBIX CPEACTB JUISI MEIUIIMHCKOTO MPUMEHEHHS Ha COOTBETCTBHE TPEOOBAHUSM MPABUII
HaJUIekKaled [MPOU3BOJACTBEHHOW INIPAaKTUKU EBpPasMHMCKOrO 3KOHOMHUYECKOIO COKO3a,  BbIJAua,
MPUOCTAHOBJICHWE, BO300HOBJIICHHE WM MpEKpalleHue ACUCTBHS CEpTUPUKATOB COOTBETCTBUS
MPOU3BOJICTBA JICKAPCTBEHHBIX CPEACTB I MEAUIIMHCKOTO TPUMEHEHHUS TpeOOBAHMSIM TPABUI
HaJUJIeXalel TPOU3BOICTBEHHOM MPAKTUKU EBpPa3sMiCKOro 3KOHOMUYECKOIO COK3a, BHECEHUE N3MEHEHU I
B TaKue cepTu(UKaTHI;

8.2) ycraHOBIIcHHE MOpsAKA BEICHHS M BEJICHHE T'OCYIApPCTBEHHOIO pEecTpa CepTHPHUKATOB
(3aKJIFOUEHHMIA) COOTBETCTBHS IMPOU3BOICTBA JICKAPCTBEHHBIX CPEICTB TPEOOBAHUSM MPABUII HaJJICKAIICH
IIPOU3BOJCTBEHHOM IIPAKTUKU EBPa3uiicKOro 5JKOHOMMUYECKOI0 COK033,;

9) rocymapCTBEHHas PpETUCTpAIMsl MPEACIbHBIX OTIYCKHBIX [IEH MPOM3BOJUTENCH Ha
JEKapCTBCHHBIC IMpEenapaThl, BKJIIOYCHHBIE B TMEPEYCHb JKU3HCHHO HEOOXOJUMBIX M BaKHEUIINX
JIEKAPCTBEHHBIX MIPENapaToB, W BEICHUE TOCYAAPCTBEHHOTO peecTpa NpelelbHbIX OTHYCKHBIX IEH
MIPOM3BOIUTENCH Ha JIEKAPCTBEHHBIE Mpenaparhl, BKIOUCHHBIC B MEPEYCHb >KU3HEHHO HEOOXOIUMBIX U
BAKHEUILINX JIEKaPCTBEHHBIX MPENapaTos;

9.1) coriacoBaHHe MPOEKTOB PEIICHUH HWCIOJIHUTEIBHBIX OpPraHOB CyObeKTOB Poccuiickoii
denepanuy 00 yCTaHOBJICHWU W (MJIM) W3MEHEHUM IMPEICIIbHBIX Pa3MEPOB ONTOBBIX HAJA0aBOK U
MpeIeNbHBIX Pa3MEPOB PO3HUYHBIX HAA0AaBOK K (PAaKTUUYECKHM OTIYCKHBIM II€HaM, YCTaHOBIECHHBIM
MIPOU3BOIUTENSIMU JIEKAPCTBEHHBIX MPENAPATOB, HA JIEKAPCTBEHHbIE MPENapaThl, BKIIOUYEHHBIE B IEPEYCHb
KU3HEHHO HEOOXOMMBIX U BaXHEHIITUX TEKaPCTBEHHBIX MPENapaToB,;

10) BbImaua, YCTAaHOBJICHHE TMOPSAIKA BBIIAYM pPa3pelICHUs HAa BBO3 KOHKPETHOW MMapTHU
JIeKapCcTBEHHOT 0 cpencTBa B Poccuiickyro denepanuio;

10.1) BbIAaua, YCTAaHOBIICHHE MOPSIKA BbIIAYM U (OPMBI JOKYMEHTA, KOTOPBINA MOITBEPKAACT, UTO
MIPOU3BOJICTBO JIEKAPCTBEHHOr'O0 TMpemnapara s MEAUIMHCKOIO TNPUMEHEHUs OCYILECTBJIEHO B
COOTBETCTBUU C TpeOOBaHUSMHU TMPaBUI HAJIeKAIICH MPOU3BOJACTBEHHOW MPAKTHKUA WM UYTO
JIEKapCTBEHHBIN TMpemapaT JUis BETEPUHAPHOTO MPHUMEHEHHs AOMyIieH K oOpamieHuio B Poccuiickoit
denepanuu, U MOANCKHUT MPEACTABICHUIO IO TPEOOBAHUIO YIIOJTHOMOYEHHOTO OpraHa CTPaHbl, B KOTOPYIO
BBO3UTCS JIEKAPCTBEHHBIN MTpenapar;

10.2) BbImaua, ycTaHOBJICHHE IMOPSAIKA BbIIAYM M (POPMBI JOKYMEHTa, COJICPIKAILIETO CBEACHUS O
CTaAMSIX TEXHOJOTMYECKOro Mpolecca MPOU3BOJCTBA JIEKAPCTBEHHOTO CPEACTBA JUISI MEIUIMHCKOIO
MIPUMEHEHHUS], OCYILIECTBIIIEMBbIX Ha TeppuTOpUn EBpa3uilckoro 3SKOHOMUYECKOTO COH03a,;

11) co3nmaHue COBETOB IO BOIIPOCAM, CBSI3aHHBIM C 0OpallleHHEeM JICKApCTBECHHBIX CPEJICTB,;

12) aTrectanus ¥ cepTU(UKALUS CIICIUATUCTOB,;

13) yrpaTun cuiy;

14) ocymiecTBiieHHE (apMaKOHA30PA;

15) yuactre B MEKAyHAPOIHOM COTPYAHUYCCTBE;

16) momyueHue MO 3ampocaM YIOJIHOMOYCHHOTO (peiepalbHOTO OpraHa MCIIOJHUTEIbHOW BJIacTH
OT HCIOJHUTENBHBIX OpraHoB cyOBeKkTOB Poccuiickoit denepanuu, a Takke OT CyOBEKTOB OOpaIieHHs
JIEKapCTBEHHBIX CPEJCTB AJI MEAUIMHCKOTO MpUMEHEHHUs WHGOpMAaIUU MO BOMPOCAM yCTAHOBJICHUS U
MPUMEHEHHUSI [IeH Ha JIEKapCTBEHHbBIE TIperaparhl ¥ HaJ0ABOK K HUM,

17) npuMeHeHHE Mep OTBETCTBEHHOCTH 3a HapylIeHHE 3aKOHOZATEeNbCcTBa Poccuiickoi
denepanuy;

18) yTBepkacHUE MpaBWJ HAJUICKAINICH aNTEYHON MPAKTHKH, MPABHII XPAHCHUsS JICKApCTBECHHBIX
CPEICTB;



19) ycraHoBieHMEe mOpsaKa (HOPMHPOBAHHS PETUCTPALIMOHHOTO JIOCKE Ha JICKAPCTBEHHBIN
npernapar sl BETEpMHAPHOTO IPUMEHEHUS 1 TPeOOBaHUI K TOKYMEHTaM B €r0 COCTAaBE;

20) yrpatun cuiy ¢ 30 suBapst 2024 1. - denepanbhsbiii 3akoH oT 30 sHBaps 2024 r. Ne 1-3

21) yrpartun cuiy ¢ 30 suBapst 2024 r. - denepanbhsbiii 3akoH oT 30 sHBapst 2024 r. Ne 1-@3

22) yrpatun cuity ¢ 1 mapra 2020 r. - @enepanbhsliii 3akoH ot 27 aekadpst 2019 r. Ne 475-03

23) yTBepKIcHUE TPeOOBaHUI K MHCTPYKIMHU MO BETEPUHAPHOMY MPUMEHEHHIO JICKAPCTBEHHBIX
npenapaTos;

24) NpUHATUE PEUICHUH, SBIISIOMIMXCS OCHOBAHUSMH ISl BKIIOYCHHS JIOMEHHBIX UMEH M (WIIN)
yKazaTeleil CTpaHul] CaliTOB B MH()OPMALMOHHO-TEICKOMMYHHMKAIIMOHHON ceTu "MHTepHET", a Takxke
CeTEeBBIX aJPECOB B €IMHYI0 ABTOMATH3UPOBAaHHYI HH(POpPMALMOHHYIO cucteMy "EnuHblii peecTp
JOMEHHBIX HMMEH, YKa3zareled CTpaHHMll CalTOB B HMH()OPMALMOHHO-TEICKOMMYHHKAIIMOHHON CEeTH
"UnTepuer” u CETEBBIX aJpecoB, IIO3BOJISIONIAX UICHTU(PHUIIIPOBATH CaAUTEI B
UH(OPMAITMOHHO-TEIIEKOMMYHUKAIMOHHON ceTu "Uurepnet”, coJiepxKaniue nH(pOpPMAIIHIO,
pacnpoctpanenne kotopod B Poccuiickoit demepaumu 3ampemieHo”, B OTHOIICHWH HH(OpPMALUH,
cojiepKalle MpeAsIOKEHHE O PO3HWYHOM TOPropie JIEKapCTBEHHBIMM IIpernapaTaMu, B TOM YHCIIE
JUCTAHIIMOHHBIM ~ CHOCOOOM, pO3HUYHAS TOPrOBIs KOTOPHIMH OrpaHMYEHA WM 3arpeleHa B
COOTBETCTBUU ¢ HacTosmnM DerepanbHbIM 3aKOHOM, H (MiTH) HH(OPMALIUY, COACPIKAILEH MPEUTOKESHUE O
PO3HUYHON TOProOBIIE JIEKAPCTBEHHBIMU IperaparaMy, B TOM YHCIIE TUCTAHIMOHHBIM CIIOCOOOM, JIMLIAMH,
HE MMEIOIIMMU JIMIIEH3UU M pa3pelleHus Ha OCYIIECTBJICHHWE TaKOW IEATENbHOCTH, €CIU IOJIyueHHE
JIMILIEH3UH U pa3pelieHus IpeayCMOTPEHO 3aKOHOIATEIbCTBOM 00 00pallleHUH JICKapCTBEHHBIX CPE/ICTB;

25) BbIaua pa3pelieHuid Ha BBOJ B TPaKIaHCKUI 000POT HMMYHOOHOJIOTUYECKHX JIEKaPCTBEHHBIX
npenapaTos;

26) peryimpoBaHHE BOIPOCOB, CBSI3aHHBIX C B3aMMO3aMEHSEMOCTBIO JIEKAPCTBEHHBIX MPENapaToB
JUIS. METULIMHCKOTO IPUMEHEHHS,

27) yTBepKICHHUE MOPsAKA aTTeCTAlH (hapMalleBTHYECKUX WHCIIEKTOPOB.

Crarbsa 5.1. Ilepenaya ocyuiecTBiaeHHs MOJIHOMOYMN (efepabHBIX OPraHOB HCIOJHUTEIBHON

BJIACTH MPHU OOpallleHUH JIEKApCTBEHHBIX CPEACTB MCIIOIHUTEIbHBIM OpraHaM CyObeKTOB
Pocculickon ®enepanuun

[TonmHOMOUMS (enepanbHBIX OPraHOB MCIOJHUTENILHON BJIACTH NMPH OOPAIEHUHU JIEKapCTBEHHBIX
CpeACTB, IMpeaycMOTpeHHble HactosummM DexepanbHbIM  3aKOHOM, MOTYT TepelaBaTbCs I
OCYILIECTBIICHUS] HCIOJIHUTENbHBIM oOpraHam cyObekToB Poccuiickoit denepanuu NoCTaHOBICHUSMHU
[TpaButensctBa Poccuiickoit denepanuu B mopsiake, yctaHoBieHHoM DenepaibHbIM 3aKOHOM OT 21
nexabps 2021 roga N 414-®d3 "O06 oOmuMx NpUHUMIAX OpPraHU3alUK MyOJIMYHON BIIACTH B CyObEKTax
Poccuiickoii ®enepauun”.

Crarbsa 6. IlonHOMOYMS HCHOJHUTENBHBIX OpraHoB cyObekra Poccuiickoit denepanuu mpu

oOpallleHNH JIEKAPCTBEHHBIX CPEJICTB

K monHoMoYMsIM HCIIOJHUTENIBHBIX OpraHoB cyObekTa Poccuiickoit ®enepanuu mnpu odpaiieHuu
JIEKapCTBEHHBIX CPEACTB OTHOCSTCA:

1) pa3paboTka u peanu3alys PeruOHATBHBIX IPOTPaMM 00ECIICUCHHUS HaCeICHHs JIEKapCTBCHHBIMU
npenapaTamu;

2) yCTaHOBJICHHE MPEACIBbHBIX Pa3MEPOB ONTOBBIX HA/I0ABOK U MPEICIBbHBIX pa3MEPOB PO3HUYHBIX
Ha/0aBOK K (DaKTHUECKUM OTIIYCKHBIM II€HAM, YCTAHOBJICHHBIM IPOU3BOAUTENISAIMU JICKAPCTBEHHBIX
IpenaparoB, Ha JIEKAPCTBEHHbIC Ipernaparhl, BKJIIOYCHHBIE B MEPEUYECHb KU3HEHHO HEOOXOIUMBIX H
BaXHEHIIMX JIEKAPCTBEHHBIX MIPENapaToB;

3) OCYIIECTBICHHE PETMOHAIBHOTO TOCYAapCTBEHHOTO KOHTPOJIA 3a INPUMEHEHHWEM IIeH Ha
JICKapCTBEHHbIE TpenapaThl, BKIIOYEHHbIE B IE€PEYCHb JKU3HEHHO HEOOXOAMMBIX U BaKHEHIINX
JIEKapCTBEHHBIX IPENaparoB, OpraHU3alUsAMU ONTOBOH TOPrOBIM JIEKAPCTBEHHBIMH CPEACTBAMH,
anTeYHbIMU OpPraHU3alUsAMM, WHIUBUYyaJbHBIMH MPEINPUHUMATENSIMUA, HMEIOIIMMHU JIMIIEH3UI0 Ha
(bapManeBTUUECKYIO JIEATENIbHOCT, MEIUIMHCKUMHU OpPraHM3alUsMH, HMMEIOIUMH JIMLIEH3UI0 Ha
(bapMaleBTUYECKYIO JAEATENIbHOCTh, U HMX OOOCOOJICHHBIMHU IOJIPA3/ICICHUSIMH, DPACIONOKEHHBIMUA B



CEJIbCKUX HACEJICHHBIX IIYHKTaX, B KOTOPBIX OTCYTCTBYIOT allTCUYHbIE OpraHU3AlNY;

4) mpuHATHE pelleHHs 00 HMCIIOJIb30BaHUM Ha TeppuTopun cyObekra Poccuiickoit ®enepanmn
HapsIy C pelenTaMy Ha JIEKapCTBEHHbBIE MpenapaThl, 0(POPMICHHBIME Ha OyMa)KHOM HOCHTEJIE, PELENITOB
Ha JIEKapCTBEHHBIE Mpenaparhl, cQOpPMUPOBAHHBIX B ()OPME AIEKTPOHHBIX IOKYMEHTOB.

I'naBa 3. I'ocynapcrBeHHasi papmakonest

Crartbs 7. Pa3paboTka 1 u3jaHue rocyAapcTBeHHON (hapmMakoneu, pa3MeleHue JaHHbIX 0 Hel

1. Ilox rocynmapcTBeHHOH (apMakoneeil MOHMMAETCsl CBOA OOLMX (hapMaKOMEeWHBIX CTaTell u
(bapMakonenHbIX cTaTei.

2. Pazpabotka oOmmx QapmakoneidHbix craTeid U (apMakONEeHHBIX CTaTe, B TOM YHCIE
¢dapmakonelHpIXx cTaTel Ha (apmakomneiHple cTaHmapTHBIE OOpa3lbl, W BKIIOYCHHE UX B
rOCYJapCTBEHHYIO (hapMaKoONel0 OCYIIECTBISIIOTCA B IOPSAIKE, YCTAHOBJICHHOM YIOJIHOMOYEHHBIM
(benepa’abHBIM OPraHOM UCIIOHUTENILHON BIACTH.

3. Pa3paboTka (apmakoneiiHoi ctaTbu Ha peepeHTHBIN JEKapCTBEHHBIH NpenapaT U BKIIOYCHHE
ee B roCyJlapCTBEHHYIO (papMakomero B TEUEHUE CpPOKa JEHCTBUS 3aIIUThl MCKIIOUUTEIHHOI'O TpaBa,
yJIOCTOBEPEHHOI'O MAaTEHTOM Ha pe(epeHTHBIN JIeKapCTBEHHBIN Mpernapar, OCYLIECTBISIOTCS € CcOrjacus
ero pa3zpaboT4uKa.

4. TocymapctBeHHas (apmakomess H3JaeTcs YIOJHOMOUYEHHBIM  (ellepallbHbIM — OpPraHOM
UCTIOJIHUTENBHOM BJIACTH 32 CUET CPEICTB (pellepabHOro OI0PKeTa U MOJUICKHUT Nepeu3IaHusIM He pexe
4YeM OJMH pa3 B IATh JIET, B MEPHOA MEXIY KOTOPBIMU H3/AIOTCS MPUIIOKEHHUS K TOCYAapCTBEHHOU
dapmakorniee, copepxkame oOume ¢apMmakoneidHble craTbi W (WiM) QapMakonedHble CTaThy,
YTBEP>KJICHHbIE MTOCTIe U3/IaHUs UIIH NIepen3IaHus TOCYAapCTBEHHOM (papMakomneH.

5. YmnonHOMOYeHHBIH (QeaepanbHblii OpraH MCHOJHUTEIBHOM BIAcTH pa3MellaeT JaHHbIE O
roCy/IapCTBEHHON (papMakoriee U MPUIOKEHHUSIX K HEll Ha cBoeM o(uIlManbHOM caiite B cetu ''MHTepHeT"
B YCTQHOBJICHHOM UM TIOPSIJIKE.

I'naBa 4. JInneH3upoBaHue NPOU3BOACTBA J1eKAPCTBEHHBIX CPEeACTB U (hapMaleBTHYECKOH
AesITeJIbHOCTH, TOCY1apCTBEHHbII KOHTPOJIb (Haa30p) B cepe oOpaiieHust JeKapCTBEHHBIX CPeICTB

Crarbsa 8. JIMueH3upoBaHHE NPOM3BOJCTBA JIEKAPCTBEHHBIX CPEACTB M (apMaleBTHYECKON
JeSITeIbHOCTH

1. JIuneHsupoBaHue MPOU3BOJCTBA JEKAPCTBEHHBIX CPEACTB U (papMalleBTUUECKON eATeIbHOCTH
OCYLIECTBIISIETCSA B COOTBETCTBUHU € 3aKOHOATEIbCTBOM Pocculickon denepanuu.

2. OO0s3aTenbHBIM YCIOBHEM NPEJOCTABICHHUS JHUIEH3UMM Ha IPOU3BOACTBO JIEKAPCTBEHHBIX
CPEICTB SIBIISETCS YKa3aHHE CBEACHHH O JIEKapCTBEHHBIX (hopmax W (wim) BUAax (apMaleBTHYECKUX
cyOCTaHIMi, KOTOpble MPOM3BOIUTENb JIEKAPCTBEHHBIX CPEACTB HAMEPEH MPOHU3BOIUTH, B 3asiBICHHH,
HaNpaBJICHHOM IOCPEACTBOM (eepanbHOi rocynapcTBEHHONH HHQPOPMAalMOHHOM cuctembl EanHbli
NOpTaJ TOCYAAPCTBEHHBIX U MyHHIMNATBHBIX yCuyT (QyHkuui)" (nanee - enuHbIA OpTa).

3. B ciydyae He0OXOAMMOCTH pacIIMPEHHUs] TIPOU3BOACTBA JIEKAPCTBEHHBIX CPEJCTB 32 CUET HOBBIX
JIeKapCTBEHHbIX (GOPM U BUJIOB (papMalleBTUIECKUX CYyOCTaHIMI MPOU3BOJUTEND JIEKAPCTBEHHBIX CPE/ICTB
JOJDKEH TNOoJaTh B JIMICH3UPYIOLIUI OpraH 3asiBI€HHE O BHECEHHWU U3MEHEHHUH B PEECTp JIMLIEH3UN Ha
IIPOM3BO/ICTBO JIEKAPCTBEHHBIX CPEICTB.

4. JInueH3us Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB ((hapMaleBTHYECKOM CyOCTaHIIMH CIIUPTa
STWIOBOTO (JTaHONA) BBINACTCS TPU YCIOBHM HAJIM4HMsl Yy OpraHM3allid Ha TpaBe COOCTBEHHOCTH,
XO34MCTBEHHOI'0 BEACHUS WM ONEPATUBHOTO YIPABJIEHUS OCHOBHOTI'O TEXHOJOIMYECKOTO 000pYyIOBaHUA
JUIs TPOM3BOJCTBA 3TWJIOBOIO CIHHMPTA, 3apETUCTPHUPOBAHHOTO B COOTBETCTBUM cO craTheil 14.1
@enepanbHoro 3akoHa ot 22 HosOps 1995 roma N 171-®3 "O rocyaapCTBEHHOM peryJIupOBaHUU
IPOM3BOJICTBA M 00OpPOTa 3TUJIOBOIO CIHUPTA, AJKOTOJBHOW W CHUPTOCOJEpIKAlled NpOAYKIHH U 00
OrpaHMYeHHU MOTpeOeHus (PaCUTH) aJIKOrOJIBHOW MPOIYKIUH' .



Crarba 8.1. (OcoOeHHOCTH JIMIICH3UPOBAHUS MPOM3BOJACTBA  JIGKAPCTBEHHBIX  CPEACTB
(papmarieBTHYECKOI CYOCTAaHIIMK CITUPTA ITUIIOBOTO (3TaHOIA)

1. JleiicTBMEe NHIEH3MM HAa MPOM3BOACTBO JICKAPCTBEHHBIX CPEACTB ((hapMaleBTHYECCKOM
CyOCTaHIIMM CHHPTa STHIOBOro (3TaHONa) NPUOCTAHABIMBACTCS B YacTH IpaBa Ha IPOU3BOJCTBO
(bapmManeBTHYECKOI CyOCTAaHIIMU CIUPTAa ITWIOBOTO (ITAHONA) JHMIEH3UPYIOIIMM OPraHOM B CIIydasXx,
onpeneneHHbIx cratheit 20 denepanpHoro 3akona ot 4 mas 2011 roma N 99-®@3 "O nuueH3upoBaHUH
OTICNbHBIX BHUJIOB JEATEIBHOCTU", a TaKKe Ha CpPOK MPUOCTAHOBICHHS JEHCTBHS JUICH3UM Ha
MIPOU3BOJICTBO ATHIIOBOTO CIIUPTA JUIsl IPOM3BOJCTBA (DapMaleBTHUECKOM CyOCTaHIIMH CITUpPTa STHIIOBOTO
(aTanona), BeIAAHHON B cooTBeTcTBUU ¢ DenepanbHbIM 3akoHOM OT 22 HOs0ps 1995 roga N 171-03 "O
rOCYJapCTBEHHOM pEryJUpOBaHMM TPOU3BOACTBA M 000pOTa STWIOBOIO CIHPTA, AJIKOTOJBHOH H
CIHMPTOCOICPIKAILEH MPOIYKIIMU U 00 OrpaHUYCHUH OTPeOacHus (PACIUTHS) aJIKOTOJIBHON MPOIYKIUU "

2. JleiicTBue JMIEH3UH HAa MPOHM3BOJCTBO JIGKAPCTBEHHBIX CPEICTB ((hapMareBTHUECKOI
CyOCTaHIIMM CIHpTa JTWIOBOrO (3TaHOJNA) B YAcTH IpaBa Ha IPOU3BOJICTBO (hapMaleBTHUECKOM
CyOCTaHIMM CIHPTa STHIOBOIO (3TaHOJA) NPEKPAIlaeTCs JHMIECH3UPYIONMM OpraHoM B CIIyYasX,
ompeneneHHbIx ctarbeil 20 ®enepanbHoro 3akona ot 4 mas 2011 roga N 99-@3 "O nuuensupoBanuu
OTACTBHBIX BHUIOB JAEATENBHOCTU", a TaKkXe C JaThl IMPEKpaIleHUS WIM aHHYJIMPOBAHUS JCUCTBUS
JMIIEH3UMM Ha MPOM3BOJCTBO ATUJIOBOTO CHHUPTA Ul MPOM3BOJCTBA (hapMalEeBTHUECKOW CyOCTaHIIMH
cpTa STHJIOBOrO (3TaHONA), BBIAAHHOH B COOTBETCTBUU ¢ DenepaibHBIM 3aKOHOM OT 22 HOSOpS
1995 rona N 171-®3 "O rocynapcTBEHHOM peryJIupOBaHMM MPOU3BOACTBA U 000POTA 3TUIOBOTO CIUPTA,
aIKOTOJPHOM W CIIUPTOCOJCPIKAIEH MPOAYKIMU H 00 OrpaHHMYeHHMH moTpedneHus (pacruTus)
AJIKOTOJIBHOM MPOAYKLUH .

Cratbsi 8.2. OcOOEHHOCTH IUIIEH3UPOBaHUsA (HapPMALIEBTHUECKON JEATENHHOCTH B YacTd
OCYIIECTBIICHUS ONITOBOM TOPTOBIH JICKAPCTBEHHBIMU CPEJICTBAMU

1. JleficTBue NHIIEH3UN Ha (PapMalleBTUYECKYIO AESITETbHOCTh B YACTH OCYIIECTBICHHUS ONTOBOMN
TOPTOBIIM  JICKAPCTBEHHBIMH  CPEACTBAMHM  JUIS  MEIUIIMHCKOTO  TMPUMEHEHHS  MpeKpaliaercs
JTUIEH3UPYIOIIUM OpPraHOM B Cllydasx, ompeaeneHHbIX cTtatheil 20 denmepanpHOro 3akoHa oT 4 Mas
2011 roga N 99-®3 "O nuIeH3UPOBAHUU OTIEIBHBIX BHJIOB JAEATEIHHOCTH , & TaKXKe IO PEIICHUIO
JTUIEH3UPYIOIIEr0 OpraHa, MPUHATOMY B COOTBETCTBUU C HACTOSAIICH 4acThio. B ciydae BBISBICHUS MpU
OCYILECTBJICHUH  (hefiepalibHOTO TOCYAapCTBEHHOrO0 KOHTposist (Ham3opa) B cdepe oOparieHus
JIEKapCTBEHHBIX CPEJICTB HAPYIICHUs OpraHu3aluell ONTOBOW TOPTOBIHM JEKAPCTBEHHBIMH CPEICTBAMU
TpeboBanuit wacreit 1 - 3 crarbu 53 Hactosimero denepalbHOrO 3aKOHA JEHCTBUE IHUIEH3UU Ha
(dbapMaleBTUYECKYIO JIEATENbHOCTh B YACTH OCYIIECTBIECHUS ONTOBOW TOPTOBIIM JIEKAPCTBEHHBIMH
CpEICTBAMU IS MEIUIIUHCKOTO MPUMEHEHUS MPUOCTAHABIMBAETCS B TEUCHHE NECATH pabouyux AHEH co
TTHSl BBISIBJICHHSI YKa3aHHOTO HapylieHus. JlelicTBue nuieH3un Ha (apMaleBTHUECKYIO JEATeIbHOCTh B
YacTU OCYIIECTBICHUS ONTOBOW TOPTOBJIH JIEKAPCTBEHHBIMU CPEJICTBAMU AJISI METUIITHCKOTO TIPUMEHEHHUS
NPUOCTAHABIMBACTCS HAa CPOK, KOTOPBIN OMPEICIIACTCS JUIICH3UPYIONUM OpraHoM (HO HE MEHEee YeM Ha
OJIMH MeCAIl), MO HCTCUCHHH KOTOPOro JCHCTBHUE IAHHOM JUICH3MH TMOMJICKUT TMPEKPALICHUIO Ha
OCHOBAaHHUU PEUICHUS IUIEH3UPYIOIIEr0 OpraHa, 3a HCKIIOYEHHEM CiIydas, YKa3aHHOrO B 4YacTu 2
HACTOSIIEHN CTAThU.

2. JleticTBue nuIleH3UM Ha (apMalleBTUYECKYIO NESATENLHOCTh B YaCTU OCYLIECTBICHUS ONTOBOU
TOPTOBIIM  JICKAPCTBEHHBIMU CPEIACTBAMH I MEAWIMHCKOTO TMPUMEHEHHs, JIeHCTBUE KOTOPOM
MPUOCTAHOBIIEHO B COOTBETCTBUM C YaCThI0 1 HACTOSAIIEH CTaThH, MOAJIEKUT BO3OOHOBIEHUIO B Cyyae,
€ClId B TEPHOJ| MPUOCTAHOBIICHUS NEHCTBUS NAHHOW IJIMIIEH3UM B paMKax JOCYJIeOHOro 00KaaoBaHHS
peleHre KOHTPOJIbHOro (HaJI30pHOT0) OpraHa B YacTH BBISBICHHOTO HapylleHHs TpeOoBaHuil yacreit 1 -
3 crateu 53 HacTosniero denepaabHOro 3aKOHA OTMEHEHO. B ykazaHHOM ciy4ae JeiicTBHE JIHUIICH3UH Ha
(dbapMalleBTUYECKYIO JI€ATENbHOCTh B YAaCTH OCYIIECTBIECHHS ONTOBOW TOPTOBIM JIEKAPCTBEHHBIMU
CpEIICTBAMU JJIsi MEAULIMHCKOTO MPUMEHEHUS BO30OHOBIISIETCS] HE TIO3/IHEE OJIHOTO paboyero JHS CO JTHS
OTMEHBI PEUICHHUS KOHTPOJIBHOTO (HAJA30PHOI0) OpraHa.



Crarba 8.3. OCOOCHHOCTH JHMIIEH3UPOBAHUS IPOU3BOJACTBA JICKAPCTBEHHBIX CPEICTB JUIS
MEUIIMHCKOTO MPUMEHEHUS

1. B ciyuyae, eciu mo pe3yiabTataM HpPOBEAEHHON B COOTBETCTBUU cO cTaThel 19 DenepanbHOro
3akona ot 4 mas 2011 roma Ne 99-®3 "O nuueH3upPOBAHUU OTACTHHBIX BHUJIOB JCATEIHLHOCTU" OIICHKU
COOJIFO/ICHUS JTUIICH3UATOM JIMIIEH3MOHHBIX TPEOOBAHUI BBISABIICHBI TPYyOble HAPYIICHUS JUIEH3UOHHBIX
TpeOOBaHUM, KOTOPHIEC SBISIOTCS KPUTUUECKUMH HECOOTBETCTBHSIMU TPEOOBAHMSIM MPABHI HaJIekKallen
MIPOU3BOJICTBEHHOW MpPaKTUKU EBpa3suMiicKOro 3KOHOMHYECKOTO COI03a, OMPECICHHBIMU IpaBHIIAMU
npoBeeHUs (hapMaleBTUUYECKUX HWHCIEKIMHA Ha COOTBETCTBHE TpPeOOBAHMSIM MPABUI HaAJSKaIeh
MPOU3BOJICTBEHHOW TMpakTUKU EBpa3uiicKOro HSKOHOMHUYECKOTO COK03a, M KOTOpbIE MOBJICKIN
yctanoBneHHble 4yacThio 10 cratem 19.2 ykazanHoro ®denepanbHOr0O 3aKOHA IOCIEICTBUS, ICHCTBHE
JUIICH3MH Ha TPOM3BOJCTBO JICKAPCTBEHHBIX CPEACTB IS MEIMIIMHCKOTO MpUMEHEHUS U (Win)
cepTu(urKata COOTBETCTBHS MPOM3BOACTBA JIGKAPCTBEHHBIX CPEJICTB ISl MEAMIIMHCKOTO MPUMEHEHUS
TpeOOBaHUAM MPABHJI HA/AJIEKAIIEH MPOU3BOACTBEHHON MPAaKTUKU EBpa3uiickoro SKOHOMHUYECKOT0 CO03a
MPUOCTAHABJIMBACTCS B OTHOILICHUU BCEX WIIM OTIENBHBIX pa0doT, IPEIyCMOTPEHHBIX TAKUMH JTUIICH3UECH U
(umu) ceprudukaroMm, Ha CpOK, HE MPEBBINIAONIMA CTa JBAALUATH JHEH CO JHS TPUHATHUS
JUICH3UPYIOINUM OpPraHOM pEIICHHS O TMPUOCTAHOBICHUM JCHCTBUS TaKMX JIMICH3UUW U (HMJIH)
ceprudukara. YKa3aHHBIH CPOK MOXKET OBITh MPOJICH HAa MIECTHACSCAT JHEH MO 3asSBICHUIO JIUIIEH3UATA,
KOTOpOE TI0JIAeTCsl HE paHee MIECTUICCATH THEH CO JHS MPUHATHUS JIMIEH3UPYIOIIUM OPraHOM PEIIeHUs O
NPUOCTAHOBJICHMH JICWCTBUS Takux JMieH3un W (wim) ceprudukata. B ciaydae, ecnu JMIEH3UAT
OCYIIECTBISICT JHIICH3UPYEMBbI BUJ ACSITEILHOCTH B HECKOJIBKUX MeECTax, JCUCTBUE JHUIICH3UU MOXKET
OBITh TMPUOCTAHOBICHO B OTHOIIECHWHU BBHIMOMHIEMBIX pPabOT TO OJHOMY WJIM HECKOJIBKHM MeECTaM
OCYIIECTBIEHUS JIUIIEH3UPYEMOTO BUA IEATEIHHOCTH.

2. B ciygae, ecnu mo pe3yibTaraM MPOBEIECHHOW B COOTBETCTBUU cO cTratheil 19 denepanpbHOroO
3akoHa ot 4 Mas 2011 roma Ne 99-@3 "O nuueH3UpPOBAaHUU OTAETHHBIX BHUJIOB JIEATEIHHOCTH" OIIEHKHU
COOJIIO/ICHUS JIMIICH3UATOM JIMIIEH3MOHHBIX TPEOOBAaHUI BBISABICHBI TPyOble HAPYIICHUS JTUIIEH3UOHHBIX
TpeOOBaHU, KOTOPBIE SBISIOTCS CYIIECTBEHHBIMU HECOOTBETCTBUSAMHU TPEOOBAHUSAM MPABHIT HaJIEKAIIeH
MPOU3BOJICTBEHHOM MpPakTUKU EBpa3suiickoro 3KOHOMHYECKOTO COI03a, OMpeeNIeHHBIMU MpaBHIIaMU
npoBeaeHUs (hapMaleBTUUYECKUX HWHCIEKIMA Ha COOTBETCTBHE TpPeOOBaHMSIM MpaBUI HaAJeKaIei
MPOU3BOJICTBEHHOM TMPAKTUKH EBpPa3suilcKOro SKOHOMHYECKOTO COI03a, MPUMEHSIOTCS MOJIOKEHUS,
npexycMoTpennbie ctatheil 20 @enepanbHoro 3akona ot 4 mas 2011 roma Ne 99-@3 "O nuneH3upoBaHrU
OTACNIbHBIX BUJIOB JEATCIHHOCTH .

3. [leiicTBue INHIEH3MM HA TMPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB JJS MEAHIIMHCKOTO
npuMeHeHuss W (WiIM) cepTU(HUKATa COOTBETCTBUS IPOM3BOJCTBA JICKAPCTBCHHBIX CPEACTB IS
MEIUIIMHCKOTO TPUMEHEHHUs TpeOOBaHUAM TMpaBUJI HaAJEXKalled MPOU3BOJCTBEHHON MPAKTUKU
EBpa3uiickoro SKOHOMHUYECKOTO CO03a, MPUOCTAHOBJICHHOE B COOTBETCTBUU C 4YacThio 1 HacTosmiei
CTaThH, BO30OHOBJISETCS IO PEHICHUIO JHMIICH3UPYIOIIETO OpraHa B COOTBETCTBUU co cratheil 20
@enepanbHoro 3akoHa ot 4 wmas 2011 roma Ne 99-®3 "O nuuEeH3UPOBAHUM OTIEIBHBIX BHJIOB
JesTeNbHOCTH . B cilydae HeycTpaHEeHUs JTUIIEH3UATOM B MEPUOJ MPUOCTAHOBIICHUS ACHCTBUS JTUICH3UU
Ha TIPOM3BOJCTBO JIGKAPCTBEHHBIX CPEJACTB I MEIUIIMHCKOTO TPUMEHEHUs W (WiH) cepTUdHUKaTa
COOTBETCTBHUSI IMPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB I MEIUIIMHCKOTO MPUMEHEHUs TpeOOBaHHSIM
MPaBWJI HAAJNEXKAIEH MPOU3BOACTBEHHON MpakTUKU EBpasuiickoro SKOHOMHYECKOTO COK03a BBISBICHHBIX
HApYIICHHH, yKa3aHHBIX B YacTH 1 HAcTOSIIeN CTaThbH, JULEH3UPYIOMIMA OpraH MpeKpaiiaeT IeHCTBUE
TaKUX JUICH3UU U (Win) cepTuduKkara mo MCTEYCHUH CPOKa MPUOCTAHOBIICHUS UX JICHCTBUS.

Crarbs 9. ['ocynapcTBeHHBII KOHTPOIIb (Haa30p) B chepe 0OpallieHus JIGKApPCTBEHHBIX CPEIICTB

1. TocynapcTBeHHBI KOHTposb (Han3op) B cdepe oOpalleHUs JICKApPCTBEHHBIX CPEICTB
OCYILIECTBIIACTCS TIOCPEACTBOM  (eIepajIbHOTO TOCYAapCTBEHHOrO KOHTposis (Ham3opa) B cdepe
oOpallieHusl JIEKApCTBEHHBIX CPEACTB M (heaepaibHOro TOCYIApPCTBEHHOIO JIUIEH3MOHHOTO KOHTPOJIS
JESTENIbHOCTH TI0 MPOU3BOJCTBY JIEKAPCTBEHHBIX CPEJACTB, OCYIIECTBIAEMBIX (helepaibHbIMU OpraHaMu
WCIOJIHUTEIBHOMN BIIACTH, YIIOIHOMOYEHHBbIMU [IpaBuTenscTBoM Poccuiickon ®Penepanuu.



2. TlpenmeroM (enepabHONO TOCYAapCTBEHHOTO KOHTposs (Ham3opa) B cdepe oOpaiieHUs
JICKapCTBEHHBIX CPEJICTB SBIISIOTCS:

1) cobmoneHne 00s3aTeNbHBIX TpeOOBaHUM B chepe 0OpaleHus JIEKapCTBEHHBIX CPEICTB, B TOM
quce:

a) TpeOOBaHMH K JOKIMHUYECKUM HCCIEIOBAHUSM JICKAPCTBEHHBIX CPEJICTB, KIMHUYCCKUM
HCCIICIOBAaHUSIM ~ JICKAPCTBEHHBIX IPENapaToB, H3TOTOBJICHUIO, XPAaHEHHIO, TIE€PEeBO3KE, BBO3Y B
Poccuiickyto @enepanuio, OTIYCKy, pealu3alud, Iepeaade, MpoAaKe JEKApCTBEHHBIX CPEICTB,
NPUMEHEHHUIO JIEKAPCTBEHHBIX MPENaparoB, YHUUTOXKEHHUIO JIEKAPCTBEHHBIX CPEICTB, YCTaHOBJICHUIO
MPOM3BOIUTEIISIMU JICKAPCTBEHHBIX NPENapaToB IIEH Ha JIGKAPCTBEHHBIC NpenapaThl, BKIIOYCHHbBIE B
NepevyeHb KU3HEHHO HEOOXOAUMBIX M BAXHEHUIIHNX JIEKAPCTBEHHBIX MIPETApaToOB,;

0) TpeOOBaHMI K COOTBETCTBUIO JICKAPCTBEHHBIX CPEICTB, HAXOJSIIUXCS B OOpallCHUH,
MoKa3aTessiM KauecTBa, 3PPEKTUBHOCTU M O€30IaCHOCTH, YCTaHOBJIEHHBIM B COOTBETCTBHU C HACTOSIINM
denepalbHbIM 3aKOHOM;

B) TpeOOBaHUI K COOJIONCHHIO CyOBEKTaMH OOpaIleHHs JICKAPCTBEHHBIX CPEJICTB, YKa3aHHBIX B
yactu 1 cratbu 67.1 Hacrosimero ®denepaabHOrO 3aKOHA, OrpAaHUYEHHH, HajlaraeMblx cTaTbiMu 67.1 u
67.2 Hacrosiero deepalibHOTO 3aKOHA,

2) coOmoJieHHE JIMICH3MOHHBIX TPEeOOBaHMN K  OCYHIECTBJICHHIO  (hapMaleBTHYECKOM
NeSITeTbHOCTH;

3) cobnronenne TpeOOBaHMI K IPEIOCTABICHNIO CYOBEKTaMHU OOpAIlleHUs JIEKAPCTBEHHBIX CPEJICTB
uH(OpMAIMK O JIEKAPCTBEHHBIX CpPEeNCTBaX M (WiIM) JIEKapCTBEHHBIX Npernaparax, MpeayCMOTPEHHOMN
cratbsimu 9.1, 52.1, 52.2 u 64 Hactosmero denepaabHOTO 3aK0HA;

4) ne npumensiercs ¢ 1 mapra 2026 r. - ®enepanbuelii 3akoH ot 20 okTs0ps 2022 1. Ne 405-03

2.1. B memsx obecnedeHusi TOCYAapCTBEHHOTO KOHTpousisi (Ham3opa) B cdepe oOparneHus
JIEKapCTBEHHbIX  CPeACTB  (eAepalbHBIi  OpraH  HMCIOJHUTENbHOW  BJIACTH,  OCYIIECTBIISIOLIMI
rOCYJJApCTBEHHYIO PETUCTPAIMIO JIEKAPCTBEHHBIX IpenapaToB, MPeJOCTaBiseT (eaepaJbHOMY OpraHy
UCTIOJHUTENBHOM BJACTH, OCYLIECTBIAIONIEMY (YHKIMM 1O KOHTPOJIIO M Haa3opy B cdepe
3IpaBOOXPAHEHMS, 110 €T0 3alPOCy B paMKaX MEXBEJIOMCTBEHHOI'0 HH(OPMAIIMOHHOTO B3aUMOJICHCTBUS B
MOpPsIZIKE, YCTAaHOBJICHHOM YKa3aHHBIMH (pefiepabHbIMU OpraHaMy MCTIOJIHUTENILHON BJIACTH, CIEYIOLINE
CBEJICHUSI O JIEKapCTBEHHBIX CpEACTBaX, B TOM YHUCIE B CIydae, €ClIM TaKUe CBEIEHHS] COCTABISIOT
KOMMEpYECKYIO TaliHy:

1) cBenenus o hapManeBTHYECKOM CyOCTaHIINN:

a) HAaMMEHOBaHKE (papMaIeBTUYECKON CyOCTaHIUH, €€ CTPYKTypa, OOIIre CBOWCTBA;

0) HAMMEHOBAHUE U aJPeC MPOU3BOAMUTEIIS;

B) CBOICTBA U CTPYKTYpa ACHCTBYIOIIUX BELICCTB;

I') XapaKTepUCTUKA PHMECEH;

) cenudukanus Ha papManeBTHIECKYI0 CyOCTaHIIMIO U e 000CHOBaHUE;

€) aHAIMTHYECKUE METOJIUKH, UCIOIb3yeMble MpPU OCYIIECTBICHHUH KOHTPOJS KadyecTBa
(bapmalieBTUYECKON CyOCTaHIINH;

) pe3yJIbTaThl aHAJTU30B CepUil (papMaIeBTUYECKOH CyOCTaHIINY,

3) IepeyYeHb CTaHJAPTHBIX 00PA3I0OB WIIM BEILECTB, UCIIOIB3YEMbIX ITPHU OCYILECTBICHUN KOHTPOJIS
KayecTBa (papMaleBTUYECKON CyOCTaHIINH;

1) ONMCAHUE XapaKTEPUCTHK U CBOMCTB YIIAaKOBOYHBIX MaTEPUAIIOB U YKYIIOPOYHBIX CPEJICTB;

K) JJaHHBIE O CTA0MJIBHOCTH (papMaleBTUYEeCKON CYyOCTaHINH;

J) CPOK TOJHOCTH;

2) cBeZIeHUs O JICKApCTBEHHOM Ipenapare sl MEIUIIMHCKOTO IIPUMEHEHHS:

a) OMHMCAaHUE U COCTaB JICKAPCTBEHHOT'O MpernapaTa il MeMIUHCKOTO IPUMEHEHUS;

0) onwucanue QapmareBTHUYecKol pa3padboTku (0OOCHOBaHME BBIOOpa coOCTaBa, MEPBHYHOM
YIIaKOBKH);

B) HAMMEHOBAHHUE U aJpeCc MECTa OCYUICCTBICHHS MPOU3BOJICTBA JEKAPCTBEHHOTO Mpernapara Jjist
MEIUIIMHCKOTO TMpPUMEHEHHs (B Cllydyae HaJMYMsl HECKOJBKUX YYaCTHHKOB MpoOIecca IMPOM3BOACTBA



HEOOXOAMMO yKa3aTh HAMMEHOBAHUE U aJIpec KaXKI0ro U3 HUX);

') MUKpPOOHOJIOTUYECKHE XapaKTePUCTUKH;

1) ONMCAHUE XapaKTEPUCTHUK U CBOMCTB YIIAKOBOYHBIX MAaTEPUAIOB U YKYITOPOYHBIX CPE/ICTB;

e) TpeOOBaHUs K Ka4eCTBY BCIIOMOTaTEIIbHBIX BELICCTB,;

K) aHAJMTUYECKHUEC METOAMKH, WCIOIb3YeMble TIPH OCYIISCTBICHUM KOHTPOJS KadyecTBa
BCIIOMOTaTEJIbHBIX BEIIECTB;

3) CBeICHUS 00 WCIONB30BAaHMHM BCIIOMOTATENBHBIX BEIIECTB YEJIOBEYECKOTO U IKUBOTHOTO
MIPOUCXOKIICHUS;

1) cBe/ieHHs 00 MCIOIb30BaHUU HOBBIX BCIIOMOTaTEIIbHBIX BEIECTB;

K) TpeOOBaHHMsS K KauecTBY JICKAPCTBEHHOIO Ipermapara Uil MEJUIUHCKOTO IPUMEHEHHS
(ceprudukar, cnenuduKanys Ha JeKapCTBEHHBIN Tperapar 1 uX 000CHOBaHHE);

Jq) aHAIMTHYECKUE METOJIUKH, HWCIOIb3YyEeMble TIPH OCYLIECTBICHHM KOHTPOJIS KadyecTBa
JICKapCTBEHHOTO MpenapaTa Ui MEAUIUHCKOT0 IPUMEHEHUS;

M) pe3yJbTaThl aHAJIM30B CEPHii JIEKAPCTBEHHOTO MpernapaTa AJisi MeJUIUHCKOTO TPUMEHEHUS;

H) XapaKTEePUCTHKA PUMECEii;

0) TepeyYeHb CTaHJAPTHBIX OOpA3IOB, UCIIOJIB3YEMBIX IPU OCYHICCTBICHHU KOHTPOJIS KadecTBa
JICKapCTBEHHOTO MpenapaTa s MEAUIUHCKOT0 IPUMEHEHUS;

) JaHHBIE O CTAOWJILHOCTH JIGKaPCTBEHHOTO Npernapara Juisi MeIUIMHCKOTO IIPUMEHEHUS,

3) OTYETHI O TOKIMHUYECKUX HCCIICTOBAHUSIX;

4) OTYETHI O KIMHUYECKUX UCCIICIOBAHMSIX;

5) mactep-¢aiin cucremsl hapMaKoHaI30pa;

6) mIaH ynpaBieHUsI PHCKaMH.

3. ITlpm ocymecTBiaeHUN (eaepatbHOr0 TOCYAapCTBEHHOrO KOHTpoJs (Haa3opa) B cdepe
oOpalleHnsi JIeKapCTBEHHBIX CPEJCTB IPOBOJATCS CIEAYIOUIHE BUABI KOHTPOJIBHBIX (HAI30pPHBIX)
MEpOIPHUATHH!

1) nokymeHTapHasi IPOBEPKa;

2) BbIe3/IHAsI TPOBEPKA;

3) BBIOOPOYHBII KOHTPOJIb KauecTBa,

4) KOHTpPOJbHAS 3aKYTIKa,

5) MHCIIEKIIMOHHBI BU3HT;

6) HaOmomeHue 3a coOmoJeHUEM O0s3aTelIbHBIX TpeOoBaHWN (MOHUTOPUHI OE€30MACHOCTH)
(papmakonamzop).

4. Opranusanys 1 ocyIlecTBICHUE (eaepaibHOro rocy1apcTBEHHOro KOHTpouis (Haa3opa) B chepe
oOpallleHus1 JIEKapCTBEHHBIX CpelncTB perynupytorca PenepanbHbiM 3akoHoM oT 31 mrons 2020 roxa
N 248-03 "O rocymapcTBeHHOM KOHTpoie (Haa30pe) W MYHHUIMIIAIBHOM KOHTposie B Poccuiickoii
®eneparun’.

5. BHeruanoBblii BBIOOPOYHBIN KOHTPOJIb KauecTBa MPOBOAMTCS B TOM 4YHCJIE HAa OCHOBAaHHU
IPOTpaMMBbl IIPOBEPOK.

6. [TnanoBbIi BHIOOPOYHBIM KOHTPOJIb KAUueCTBA HE MPOBOAUTCS.

7. Tlo pe3ynbraram (enepalbHOrO roCyJapCTBEHHOTO KOHTpouisi (Haazopa) B chepe oOparueHus
JIEKapCTBEHHBIX CPEJICTB HapsAy C PELICHUsIMH, IpeaycMOoTpeHHbIMU DenepanbHbIM 3aKOHOM OT 31 uroJs
2020 roma N 248-®3 "O rocymapcTBeHHOM KOHTposie (Haa30ope) M MYHHIUIIATBHOM KOHTpOJIE B
Poccuiickoit ®enepauun”, denepaqbHbIMU OpraHAMHM HCIIOIHUTENBHOM BIIACTH, YNOJTHOMOYEHHBIMH Ha
OCylIeCTBJIEHHE (eaepaJbHOr0 TOCYJapCTBEHHOrOo KOHTpois (Ham3opa) B cdepe oOpamieHus
JIEKapCTBEHHBIX CPEJICTB, IPUHUMAIOTCS CIEAYIOLINE PEIICHHS

1) o panpHeiinieM oOpallleHHH CEPHM, TMAPTUU COOTBETCTBYIOIIEIO JICKAPCTBEHHOT'O CPEICTBA B
cllyyae TOATBEPXKICHHMsS 10 pe3yJbTaTaM IPOBEJCHHBIX HCMBITAHUH COOTBETCTBUS  KadyecTBa
JIEKApCTBEHHOT'O CPE/ICTBA YCTAHOBJICHHBIM TPEOOBaHUSM;

2) 00 wm3pATMM W3 OOpamleHUss H YHWYTOXKCHUU CEPHH, TMapTUH COOTBETCTBYIOIIETO
JIEKapCTBEHHOTO CPEJACTBa B Cllyyae BBISABICHHA [0 pe3yjbTaTaM IPOBEJCHHBIX HCHBITAaHUH



HECOOTBETCTBUS KaueCcTBa JIEKAPCTBEHHOT O CPE/ICTBA YCTAHOBJIEHHBIM TPEOOBAHUSIM;

3) 0 mepeBoJie JIEKAPCTBEHHOTO CPEICTBA HAa IOCEPUHHBIA BBIOOPOYHBIH KOHTPOJb KavyecTBa
JICKApCTBEHHBIX CPEJCTB B CIIyyae IMOBTOPHOTO BBISABICHHS HECOOTBETCTBUS KadeCTBA JIEKAPCTBEHHOI'O
CPEICTBAa YCTAHOBJICHHBIM TpeOOBaHMAM M (IpU HEOOXOIUMOCTH) O TPOBEpPKE CyObeKTa OOpalieHus
JICKapCTBEHHBIX CPEJCTB. Pacxonpl, CBA3aHHBIE C MPOBEIECHHEM MOCEPUHHOTO BBHIOOPOYHOTO KOHTPOJI,
OIUTAYMBAIOTCS POM3BOMUTENEM JIEKAPCTBEHHOTO CpPEACTBa JIMOO JepiKareneM WM  BJaJelbleM
PETUCTPAIIMIOHHOTO yIOCTOBEPEHHSI JIEKAPCTBEHHOT'O Mperapara;

4) O CHSATHM JIEKAapCTBEHHOTO CpEACTBA C MOCEPHUHOrO BBHIOOPOYHOTO KOHTPOJIS KayecTBa
JICKApCTBEHHBIX CPEJCTB HA OCHOBAHUHU TIIOJIOKUTENBHBIX SKCIEPTHBIX 3aKIIOUCHHH, BbIJIAaHHBIX
(benepanibHBIM TOCYJApCTBEHHBIM OO/DKETHBIM  yUPEXKICHUEM, IOJIBEIOMCTBEHHBIM (eaepaibHOMY
OpraHy HCIOJIHUTEIILHONW BJIACTH, OCYILECTBIIIOMIEMY (YHKIMH MO KOHTPOIIO W Haa30py B cdepe
3IpaBOOXPAaHEHMs, WK (PeaepatbHOMY OpraHy HCIOJHUTEIBHOW BJIACTH, OCYILECTBIIAIONIEMY (DYHKIUH
[0 KOHTPOJIIO ¥ HA/A30py B cdepe oOpalieHns JeKapCTBEHHBIX CPEACTB ISl BETEPHHAPHOTO MTPUMEHEHHU,
Ha OCHOBAaHUM IMPOTOKOJIA MCIBITAHUHN JICKAPCTBEHHOT'O CPE/ICTBA, MPOBEJACHHBIX IO BCEM IOKAa3aTeNsIM
YTBEPXKICHHOH HOPMATUBHON JOKYMEHTalUU (HOPMAaTHBHOTO JOKYMEHTA) B OTHOIICHHU TPEX CEpUi
JIEKapCTBEHHOTO CPEJICTBA.

8. ®enepanbHBI TOCYJApCTBEHHBIH JIMIICH3MOHHBIN KOHTPOJIb JEATEIBHOCTH 1O MPOU3BOJCTBY
JIEKAPCTBEHHBIX CPEACTB OCYLIECTBISETCA B COOTBETCTBUM C 3aKOHOAATENIBLCTBOM Poccuiickoin
denepanuu.

Crartbs 9.1. [IporpamMma npoBepok

1. B umemix opraHu3anuu BbIOOPOYHOIO KOHTPOJS KayecTBa JIEKAPCTBEHHBIX CPENCTB
dbopmupyeTcst mporpaMmMa MpoBEPOK.

2. Jlns meneil peasm3anil MPOrpamMMbl MPOBEPOK MPOU3BOJAUTENH JIEKAPCTBEHHBIX CPEICTB U
OpraHu3alliy, OCYIIECTBIIONIME BBO3 JIEKAPCTBEHHBIX cpeacTB B Poccuiickyro  @Denepanuio,
NPEJOCTABISAIOT B OTHOIIEHUHM JIEKAPCTBEHHBIX CPEACTB JUIS MEIUIMHCKOIO IPUMEHEHHs B
YIIOJIHOMOYEHHBIA (hefepadbHblii OpraH MCIOJHUTEIBHOM BIIACTH, OCYILECTBISAIOUIMA (YHKIMH MO
KOHTPOJIO M HAA30py B cdepe 3IpaBOOXpaHEHMs, B OTHOILICHUM JIEKAPCTBEHHBIX CPEICTB JUIA
BETEPUHAPHOTO MPUMEHEHHMS B YIOJHOMOYEHHBIH (enepajabHbli OpraH HUCIHOJHUTENBHONW BIIACTH,
OCYILIECTBIISIOUINM (D)YHKIIMU IO KOHTPOJIIO U HAaI30py B cdepe oOpallieHus JeKapCTBEHHBIX CPEICTB A
BETEPUHAPHOTO NMPUMEHEHMs], CBEICHUS O CEpHAX, MapPTUSAX JIEKAPCTBEHHBIX CPEJICTB, MOCTYMAIONINX B
rpaxjaaHckuii o6opor B Poccuiickoit denepanmu, B mopsjake, cocTaBe M 00beMe, YCTaHOBJICHHBIX
yKa3aHHBIMH (pesiepanbHbIMA OpraHaMH WCHOJHUTENIHOM BIACTH B OTHOIIEHHH JIEKAPCTBEHHBIX CPEJICTB
IUIE  MEIUIMHCKOIO TPHMEHEHUS U B OTHOIIEGHMM JIEKAPCTBEHHBIX CPEICTB JUIsI BETEPUHAPHOIO
MPUMEHEHHSI COOTBETCTBEHHO.

3. Ilporpamma mpoBepok (opmupyercs Ha KaneHaapHblii rox B cpok ao 30 nexabpst ropa,
MPE/IIECTBYIOLIET0 roly IPOBEACHUS BBIOOPOYHOTO KOHTPOJIS.

4. B cnyuyae HacTymjieHMs COOBITHM, yKa3aHHBIX B HOAMyHKTax ''0" u "B" myHKTa 2 yactu 6
HacTosIel cTaThH, (peepaibHbIM OPraHOM HCHOJHMUTENBHOM BIACTH, OCYLIECTBIAIONIMM (DYHKIMU IO
KOHTPOJIIO M Ha/aA30py B cdepe 37paBooxpaHeHus, (eaepaJbHbIM OpPraHOM HCIIOJHUTEIbHON BIIACTH,
OCYILIECTBIIIOUIMM (PYHKIIMU 110 KOHTPOJIIO U HAA30py B chepe oOpalleHus JIeKapCTBEHHBIX CPEACTB AJIS
BETEPUHAPHOTO MPUMEHEHHs], IPU HEOOXOAUMOCTH BHOCATCSI COOTBETCTBYIOINE U3MEHEHHS B IPOrpaMMy
IIPOBEPOK.

5. B mporpammy npoBepoK MOT'YT BKJIFOYAThCS MEPOIPHUSITUS C YUYETOM HapyIIECHUH, BbISBICHHbBIX
B paMKaX KOHTPOJIBHBIX (HaJ30pHBIX) MEPOIPUATHH 32 MPEABIIY NI KaJIeHIaPHBIN TO.

6. [IporpaMmMa poBEepOK COAEPIKUT:

1) nmepedeHb JIeKapCTBEHHBIX CPENICTB, OTOOP 00Pa3LOB KOTOPHIX OyAET OCYIIECTBISTHCS B PaAMKax
BBIOOPOYHOTO KOHTPOJIS, (POPMUPYEMBIN C yYETOM PE3YJIbTaTOB TOCYIAPCTBEHHOIO KOHTpos (Ham3opa) B
cdepe oOpaleHns JIEKapCTBEHHBIX CPEACTB 3a KaJIeHJAPHbIN Tofl, MpEeALIecTBYIOMUN IOy MPOBEACHUS
BBIOOPOYHOTO KOHTPOJIS;

2) yka3aHuWe Ha COOBITHE, HACTYIUIEHHE KOTOPOTO SBJSIETCS OCHOBAHUEM JJISI OCYIECTBICHUS



BBIOOPOYHOTO KOHTPOJIS:

a) TOJyYeHHE CBEJICHHM, MPEACTABIISIEMBIX B COCTaBE M 00BEME, YCTaHOBJICHHBIX (eaepabHbIM
OpPraHoOM HCIIOJIHUTEIHHON BJIACTH, OCYIIECTBILIIONMM (YHKIMU IO KOHTPOJIO W HAA30py B cdepe
3IpaBOOXpaHeHMs], (enepaIbHbIM OPraHOM HCIOJHHUTEIBHON BIACTH, OCYIIECTBISIOMIMM (QYHKIHUH 10
KOHTPOJIIO M Haa30py B chepe oOpalieHus JeKapCTBEHHBIX CPEICTB Ui BETEPUHAPHOIO MPUMEHEHHUS, O
cepusiX, MapTUAX JICKAPCTBEHHBIX CPEACTB, MOCTYMAIOMIMX B TpakIaHCKUKH 000poT B Poccuiickoit
@denepauny, yKa3zaHHbIX B MyHKTe 1 Hacrosmield 4YacTH, OpraHMU3alUsIMM, OCYIIECTBISIONIUMU
IIPOU3BOJICTBO JIEKAPCTBEHHBIX cpeAcTB B Poccuiickoin denepauuyu U BBO3 JIEKAPCTBEHHBIX CPEICTB B
Poccuiickyro denepanuto, 3a UCKIIOYEHUEM CEPUN WM IAPTUHN JICKAPCTBEHHBIX IIPENApaTOB, YKA3aHHBIX
B yacTh 4 cratbu 52.1 u gactu 6 crateu 52.2 HacTosmiero denepanbHOro 3aK0HA;

0) mosy4eHue NMOCTyNAKUIel B MOPSIKE, YCTAHOBICHHOM cTaThedl 64 Hactosiero denepaibHOro
3aKOHa, MH(pOpPMALKUU O MOOOYHBIX ACHUCTBHIX, HEXKEJIATEIbHBIX PEAKLUAX, CEPhE3HBIX HEeXelaTeIbHbIX
peaxkuusaxX, HENPEIBUICHHBIX HEXEJATEIbHbIX PEAKIMAX IPU NPUMEHEHUH JIEKApCTBEHHBIX IIPENaparos,
00 MHIMBUAYAJIbHOM HENEPEHOCHUMOCTH, OTCYTCTBHM 3(P()EKTUBHOCTH JEKAPCTBEHHBIX MpPENaparos, a
TaKke 00 MHBIX (paKTax U OOCTOATENBCTBAX, MPEACTABISIOMINX YIPO3y JKU3HU WIM 310POBBIO YEJIOBEKA
a100 KMBOTHOTO MPH MPUMEHEHHM JIEKAPCTBEHHBIX IIPENapaTroB W BBIBICHHBIX HA BCEX JTamax
oOpalieHus JIEKapCTBEHHBIX MpenapaTtoB B Poccuiickoit depepannu u Ipyrux rocy1apcrpax;

B) mosiyueHue B cootBeTcTBUU ¢ DepepanbubiM 3akoHoM oT 31 urons 2020 roma N 248-d3 "O
rOCYy/IapCTBEHHOM KOHTposie (Haa3ope) M MyHHIUIAIbHOM KoHTpose B Poccuiickoit deneparmn”
CBEJICHUI O MPUYMHEHUHM Bpena WM o0 yrpo3e NpUYMHEHHs Bpela >XU3HH, 3[J0POBBI0 TPaKIaH WIU
JKUBOTHBIX.

Cratses 9.2. ['ocynapcTBeHHBIN KOHTPOIIb (HA/A30p) 32 peai3alneil HCTIONHUTEIbHBIMU OpraHaMu
cyobekToB Poccuiickoit ®enepaiiun mosHoMounii B cdepe oOpalieHus JTeKapCTBEHHBIX
CPEACTB ISl METUIIMHCKOTO TPUMEHEHUS

1. TocynapcTBeHHBId KOHTpPOJb (HAA30p) 3a peanu3anyeldl HCIOJIHUTEIbHBIMU OpraHaMH
cyobektoB Poccuiickoit denepanyuu moirHOMOunit B cdepe OOpalleHusl JIGKApCTBEHHBIX CPEACTB IS
MEIUIUHCKOTO MPUMEHEHHsS OCYIIECTBIAETCS  yrnoiHoMoueHHbIM [IpaButensctBoM Poccuiickoit
denepary OpraHoM HCIIOTHUTEIHHOMN BIACTH.

2. TlpemmeroM TrocynapcTBEHHOTO KOHTpOJs (Haa3opa) 3a peanu3anueid HCIOTHHTEIbHBIMH
opranamu cyobexToB Poccuiickoit @enepannu MoOIHOMOUM B cepe oOpallieHus IeKapCTBEHHBIX CPEJICTB
JUIS  MEIUIIMHCKOTO TIPUMEHEHUsl SBJIseTCs COONIIOJCHHE YHMOJHOMOYEHHBIMH MCIIOJHHUTEIbHBIMU
opranamu cyobekToB Poccuiickoii denepaniuu METOIMKN YCTaHOBJICHUS TPEAETIbHBIX Pa3MEpPOB OMTOBBIX
Ha/J0aBOK U MpPEIENbHBIX pa3MEpoB PO3HUYHBIX HAJ0aBOK K (DaKTUUECKUM OTIYCKHBIM LIEHaM,
YCTAHOBJICHHBIM TIPOU3BOAMTENISIMU JIEKAPCTBEHHBIX IPENapaToB, Ha JIEKAPCTBEHHBIE Ipemnaparsl,
BKJIIOYEHHBIE B IIEPEUYEHb )KU3HEHHO HEOOXOIMMBIX U BXKHEUIIINX JICKAPCTBEHHBIX MPENIapaToB.

3. Ilpm ocymectBieHMH TOCYJapCTBEHHOTO KOHTpois  (Haa3opa) 3a  peanu3anuei
UCTIOJIHUTENIBHBIMU OpraHamu cyObekToB Poccuiickoit denepanuu moaHoMouuil B cepe oOparieHus
JIEKapCTBEHHBIX CPEJCTB I MEIUIIMHCKOTO IPUMEHEHUS IPOBOJATCA CIEAYIOLINE BUbI MEPOTIPUATHIA:

1) nokymMeHTapHbIE IPOBEPKH;

2) BBIC3/IHBIC TIPOBEPKH.

4. OpraHu3zanuss ¥ OCYILIECTBICHHE TOCYAApPCTBEHHOIO KOHTpoJisi (Haa3opa) 3a peanu3amueit
UCTIOJHUTENIbHBIMU OpraHamu cyObekToB Poccuiickoit denepanuu mosHoMouuil B cdepe oOpaiieHus
JIEKapCTBEHHBIX CPEJCTB JUIs MEAMLIMHCKOrO MPUMEHEHUs perynupyrorcs denepaibHbiM 3aKoHOM OT 21
nekabps 2021 roga N 414-®d3 "O06 oOmuMx NpUHUMIAX OpraHU3alUKu MyOJIUYHON BJIACTH B CyObEKTax
Poccuiickoii @enepauun’.

5. IonoxeHnue O TroCyAapcTBEHHOM KOHTpoJe (Haa3ope) 3a peanu3aledl UCIOTHUTEIbHBIMH
opranamu cyowrexToB Poccuiickoit @eaepannn noaHOMOUH B cepe oOpallieHus JIeKapCTBEHHBIX CPEICTB
JUIS. MEIMLIMHCKOTO pUMeHeHUs yTBeprkaaercs [IpaButensctBoM Poccuiickoii @eneparui.



Crarea 9.3. PernoHanbHbIi TOCYAAapCTBEHHBIH KOHTpOJb (HAA30p) 3a NMPUMEHEHHEM IIeH Ha
JICKapCTBEHHbIE IMperaparhbl, BKIIOYEHHBIE B IEPEYCHb >KU3HEHHO HEOOXOIUMBIX U
BaKHEHIIINX JIEKAPCTBEHHBIX IPENapaToB

1. PernoHaspHbIi TOCYIapCTBEHHBIA KOHTPOJIb (Ha30p) 32 IPUMEHEHHUEM IICH Ha JICKapCTBCHHBIC
npenaparsl, BKIIOYEHHBIE B IEPEYCHb JKU3HEHHO HEOOXOAMMBIX U BaKHEHIIMX JIEKApCTBEHHBIX
MperapaToB, OCYIIECTBISETCS HUCIOTHUTENBHBIM oOpraHoM cyOwekrta Poccwuiickoit ®enepanuu,
YIOJIHOMOYEHHBIM BBICIIMM UCIIOJHUTEIBHBIM OpraHoM cyObekTa Poccuiickoit @enepanuu.

2. [IpeaMeToM permoHaNIbHOTO TOCYAAPCTBEHHOTO KOHTPOJS (HAA30pa) 3a MPUMEHEHUEM IIeH Ha
JICKapCTBEHHBIC TIpenapaThl, BKIIOYEHHBIE B IEPEYCHb JKU3HEHHO HEOOXOAMMBIX U BaKHEHIINX
JICKapCTBEHHBIX  IIpPEraparoB,  SBISETCS  COONIOAGHUE  OpPraHU3alUsIMH  ONTOBOM  TOPTOBIH
JIEKapCTBEHHBIMU CPEACTBAMM, ANTEUYHBIMU OPraHU3aLUAMHU, WHIMBUIYAJIbHBIMU MPEAIPUHUMATEISMH,
UMEIOIMMHU  JIMICH3MI0 Ha (apMaleBTHUYECKYI0 JEATENbHOCTh, MEIUIMHCKUMHU OpPraHU3aLUsIMHU,
UMEIOIIMMU JIUICH3HUIO Ha (apMalleBTUYECKYIO JEATEIbHOCTh, U UX 000COOICHHBIMH MOIPA3ICICHUSIMH,
PacroI0XKEHHBIMHU B CEJIbCKMX HACEIEHHBIX IIYHKTax, B KOTOPHIX OTCYTCTBYIOT alTE€UHbIE OpPraHU3aLNH,
IpU pea3aliy JIEKapCTBEHHBIX MpEnapaToB TPeOOBaHMI K NMPUMEHEHMIO IIEH, YPOBEHb KOTOPBIX HE
JOJDKEH TMpPEBbINATh CyMMYy (DAKTHUECKOW OTHYCKHOM IIEHbI, YCTAHOBJCHHOH NpPOM3BOIUTEIEM
JIEKapCTBEHHBIX MPENaparoB, ¥ KOTOPbIE HE NPEBBIIAIOT 3aPETUCTPUPOBAHHBIX MPEAEIbHBIX OTIIYCKHBIX
IICH, U pa3MEpoB OINTOBBIX HaN0aBOK M (MJM) pa3MEpOB PO3HUYHBIX HAN0AaBOK, HE IPEBBIIIAFOIINX
COOTBETCTBEHHO Pa3MEpOB IMpPECIbHBIX ONTOBBIX HaA0aBOK W (MIJIM) pa3MepoOB MpEACIbHBIX POSHUYHBIX
Ha/10aBOK, YCTAaHOBJICHHBIX B cyObekTe Poccuiickoit deneparmu.

3. OpraHuzanusi ¥ OCYLIECTBICHHE PETMOHAIBLHOTO TOCYAapCTBEHHOTO KOHTpoJs (Haa3opa) 3a
IpPUMEHEHHEM IIeH Ha JICKapCTBEHHbIE MPEnapaThl, BKIOUYEHHbIE B IEPEYCHb KU3HEHHO HEOOXOAUMBIX U
BOXHEHIINX JICKApPCTBEHHBIX MpenaparoB, peryiaupytorcs deaepanbubsiM 3akoHoM oT 31 urona 2020 roxa
N 248-®3 "O rocymapcTBeHHOM KOHTpoie (Haa3ope) W MYHHUIMIIAIBHOM KOHTposie B Poccuiickoii
Deneparun’.

4. [TonoxxeHne 0 PErHOHAJIBHOM TOCYAapPCTBEHHOM KOHTpoJe (Haa3ope) 3a MIPUMEHEHHEM LieH Ha
JIEKapCTBEHHbIE TpenapaThl, BKIIOYEHHbIE B IE€PEYCHb JKU3HEHHO HEOOXOAMMBIX U BaKHEHIINX
JIEKapCTBEHHBIX IPENapaToB, YTBEP’KAAETCs BBICIIMM HUCHOJIHHUTEIBHBIM OpraHoM cyOobekra Poccuiickoii
Oenepanun.

Crarba 9.4. denepanbHblil ToCylapCTBEHHBIH JIMIEH3UOHHBIH KOHTPOJb JESATEIBHOCTH IO
MPOM3BO/ICTBY JIEKAPCTBEHHBIX CPE/ICTB

1. ®enepanbHbIl TOCYAAPCTBEHHBIH JHMIIEH3UOHHBIH KOHTPOJIb JESATEIBHOCTH 10 MPOU3BOJCTBY
JIEKApCTBEHHBIX CPEJICTB OCYLIECTBISACTCS (elepalbHbIMH OpraHaMH HCIIOJHHUTEIbHOM BIIACTH,
ynosHoMo4eHHbIMU [IpaBurensctBoM Poccuniickoit denepanumn.

2. ®enepanabHbI TOCYJAPCTBEHHBIM JIMIIEH3MOHHBIN KOHTPOJIb JEATEIbHOCTH MO MPOU3BOJICTBY
JIEKapCTBEHHBIX CPEICTB OCYIIECTBISIETCS B COOTBETCTBHM ¢ DenepanbHbIM 3akoHOM oT 4 mast 2011 roga
N 99-®3 "O nuueH3upoBaHUN OTIEIbHBIX BUJOB AedaTelnbHOCTH 1 DenepaabHbIM 3aKOHOM OT 31 utons
2020 roma N 248-®3 "O rocymapcTBEHHOM KOHTpose (Haa3ope) M MYyHHIMIIAIBHOM KOHTPOJIE B
Poccuiickoii @enepauun”. B paMkax QenepanbHOro rocyAapcTBEHHOIO JIMIIEH3MOHHOTO KOHTPOJIS
NEATENILHOCTH 10 TPOM3BOJCTBY JICKAPCTBEHHBIX CpPEACTB IUIAHOBBIC KOHTPOJbHBIC (HaI30pHEIC)
MEpPONPUATHS HE MPOBOMAATCS, NMPH 3TOM HPOBOIUTCS IMEPHOAMYECKOE HOIATBEPXKIEHHE COOTBETCTBHUS
JIMIIEH3UATOB JIMLEH3UOHHBIM TpeOOBaHUAM B COOTBeTCTBUM ¢ DenepanbHbIM 3aKOHOM OT 4 Masd
2011 roga N 99-@3 "O nuneH3upoBaHUH OTAETHHBIX BUIOB ACSITEILHOCTH .

I'naBa 5. PazpaGoTka, 10KJIMHHYECKHeE HCCIEA0BAHNS JIeKAPCTBEHHBIX CPEACTB, a TAKKe
KJIMHHYECKHe MCCIeI0BAHNUS JICKAPCTBEHHBIX NIPENapaToB 1JIsl BEeTePHHAPHOI0 IPUMEHEHHUS



Crartbsa 10. Pa3zpaboTka JIeKapCTBEHHBIX CPEJICTB

1. Pa3paboTka JE€KapCTBEHHBIX CPEJCTB BKIIOYAaeT B ceOs MOMCK HOBBIX (apMaKoJIOTHUECKU
aKTHBHBIX  BEILECTB, MOCJIEAyIOlIee U3yuYeHHE MX JICKApPCTBEHHBIX CBOMCTB, JIOKIMHUYECKUE
UCCIIEIOBaHMs, Pa3pabOTKy TEXHOJOTMH MpPOM3BOJCTBA (hapMaleBTUUYECKUX CYOCTaHIUH, pa3paboTKy
COCTAaBOB U TEXHOJOTU MPOU3BO/CTBA JEKAPCTBEHHBIX IPENapaToB.

2. ®uHaHcoBOE oOecrieueHe pa3pabdOTKH JIGKAPCTBEHHBIX CPEJCTB OCYIIECTBISETCS 3a CUET:

1) cpenctB denepaibHOro OOKETA,;

2) cpecTB pa3pabOTUYNKOB JIEKAPCTBEHHBIX CPE/ICTB;

3) CpeacTB IPOU3BOAUTENCH JIeKapCTBEHHBIX CpeZCTB npu BBITOJIHEHUH
HAYYHO-MCCIIEJIOBATEIILCKUX paboT MO JOroBOPY MEXIY pPa3pabOTUYMKOM JIEKApCTBEHHBIX CPEACTB U
IIPOM3BOIUTEIIEM JICKAPCTBEHHBIX CPE/ICTB;

4) MHBIX HE 3alpelIeHHBIX 3aKOHOAaTeIbcTBOM Poccuiickoii denepauy HCTOYHUKOB.

3. IlpaBa  pa3paboTurMka  JEKapCTBEHHOI'O  CpPEACTBAa  OXPAHAIOTCS  TPaKIAHCKUM
3aKOHO/IaTEIbCTBOM.
Crarba 11. JIoKIMHMYECKOE WCCIIEIOBAaHUE JICKAPCTBEHHOTO CPEACTBA JUIS MEAMLIMHCKOTO
IPUMEHEHHS

1. JloknuHUYECKOe MCCIEOBaHUE JIEKAPCTBEHHOTO CPEACTBA ISl MEIUIIMHCKOTO NPUMEHEHUS
NPOBOJUTCS IyTeM IPUMEHEHHUS HAy4YHBIX METOJIOB OLEHOK B HENAX TOJy4eHUs J0Ka3aTelbCTB
6e30macHOCTH, KauecTBa 1 3((PEKTUBHOCTH JICKAPCTBEHHOTO CPEJICTBA.

2. JIOKJIMHHUYECKOE HCCIIEeI0BAHUE JIGKAPCTBEHHOIO CPEJCTBA Ui MEIUIMHCKOIO HMpPUMEHEHHUs
NPOBOJUTCS B COOTBETCTBUU C NpaBUIAMU HaJJIeKalled J1abopaTOpHOM MPAaKTUKH, YTBEP)KJIECHHBIMU
EBpa3uiickoit 3KOHOMUYECKON KOMUCCUEH.

3. lns opraHu3anui U MPOBEACHUS JTOKIMHUYECKOTO HCCIEIOBaHMS JICKApCTBEHHOT'O CPEJCTBA
UL METUIIMHCKOTO TPUMEHEHHUsl pa3pabOTYMKK JIEKApCTBEHHBIX CPEJCTB BIIpaBe IMpPUBJIEKATh HAay4YHbIE
opraHu3zaiuy, o0pa3oBaTeIbHbIE OPraHMU3aLMHU BhICIIEr0 00pa30BaHUS W MHBIE OpPraHU3alMM, UMEIOIINe
HEOOXOMMYI0O  MaTepUAIbHO-TEXHHYECKYI0 0a3y M KBaJU(UIMPOBAHHBIX  CIEHUATUCTOB B
COOTBETCTBYIOIIEH 00J1aCTH UCCIIeIOBAHMUS.

4. JIOKIMHMYECKOE HCCIEeOBaHHUE JIEKAPCTBEHHOIO CPEJCTBA JUI MEAMLMHCKOTO MPUMEHEHHS
IPOBOJIUTCS 1O YTBEPKICHHOMY pPa3pabOTUYMKOM JIEKAPCTBEHHOI'O CpEACTBAa IUIAHY C BEJICHHEM
MPOTOKOJIa 3TOTO HCCIEA0BAaHMS W COCTABICHMEM OTYeTa, B KOTOPOM COJEpPXKAaTcs pPe3ysbTaThl 3TOr0
MCCIIEIOBAHMSI M 3aKJIFOYEHHUE O BO3MOKHOCTH MPOBEJCHUS KIMHUUECKOTO UCCIICIOBAHUS JIEKAPCTBEHHOT'O
npernapara Juisi MEJUIIMHCKOTO TPUMEHEHHUS.

5. IlpoBeneHue mNpPOBEPOK COOMIOAEHUS MpaBUI HAMJIEKaAIIEH J1abOpaTOpPHOW TNPAKTUKU U
NPAaBOBBIX HOPM HCIIOJB30BAHMUSA JKMBOTHBIX IPH IPOBEJCHUU JOKIMHUYECKMX HCCIICIOBaHUN
JICKapCTBEHHBIX CPEACTB IS MEAULIUHCKOrO TPUMEHEHHUS OCYIIECTBISETCS  YHOJIHOMOYEHHBIM
(benepa’abHBIM OPraHOM UCIIOJHUTENILHON BIACTH.

6. Ytpatuna cuiy c 15 aBrycra 2026 r. - denepanbhslii 3akoH oT 4 aBrycta 2026 r. Ne 324-03

Crarba 12. JIoKIMHMYECKOE HCCIEOBAaHUE JIEKAPCTBEHHOTO CPEACTBA M  KIMHUYECKOE

UCCIIeIOBaHKE JIEKAPCTBEHHOT O Mpernapara AJisi BETEPUHAPHOTO IPUMEHEHUS

1. JloximHMYECKOE HCCIEeIOBAHUE JIEKAPCTBEHHOI'O CPEACTBA JUIsl BETEPUHAPHOIO NPUMEHEHUS
NPOBOJIUTCS IyTeM IPUMEHEHHUS HAy4YHbIX METOJIOB OLEHOK B HENAX IOJy4eHUs J0Ka3aTeslbCTB
6e30macHOCTH, KauecTBa U APPEKTUBHOCTU JIEKAPCTBEHHOT'O CPEJICTBA, B TOM UHUCIIE ONpPEIEICHHUs CPOKa
€ro BBIBEJICHUS U3 OpraHW3Ma >KUBOTHOIO, B LIEJAX OOecredeHus: 0e30MacHOCTH MPOIYKIHUU KUBOTHOTO
MIPOMCXO0KACHUS MOCIIE IPUMEHEHUsI COOTBETCTBYIOLIETO JICKApCTBEHHOT'O Mpenapara.

2. JlokIMHMYECKOE MCCIIEeJOBaHUE JIEKAPCTBEHHOTO CpPEACTBa M KIMHUYECKOE HCCIeI0BaHUE
JICKapCTBEHHOT'0 TpernapaTta Jyis BETEpPUHAPHOTO MNPHUMEHEHMs, HCCIel0BaHHEe OHOIKBUBAJIEHTHOCTH
YKa3aHHOTO JIEKapCTBEHHOIO IIpernapara MpOBOAATCS B COOTBETCTBUM ¢ IpaBoM EBpa3suiickoro
KOHOMHUUECKOI0 COH03a.

3. JlokimHMUYECKOE HCCIIeJOBaHUE JIEKAPCTBEHHOTO CpPEACTBA M KIMHUYECKOE HCCIeI0BaHHe
JIEKapCTBEHHOTO Mperapara Ui BETEPUHAPHOTO TMPUMEHEHHUs IPOBOJIATCS IO  YTBEPXKIECHHOMY



pa3pabOTYNKOM JIEKApPCTBEHHOTO CPEJCTBA IUIAHY C BEJICHHEM IPOTOKOJIOB ASTHX HCCIEIOBAaHUM H
COCTaBJICHUEM OTUYETOB, B KOTOPBIX COJIEPKATCS Pe3yIbTAThl THX HCCIECIOBAHUM.

4. ]l opraHu3aiyiv U MPOBEEHHs TOKIMHUYECKOTO MCCIIEIOBaHUS JICKAPCTBEHHOTO CPEICTBA U
KJIMHUYECKOTO MCCIIEIOBAHMUS JIEKAPCTBEHHOT'O Mpernapara i BETEPUHAPHOTO MIPUMEHEHHS Pa3paboTUnK
JICKapCTBEHHOTO  CPEJCTBa  MOXKET  MpPUBJEKaTb  OpraHU3alMy,  UMEIOIKMe  HEoO0XOIUMYIO
MaTepHaIbHO-TEXHUUECKYI0 0a3y M KBaJU(UIMPOBAHHBIX CIIELHUAINCTOB B COOTBETCTBYIOLICH obmacTu
UCCIICIOBaHMA.

5. KnuHuveckue ucciaeoBaHUs JIGKAPCTBEHHBIX IPENapaTroB JJsl BETEPUHAPHOTO MPUMEHEHHS
NPOBOJATCS B BETEPUMHAPHBIX OpPraHM3alUsAX M B OpPraHu3alusaX, OCYLIECTBISIOMINX pa3BeACHHUE,
BBIPAIIMBAHUE U COJCPKAHUE )KUBOTHBIX, B IIEJIAX:

1) ycTaHOBJICHUS NIEPEHOCHMOCTH JICKAPCTBEHHBIX MPETapaToB 30POBBIMH KHBOTHBIMH,

2) mondopa ONTHMAIBHBIX JIO3MPOBOK JIGKAPCTBEHHBIX IIPENaparoB M Kypca JICYCHUS Ha
KOHKPETHOM IpyTIIe )KUBOTHBIX C OMPEAEICHHBIM 3a00I€BaHUEM;

3) ycraHoBieHMs ~ Oe3omacHOCTH W O((QEKTUBHOCTH  JICKAPCTBEHHOTO  Mpernapara,
NPEIHA3HAYCHHOTO JUI JICYCHUS OIpENEeNICHHBIX 3a00JeBaHUN JKUBOTHBIX, WM 3(PPEKTHUBHOCTU
JICKapCTBEHHOTO Mpenaparta Juis NpoQHIaKTHKH 3a00JI€BaHUM 310pPOBBIX KHBOTHBIX;

4) wm3yuyeHUsT BO3MOXKHOCTEH pACIIUpPEHHs IOKAa3aHUH K NPUMEHEHUIO 3aperuCTPHPOBAHHOTO
JICKApCTBEHHOTO MpernapaTa U BBISBICHUS PaHee HEU3BECTHBIX MOOOYHBIX JCHCTBUH.

6. Kimnunueckoe wuccieoBaHue JIEKAPCTBEHHOrO Mperapara Uil BETEPHUHAPHOTO NPUMEHEHUs
OCYILECTBIISICTCS 3a CYET CPE/ICTB Pa3pabOTUMKa JIEKAPCTBEHHOT'O CPE/ICTBA.

7. Otyerl O pe3yinpTaTax JAOKIMHUYECKOTO HCCIIEAOBAaHMUS JIEKAPCTBEHHOIO CpEeACTBA U
KIMHUYECKOTO  HMCCIEeOBaHMSA  JIGKAPCTBEHHOTO Ipemapata s  BETEPUHAPHOTO  MPHUMEHEHHUs
COCTABIIAIOTCS  pa3pabOTYMKOM JIEKAPCTBEHHOTO CpEJICTBA C YYETOM 3aKJIIOYCHHUH OpraHu3alui,
MPUHUMABIIMX YYacTHE B OPraHU3allUM U IPOBEJICHUN ITHX UCCIEIOBAHUH.

8. Koutponp 3a mnpoBeleHHEM IOKIMHUYECKUX HCCIETOBAHUN JICKAPCTBEHHBIX CPEACTB U
KIMHUYECKUX  MCCIENOBAHMN  JIEKAPCTBEHHBIX  MPENapaToB JJIi  BETEPUHAPHOTO  MPUMEHEHMS
OCYILIECTBIISIETCS YIIOJTHOMOYEHHBIM (heiepabHbIM OPraHOM UCTIOJIHUTENILHON BIIACTH.

I'naBa 6. OcynecTBiIeHUe TOCYIapPCTBEHHOI perucTpanuu, perucTpanuu JeKapcTBeHHbIX
npenapaTos

Cratea 13. ['ocynapcTBeHHAs peTUCTpallns, PETUCTPaIUs JEKapCTBEHHBIX MPErnapaToB

1. B Poccuiickoii ®Dexneparii OMYCKAalOTCS MPOU3BOJCTBO, XpaHEHHWE, IEepPEeBO3Ka, BBO3 B
Poccniickyro @enepannro, BoiBo3 u3 Poccuiickorn denepannu, pexiiaMa, OTIYCK, peanu3anus, rnepegaya,
MPUMEHEHHUE  JIEKAPCTBEHHBIX MpPENaparoB, €CIM OHM  3aPErMCTPUPOBAHBl  YIIOJHOMOYEHHBIM
denepanbHBIM OPraHOM UCIOJHUTEIHLHOW BIACTH B COOTBETCTBUU C HacTosumM DenepanbHbIM 3aKOHOM
1100 B COOTBETCTBUU C aKTaMHM, COCTaBISIOMIMMU mpaBo Coro3a.

2. l'ocynapcTBeHHON perucTpalliy MOJIekKaT:

1) Bce JiekapCTBEHHBIC IMpeIaparhl, BIEPBBIC MOJICKAIINE BBOAY B oOpaineHue B Poccuiickoi
Oenepanuy;

2) JIeKapCTBEHHBIC Tperaparhl, 3aperuCTPUPOBAHHBIC paHEe, HO TMPOU3BEICHHBIE B JPYTUX
JIEKapCTBEHHBIX (popMax B COOTBETCTBUH C TEPEYHEM HAMMEHOBAaHUMN JIEKApPCTBEHHBIX (OpM, B HOBOU
JO3UPOBKE MIPH JI0KA3aTEIHCTBE €€ KITMHUYECKON 3HAYMMOCTHU U 3PPEKTUBHOCTH;

3) HOBbIC KOMOMHAIIMH 3aPETUCTPUPOBAHHBIX paHEE JICKAPCTBEHHBIX MPENapaToB.

3. l'ocynapcTBeHHast perucTpaius JeKapCTBEHHBIX MPENnapaToB OCYLIECTBISAETCS MO pe3yibTaTaM
JKCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB.

4, l'ocynapcrBeHHas perucrpauus JIEKapCTBEHHOI'O npernapara OCYILIECTBJISAETCS
COOTBETCTBYIOIIUM YIOJHOMOUYEHHBIM (pellepaqbHBIM OPraHOM HCIIOJIHUTEIBHON BJIACTH B CPOK, HE
MPEBBIIIAIONINA CTa MIECTUECATH pabodux THEH cO JHS TPHUHATHS 3asBICHUS O TOCYJapCTBEHHOU
perucTpanmu JIEKapCTBEHHOTO Ipenapara JJisi MEAULIMHCKOTO IPUMEHEHUS, U B CPOK, HE MPEBBIIIAKOLIUN



CTa BOCBMH pa0O4YMX JHEW €O JAHA TPHHATUS 3adBICHUA O TOCYJAPCTBEHHOM pErucTpanuu
JIEKapCTBEHHOI'O IpernapaTta A BETEPUHAPHOTO NMPUMEHEHUS. B yKka3zaHHBIM CPOK BKIIIOYAETCS BpPEMH,
HE00X0IMMOE /IJIsl TOBTOPHOTO MPOBEACHUS SKCIEPTU3bI JICKAPCTBEHHOTO CPEJACTBA B COOTBETCTBHU CO
crateeil 25 Hacrosmero ®denepanbHoro 3akoHa. Cpok rocyIapcTBEHHOW PErHCTPaLUU JICKaPCTBEHHOTO
npernapara UCUUCIISAETCS CO JTHS MPUHATUS COOTBETCTBYIOIINUM YIIOJIHOMOYEHHBIM (eiepaibHbIM OpraHOM
UCIIOJIHUTEJIBHOW ~ BJIACTU  COOTBETCTBYIOLIETO  3asdBJICHUSA O  TOCYHApCTBEHHOW  pPEruCTpaLUU
JICKapCTBEHHOTO MpenapaTa C MPUIOKEHHEM HEOOXOIUMBIX JIOKYMEHTOB IO JE€Hb BbIIA4H
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JIEKaPCTBEHHOT 0 mpemnapara. Bpemsi, Heo0xoauMoe Uit HalpaBiIeHUs
YIIOJIHOMOYEHHBIM ~ (peIepajbHBIM OPraHOM HCIIOJHUTENbHOM BIIACTH 3alpoca O MPEICTaBICHUU
HEOOXOIMMBIX MAaTEpUaJIOB M MPEJICTABICHUS 3asiBUTEIEM OTBETA HA JAHHBIA 3allPpOC B COOTBETCTBUHU CO
cratbsiMu 16, 19 u 23 nactosmero denepanbHOro 3aKOHA, HE YUYUTHIBACTCS NPU MCUUCIEHUU CPOKa
roCy/1apCTBEHHON PETUCTPALIMHU JIEKAPCTBEHHOTO Mpenapara.

5. 'ocyaapcTBeHHOM perucTpanuu He MoJyIexkar:

1) nexapcTBEHHBIC MpenapaThl, W3TOTOBJICHHBIC aNTEUYHBIMU OpraHU3alMsIMH, BETEPUHAPHBIMH
aNTEYHbIMU OpPraHU3alMsSIMH, UHAUBUAYAIbHBIMHU NPEANPUHUMATENISAMU, KOTOPhIE MMEIOT JIMICH3UIO Ha
(bapMalieBTUYECKYIO0 JIeSTeNbHOCTh, IO pelenTaM Ha JIeKapCTBEHHbIE MpenapaTbl U TpeOOBaHUSAM
MEIUIIMHCKUX OpraHu3allMii, BETEPUHAPHBIX OpraHU3allMd WM OpraHu3auuii (MHAWBUILYaTBHBIX
NpeANPUHUMATEIEH), OCYIIECTBISIOIUX pa3BeieHNEe, BbIPAIIMBAHHE U COJICP)KaHHE )KUBOTHBIX;

2) JeKapCTBEHHBIE TPETapaThl, MPHOOPETEHHbIC (PU3NUSCKIMH JIMIIAMH 3a Tipesieniamu Poccuiickoit
@denepanyy U MpeIHa3HAYEHHBIE I TMYHOTO MCIIOJIb30BaHUS,

3) nexapcTBEHHbIE Mpernaparhl, BBo3uMbIe B Poccuiickyto denepanuto Uit OKa3aHUs MEAUIUHCKOM
MIOMOIIY MO >KMU3HEHHBIM IOKA3aHUSAM KOHKPETHOI'O IMAIMEHTa Ha OCHOBAHUU Pa3pEUICHMs], BBIAAHHOIO
YIOJIHOMOYEHHBIM (heZiepabHBIM OPTaHOM UCTIONHUTENBbHON BIIACTH,

4) nexapCTBEHHBIE CpEICTBa, BBO3UMBbIE B Poccuiickyro ®denepanuio Ha OCHOBAaHWHU BBIIaHHOTO
YIIOJIHOMOYEHHBIM (peZiepaibHbIM OpraHOM HCIIOMHUTEIHHOM BIIACTH pa3pellieHus] U MpeJHa3HaueHHbIE
I TPOBENCHUS KIMHHYECKUX HCCIICAOBAaHUN JIGKapCTBEHHBIX MpenaparoB W (MiM) MpOBEICHUS
JKCIIEPTU3bl  JIEKAPCTBEHHBIX  CPEICTB  JUIl  OCYLIECTBIEHUS TOCYJApPCTBEHHOW  PErUCTpaLUU
JIEKapCTBEHHBIX IIPENApaToB,;

5) papmaneBTuyeckue cyOCTaHINH;

6) pagnodapManeBTHYECKUE JIEKAPCTBEHHBIE NpENapaTrhl, W3TOTOBJICHHBIE HEMOCPEACTBEHHO B
MEIMLMHCKUX OpraHu3alMAX B IOPSAIKE, YCTAHOBJIEHHOM YIOJIHOMOYEHHBIM (ellepaibHbIM OpPraHOM
UCIIOJIHUTENBHOH BIIACTH,;

7) nexapcTBEHHbIE MTpenaparhl, IPOU3BOAUMBIE JUIs SKCIIOPTA,

8) OMOTEeXHONOrMYecKUe JIEKapCTBEHHBIC Npernaparbl, MpeIHAa3HAYEHHBIC Ui MPUMEHEHUS B
COOTBETCTBUU C HHIUBUIYaJbHBIM MEAMLMHCKUM HAa3HAUEHUEM M CIIELUAIbHO HM3TOTOBJICHHBIE IS
KOHKPETHOI'O MalMEeHTa HEMOCPEACTBEHHO B MEIUIMHCKON OpraHU3allly, B KOTOPOU MPUMEHSIECTCS TaKOU
OMOTEXHOJIOTMYECKHI  JIGKApCTBEHHBIM @pemapaT, HMEIOIIME B CBOEM COCTaBe COEIUHEHUS,
CUHTE3UPOBaHHBIE 10 Pe3yJIbTaTaM I'€HETUYECKUX MCCIEN0BAaHUI MaTepHuaia, MOJy4YeHHOIO OT MalMeHTa,
JUIs  KOTOPOT'O HW3rOTOBJIEH TaKOM OMOTEXHOJOIMYECKHM JiekapcTBEeHHbIH mnpenapar. IlepeueHs
MEJIMLMHCKUX OpraHU3alui, UMEIOMIUX MPABO M3rOTABIMBATh U MPUMEHATh TaKue OMOTEXHOJIOTHYECKUE
JIEKapCTBEHHbIE Ipenaparsl, yrBepxknaercsa [IpasurensctBoM Poccuiickoit denepauuu. Paspemenue Ha
IPUMEHEHHE TaKUX OMOTEXHOJIOTMYECKHX JIEKAPCTBEHHBIX MPENapaTroB BBIJACTCS YIOJTHOMOYEHHBIM
(denepanabHBIM OPraHOM HCIIOJHUTENBHOM BJAcTH B MOpsAAKe, YycTaHaBiuBaeMoM IlpaButenbcTBOM
Poccuiickoii ®enepauuu. Ilopsmok obparieHuss Takux OMOTEXHOJOTMUECKUX JICKAPCTBEHHBIX IPENaparos,
BKJIIOUAs IOPSAJOK UX U3rOTOBJIEHMS], IPOBEIEHUS SKCIIEPTU3bI, OCYILIECTBICHHUS KOHTPOJIS KA4eCTBA TAKUX
OMOTEXHOJIOTMYECKUX JICKAPCTBEHHBIX IpernapaTroB, MPUMEHEHHs, XpaHEHHs, TPAHCIOPTUPOBKU U
YTUIM3AIMKU TaKMX OMOTEXHOJOTHMUYECKUX JIEKAPCTBEHHBIX IpPENaparoB, a Takke TpeOOBaHMA K TAaKUM
OMOTEXHOJIOIMYECKUM  JIGKAPCTBEHHBIM  IpernaparaM W MEIAMIMHCKUM  OpraHu3alusM,  MX
M3TOTABJIMBAIOIIMM U IPUMEHSIOIUM, ycTaHaBnuBatoTcs [IpasurensctBoM Poccuiickoit @eneparum.

5.1. 3asBneHHMe O pErucTpalud BOCHPOM3BEAEHHOIO JIEKAPCTBEHHOTO Ipemapara Juis



MEIMLMHCKOTO TPHUMEHEHHs] MOXKeT OBbITh TOJaHO B YIOJHOMOYEHHBIH (QenepanbHblii  opraH
UCIIOJIHUTENIBHOW  BJIACTH, OCYILECTBISIOIIMM TIOCYAApPCTBEHHYK)  PErMCTPALMIO  JIEKAPCTBEHHBIX
[IpenaparoB, 0 MCTEYEHUM YETBIpEX JIET C Jarhl IOCYJapCTBEHHOM PETHCTpalUU WIA PErUCTPALMHU
pedepeHTHOro JeKapCTBEHHOT O IpenapaTa Ui MeIMIIMHCKOro puMeHeHus B Poccuiickoii deneparum.

5.2. BasBiieHue O perucrpaiuu OHoaHATIOroBoro (OMOMOJAOOHOT0) JEKAPCTBEHHOTO MperapaTa
(Onoanasora) Jasi MEAMIUHCKOTO NMPUMEHEHUS MOXKET OBITh TIOIaHO B YIIOJTHOMOYCHHBIN (enepanbHbIi
OpraH HCIOJIHUTEIBHOM BJIACTH, OCYILECTBIIAIOIIMN TIOCYJapCTBEHHYIO PETUCTPALUIO JIEKAPCTBEHHBIX
[IpenaparoB Uil MEAMLMHCKOIO IPUMEHEHUS, 10 UCTEYCHUHM Tpex JIeT C JaThl IoCyAapCTBEHHOU
PEruCTpaIy WIK perucTpanuu peepeHTHOro JiekapcTBeHHOro npenapata B Poccuiickoit @eneparui.

5.3. He nomyckaercss HCIONB30BaHHE B KOMMEPYECKHX LENAX HHPOpPMAIMM O pe3yibTarax
JOKJIMHUYECKUX UCCIICOBAHUN JIEKAPCTBEHHBIX CPEACTB U KIIMHUYECKUX MCCIECAOBAHUN JIEKAPCTBEHHBIX
[IpenapaToB I MEIULUHCKOIO IPUMEHEHMS, IMPEICTABICHHON 3asBUTEIEM I TIOCYNapCTBEHHOMU
pEerucTpayy WId perucTpaliy JIEKapcTBEHHOIO Ipernapara, 0e3 ero corjiacus B T€YEHUE HIECTH JIET C
JaThl TOCYJApCTBEHHON PErucTpalud WIM PErucTpauuu pedepeHTHOTO JIEKapCTBEHHOIO Ipernapara B
Poccutickon denepanuu.

6. He nomyckaercst rocyAapcTBeHHAs! PEruCTpaLus:

1) nexkapCTBEHHBIX IpENapaToB, OTIMYAIOUIMXCS JPYyr OT Jpyra KadyeCTBEHHBIM COCTaBOM
JNEUCTBYIOLIUX BELIECTB, 10l OAMHAKOBBIM TOPIOBBIM HAUMEHOBAHUEM;

2) OIHOTO JICKApCTBEHHOTO Mpemnapara, MpeJCTaBICHHOT0 Ha TOCYIApCTBEHHYIO PETMCTPAIUIO B
OTHOILIEHUHM OJHOTO M TOrO K€ JepKarTeyls WIA BIAJEIbla PEruCTPALMOHHOIO YIOCTOBEPEHUs
JICKapCTBEHHOTO IMpernapara B BHJE JBYX M 0Ooyiee JIEKapCTBEHHBIX IpernaparoB MO pPa3lIUYHbIMU
TOPrOBBIMA HAUMEHOBAHUSMH.

7. Ilo 3ampocy B »dIEKTpOHHOH QopMe cyObekTa OOpalieHus JEeKapCTBEHHBIX CPEICTB
COOTBETCTBYIOIIUM  YIOJHOMOYEHHBIM  (eiepajbHbIM  OpPraHOM  HCHOJHMUTENBHOM  BIIACTH,
OCYLIECTBIISAIOIIKAM IOCYJApCTBEHHYI0 PErMCTPALMIO JIEKAPCTBEHHBIX IIPENapaToB, B YCTAHOBIEHHOM UM
MOPSIIKE OCYLIECTBIISACTCS HAay4YHOE KOHCYJIBTUPOBAHHME II0 BOIIPOCAM, CBSA3aHHBIM C IPOBEACHUEM
JOKJIMHUYECKUX MCCIENOBAaHUM, KIMHUYECKUX HCCIIEIOBAHMM JIEKAPCTBEHHBIX IIPENApaToB, KCIIEPTU3bI
KayecTBa  JIEKAPCTBEHHBIX  CPelICTB, A(PQPEKTUBHOCTH U  O€30MacHOCTH, C  OCYILECTBICHHEM
roCy/lapCTBEHHON PETUCTPALMK JIEKAPCTBEHHBIX IpenapaToB. KoOHCyNbTHpOBaHME OCYLIECTBIIETCS C
npuBJIeUYeHHEM (peepalIbHBIX TOCYAAPCTBEHHBIX OIO/DKETHBIX YUPEKICHUN, OBETOMCTBEHHBIX TaHHOMY
¢deneparbHOMYy OpraHy HCIOJHUTEIbHOW BJIACTH W HE YYACTBYIOIIMX B OpraHM3allUd IPOBEAECHUS
JKCIIEPTU3bl KA4yeCTBa JICKAPCTBEHHBIX CPEACTB B LEIAX OCYIIECTBICHUA WX TIOCYJapCTBEHHOU
perucTpal B COOTBETCTBMM cO cTaTthell 16 Hacrosmero denepanbHOr0 3akoHa, B BHJIE OTBETa B
MUCHbMEHHOM (hopMe YHOJIHOMOYEHHOro (heaepaqbHOr0 OpraHa MCIOJHHUTENBHOM BJIacTH Ha 3ampoc.
Pa3mep B3uMaeMoH ¢ 3asBUTEIIA IUIATHI ONPEAEIACTCS B COOTBETCTBUU € 3aKOHOAATEILCTBOM Poccuiickoin
®enepanuu 00 opraHu3alMy NPeAOCTaBICHHS rOCy 1apCTBEHHBIX 1 MyHULIIMNAIBHBIX yeiuyr. MHpopmanus
00 OCYILECTBJIIEHUH HAYYHOTO0 KOHCYJIBTHPOBAHUS, B TOM YUCIIE CTaTbU, 0030pbl, CIIPABOYHbIE MaTepHUaIbl
U uHas uHpopMaus 00 OCYLIECTBICHUN HAYyYHOr0 KOHCYJIBbTUPOBAHMS, pa3MellaeTcs Ha o(uIuarTbHOM
caiiTe yMOJIHOMOYEHHOro (enepajIbHOro OpraHa HCHOJIHHUTEIbHON BiacTH B ceTH ' MHTepHeT" ¢
COOJIFOJICHHEM  OrpaHMYEeHMH, YCTAHOBJICHHBIX 3aKOHOJATENBCTBOM O MEPCOHAIbHBIX JIAHHBIX,
KOMMEpPYECKOi U (MJIn) rocyapcTBEHHOI TaifHe.

8. I'ocymapcTBeHHast perucTpanusi JIEKApCTBEHHBIX IPENnapaTtoB, KOTOpbIE MpeAHAa3HAYEeHbI JUIs
IIPUMEHEHHUST B  YCIOBHUSAX BOEHHBIX JECHCTBMM, YpE3BbIYAWHBIX CUTyallUd, MpeLyNpexICHUs
Ype3BbIYaHBIX CUTyalud, NPOQWIAKTUKUA U JeueHHs 3a00JIeBaHUM, NMPEACTaBISIONMX OHNACHOCTb JUIS
OKpY>KaloIIMX, 3a00J€BaHUN U MOpPAXKEHUH, MOJYyYCHHBIX B Pe3yJIbTaTe BO3ACHCTBUS HEOIArONpUsATHBIX
XUMHUYECKHX, OMOJIOTMYECKUX, PaJUallMOHHBIX (DAaKTOPOB, M KOTOpbIE pa3pabOTaHbl B TOM YHUCIE IO
3aJjaHuI0  (peliepabHbIX OpPraHOB MCIOJHHUTEIBHOM BJIACTH, YMNOJHOMOYEHHBIX B OOJACTH OOOPOHBI
CTpaHbl M 0O€30MaCHOCTH I'OCYJapCTBa, a TAKXKE JICKAPCTBEHHBIX CPEJCTB B Cilydae MX JAe(eKTypbl WIN
pUCKa BO3HMKHOBEHHUS JeQEeKTypbl B CBSI3M C BBeAE€HHEM B OTHoumleHuu Poccuiickoit deneparuu
OTPaHUYMUTENBHBIX MEP HKOHOMHYECKOTO XapakTepa OCYLIECTBIAETCS B IOPAIKE, YCTaHOBICHHOM



[IpaBuTenscTBoM Poccuiickon @enepanuu.

Cratbs 14. [IpuHLIKIIEI 3KCTIEPTU3BI JIEKAPCTBEHHBIX CPENICTB

1. DkcnepTr3a JEKapCTBEHHBIX CPEJICTB OCHOBBIBAETCS HAa MPUHIMIIAX 3aKOHHOCTH, COOIIOACHUS
npaB U CBOOOJ YeJIOBEKa W TpaXJaHWHA, TMpaB IOPUIUYECKOrO JIMIA, HE3aBUCHMOCTH JKCIEpTa,
OOBEKTUBHOCTH, BCECTOPOHHOCTH M TOJHOTHI HCCIEIOBAaHUN, MPOBOJUMBIX C HCIIOJIb30BAaHUEM
COBPEMEHHBIX JOCTM)KEHUH HAyKM M TEXHUKH, OTBETCTBEHHOCTH (pelepajbHOTO TOCYIapCTBEHHOTO
OI0JDKETHOTO YUYPEXKJIEHHUs MO MPOBEACHUIO SKCHEPTH3bl JIGKAPCTBEHHBIX CPEJCTB M HKCHEPTOB 32
MPOBEACHUE U KAYECTBO SKCIIEPTUHI.

2. DKcrepTu3a JIEKapCTBEHHBIX MPENapaToB ISl MEULMHCKOTO MPUMEHEHHS BKJIIOYaeT B ceOs:

1) sKcmepTu3y MOKYMEHTOB, MPEICTABJICHHBIX JUIS OINpPEICICHUS BO3MOXKHOCTH PaccMaTpUBaTh
JICKapCTBEHHbIN mpenapaTr i MEAMLIUHCKOrO NPHUMEHEHUS B KauecTBe OpP(aHHOTO JIEKAPCTBEHHOI'O
npemnapara,

2) 3KCHIepPTHU3y MPEIJIOKCHHBIX METOJIOB KOHTPOJISI KauyecTBa JICKAPCTBCHHOTO CpeIcTBa W (MJIH)
Ka4ecTBa MPE/CTAaBICHHBIX 00Pa3LoB JIEKAPCTBEHHOI'O CPEJCTBA C UCIOIb30BaHMEM ITHX METOJIOB (1anee
- DKCIIEPTHU3a Ka4eCTBa JICKApCTBEHHOTO CPEICTBA);

3) DJKCHepTudy OTHOIICHHS OXUAAeMOM TONB3bI K BO3MOXHOMY pHUCKY IPHUMEHEHUS
JIEKapCTBEHHOT O MpenapaTa;

4) SKCIepTH3y PEruCTPallMOHHOIO JOChe Ha JICKAPCTBEHHBIN TNpernapar B IENsSX ONpeeieHHs
B3aMMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX MPENapaToB JUIsl MEAUIIMHCKOTO MTPUMEHEHHUS.

3. DkcrmepTu3a JIGKapCTBEHHBIX IMPENapaToB Ul BETEPUHAPHOIO NMPUMEHEHHUs BKJIIOYAET B ceOs
HKCHEPTH3Y KauecTBa JIEKAPCTBEHHOI'O CPEJICTBA M JKCIEPTH3Y OTHOIICHUS OXKUAAEMOW TIOJIB3bI K
BO3MOKHOMY PHCKY IPUMEHEHHs JIEKApCTBEHHOT'0 IIperapara.

Crarba 15. @enepanbHOe TOCYAapCTBEHHOE OIOPKETHOE YUPEXKAEHHE IO IPOBEICHHUIO

HKCIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB

DKcnepTu3a JeKapCTBEHHBIX CPEICTB MPOBOAUTCS (eiepalbHbIM rOCYAapCTBEHHBIM OFOJKETHBIM
YUPEXJIEHUEM COOTBETCTBYIOLIETO YMOJHOMOYEHHOTO (heAepajbHOIO OpraHa HCIHOJIHUTENBbHOW BIIACTH,
CO3JJaHHBIM Ul OO0ECIeYEeHUs] HCIOJIHEHHUS TIOJIHOMOYMH 3TOro (QeaepajbHOrO OpraHa Mo Bblaye
paspelieHnii Ha TPOBEACHHE KIMHUYECKHX HCCIEeIOBaHUM JIGKAPCTBEHHBIX MpenapatoB W (Wim) Mo
TOCY/IapCTBEHHOW perucTpanuu (perucrpanuu) JeKapcTBEHHBIX IpernapaToB (manee - DKCIEPTHOE
YUpPEXKICHUE).

Crartbsa 16. Opranuzanus npoBeIeHUs SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEICTB

1. Dkcneptu3a JIEKApCTBEHHBIX CPEACTB MPOBOJUTCS KOMHCCHUEH O3KCIIEPTOB HKCIEPTHOTO
YUpEX/IEeHUs, HA3HAYCHHOW €ero pyKOBOJMTEJIEM, Ha OCHOBAHUHU 3a/laHUs Ha IMPOBEAECHUE SKCHEPTHU3BI
JIEKApCTBEHHOTO CPEJCTBA, BBIIAHHOI'O YIOJIHOMOYEHHBIM (e/lepalbHbIM OPraHOM HCHOJHUTEIbHOM
BJacTU. PyKoBOJMTENb SKCHEPTHOIO YUPEKIACHUS OOECleurBaeT HaJIexallee MpOBeIeHHE IKCIEPTU3BI
JIEKapCTBEHHBIX CPEACTB B COOTBETCTBUU C 3a/JaHMEM, BBIJAHHBIM YIIOJHOMOYEHHBIM (eepanbHbIM
OpPraHOM HCIOJHHUTEJIBHOW BJIACTH, U OPraHU3yeT MOATOTOBKY CBOJHOTO 3aKJIIOYEHMs 3TOM KoMuccuu. B
COCTaB 3TOW KOMMCCHUH IO PELICHUI0 PYKOBOAMTENS SKCHEPTHOIO YUPEXKICHHUS MOTYT ObITh BKIIOUYEHBI B
Ka4yecTBE HKCIEPTOB JIMLA, HE paboTarouiie B JaHHOM 3KCIIEPTHOM YUPEKJICHHUHU, €CIIU UX CIEeLUaIbHbIE
3HAHUS HEOOXOAUMBI JJs NPOBENEHHs HKCIEPTH3bl M TaKHE SKCIEPThl OTCYTCTBYIOT B JaHHOM
HKCHEPTHOM YUPEKJICHHH.

2. DKCHEepPTOM MO IMPOBEACHUIO SKCHEPTU3bl JIEKAPCTBEHHBIX CPEJCTB SIBISETCS aTTECTOBAHHBIN
paOOTHUK HKCHEPTHOIO YUYpPEXKJIEHHs, KOTOpBbIH HMMEET BBICIIEE MEIUIMHCKOE, (apMaleBTHYECKOE,
Ouosornyeckoe, BETEPUHAPHOE WIM XUMHYECKOe 00pa30BaHUE U MPOBOJUT SKCIEPTU3Y JEKApCTBEHHBIX
CPEIICTB B MOPSIIKE UCIIOTHEHHS CBOUX JOJDKHOCTHBIX 00s3aHHOCTEH (Iajee - IKCIepT).

3. Ilpu mpoBeneHMM SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB IKCHEPT HE MOXKET HAaXOAMTHCSA B
Kakoi-1100 3aBMCHMOCTH OT JIMIA, HAa3HAUMBIIErO 3Ty SKCIEPTU3Y, Pa3pabOTUMKa JIEKapCTBEHHOI'O
Cpe/ACTBa WU IPYT'MX 3aUHTEPECOBAHHBIX B PE3YJIbTATaX SKCIEPTU3bI JIUI.

4. Tlpu mnpoBENCHMM SKCHEPTU3bl JIEKAPCTBEHHBIX CPEJICTB HE JIOMyCKaeTcs HCTpeOoBaHHE
HKCIEPTOM Y 3asBUTENs JHMOO HMHBIX JIUI] MAaTEpUaANOB, HEOOXOJUMBIX Ui MPOBEJIEHUs SKCHepTu3bl. B



cllyyae HEIOCTaTOYHOCTH TPEACTABICHHBIX SKCIEPTYy MaTepHAIIOB B JIMYHBIA KaOWHET 3asBUTENS B
eIMHOU TOCYIapCTBEHHON HH(OpMAIMOHHOW cHucTeMe B cdepe 3apaBoOXpaHeHHs (majiee - eauHas
CHCTEMa) SKCIEPTHBIM YUPEXKICHUEM HAIMPABIISETCS 3aIIPOC O TPEICTABICHUN HEOOXOJUMBIX MaTEPHAJIOB,
MOJIITMCAHHBIA PYKOBOAMTENEM (YIIOJIHOMOYECHHBIM JIMIIOM) 3KCIIEPTHOTO YUPEXKICHHUS C UCIOIb30BaHHEM
YCHJICHHON KBaTH(PUIMPOBAHHOMN 3JEKTPOHHOM MOIHCH.

4.1. 3asBurens o00sf3aH HANpPaBUTh B JIMYHBIH KAaOMHET 3KCIEPTHOTO YUPEXKACHUS B EIUHOM
CHCTEME TMOJIMUCAHHBIM YCWJICHHOW KBaTM(PUUIMPOBAHHOM SJEKTPOHHOM MOANMMCHIO OTBET HAa 3arpoc
HKCIEPTHOTO YUYPEXKIEHHUS B CPOK, HE MPEBBIMIAIONIMNA JeBIHOCTa paboyux AHEW CO AHA MOMY4YECHHUs
JKCIIEPTHBIM YUYPEXKIACHUEM DJIEKTPOHHOI'O YBEIOMIICHHUS O IIOJIYYEHUU 3asBUTENIEM 3ampoca. Bpemsa co
THS HaIIPaBJICHUSI SKCIIEPTHBIM YyUPEXJICHUEM B JIMUHBIA KaOMHET 3asBUTEIIS B €MHOM CHCTEMeE 3aIpoca O
NPEICTABICHUM JONOJHUTEIbHBIX MAaTEpPHAJOB 10 JHS HANpaBJICHUS 3asBUTEIEM B JIMYHBIA KaOMHET
JKCIIEPTHOI'O YYpEXKACHUS B €IMHOM CUCTEME OTBETA Ha 3allpOC HE YUYMUTHIBACTCA IIPU MCUMUCICHUU CPOKa
IIPOBEICHUS DKCIIEPTU3BI JIEKAPCTBEHHOIO CPEACTBA.

4.2. Ecnu 3asButenieM B coorBercTBHMM C 4YacThio 1.1 crtarem 30 wnm wacteio 2 crtateu 34
Hacrosero denepanbHOro 3aKOHA MPEACTaBICHA KOMMS PELICHHs YIOJIHOMOYEHHOTo (heaepaabHOro
opraHa HCIOJHUTENPHOW BJIACTH O TMPOBEACHUU (AapMAICBTHUECKOW WHCIEKIMU IPOU3BOJICTBA
JICKApCTBEHHBIX CPEACTB IS MEIUIIMHCKOTO MPHMEHEHHs Ha COOTBETCTBHE TPEOOBaHMSM MPaBUII
HaJUIe)KAIed IPOM3BOJCTBEHHOM IIPAKTUKU EBpPasuiCKOro 3KOHOMHMYECKOIO COK03a, JKCIEpPTy M0
oopMieHUsT pe3yabTaTOB SKCIEPTU3BI JEKAPCTBEHHOTO CPEJICTBA MPEICTABIISCTCS KOMUS 3aKIIOUYEHUS O
COOTBETCTBUHM  IPOU3BOAMTENS  JIGKAPCTBEHHBIX  CPEJICTB  TpeOOBaHMAM TpaBWII  HajJekalei
MIPOU3BO/ICTBEHHOMN MPAaKTHKH, BBIIAHHOTO YIOJIHOMOYEHHBIM (e/lepalbHbIM OPraHOM HCIOJIHUTEIBHOM
BJIACTH, WIM KONMS cepTU(UKaTa COOTBETCTBUS MPOM3BOIUTENS JIEKAPCTBEHHBIX CPEACTB JUIs
MEIMLUHCKOTO TPUMEHEHUS TpeOOBaHUAM MpaBWJI HAIJIEXKAIIeW MPOU3BOACTBEHHOW MPAKTUKU
EBpa3uiickoro 5KOHOMUYECKOIO COK03a.

4.3. 3asBurenp 00sf3aH HANpPaBUTh B JIMYHBIH KAaOMHET 3KCIEPTHOTO YUPEXJACHUS B €IUHOM
CHCTEME KOIHUIO 3aKITIOUEHHs WM KOMHIO cepTU(HKATa, yKa3aHHbIX B 4acTH 4.2 HACTOsIIeW CTaThH, B
CPOK, HE IPEBBIIIAIOIINN CTa BOCBMUIECATH pabOUYMX THEH CO JTHS MOITy4YEHHUS SKCIIEPTHBIM YUpEkKICHUEM
JJIEKTPOHHOI'O  YBEIOMJICHMS O  IOJYYEHHHM  3asBUTEIEM  IOANKMCAHHOIO  PYKOBOAUTEIEM
(YHOJTHOMOYEHHBIM ~ JIMIIOM)  OKCIEPTHOTO  YYPEXKICHHS C  KCHOJb30BAaHHEM  YCHIICEHHON
KBaJTM(HUIUPOBAHHONW 3JIEKTPOHHON MOAMMCU 3arpoca O MPEJOCTaBIEHUH JTOKyMeHTa. Bpems co mHs
HaINpaBJICHUs SKCIEPTHBIM YUPEKICHUEM 3allpoca B JMYHBIA KaOMHET 3asBUTENS B €IMHOU CHUCTEME JI0
TIHSI HAIpaBJICHUS 3asBUTEJIEM B JIMYHBIA KaOWHET 3KCIEPTHOTO YUYPEXKJEHHs B €JUHOM cucTeMe KONMHUU
3aKJIIOYEHUS] WM KOMUU cepTH(UKATa, YKa3aHHBIX B 4acTH 4.2 HAcTOSIIEH cTaTbH, HE YUYUTHIBACTCS MpPU
HCYHUCIICHUH CPOKA IPOBEEHUS IKCIIEPTU3BI JICKAPCTBEHHOIO CPEACTBA.

5. DkcmepT NpU TMPOBEJCHUU TMOPYYEHHOW €My PYKOBOJHUTEIEM OHKCIEPTHOTO YUPEKICHUS
HKCHEPTHU3BI JIEKAPCTBEHHOT'O CPEJCTBA 00s3aH:

1) mpoBecTH TMOJHOE HCCIIEJOBAHUE TPEICTABICHHBIX €My OOBEKTOB, MAaTEpHaJOB, JAaTh
00OCHOBAaHHOE€ M OOBEKTUBHOE 3aKIIOYEHHWE IO TIIOCTABJICHHBIM IEpell HUM BONpOCaM MU
MOTHUBHUPOBAaHHOE 3aKJIIFOYEHUE O HEBO3MOXKHOCTH IIPOBEACHUSA UM 3KCIIEPTU3bI JIEKAPDCTBEHHOT'O CPELICTBA,
€CIIM TIOCTABJICHHBIC BOIPOCHl BBIXOJAAT 3a MpeleNbl CIEeUUAIbHBIX 3HAHUH OJKCHepTa, OOBEKTHI
UCCJICNOBAHUM U MaTepHallbl HENPUTOAHBI MU HEAOCTATOYHBI JUIS IIPOBEICHMS UCCIECIOBAHUM U a4l
3aKJIIOYEHUs1 JTMO0 COBPEMEHHBI YPOBEHb Pa3BUTHSI HAyKH HE IO3BOJISIET OTBETUTh Ha IOCTABJICHHBIC
BOIIPOCHI;

2) He pasrjialmarb CBEJCHHUS, KOTOPhIE CTajl €My M3BECTHBI B CBS3U C MPOBEICHHUEM SKCIEPTU3bI
JIEKApCTBEHHOI'0 CPEICTBA, a TAKXKE CBEICHUSA, COCTABIIAIOLIUE IOCYAAPCTBEHHYIO, KOMMEPYECKYIO HIIU
HHYIO OXPaHIEMYI0 3aKOHOM TalHY,

3) obecneynTh COXPaHHOCTH MPEACTABICHHBIX 0OBEKTOB HCCIIEIOBAHUI U MaTEPUAIIOB.

6. DKkcrept He BIpase:

1) mpoBOAMTH SKCIEPTU3Y JIEKAPCTBEHHOI'O CPEJCTBA MO OOPAIIECHHIO HEMOCPEACTBEHHO K HEMY
OpraHu3alui Ui GU3NYECKux JInL;



2) caMOCTOSITEIILHO COOMPATh MaTEPUAIIbI I IPOBEICHUS SKCIICPTU3bI JICKAPCTBEHHOTO CPE/ICTBA,;

3) IPOBOJMTH FKCHEPTH3Y JIEKAPCTBECHHOTO CPEICTBA B KAYECTBE HETOCYIaPCTBEHHOT'0 KCIIEPTA.

7. B caydae HeOOXOOUMOCTH OKCIEPT BIpaBe XOAATAWCTBOBATH Tepel] PYKOBOJIUTEIIEM
SKCHEPTHOTO YUPEKIACHUS O NPUBJICYEHUH K ITPOBEACHUIO SKCIIEPTU3BI JIEKAPCTBEHHOIO CPEACTBA APYTUX
3KCHEPTOB.

8. Kaxnplii 3KcrepT, BXOASIIUNA B COCTAaB KOMUCCHH IKCIEPTOB, KOTOPOW MOPYYECHO MPOBEIACHUE
AKCHEPTU3bl JIEKAPCTBEHHOIO CPEICTBA, HE3aBUCMMO M CAaMOCTOSITEJIbHO NPOBOAMUT HCCIIENOBAHUA,
OILICHUBAET PE3YyJbTATHl, MOJYYCHHbIE UM JMYHO WM JAPYTUMHU OSKCIEepTamu, U (QOPMYIUPYET BHIBOJIBI
OTHOCHUTEJIBHO ITOCTABJIEHHBIX BOIIPOCOB B MIPEAENIax CBOMX CIIELUAIbHBIX 3HAHUM.

9. PesynbTarhl SKCIEPTHU3BI JIEKAPCTBEHHOTO CPENCTBA OPOPMIIIOTCS 3aKITIOYCHHEM KOMHCCHH
JKCIEPTOB. B 3aKIOYeHWH KOMHUCCHUHU OSKCIEPTOB YKa3bIBAIOTCS NEPEUYCHb HCCICNOBAaHUM, 00beM
MPOBEJICHHBIX KAXK]IBIM YKCIIEPTOM HCCIEAOBAHUN, YCTAHOBICHHBIC KAXKIBIM U3 HUX (DaKTHI U CHIEIaHHbBIE
B pe3yJbTaTe MCCIIEOBAHUN BBIBOJbL. DKCIEPT, MHEHHE KOTOPOTO HE COBMAJIAET C PEIICHUEM KOMHCCUHU
AKCIIEPTOB, BIPABE BHIPA3UTh CBOE MHEHHE B MUCbMEHHOW (opMe, KOTOpOe MpUOOIIAeTCs K 3aKITIOYCHHIO
KOMHMCCHH 3KCIIEPTOB.

10. OkcrmepThl, BXOAALIME B COCTaB KOMHCCHH, MPENyNPEeKIAlOTCs 00 OTBETCTBEHHOCTH B
COOTBETCTBUMU C 3aKOHOJATeNbCTBOM Poccuiickon dPenepanuy 3a Jady 3aKIOUYCHHS, COACPIKALLETO
HEe0OOCHOBAaHHBIE WIH (aTbCH(PUIIMPOBAHHBIC BBIBOBI, O YEM OHU JIAIOT MOAIMHKCKY.

11. Onpenenenue ypoBHs Ipo(heCCUOHATBLHOM MOATOTOBKH AKCIEPTOB M aTTECTAIMS UX HA TIPABO
MPOBEJICHUST IKCIIEPTU3BI JIEKAPCTBEHHBIX CPEACTB OCYMIECTBIISIIOTCS OKCIEPTHO-KBATH(PHUKAIIMOHHBIMU
KOMHUCCHUSIMHU B TOPSAJKE, YCTAHOBJICHHOM COOTBETCTBYIOIIUM YIIOTHOMOUYEHHBIM (peiepaibHBIM OpPraHOM
WCTIOJTHUTENBHON BJIACTU. YPOBEHb MPO(ECCHOHANBHON MOATOTOBKH JKCIEPTOB MOIJICKHUT MEPECMOTPY
YKa3aHHBIMU KOMHUCCHUSIMU HE PEXE YEM OJIMH pa3 B MATH JIET.

12. TlpaBuna mpoBeneHUS SKCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB U OCOOCHHOCTH JKCIEPTHU3BI
OTACTBHBIX BHJOB JIGKAPCTBEHHBIX TpenapaToB  (pedepeHTHBIX JIEKAPCTBEHHBIX  IMpPENapaTos,
BOCIIPOU3BEIEHHBIX JIEKAPCTBEHHBIX MPEMapaTroB, OHOJOTHYECKUX JIEKAPCTBEHHBIX IMPEMapaTos,
OunoaHanoroBbix (OMOMOMOOHBIX) JIGKAPCTBEHHBIX TpenapaToB (OHMOAHAJIOrOB), TOMEONMATHYCCKUX
JIEKapCTBEHHBIX MPENapaToB, JEKAPCTBEHHBIX PACTUTEIBHBIX MPEMapaToB, KOMOMHALIMHA JIEKAPCTBEHHBIX
npenapatoB), (OpMbI 3aKIIOYCHUH KOMHMCCHUHM O3KCIIEPTOB YCTAaHABIUBAIOTCS COOTBETCTBYIOIIUM
YIOJTHOMOYEHHBIM (eiepalibHbIM OPTaHOM HCIIOIHUTEIBHOMN BIIACTH.

Cratea 17. Ilogaua u paccMOTpeHHE 3asBICHHS O TOCYJapCTBEHHOW pETUCTpaluu

JIEKapCTBEHHOI O ITpernapara i BETEPUHAPHOTO IPUMEHEHUS

1. Jlns rocydapCTBEHHOW perucTpanuy JIGKapCTBEHHOrO TMpemnapara [isi BETEpUHAPHOTO
MPUMEHEHHUS Pa3pa0OTYMK TaKOro JIGKAPCTBEHHOTO IIpermapaTa WM YIOJTHOMOUYEHHOE UM Jpyroe
IOPUIMYECKOE JIUIIO (J1ajiee B HACTOSAIICH CTAaThe - 3asIBUTEIIb) HAMPABJISIET MOCPESICTBOM EAMHOTO MOpTaa
B YIIOJIHOMOYEHHBIH (elepanbHblii OpraH HCIOJHUTENBHONW BIACTH 3asBIIEHHE O TOCYIapCTBEHHOU
perucTpanuu JIEKApCTBEHHOIO Ipernapara s BETEPUHAPHOTO IPUMEHEHUs, IMOIAINMUCAHHOE YCHICHHOU
KBATU(UIIMPOBAHHON JIIEKTPOHHON TMOAMMCHIO, a TaKXKe [OKYMEHThI, W3 KOTOPBIX (OpMHUPYETCS
PEruCTPallMOHHOE 10ChE HA JIEKAPCTBEHHBIN Iperapar JJisl BETEPUHAPHOrO NpUMeEHEeHUs. B ciyuae, eciu
OT UMEHH 3asIBUTENS JICHCTBYET €ro MmpeacTaButTelb (PU3MUecKoe JIMIO), YIIOJTHOMOYCHHBIN JIeHCTBOBAThH
OT MMEHHU 3asiBUTENII Ha OCHOBAHUU JIOBEPEHHOCTU B JJIEKTPOHHOU (opMe B MAIIMHOYUTAEMOM BHUJIE,
3asBJICHUE O TOCYJAPCTBEHHOM pEruCTpalMu JICKAPCTBEHHOIO Ipemnapara il BETEPUHAPHOTO
MPUMEHEHHS] MOKET OBbITh MOAMHUCAHO YCHUJICHHOM KBaTU(HUIIMPOBAHHOW SJEKTPOHHOM MOAMUCHIO JTHOO
YCUJIGHHOW HEKBaTU(PHUIMPOBAHHOW SJIEKTPOHHON MOMAMUCHI0, CePTHU(HKAT KIHOYa MPOBEPKH KOTOPOM
CO3/IaH M UCHOJBb3yeTCs B HH(PPACTPYKType, obOecredynBaroneil WHGOPMAaIUOHHO-TEXHOIOTUYECKOE
B3aMMO/JICHCTBUE MH(POPMAIIMOHHBIX CHUCTEM, HCIIOJB3YEeMbIX IS MPEJOCTaBICHUS TOCYJApCTBEHHBIX U
MYHHIMIAIBHBIX YCIYT B JJIEKTpOHHOM (opme, B ycraHoBieHHOM IIpaButensctBom Poccuiickoit
@denepanii MOPSAIKE W TPHU YCIOBHUHM OpPraHHU3aIllMM B3aUMOJCHCTBUS (PU3UYECKOTO JHIA C TaKou
UHPPACTPYKTYpO C TNPUMEHEHUEM TMPOILISANINX B YCTAHOBICHHOM TMOPSAKE MPOLEAYPY OLEHKH
COOTBETCTBUS CPEJCTB 3alllMThl MHPOpPMALUU (Hanee - yCWIeHHas HEKBaTM(UIMPOBAHHAS JICKTPOHHAS



MTO/IITKCB).

2. B 3asBIIeHUU 0 TOCYJApPCTBEHHOM PEeruCTpaIliy JIGKApCTBEHHOTO Tpernapara Jijisl BETEpUHAPHOTO
MIPUMEHEHHUSI YKa3bIBAIOTCS:

1) HaMMEHOBaHUE U AJIPEC 3aIBUTEIS, Pa3paOb0TUNKa M MPOU3BOJAUTEIIS JICKAPCTBEHHOTO Mpernapara
JUIsl BETEPUHAPHOTO MPUMEHEHUS U aJ[peC MECTa OCYIIECTBJICHHS MPOU3BOJCTBA JIEKAPCTBEHHOTO
npernapara Jjisi BETCpUHAPHOTO MPUMEHEHUs (B clydae HaJMudsl HECKOJBKHX YYaCTHHKOB IPOIECcca
MIPOU3BOJICTBA HEOOXOMMO YKa3aTh Ka)0T0 U3 HUX);

2) HaMMEHOBAHKE JICKAPCTBEHHOIO Mperapara Jjisi BETCPUHAPHOTO MPUMEHEHHS (MEKIyHApOIHOES
HEMAaTeHTOBAHHOE, WJIU TPYIITUPOBOYHOE, WK XUMUYECKOE U TOPrOBOC HAUMEHOBAHHUS);

3) mepeyeHb JNEHCTBYIOIIMX W BCIIOMOTATENIbHBIX BEIIECTB, BXOMASAIIMX B COCTAaB JIGKAPCTBEHHOTO
npenapara Jijisi BETepUHApHOTO MPUMEHEHUS, C YKa3aHUEM KOJUYECTBA KAXKJ0T0 U3 HUX;

4) nexapcTBeHHas (opMma, J03MPOBKA, CHOCOOBI BBEACHUS M NPUMCHEHHS, CPOK TOJHOCTH
JIEKApCTBEHHOIO MpernapaTa JJisi BETepUHAPHOTO NPUMEHEHHUS;

5) papmakorepaneBTHYECKas TPYIIIIA;

6) HEOOXOIUMOCTh MPUMEHEHHUSI YCKOPEHHOM MPOLIEAYPhl SKCIIEPTU3bI JICKAPCTBEHHBIX CPEICTB B
LEJISX TOCYIapCTBEHHON PErucTpaliy JEKapCTBEHHOTO MIpenapara;

7) KOHUU TOKYMEHTOB, MOTBEPKIAIOIIMX YIUIATY TOCYapPCTBECHHOM MOIITHHBI:

a) 3a MPOBEACHUE DKCIECPTH3bI KAUECTBA JICKAPCTBEHHOTO CPEJICTBA M IKCIEPTU3bI OTHOIICHHUS
0’KMJIa€MOM TOJIb3bl K BO3MOKHOMY PHUCKY NMPUMEHEHHMsI JIEKapCTBEHHOTO MpernapaTa JJisi BETepUHAPHOTO
MIPUMEHEHHUS TIPU €r0 TOCYJapCTBEHHON pEerucTpaluy,

0) 3a BeIJaUy PETUCTPAIIIOHHOTO YIOCTOBEPEHHUS JICKAPCTBEHHOTO Mperapara,;

8) Hamuuue corjacus, MPEIYCMOTPEHHOTO YacThiO 7 HACTOSAIICH CTAaThH, €CIM C MOMEHTa
peructpanuu pe)epeHTHOTO JIEKapCTBEHHOTO Mpenapara AJisi BETePHHAPHOTO MPUMEHEHHS TPOIIII0 MEHEee
YeM IISCTh JIET.

3. PerucrpanmonHnoe n10oche B LEISIX HKCIEPTU3BI JICKAPCTBEHHOTO Mpenapara A BEeTEPUHAPHOTO
npuMeHeHHs GopMHUpYyeTCs U3 CIEAYIOUUX JOKYMEHTOB M CBEICHUI:

1) cBenmeHust 0 nare MPEJOCTABIICHUS W PETHMCTPAIIMOHHOM HOMEPE JIMIICH3WU Ha TPOHM3BOJICTBO
JIEKAPCTBEHHBIX CPEJICTB, MPEAOCTABICHHON MPOU3BOJAUTENIO0 PETUCTPUPYEMOIrO JIEKAPCTBEHHOI'O
npenapara Jijisi BETepUHAPHOTO MPUMEHEHUS, AJI1 POCCUUCKUX MPOU3BOIUTENEH;

2) CBeIEHUS O JIaTe MPEIOCTaBJICHUS M PETUCTPAIIMOHHOM HOMEpE JHUIICH3MH Ha MPOU3BOJCTBO
JIEKapPCTBEHHBIX CPEICTB, MPEIOCTABICHHON MPOU3BOAUTENIO (hapMalleBTHUECKON CyOCTaHIINY, BXOASIIEH
B COCTaB pPEruUCTPUPYEMOro JIEKAPCTBEHHOTO TMpernapaTa /s BETEPUHAPHOTO MPUMEHEHMsS, s
POCCUICKHUX ITPOU3BOAUTENEH;

2.1) xomus IOKYMEHTA, BBIJIAHHOI'O YIOJHOMOUYCHHBIM OPraHOM CTpaHbl MPOU3BOAUTEIIS IS
KOKJIOM  MPOU3BOACTBEHHOM  IUIOLIAAKA  PErHCTPUPYEMOro  JIGKapCTBEHHOTO  Mpemapara s
BETEPUHAPHOTO MNPHUMEHEHUS M MOATBEPXKJAIOIIET0 COOTBETCTBUE IPOU3BOAMUTEINS JIEKAPCTBEHHOI'O
npemnapara TpeOOBaHUAM MPaBUII HAAJEXKAIEH MPOU3BOICTBEHHON MPAKTHKHU, U €r0 MEPEBO]] HAa PYCCKHMA
SI3bIK, 3aBEPEHHBIE B YCTAHOBJICHHOM TMOPSAKE, a TaKKe KOMUS 3aKIOYeHUsT O COOTBETCTBUU
MPOU3BOJUTENS JICKAPCTBEHHBIX CPEACTB TPeOOBaHHUSAM TPaBHI HAAJEXKaIled MPOU3BOACTBEHHOM
MPAKTUKH, BBIJIAHHOTO YIOJIHOMOYEHHBIM (pe/lepalbHbIM OPraHOM HMCIIOTHUTEIHHOU BIACTH IS Kaxa0oh
MIPOU3BOJCTBEHHON IUIOIIAJKK PETUCTPUPYEMOrO JIEKAPCTBEHHOrO0 Ipernapara Jjsi BETEPUHAPHOTO
MPUMEHEHHs], THOO KOIUS PEIIeHUS O MPOBEACHUU HMHCIEKTHPOBAHMS MPOU3BOAMUTENS JIEKAPCTBEHHBIX
CPEICTB, MPHUHATOTO YIOJTHOMOYEHHBIM (eAepalbHBIM OPraHOM HCIIOJHHUTEIBHOW BIIACTH I KaXKIOU
MIPOU3BOJICTBEHHON IUIOIIAJKH PETUCTPUPYEMOrO JIEKAPCTBEHHOrO Ipernapara Jjsi BETEPUHAPHOTO
MPUMEHEHHUsI. YKa3aHHbIE JOKYMEHTbl IPEICTaBIIAIOTCS B ClIydyae, €CJIM MPOU3BOJCTBO JIEKAPCTBEHHOTO
rpernapara ocyuectsisercs 3a npeaenamu Poccuiickon denepannuy;

2.2) xomus JIOKyMEHTA, BBIJJAHHOTO YIOJHOMOYEHHBIM OPraHOM CTPaHbl IPOU3BOAUTEIIS
(dapmaleBTHUECKO CyOCTaHIIMK M TIOATBEPKIAIOIIET0 COOTBETCTBHE MPOU3BOAUTENS (hapMalleBTUYECKOM
CyOCTaHIIMM, BXOAAIIEH B COCTaB PETUCTPUPYEMOTO JIEKAPCTBEHHOTO Mpenapara A BETePHHAPHOTO
MpUMEHEHHs], TPeOOBAHMSAM MPaBUJI HaJUIekKalled MPOU3BOJCTBEHHONW MPAKTUKH, W €ro IMepeBoj Ha



pYCCKMH  sI3BIK, 3aBEpPEHHBIE B YCTAaHOBJIEHHOM TIOpsiIKe, B Cly4ae, €CIH IPOU3BOJICTBO
(dapmalneBTHUECKON CyOCTaHIIMK OCYIIECTBIsIETCS 3a mpeaenamu Poccuiickoit @enepanum,

3) TpOEKT HOPMAaTHBHOTO JOKyMEHTa Ha JICKApCTBEHHBIN Ipemapar jisi BETEPUHAPHOTO
PUMEHEHHUS;

4) MOKYMEHT, COJep aluil cleayrolnyr HHGopMaluo o (GapMaineBTHYeCKON CyOCTaHIIMU WM
(apMareBTHYECKMX CyOCTaHIMAX, BXOASAIIMX B COCTaB JICKAPCTBEHHOI'O Ipenapara Ui BETEPHUHAPHOTO
PUMEHEHHUS

a) HaUMEHOBaHWE (apMaleBTUYECKOW CyOCTaHIMM, €€ CTPYyKTypa, oOmmue cBoiictBa (mpu
rOCYJapCTBEHHOM pernucTpalud UMMYHOOHMOJIOTMUYECKHUX JEKAPCTBEHHBIX MPENapaToB s BETEPUHAPHOTO
NPUMEHEHHs TPEICTABISAIOTCS CBEJACHHUSA O LITaMMeE, BKJIIOYas €ro HauMEHOBaHHE, MH(QOPMAIUIO O
MPOUCXOXKICHUY, €r0 CBOWCTBAX, XapaKTEPUCTHKAX U MECTE JICIOHUPOBAHMS);

0) HAMMECHOBAHUE U aJPeC IPOU3BOAMUTEIIS;

B) TEXHOJIOTHsSI IMPOM3BOJICTBA C OMHMCAHHEM CTaJWH MPOU3BOJCTBA U METOJOB KOHTPOJIS Ha BCEX
CTaJHsIX MPOU3BOJICTBA;

r) wuHpopMaims o mnpuMmecsix (HE MPEACTaBISACTCS NPU TOCYAAPCTBECHHOW PErHCTpalMu
UMMYHOOHOJIOTMYECKUX JICKAPCTBEHHBIX MPENapaToB I BETCPHHAPHOTO IIPUMEHEHH);

n) cneuudukanus Ha  (QpapMaleBTHYECKyl0 cyOcTaHiuio (He  TOpeACTaBisieTcs  NpU
rOCYJJapCTBEHHOM pEernucTpaluu UMMYHOOHOJIOTHUYECKHX JIEKAPCTBEHHBIX MPENapaToB sl BETEPUHAPHOTO
MPUMCHCHHS);

€) OIMCaHue METOIMK KOHTPOJIS KaYeCTBa;

K) pe3yJbTaThl aHaIM3a CepHid (papMaleBTHYECKOW CyOCTaHIMU (HE MPEICTaBISIOTCS MpPU
rOCYJJapCTBEHHOM perucTpaluu UMMYHOOHOJIOTMYECKHX JEKApCTBEHHBIX MPENapaToB AJsl BETEPUHAPHOTO
MPUMEHEHHS);

3) epeyueHb CTaHJAPTHBIX 00PA3I0B WIIM BEIIECTB, UCIIOIB3yEMbIX IIPH OCYIIECTBICHUN KOHTPOJIS
Ka4yecTBa,

1) ONMCAHUE XapaKTEPUCTHK U CBOMCTB YIIAKOBOYHBIX MaTEPUAIIOB U YKYIIOPOYHBIX CPE/ICTB;

K) JaHHble O CTa0WIbHOCTH (HE TPENCTaBISIFOTCS TPH TOCYJApCTBEHHOH pPErucTpamnuu
UMMYHOOHOJIOTMYECKUX JIEKaPCTBEHHBIX MPENapaToB I BETEPHHAPHOTO IPHMEHEHN);

J7) CPOK FOJIHOCTH, YCIIOBHSI XpaHEHHUS;

5) order O pesynpTarax JOKIMHUYECKOTO HCCIIEOBAHUS JIEKAPCTBEHHOIO CpPEACTBA LIS
BETEPUHAPHOTO NMPUMEHEHUs], BKIIOYAIOLINI OMUCAHWE METOAOB ONPEAETCHHUS OCTATOUHBIX KOJIUYECTB
JEWCTBYIOILIETO BellecTBa (IEHCTBYIOIIMX BEIIECTB), JOCTHTAlOUIEro (JIOCTHTalOIIUX) CHCTEMHOIO
KPOBOTOKA, B MPOAYKIHMHU XHBOTHOTO MPOMCXOXJIEHHUS I0CIIE MPUMEHEHHS TAaKOro JIEKAPCTBEHHOTO
CPEICTBA, a TAaK)Ke JOKYMEHTAJILHOE ITOATBEPKICHNE (BaluIanus) yKa3aHHbIX METO/IOB;

6) oTuer o pe3ynabTaTax KIMHAYECKOTO WCCICAOBAHUS JICKAPCTBEHHOI'O Ipenapara s
BETEPUHAPHOT0 MPUMEHEHHS y KaXKIOTO BHJA )KUBOTHBIX, YKAa3aHHBIX B MHCTPYKLHUHU O BETEPUHAPHOMY
PUMEHEHHIO;

7) TPOEKT WHCTPYKUMH IO BETEPHHAPHOMY NPUMEHEHHIO JIEKapCTBEHHOTO IIpernapara,
coZieprKalllel Ccieayrole CBEeICHuUS:

a) HAMMECHOBAHUE JIGKAPCTBEHHOI'O IMperapaTa Jjsi BETepUHAPHOTO MPUMEHEHHS (MEeXIyHapOHOEe
HEMaTeHTOBAHHOE, WM TPYNIUPOBOYHOE, MM XUMUUECKOE U TOPrOBOE HANMEHOBAHUS);

0) nexapcTBeHHas popma ¢ ykazaHueM HaMMEHOBAHUI M KOJMYECTBEHHOIO COCTaBa JACHCTBYIOIINX
BEIIIECTB U KaUE€CTBEHHOI'0 COCTAaBa BCIIOMOTaTeIbHbBIX BEIIECTB;

B) ONMCAHKE BHEUIHEr0 BH/Ia JIGKAPCTBEHHOTO TIperapara /Uil BETepUHAPHOTO IPUMEHEHUS,

r) hapMaKoTepaneBTHYECKasi TPyIIa JIEKapCTBEHHOTO Ipernapara JUis BETepUHAPHOTO IIPUMEHEHUS
WIN yKa3aHue "TOMEeONaTH4YeCKui JIeKapcTBEHHbIN npenapar’,

n)  QapmakomuHamMuka W (apMakokMHeTHKa (32  HMCKIIOYEHHEM  (apMaKOKMHETHUKHU
TOMEONATUYECKNX JICKAPCTBEHHBIX MpENaparoB M PACTHTENBHBIX JICKAPCTBEHHBIX IPENapaToB) WU
OIMCaHNe UMMYHOOHOJIOTMYECKUX CBOMCTB JIEKAPCTBEHHOTO Mperapara,

€) oKa3aHus JJIs IPUMEHEHUS;



) TIPOTUBOIIOKA3aHUsI [UIsl IPUMEHECHUS,

3) MepbI MPEIOCTOPOKHOCTH NPU TIPUMEHEHUH;

1) YKa3aHHe BO3MOXXHOCTH U OCOOCHHOCTEH NMPUMEHEHUS! Y OEpEMEHHBIX JKUBOTHBIX, Y JKHBOTHBIX
B IICPHOJI JIAKTAIMH, y TIOTOMCTBA KHBOTHBIX;

K) PSKUM J03UPOBAHUS, CIIOCOO BBEICHHS M MPHUMEHEHUS, IPU HEOOXOJUMOCTH BpeMs IpHeMa
JIEKapCTBEHHOTO Ipernapara JJisl BETepHHAPHOTO IPUMEHEHHUS, IIPOJAOJDKUTEIILHOCTD JICUCHUS;

J) BO3MOJKHBIE TIOOOYHBIC JICHCTBHSI, HEKENIATEeIbHbIC PEaKIMU PU MPUMEHEHHH JIEKAPCTBECHHOTO
npenapara Jyisi BETePHHAPHOTO IPUMEHEHUS,

M) CUMIITOMBI TIEPEIO3UPOBKH, MEPHI IO OKAa3aHHIO IOMOIIH P MEPEI03UPOBKE;

H) B3aUMOJICUCTBHE C JPYTMMH JICKAPCTBEHHBIMH NIperapaTamMu U (Win) KOpMaMu,;

0) GopMBI BBITYCKA JICKAPCTBEHHOT'O MpernapaTa 1yisi BETepHHAPHOTO TPUMEHEHHS;

n) ykazaHue (mpu HEOOXOAMMOCTH) OCOOCHHOCTEH IEHUCTBHS JIGKAPCTBEHHOTO Ipenapara s
BETCPHUHAPHOTO IPUMEHEHHS TIPU IIEPBOM IIPUEME WITU TP €r0 OTMEHE;

p) onmcanue (Mpu HEOOXOAMMOCTH) NEUCTBHU CHELHUAINCTa B 00JACTH BETEPHHAPHUH, BIIaJeibla
JKMBOTHOTO TIpH NPOIyCKE INpHEMa OJHOW WJIM HECKOJBKHX /03 JICKAPCTBEHHOTO Iperapara s
BETEPHHAPHOTO IPUMECHEHHS;

C) CpPOK TOJHOCTM W YyKa3aHWE Ha 3amlpeT NPUMEHEHHUs JIEKapCTBEHHOrO TIpernapara s
BETEPHHAPHOTO IIPUMEHEHHUS TI0 HCTCUCHUU CPOKA T'OJHOCTH;

T) YCIIOBUS XpaHCHHS,

y) yKa3aHuWe Ha HEOOXOAMMOCTh XpaHEHHs JIEKapPCTBEHHOIO Iperapara Ui BETEpPUHAPHOTO
NPUMEHEHHS B MECTaxX, HEIOCTYITHBIX JIISI IETeH;

¢) ykazanue (mpu HEOOXOAMMOCTH) CIEHUHATBHBIX MEp NPEIOCTOPONKHOCTU TPU YHUUTOKECHUH
HEHCIOJIb30BaHHBIX JICKAPCTBEHHBIX TPEMapaToB ISl BETEPUHAPHOTO TPUMEHEHHS

X) CPOKH BO3MOYXHOTO HMCHOJIB30BaHMS MPOIYKIUH KAUBOTHOTO TPOUCXOXKICHHS MOCIEC BBEIACHUS
YKHBOTHOMY JICKQpPCTBEHHOTO ITperapaTa sl BETepHHAPHOTO IPUMEHEHHS;

1) YCJIOBUS OTITYCKa,

4) HAMMEHOBAHMS M ajJpeca MPOM3BOACTBEHHBIX IUIOMIAA0K HPOU3BOAUTENS JIEKAPCTBEHHOTO
npenapara Jyisi BETepPHHAPHOTO IPUMEHEHNS,

II) HAaWUMEHOBAaHHWE, aJpPeC OpraHW3alUH, YIOJHOMOYEHHOH Jep)KaTeleM WM BIIAJCNIbIEM
PETHCTPAMOHHOrO yI0CTOBEPEHUS JIEKapCTBEHHOT0 Iperapara Ha IPUHITHE IPETEH3UI OT MOTPEOHTEIs;

8) MpOeKThl MAaKEeTOB NMEPBHYHOIN YMAaKOBKH M BTOPHUYHOW YITAKOBKHM JIEKAPCTBEHHOTO Iperapara
JUIsl BETEPUHAPHOTO IIPUMEHEHUS,

9) cnenyronye CBECHUS O JISKApCTBEHHOM IpenapaTe sl BETepUHAPHOTO MPUMEHEHHUS !

a) OIMCAaHUE U COCTaB JICKAPCTBEHHOT'O MpernapaTa sl BETSpUHAPHOTO TPUMEHEHHUS

0) onucanue (apManeBTHYECKOI pa3paboTKy;

B) ONMCaHKe Mpolecca IPOU3BOJICTBA U €r0 KOHTPOJIS, MOANMCAHHOE B MOPSJIKE, YCTAHOBJICHHOM B
COOTBETCTBHUH C YacThl0 1 HAaCTOsIIEH CTaThy,

I) ONUCAaHUE KOHTPOJIS KPUTHYECKHX CTaJdii TMPOU3BOJACTBA W INPOMEKYTOYHOH MPOAYKIINH,
HOANYCAHHOE B MOPSAKE, YCTAHOBICHHOM B COOTBETCTBHH C YaCThiO 1 HACTOSILEH CTAaThH;

I) HauMMEHOBaHMS M ajpeca pa3paboTyMKa, JAepXKaress WM BJajelblla PErucTPanuoOHHOTO
YIOCTOBEpEHHs  JICKAPCTBEHHOTO  Mpenapara, IMPOW3BOJACTBEHHBIX  IUIOMIAJIOK  MPOM3BOAUTEINS
JIEKapCTBEHHOT'O TperiapaTa Uil BETEPHHAPHOIO NPUMEHEHHs C YKa3aHHEM CTaJHil TEeXHOJIOTHYECKOTO
Ipolecca, OCYHIECTBIIEMBbIX Ha IPOU3BOJCTBEHHBIX IUIOMIAJKAX MNPOU3BOAUTENS JIEKAPCTBEHHOTO
npenapara Jyisi BETepHHAPHOTO IPUMEHEHUS,

e) apmaneBTHYECKas COBMECTUMOCTE;

) MUKPOOHOJIOTHYECKUE XapaKTEPUCTUKH;

3) MaTepuabHbII OaJaHC I TPOU3BOJICTBA CEPUH TOTOBOTO MPOIYKTA;

1) ONMCAHNE XapaKTEPUCTHK U CBOMCTB YIIaKOBOYHBIX MaTEPUAIIOB U YKYIIOPOYHBIX CPENICTB;

K) JIOKyMEHTAJILHOE MOJATBEPKIcHHE (BaJIMIAIINS) POIIECCOB U (MJIHM) MX OLICHKA,

7) TpeOOBaHMS K KadeCcTBY BCIIOMOTATEIbHBIX BemlecTB (cepTudukar, cnenudukanus Ha



BCIIOMOTaTeJIbHBIE BEIIECTBA U HX 000CHOBaHUE);

M) aHAUIUTHYECKHE METOJIUKH, WCIOJIb3yeMble MpPU OCYIIECTBICHUM KOHTPOJSI KadyecTBa
BCIIOMOTaTEJIbHBIX BEILECTB;

H) IOKYMEHTAJIbHOE TMOATBEpXkAcHHE (BaMIalKsl) aHAIUTHYECKUX METOJHK, MCIOIB3YEMbIX NPU
OCYIIECTBICHUH KOHTPOJISI Ka4eCTBa BCIIOMOTaTEIbHBIX BEILIECTB,;

0) uHpopManus 00 HMCHONB30BAaHUU BCIOMOTATEIBHBIX BEIIECTB YEJIOBEYECKOIO M KUBOTHOTO
MIPOUCXOKICHUS;

n) yrpatui cuiy ¢ 13 aBrycra 2019 r. - ®enepanbhblii 3akon ot 2 aBrycra 2019 r. Ne 297-D3

p) TpeOOBaHHMsS K KayecTBY JICKAPCTBEHHOTrO Npernapara Ui BETCPHHAPHOTO NPUMEHEHHUS
(cepTudukar, cnenuduKaiys Ha JeKapCTBEHHBIN Tperapar 1 uX 000CHOBaHHE);

C) AaHAIUTHYCCKUE METOJUKH, HCIOIb3yeMble IPU OCYIIECTBICHUU KOHTpOJIS KadecTBa
JICKApCTBEHHOT O Mpenapara Jyis BETepUHAPHOTO IPUMEHEHUS,

T) JOKYMEHTAJIBHOE MOJTBEPKACHUE (BalMIalusl) aHAIMTHYECKUX METOJHK, MCHOJIb3YEMbIX MPU
OCYILIECTBIICHUH KOHTPOJISI KaueCTBa JIEKAPCTBEHHOI'0 IpenapaTta Jyis BeTepUHAPHOI0 IPUMEHEHUS,

y) IOKYMEHT, MOJTBEPXKAAIOIIMI KauecTBO JICKAPCTBEHHOT'O IperapaTa TPeX MPOMBIIUICHHBIX
cepuii (POTOKOJ aHANIW3a WK cepTH(UKAT aHaIM3a), OJHA CEpHsi KOTOPOT'o J0JDKHA COBIA/IATh C CEpUCH
o0paslia JIeKapCTBEHHOT 0 Mpernapara, MoAaHHOI0 Ha PEruCTpaIHio;

¢) XxapakTepucTUKa IPUMECeii;

X) MepeueHb CTAaHIAPTHBIX O00pa3loB, MCHOJB3YEMBIX MPU OCYIIECTBICHHUH KOHTPOJS KadyecTBa
JIEKapCTBEHHOT O Mpenapara Jyis BETepUHAPHOTO MPUMEHEHUS,

1) JaHHBIE O CTAOMJIBHOCTH JIGKAPCTBEHHOTO TIpernapara Juisi BETePUHAPHOTO IPUMEHEHUS,

10) kommsi JOKyMEHTa, COAEpKalero MHGOPMAIHMIO O HATUYUU HIH 00 OTCYTCTBHM (DaKTOB
perucTpaiyy JEeKapcTBEHHOr0 Ipernapara Jjs BeTepUHApHOro MpHUMEHEHMs 3a npeaenamu Poccuiickoi
denepanuy;

11) cormacue B mHChMEHHOU (hopMme, MPETyCMOTPEHHOE YacThiO 7/ HACTOSILNEH CTaThH, B Cllydae
perucTpaiyy BOCIPOU3BEICHHOT O JIEKApCTBEHHOT' O Tpenapara;

12) xomusi JOKYMEHTa Ha PYCCKOM SI3bIKE, 3aBEPCHHOIO B YCTAHOBJICHHOM TMOPSIKE |
MOJATBEPKIAIOIIET0 MPAaBOMOYHOCTh 3asBJICHUS O TOCYJAapCTBEHHOM pErucTpalyy JIeKapcTBEHHOTO
npenapara Juis BeTepHHAPHOTO IPUMEHEeHHs (I0BEepEHHOCTB);

13) cBegeHUs O TOCYNApCTBEHHOW PErHCTpAllMM T'e€HHO-WHXEHEPHO-MOIU(PUIIPOBAHHBIX
OpPraHM3MOB, NpPEAHA3HAYCHHBIX /IS BBIIYCKa B OKpYXKalomylo cpeny (IpH TrocyaapcTBEHHOM
perucTpaly JIEKapCTBEHHbIX IpenapaToB Uil BETEPUHAPHOIO MPUMEHEHMS, MOIYYEHHBIX C
NPUMEHEHHEM TIeHHO-UHXEHEPHO-MOAM(DULIMPOBAHHBIX  OPraHU3MOB  WJIM  COJEpXKAaIlUX  TaKue
OpraHHU3MBI).

4. Ilpu mnpoBeNeHHWU YCKOPEHHOM IMpOLEeIyphl AKCIEPTH3bl JIEKAPCTBEHHOIO Ipernapara ajs
BETCPHHAPHOTO NpPUMEHEHHS (32 HCKIIOYEHUEM JIEKapCTBEHHOTO IMperapara Ui BETEPHHAPHOTO
NpUMEHEHHs, yKa3aHHOTO B yacTH 4.1 HacTosmiel craTbu) B LEJSIX €r0 roCyIapCTBEHHON PErucTpanuu
BMECTO OTYETa pa3paboT4HKa O pe3yJsibTaTax JAOKIMHUYECKOI'O MCCIEIO0BaHMS JICKAPCTBEHHOI'O CPEACTBA
JUI BETEPUHAPHOIO NPUMEHEHUS MOXKET OBITh IMpEICTaBleH 0030p Hay4HbIX pabOT O pe3yibTarax
JOKIIMHUYECKOT'0  MCCIeIOBaHUsA pedepeHTHOr0 JIEKapCTBEHHOTO IpenapaTta JJii BETEPUHAPHOIO
INPUMEHEHMs, & BMECTO OTYeTa O Pe3ysbTaTax KIMHUYECKOTO MCCIE0BAaHUsS JEKapCTBEHHOrO Iperapara
JUIs BETEpUHAPHOIO NPUMEHEHHs OT4YeT O pe3yjibTaraX HCCIEAOBaHUM OHMO’KBHUBAIEHTHOCTH
BOCIIPOU3BEIEHHOI'0 JIEKAPCTBEHHOI'O IpernapaTa Juis BETepUHApPHOTO IPUMEHEHHUS.

4.1. Ilpu mnpoBeoeHMH YCKOPEHHOM MpOLEAyphl 3KCIEPTU3bl JIEKApCTBEHHOIO Ipernapara Jyis
BETEPUHAPHOTO0 MPUMEHEHUS, MPEJHA3HAUYCHHOTO JUIs JICYEHUS] JOMAIIHUX JKMBOTHBIX, OIpPEIEICHHbIX
®enepanbHbiM 3akoHOM 0T 27 nexadbps 2018 roga N 498-®3 "OO oTBETCTBEHHOM OOpallleHHH C
JKUBOTHBIMU M O BHECEHUU U3MEHEHUH B OTJICJIbHBIE 3aKOHOAaTeNbHbIe akThl Poccuiickoil deneparuu’, u
3aperuCTPUPOBAHHOTO B Ka4eCTBE JIEKAPCTBEHHOI'O MpenapaTa Uil MEIUIIMHCKOIO PUMEHEHUs], B 1EJsIX
ero TOCYIAApCTBEHHOM perucTpaluy BMECTO OTYeTa pa3paboTyMka O pe3ylbTaTax JAOKIMHUYECKOTO
UCCIIC/IOBaHMs JICKAPCTBEHHOTO CPEJICTBA JUIs BETEPUHAPHOIO MPUMEHEHHUS MOTYT OBITh Npe/CTaBlIEHbI



pe3yabTaThl JAOKIMHUYECKOTO HCCIICAOBAHHUS COOTBETCTBYIOILETO JICKAPCTBEHHOTO CPEACTBA  JUIS
MEIUIUHCKOTO MPUMEHEHHs, a BMECTO OT4eTa O pe3ylbTarax KIMHUYECKOTO HCCIeIOBaHUS
JICKapCTBEHHOT'O Mperapara il BEeTEpUHAPHOTO NMPUMEHEHHUs - 0030p HAy4yHBIX paboT O pe3yibTarax
KJIMHUYECKUX HCCIIEZIOBAaHUI JIEKapCTBEHHOrO Iperapara il MEAWLIUHCKOTO NPUMEHEHUS Ha BHAX
’KMBOTHBIX, KOTOPBIM IpeIHA3HAYACTCS UCCIEyEMbIi JIeKapCTBEHHBIN Ipenapart.

5. Ha »skcnepTusy pasiauuHBIX JIEKapCTBEHHBIX (OPM OJHOTO M TOTO K€ JIEKAPCTBEHHOTO
mpenapara s BETEPUHAPHOTO TPUMEHEHHUS 3asBUTENb MPEJACTABIISACT OTICNbHBIC 3afBICHUS U
PETUCTPAIOHHBIE I0ChE Ha KAXAYI0 JIeKapCTBEHHYIO (opMy. Ilpu ycioBuM 0HOBpPEMEHHOM Moaun Ha
SKCIEPTU3y OJHOM JEeKapCTBEHHON (OPMBI C Ppa3IMYHBIMU JO3MPOBKOH, KOHIEHTpalmed, oO0beMoM
3asBUTENb NPEACTABISICT OJHO 3asBIEHHE W PETHCTPAlMOHHOE J0ChE C TIPHIOKEHHUEM MAaKeTOB
IIEPBUYHOM YIIAKOBKU U BTOPUYHOMU ynakoBKU. Ha Makerax nepBUYHON yIIaKOBKU U BTOPUYHOU YIIAKOBKHU
YKa3bIBAIOTCS BCE MPOM3BOJUMBIC JO3UPOBKM, KOHLIEHTPAIMH, OOBEMBI M KOJHYECTBO 703 B YIIAKOBKE
JICKapCTBEHHOTO MpenapaTa i BeTepUHAPHOTO IPUMEHEHUSI.

6. B ciyuae HempejacTaBiieHUs C 3asBJICHUEM O IOCYAApCTBEHHOW PErMCTPAIMH JIEKAPCTBEHHOI'O
npernapara Ui BETEPUHAPHOTO NPUMEHEHHS JTOKYMEHTOB, MOATBEPKIAIONIUX YIUIATy TOCYAapCTBEHHOU
NOLUIMHBI U YKAa3aHHBIX B MyHKTE / 4acTH 2 HACTOSIIEH CTaThbH, CBEACHUI O JUICH3UAX, YKa3aHHBIX B
nyHKTax 1 1 2 yactu 3 HACTOSILEH CTaThH, a TAKXKE BhIIaBaeMBbIX (IIPEIOCTABIISAEMbIX) YIIOJIHOMOYCHHBIMHU
(eneparbHBIMH OpraHaMU HCIIOJIHUTEIBHOW BJIACTU JIOKYMEHTOB (CBEICHWIT), yKa3aHHBIX B MyHKTe 2.1
YacTH 3 HACTOSIIEH CTaThH, YIOJHOMOYEHHBIH (enepalabHbIi OpraH MCIOJHUTEIbHON BIACTU
3ampalivBaeT yKa3aHHbIC JOKYMEHTHI (CBEICHHs) B MOPSAKE MEXKBEIOMCTBEHHOr0 WH()OPMAIMOHHOTO
B3aMMO/ICHCTBHSI.

7. He nomyckaercs HCHOJIB30BaHHE B KOMMEPUECKHMX LEISIX HHPOPMALUMU O pe3yibTarax
JOKJIMHUYECKUX HCCIIeIOBaHUN JIEKAPCTBEHHBIX CPEICTB U KIMHUYECKHX MCCIETOBAaHUM JIEKapCTBEHHBIX
npenapaToB il BETEPUHAPHOTO NPUMEHEHHs, MPEACTABICHHON 3asBHUTENEM Uil TOCYAapCTBEHHON
perucTpalyy JIeKapcTBEHHBIX IpenapaToB, 0Oe3 ero corjacus B TeUeHHE IIeCTH JIeT C JaThl
rOCyJJapCTBEHHOM perucTpanuu pedepeHTHoro JekapcTBEHHOro npenapara B Poccuiickoit deneparmu.

8. JlepxaTenb WM BiaJeJell PErUCTPAllMOHHOTO YA0CTOBEPEHHS JIEKapCTBEHHOTO MpenapaTa Juis
BETEPUHAPHOTO0 MPUMEHEHHUs MPEACTaBISAET B YIOJIHOMOYEHHBIA (enepanbHblil opraH MCIOJHUTETbHON
BJIACTU OTYET M0 pe3ysbTaraM (papMaKkoOHaa30pa OJIMH Pa3 B IIECTh MECSIEB B TEUCHHUE JBYX JIET MOCIIE
rOCyJJapCTBEHHOI perucTpalyu JeKapcTBeHHOro npenapata B Poccuiickoit deneparyu, 3aTeM €XeroHo
B TEUEHHE MOCIEIYIONMX TPEX JIET U B JaNbHEHIIIEM OJIMH pa3 B TPU rofa.

Crartpba 18. Yrpatuna cuity ¢ 1 cenrsops 2024 r. - ®enepanbubiii 3akoH oT 30 siuBaps 2024 r. Ne

1-®3

Crarba 19. [Ipunsatue pemeHus o BblJaue SKCIEPTHOMY YUPEXKACHUIO 3aJaHHUs Ha MPOBEJICHHE

HKCIEPTHU3BI JIEKAPCTBEHHOT' O CPECTBA

1. B rteyeHue ueThlpex pabouuMx JHEW CO AHA MPUHATHS 3asBICHHS O TOCYIAapCTBEHHON
perucTpalnyy JEKapcTBEHHOro Ipernapara WM 3asBJICHUS O NPU3HAHWU JIEKAPCTBEHHOIO Mpernapara
op(aHHBIM JIEKAPCTBEHHBIM IIpENapaToM COOTBETCTBYIOUIMM YMOJIHOMOYEHHBIH (eaepanbHblii Opran
UCTIOJTHUTENIBHOM BJACTU MPOBOAUT MPOBEPKY MOJHOTHI, JOCTOBEPHOCTH M MPABUIBHOCTH O(OpMICHUS
IPEJCTABICHHBIX JOKYMEHTOB DPErHMCTPAllMOHHOTO JIOChE€ Ha JIEKapCTBEHHBIM Ipemnapar W MPUHUMAeT
peleHue o BblAave 3aJaHus Ha IPOBEICHHUE:!

1) skcnepTH3bl JOKYMEHTOB, MPEJCTaBICHHBIX JJIS ONpPEACICHUS BO3MOXKHOCTH PAacCMaTpUBATh
JIEKapCTBEHHbIN mIpenapaTr i MEAMLMHCKOrO NPUMEHEHUS B KauyecTBe OP(aHHOIO JIEKAPCTBEHHOI'O
npernapara,

2) yrpatuia cuity ¢ 1 ssuBaps 2026 r. - @enepanbhbiii 3akoH ot 30 suBaps 2024 r. Ne 1-03

3) yrpatuia cuiy ¢ 1 ssuBaps 2026 r. - @enepanbublii 3akoH ot 30 suBaps 2024 r. Ne 1-03

4) sKCHepTU3bl JIEKAPCTBEHHOIO CPEJCTBA B OTHOIICHHMU JIGKAPCTBEHHOTO TIperapaTta s
BETEPUHAPHOTO IPUMEHEHHS.

2. YTNOJIHOMOYEHHBIH (enepanbHblii OpraH HCHOJHUTEIbHON BIIACTH HAINpPaBISET B JIMYHBIN
KaOMHET HKCIEPTHOTIO YUPEXKJCHHs B €JUHON CHCTeMe IMOJIMUCAHHOE YCHJICHHOM KBaJM(UIIMPOBAHHON



AJIEKTPOHHOW MOJIHUCHIO 33JaHUE Ha IPOBEJEHHME SKCIIEPTH3, MPEIYCMOTPEHHBIX 4acThio 1 HacTosmen
CTaThd, B JIMYHBIM KaOMHET 3asBUTENsI B E€AMHOM CHCTEME - TMOJNHCAHHOE YCUJIEHHOU
KBaJTU(HUIIUPOBAHHON 3IEKTPOHHON MOAMUCHIO YBEIOMIIEHHE O MPUHATOM PEIIEHUH O BbIJade 3a/laHus Ha
MIPOBEACHUE IKCIIEPTU3, MPEIYCMOTPEHHBIX YacThio 1 HacToOsIIe cTaThH, U B Cllyyae HEOOXOAUMOCTH O
BblIaYe paspemieHus Ha BBO3 B Poccuiickyro ®enepanuro KOHKPETHOM  NapTHM, CEpPUHU
3aperHCTPUPOBAHHBIX M (WIM) HE3aperMCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB WM 00 OTKa3e B
IIPOBEACHUH TAKUX DKCIIEPTU3 C YKa3aHUEM IIPUYMH OTKasa.

3. B cnyuae BBIABIEHHMS OTCYTCTBUS WJIM HEIOCTOBEPHOCTHM HH(GOpPMAIMU, COJAEpIKaIIeHCs B
NPECTAaBICHHBIX 3asBUTENEM JOKYMEHTaX, YIOJHOMOYEHHBIH (penepaibHblii OpraH HCIOJIHUTEIbHON
BJIACTU HAIPABIISET 3asBUTEIIO MOCPEACTBOM EAMHOTO MOpTajla WM B €ro JUYHBIA KaOWHET B eIWHOU
cucteMe 3ampoc 00 YTOYHEHHUH STOW WHGOpPMaLUWH, NOJNHCAHHBIA YCHICHHON KBaJHU(HUIIMPOBAHHON
ANIEKTPOHHOW TMOJAMKCHIO0 (Jajee - 3ampoc YHOJIHOMOYEHHOro (eaepabHOro OpraHa MCIIOJHUTEIbHOU
BJIACTH).

4. 3asgButenp O00s3aH HaNpaBUTh MOCPEACTBOM E€IMHOTO TMOpTaja B  YHNOJHOMOYCHHBIH
(benepanbHbIN OpraH UCIIOJIHUTEIFHON BIACTH WM B JIMYHBIA KaOMHET yIOJIHOMOYEHHOIO (eepaibHOro
OpraHa HCIIOJIHUTEJIbHOW BJACTH B €AWHOW CHCTEME MOJNHMCAHHBIA YCHUJICHHOW KBaJU(UIIMPOBAHHOU
AJIEKTPOHHON MOJIMUCHI0 OTBET HA 3alpoC YMOJIHOMOYEHHOTO (elepalbHOr0 OpraHa MCHOJIHHUTEIbHOM
BJACTU B CPOK, HE MPEBBIMIAIOIIMI JeBAHOCTA pabOuuX IHEW CO JHS IMOJYYCHHs YIOJIHOMOYEHHBIM
(benepanabHBIM OPraHOM HCIIOJHUTEIHHON BIACTH JIEKTPOHHOTO YBEJAOMIICHUS O MOJYYCHUH 3asBUTEIIEM
naHHoro 3ampoca. Cpok, ykazaHHBIH B 4acTd 1 HacTosmied cTaTbd, NPUOCTAHABIMBACTCS CO JHA
HaNpaBJIeHUsl MOCPEACTBOM E€IMHOTO MopTaja WIM B JIMYHBIA KaOWHET 3asBUTENsS B €IUHOH CHUCTEMe
3arpoca yHOJHOMOYEHHOro (ezepalibHOrO OpraHa MCIOJHUTEIbHONM BIACTH A0 JHS HaIpaBICHUS
3asBUTEJIEM IOCPEACTBOM E€IMHOrO MOpTaja WIM B JUYHBIA KaOWHET yNOJHOMOYEHHOTro (enepaabHOro
OpraHa MWCIIOJHUTEIbHOM BIACTU B €IMHOW CHUCTEME OTBeTa. B ciyyae, eciu OT UMEHU 3asBUTEIA
AEHCTBYET ero MpencTaBuTelNb ((PU3MUECKOe JIHI0), YIIOJTHOMOYEHHBIN JeCTBOBATh OT UMEHHU 3asBUTEIS
Ha OCHOBAaHUM JJOBEPEHHOCTHU B 3JIEKTPOHHOU (hOpME B MAIIMHOYMTAEMOM BHUJE, OTBET Ha 3alpOC MOXKET
ObITh MOJNUCAH YCWJIEHHOW KBAJIM(UIMPOBAHHOW DIEKTPOHHOH MNOANHMCHIO JIMOO YCHIIEHHOMH
HEKBATM(PULIMPOBAHHOMN 3JIEKTPOHHOH MOAMHUCHIO.

5. OcHOBaHHEM JUIsl OTKa3a B OpraHU3allMU SKCIEPTU3, MPETYCMOTPEHHBIX YacThio 1 HacTosmen
CTaThH, SBJSIETCA NPEICTAaBICHHE HEOOXOAWMBIX Ui MPOBEICHUS IPEIyCMOTPEHHBIX 3KCHEPTH3
JIOKYMEHTOB B HEMOJIHOM O0bEeMe WM HENpe/CTaBlIeHUE 3asiBUTEJIEM B YCTAHOBIJIEHHBIH CPOK OTBETa Ha
3aMpoc yMOJHOMOYEHHOr0 (pefiepaibHOro OpraHa HCIOJHUTEIBHONW BJIACTH, a TaKXKe IMpeJCTaBICHUE
JIOKYMEHTOB, HE COJEPKAIMX UCUEPIIBIBAIOILETO MEePEYHs] HEOOXOMMbIX CBEIACHUH.

6. Ilpu oTkaze B OpraHM3alllU 3KCIEPTU3bI, MPEAYCMOTPEHHOW NMyHKTOM 4 yactu 1 Hacrosien
CTaTbH, IOKYMEHTBI, BXOIAILIHE B COCTaB PETUCTPALIMOHHOIO JOChE HA JICKAPCTBEHHBIN Ipenapar i
BETEPUHAPHOTO TNPUMEHEHHUS, MOTYT OBbITh BO3BpAICHBl 3asABUTEII0 HAa OCHOBAaHWU €ro 3ampoca,
NOJNUCAHHOTO  YCWJICHHOM KBaIM(DPUUUPOBAHHON DSJICKTPOHHON MOANUCHI0O U  HANpaBJIEHHOTO
MOCPEJICTBOM €MHOTO MOpTaja B YIOJHOMOYCHHBIM (enepanbHblil opraH MCIOJHUTEIbHON BIACTH WIH
JIMYHBIA KaOWHET YHOJIHOMOYEHHOro (eiepajbHOr0 OpraHa MCHOJHUTENbHOM BIACTH B €IMHOM cUcTeMe,
B TEYEHHE TPUALATH pabouMx JHEH cO AHA NPUHATUS YIOJIHOMOYEHHBIM (eAepabHbIM OpPraHoOM
UCTIOJHUTEIBHOM BJIACTU pEHIeHUs 00 OTKa3e B OpPraHM3alUU TaKOH SKCHEPTU3bl. YTOIHOMOYEHHBIH
(benepanbHbII OpraH UCIOJIHUTEIFHON BIACTH BO3BpAIaeT 3asBUTENIO YKa3aHHBIE JOKYMEHTHI B T€UCHUE
JecaTu pabouyux AHEH cO JTHs IMOJIyuyeHHsl COOTBETCTBYIOIIEro 3alpoca 3asBUTens. B ciyuae, eciu ot
UMCHU 3asBUTENS JEHCTBYET €ro NpeACTaBUTeNb ((PU3HMUECKOE JIHI0), YIIOTHOMOYCHHBIN JeCTBOBATh OT
MMEHH 3asIBUTEJIS] HA OCHOBAHUU JIOBEPEHHOCTH B JIEKTPOHHOM (hopMe B MAIIMHOYMTAEMOM BHJIE, 3a1pOC
MOKET OBbITh MOJANMCAH YCUJICHHOM KBaJU(HULUPOBAHHON 3JIEKTPOHHOW MOANUCHIO JUOO YCHUIEHHOU
HEKBATM(ULIMPOBAHHOMN 3JIEKTPOHHO MOAIMHUCHIO.

Crarba 20. DxkcrnepTv3a JOKYMEHTOB, HPEICTABICHHBIX Ui OIpPEJIEeJIEHUs] BO3MOXHOCTH

paccMaTpuBaTh JIEKAPCTBEHHBIM IIpenapaT JUisi MEAULUHCKOIO NPUMEHEHHUs B KadeCTBE
op¢haHHOTO JIEKapCTBEHHOTO Ipernapara



1. Ilpouemypa ormpeneneHusi BO3MOXKHOCTHM paccMaTpuBaTh JIEKAPCTBEHHBIN Mpemapar s
MEIUIUHCKOTO MIPUMEHEHHs B KauecTBe Op(haHHOTO JIEKapCTBEHHOT'0 IpenapaTa MOXKET MPOBOAUTHCS Kak
B OTHOUICHWM JICKAPCTBEHHOTO IIperapara, 3aperUCTPHPOBAHHOTO B COOTBETCTBUU C HACTOSALIMM
denepanbHbIM 3aKOHOM JHOO B COOTBETCTBUU C aKTaMH, COCTaBistouMu mpaBo Coro3a, Tak U B
OTHOLICHUM  HE3aperucCTPUPOBAHHOIO  JICKAPCTBEHHOTO  Ipemapara. OJKCIEepTU3a  JIOKYMEHTOB,
NPEJCTAaBICHHBIX JJIS ONpEACTCHUS BO3MOXHOCTH paccMaTpUBaTh JIEKAPCTBEHHBIM NpenapaTr uis
MEIUIUHCKOTO MPUMEHEHHSI B KauyecTBE Op(aHHOTO JIEKAPCTBEHHOI'O IIperapaTa, COCTaBICHUE KOMUCCUEH
HKCIEPTOB 3aKJIIOYEHHS O BO3MOXXHOCTU WJIM HEBO3MOXKHOCTH pacCMaTpUBaTh JICKAPCTBEHHBIN Mpernapar
IUIE METUIIMHCKOTO NMPUMEHEHHs] B KadecTBE Op(haHHOIro JIEKApCTBEHHOrO Mperapara U HalpaBlICHHE B
JMYHBIA KaOMHET YIMOJHOMOYEHHOTO (heIepaaIbHOr0 OpraHa MCHOJHHUTENIbHON BIACTH B €IMHOM CUCTEME
JAHHOTO  3aKIIOYeHHss B (QOpME  ANEKTPOHHOIO  JOKYMEHTa,  HOJNHMCAHHOIO  YCHUJICHHOM
KBAJTM(PHUIIMPOBAHHON 3JIEKTPOHHOM MOJNMCHIO, OCYLIECTBISIOTCS B CPOK, HE MPEBBILAIOIINNA TPUALATH
pabouux AHEWH CO JHSA HaNpaBICHUS B JIMUHBIA KaOWHET SKCHEPTHOIO YUYPEXIEHHS B €JUHOH cucreMme
3aJJaHusl YIIOJHOMOYEHHOTO (peiepabHOr0 OpraHa HCIOIHUTENBHOM BIACTH U CIEAYIOMIUX TOKYMEHTOB U
CBEJICHMM:

1) 3asBICHUE O MPU3HAHUU JIEKAPCTBEHHOT'O Tpernapara oppaHHBIM JICKAPCTBEHHBIM IIPENapaToM,
COCTaBJIEHHOE 1O (opMe, YTBEpKIECHHOH YIOJHOMOUYEHHBIM (hefiepaqbHbIM OPraHOM HCIOJIHUTEIbHON
BJIACTH, TMOANMCAHHOE YCWICHHOW KBaTU(HUIMPOBAHHON HIIEKTPOHHON IOANUCHIO YIOJIHOMOYEHHOTO
NPEJCTaBUTEIIS FOPUINYECKOTO JIUIA, JCHCTBYIOMIETO B COOCTBEHHBIX MHTEPECAX MM YIOJIHOMOYEHHOTO
NPECTaBIATh UHTEPECH] APYTOro IOPUIUIECKOTrO JIHIIA;

2) KomMs JIOKYMEHTa Ha PYCCKOM S3bIKE, 3aBEPEHHOTO B YCTAHOBICHHOM TIOpPSAKE |
MOJTBEPKAAIOIIETO MPAaBOMOYHOCTh 3asBUTENS MOJaBaTh 3asBICHUE O NPU3HAHUM JIEKAPCTBEHHOI'O
npenapara opdaHHBIM JIEKapCTBEHHBIM MpenaparoM (IIpy HE0OXOJMMOCTH);

3) obocHOBaHHMe Op(haHHOCTH 3a00JeBaHUS, HE OTHECEHHOTO B COOTBETCTBHU ¢ DenepalibHbIM
3akoHOM OT 21 Hos10pst 2011 roma N 323-®d3 "OO0 ocHOBax OXpaHbI 310pOBbs TpaxaaH B Poccuiickoi
denepaunn” x penkum (opdaHHbIM) 3a00J€BaHHSIM, B TOM YHCIE IOAPOOHAs HHGPOPMALHS O
JUAarHOCTHUKE, MPO(UIAKTUKE WK JIEYEHUH TaKOro 3a00JIeBaHuS;

4) yTBep)KICHHAs WHCTPYKIHMS IO MEIUIIMHCKOMY TPUMEHEHHIO JIEKapCTBEHHOTO Ipernapara,
3apETUCTPUPOBAHHOTO B COOTBETCTBMM C HacTosmMM DenepanbHbIM — 3aKOHOM, WIM  oOIas
XapaKTepUCTUKA JIEKAPCTBEHHOTO Iperapara, 3aperucTpUpOBaHHOTO B COOTBETCTBHM C aKTaMH,
coctaBisrouMu npaso Coroza (mpu HaIH4YUH);

5) MHCTPYKIMS MO MEIWIIMHCKOMY NPUMEHEHHIO MJIM KpaTKas XapaKTEepUCTHKa JIEKapCTBEHHOTO
npenapara, yTBepyKACHHbIC B CTpaHe MPOU3BOIUTENS (TIPH HAINYWH);

6) KomMHM JOKyMEHTOB, 3aBEPCHHBIX B YCTAHOBJICHHOM IOPSAKE W TOATBEPKIAIOIIUX (HaKT
pEerucTpanyy JIEKapCTBEHHOrO0 IpenapaTa B HWHOCTPAHHBIX TOCYJapcTBaX B KayecTBe OP(aHHOrO
JIEKapCTBEHHOTO Ipenapara (pu HaJIu4uuHm);

7) TMPOEKT XapaKTePUCTHKH HE3aperdCTPUPOBAHHOIO JIEKAPCTBEHHOTO IIperapaTa, COAEpIKaIlero
CIIeIyole MUHUMAIIBHBIE CBE/ICHHS O HE3apEruCTPHPOBAHHOM JISKapCTBEHHOM Ipemnapate (1omycKaercs
NpPEJCTAaBICHUE TPOEKTa XapPaKTEPUCTUKU HE3apErMCTPUPOBAHHOIO JICKAPCTBEHHOI'O —Ipernapara,
COCTAaBJICHHOI'O B COOTBETCTBHMM C JIOCTYIHBIMM JAaHHBIMH TIO TPOBEIEHHBIM KIMHUYECKUM
UCCIICIOBAaHUSM  JIGKAPCTBEHHOIO IMpernapara U JOKIMHUYECKUM HMCCIIEJOBAHUSAM JIEKaPCTBEHHOI'O
CpeAcTBa Ha MOMEHT I[I0/1auM 3asBJIEHHs O MPU3HAHMM JICKQpCTBEHHOTO Ipenapara opdaHHbIM
JIEKapCTBEHHBIM IIPENapaToM):

a) HaMMCHOBAaHHME JICKAPCTBEHHOro mpemapata (MEXIyHApOIHOE HENAaTeHTOBAHHOE, WM
IPYIIIHPOBOYHOE, WIIM XUMHYECKOE U TOPrOBOE HANMEHOBAHUS);

0) nexapcTBeHHas opma ¢ ykazaHueM HAaMMEHOBAHUI M KOJMYECTBEHHOTO COCTaBa JACHCTBYIOIINX
BEILIECTB M KaYECTBEHHOI'0 COCTaBa BCIIOMOTATEIbHBIX BEHIECTB (MIPU HEOOXOAUMOCTH KOJIMYECTBEHHOTO
COCTaBa BCIIOMOTATEJIbHBIX BELIECTB);

B) apMakoIMHAMUKa U (papMaKOKUHETHKA;

I') TOKa3aHMs JJIsl IPUMEHEHHUS;



1) IPOTUBOIIOKA3aHUs ISl IPUMEHEHUS,

€) BO3MOXKHBIE TIOO0YHBIE JICUCTBHSI M HEKEIATEIIbHBIC PEaKLUH IPU PUMEHEHUH JICKAPCTBEHHOT O
npernapara Juisi MEJUIIMHCKOTO TPUMEHEHHS;

’K) HAaMMCHOBAaHUS M aJpeca NPOU3BOJACTBEHHBIX IUIOMIAJOK MPOHM3BOAMUTENS JIEKAPCTBEHHOTO
npernapara,

3) CBeICHUS O pa3pabOTYMKE JIEKAPCTBEHHOI'O CpeAcTBa (Hepkarelie perucTpaluoHHOrO
yJIOCTOBEPCHHS);

8) cBemeHuss O TEKyIIeM cTaTyce pa3pabOTKuM HE3aperucTPUPOBAHHOIO JIEKAPCTBEHHOTO
npernapara, a TaKke IUIaH ero pa3padboTKy,

9) 0030pbI JOKIMHUYECKUX HCCIIETOBAHUI JICKAPCTBEHHBIX CPEIICTB U KIIMHUYECKUX MCCIIEIOBAHUIMA
HE3aperucTPUPOBAHHOTO JIEKAPCTBEHHOT O MIPerapara, J0CTYIHbIE Ha IeHb M10/1a41 3asBJICHHS;

10) oTueThl O MPOBEACHHBIX JOKIMHUYECKUX HCCICAOBAHUAX JICKAPCTBEHHOTO CpPEACTBA H
KJIMHUYECKUX MCCIICIOBaHUAX HE3aperuCTPUPOBAHHOTO JICKAPCTBEHHOr0 Nipenapara (mpu HaJlnduHm);

11) pexBU3UTHI JOKYMEHTA, IIOATBEPKIAIOIIETO YILIATy TOCYAapCTBEHHOM MOULTHHEL.

2. B ciiyuae HEJOCTATOUHOCTH IMPEJICTABICHHBIX MATEPUAIOB B LIENAX MPOBEACHUS HKCHEPTH3BI
IUIL  OTIpeNeJIeHUus] BO3MOXKHOCTH pPacCMaTpHUBaTh JIGKAPCTBEHHBIM IMpernapar [yl MEAULUHCKOTrO
NPUMEHEHHs B KauecTBE Op(aHHOrO JIEKAPCTBEHHOr'O MperapaTa dKCIEPTHOE YUpexkIeHHE HAIpaBisIeT B
JUYHBIA KaOMHET 3asBUTENI B €JMHOM CHCTEME 3alpoc O MPEeICTaBIeHUH HEOOXOAMMBIX MaTepHalioB,
MOJIITMCAHHBIA PYKOBOAMTENEM (YIIOJIHOMOYESHHBIM JIMIIOM) SKCIIEPTHOTO YUPEXKCHHUS C UCIIOIb30BaHHEM
YCUJICHHON KBadM(PUUUPOBAHHOM HJIEKTPOHHOM MOAMMCH. 3asBUTENb O0s3aH HANpPaBUTh B JIMYHBINA
KaOMHET JKCIEPTHOTO YUPEXJCHUS B €IMHOU CHCTEME MOJNUCAHHBIA YCHIIEHHON KBaJM(UIIMPOBAHHON
AJIEKTPOHHOM MOJIMUCHIO OTBET Ha 3aIPOC B CPOK, HE MPEBBIIAIONINI MIECTUAECITH pabounX THEH co AHS
MOJYYEHHS SKCIIEPTHBIM YUPEXJIEHUEM 3JIEKTPOHHOTO YBEJAOMIICHHUS O IMOJYYEHHH 3asBUTENIEM 3alpoca.
Cpok, ykazaHHBIA B yacTu 1 HacTosimel cTaTby, MPUOCTAHABIMBACTCS CO JHS HANpaBJICHUS 3asBUTENIO B
ero JUYHBIA KaOMHET B €IMHOM cHCTeMe 3ampoca SKCHEPTHOrO YUYPEKICHHUs 10 JTHS HalpaBICHUS
3asBUTEJIEM B JIMYHBIN KaOWHET SKCHEPTHOIO YUpexkJIEHHs B €IMHON cHcTeMe OTBEeTa Ha 3alpoc U He
YUUTBIBAETCSl TPH HMCUYUCICHUHM CpPOKAa MPOBEAEHUS HKCIEPTH3bl JTOKYMEHTOB, INPEACTABICHHBIX JUIS
OIpeIesIeHs] BO3MOXXHOCTH pacCMaTPUBATh JIEKAPCTBEHHBIN Mpenapar i MEAULUHCKOTO IPUMEHEHUS B
KadyecTBe Op(paHHOTr0 JIEKapCTBEHHOI' O Mpenapara.

3. B cpok, He mpeBBIIAONUN MATH paboYMX THEH CO JHS HampaBieHHs B JMYHBIA KaOWHET
YIIOJIHOMOYEHHOTO (pe/lepalbHOr0 OpraHa HUCIOJHUTENbHOW BIACTH B €IMHOW CHUCTEME 3aKJIIOUYCHHS,
yKa3aHHOTO B 4YacTH 1 HacToslIeil cTaTbd, YNOJHOMOYEHHbIN (enepaibHbli OpraH HCIOJHUTEIbHON
BJIACTH OCYIIECTBIIAET OLIEHKY 3aKJIIOUEHUS Ul ONPENIEICHUsI €r0 COOTBETCTBUSA 3a/IJaHUIO Ha MPOBEJICHUE
HKCHEPTHU3bl U HANPABJSET B JMUYHBIA KaOWHET 3asBUTENSA B €IUHOM CHUCTeMe MOJNUCAHHOE YCHUJIEHHOM
KBaJTM(HUIIUPOBAHHON 3JIEKTPOHHOH MOAIMMUCHIO YBEAOMIIEHHE O PEe3yJbTaTax MPOBEACHHONW SKCIIEPTHU3HI C
NPUIOKEHHEM KOIUH SKCIIEPTHOTO 3aKioueHHs (C cOXpaHeHHWEM KOH(HICHIUATBLHOCTH MH(OpMauu O
COCTaBe KOMHCCHHM DKCIIEPTOB) M BO3MOXXHOCTH WJIM HEBO3MOXKHOCTH PacCMaTpUBATh JICKAPCTBEHHBIH
npenapar A1 MeIUIMHCKOTO IPUMEHEHHsI B KauecTBe Op(haHHOT 0 JIEKApCTBEHHOI'O Mpenapara.

Crartbsa 21. YTpatuna cuity ¢ 1 cenrsaops 2024 r. - @enepanpubiii 3akoH oT 30 siuBapsa 2024 r. Ne

1-®3

Crartbsa 22. Y1paruna cuiy ¢ 1 urons 2015 .

Crarba 23. DkcnepTu3a KauecTBa JIEKAPCTBEHHOI'O CPEACTBA M OKCIEPTH3a OTHOLICHMS

0KMJ1aeMOH TOJIb3bl K BO3MOYKHOMY PUCKY MPUMEHEHHMs JIEKApCTBEHHOI0 IpenapaTa s
MEAULUHCKOTO MPUMEHEHUS

1. DkcnepTr3a KayecTBa JIEKapCTBEHHOI'O CPECTBA U HKCIEPTH3a OTHOUICHUS 0XKUIAEMOM MOJIb3bI
K BO3MOXXHOMY pPHCKY NPHUMEHEHHUS JIEKapCTBEHHOI'O Mpemnapara i MEIULMHCKOTO IMPUMEHEHMUS,
COCTABJICHUE KOMHUCCHSIMM SKCIEPTOB 3aKIIOUEHHH 10 pe3ysibTaTaM MpPOBEAECHHBIX 3KCIEPTHU3 U
HaNpaBJiICHUE STHX 3aKIIOYCHUH, MOJMUCAHHBIX YCHJICHHBIMH KBaTM(DPUIUPOBAHHBIMH HIICKTPOHHBIMU
MOJNUCSIMH, B JIMYHBIH KaOMHET YHOJIHOMOYEHHOTO (e/lepalbHOro OpraHa HCIOJHUTENBHONW BIAcTU B
eIMHOW CHCTEME OCYUIECTBISIIOTCS B CpPOK, HE MPEBBIMIAIOLINM CTa AecATH pabouux AHEH co JHA



HANpaBJICHUS B JIMYHBIM KaOMHET HSKCHEPTHOTO YUPEKACHUS B E€IUHOH CHUCTEME COOTBETCTBYIOILETO
3aJjaHus  YIOJHOMOYEHHOTO (ellepalbHOr0 OpraHa MCIOJHUTENPHOW BJIACTH M HEOOXOIUMBIX
JTOKYMEHTOB.

2. B TeyeHue neBsHOCTA JHEH CO JHSA TOJYYEHHUS YINOJHOMOYEHHBIM (herepalbHbIM OpPraHoM
WCTIOJHUTEIBHOM BJIACTU YBEIOMJICHHS B 3JEKTPOHHOW (OpMe O IMOJyUYEeHHH 3asBUTENIEM PELICHUS O
NPOBEACHUHU SKCIEPTH3, MPEIYCMOTPEHHBIX 4yacTbio 1 HacTosiedl cTaThbu, 3asBUTENb NPEICTABISET B
HKCHEPTHOE YUPEKICHHUE Ui HMPOBENEHHs SKCIEPTU3bl KauecTBa JIEKAPCTBEHHOTO CPEICTBa 0OpasIibl
JICKapCTBEHHOTO TIpenapaTta Uil MEIUIUHCKOIO NPUMEHEHHS, IMPOU3BEJCHHOTO B COOTBETCTBUU C
TpeOOBaHUSMH ONBITHO-IIPOMBINUICHHOTO H (MJIM) MPOMBIIUIEHHOTO PErJIAMEHTOB, YTBEPXKICHHBIX
PYKOBOJIUTEINEM MPOU3BOJUTENS JICKAPCTBEHHBIX CPECTB, @ TAKXKE B COOTBETCTBYIOIIMX CIyYasx 00pa3Libl
(dapmarieBTHUECKON CyOCTaHIIMMU, TECT-IITaMMa MUKPOOPTaHU3MOB, KYJIbTYphl KJIETOK, 00pa3ibl BELIECTB,
NPUMEHSEMBIX JUIi KOHTPOJS KayecTBa JIGKAPCTBEHHOTO CPEACTBA IIyTeM CpaBHEHHS C HUMU
HCCIIEIyeMOT0 JIEKAPCTBEHHOT'O CPEACTBA, CIEUU(PHUECKUE PEeareHTbl, HEOOXOAUMBIEC AJS NPOBEACHUS
UCTIBITAaHUH 00pa310B JIEKAPCTBEHHBIX IPEnapaToB, B KOJMUECTBAX, HEOOXOIUMBIX JJIS1 BOCIIPOU3BECHHUS
METO/0B KOHTPOJISI KauecTBa.

3. Ilpu momydeHuu oOpa3LOB JIEKAPCTBEHHOTO mpenapata U (hapMaleBTUUECKOW CyOCTaHIIMU
HKCHEPTHOE YUPEKJCHHUE HANpaBiIsgeT B JIMUHbIM KaOMHET 3asBUTENS B €IMHON CHCTEME YBEIOMIICHHE,
MOATBEPXKIAIOIIEe MOTYYSHHE YKa3aHHbBIX 00pas1IoB.

4. Yxa3aHHbI B YacTH 2 HACTOSIIEH CTaTbU CPOK JJISi MPEJCTABICHHS 3asBUTENEM OO0pa3lOB
JICKapCTBEHHOTO TMpernapara U ¢apMaleBTUYECKOH CyOCTaHIIMKM HE BKIIOYACTCS B CPOK MPOBEICHHS
HKCHEPTH3, MPETyCMOTPEHHBIX YacThio 1 HacTosIel cTaThu.

5. Vrparuna cuny ¢ 30 ssHBapst 2024 r. - denepanbhbiii 3akoH oT 30 siuBapst 2024 r. Ne 1-P3

Crarba 24. DxcnepTu3a KayecTBa JIEKAPCTBEHHOI'O CPEACTBA M OKCIEPTH3a OTHOLICHMSA

OKUJ1aeMOH TOJIb3bl K BO3MOYKHOMY PUCKY MPUMEHEHMS JIEKApCTBEHHOr0 Ipenapata s
BETEPUHAPHOTO IPUMEHEHUS

1. DkcnepTr3a KayecTBa JIEKApPCTBEHHOT'O CPECTBA U HKCIEPTH3a OTHOUICHUS 0XKUIAEMOM MOJIb3bI
K BO3MOXHOMY pHUCKYy NpPUMEHEHHUs JIEKapCTBEHHOIO IMpernapara JUis BETEPHUHAPHOTO IPUMEHEHMS,
COCTaBJIEHHE KOMUCCHSAMH SKCIIEPTOB 3aKIIOUEHHUI 110 pe3ysibTaTaM yKa3aHHbBIX IKCIIEPTU3 U HAIpaBJICHUE
TaKUX 3aKIIOYEHUH B DJIEKTPOHHOM (popMe B YyMOITHOMOYEHHBIH (eaepalbHbI OpraH HCHOIHUTEIbHOM
BJIACTH OCYIIECTBIISIOTCS B CPOK, HE MPEBBIIAONIMNA cTa paboYuX JAHEH CO IHS MOJYyYEHUS 3KCIIEPTHBIM
yUpeXJEHHEM B  DIEKTPOHHOM QopMe 3agaHus  YINOJIHOMOYEHHOro  (peaepasibHOrO  OpraHa
MCTIOJIHUTENBHOM BJIACTH C TOKYMEHTAaMH, YKa3aHHBIMHU B 4acTH 3 ctarbu 17 Hacrosero denepaabHOro
3aKOHa.

2. B rteuenme tpuauatu pabouux IHEH cO JAHSA MOJYYEHHs YIOJIHOMOYEHHBIM (eaepaabHbIM
OpPraHOM HCIOJHMTENBbHOM BJIAcTH YBEJOMJICHHS B JJIEKTPOHHOH (oOpMe O MOJyYeHHH 3asBUTEIIEM
peleHus 0 MPOBEICHUM yKa3aHHbBIX B 4acTH 1 HACTOsAIIEH CTaTbU AKCIEPTU3 3asiBUTENb MPEICTABISACT B
HKCHEPTHOE YUPEKICHHUE Ui HPOBENEHHs SKCIEPTU3bl KauyecTBa JIEKAPCTBEHHOT'O CPEJCTBA 0Opasiibl
JIEKapCTBEHHOT'0 Ipernapara Jjs BETEepUHAPHOIO TNPUMEHEHUs, MPOU3BEICHHOTO B COOTBETCTBHU C
TpeOOBAHUSAMHU TEXHOJOTMUECKUX PETJIaMEHTOB, YTBEP)KJICHHBIX PYKOBOJIUTENEM IPOU3BOJUTEINS
JIEKapCTBEHHBIX CPEJCTB, a TaKXKe B COOTBETCTBYIOIIMX CIIy4yasX TECT-IITAMMbl MHKPOOPIaHU3MOB,
KyJbTYpbl KJIETOK, 00pa3ibl (papmaneBTHUECKOM cyOcTaHIMM, 0Opasiibl BEIIECTB, MPUMEHSEMBbIE IS
KOHTPOJISI KauyecTBa JIEKAPCTBEHHOTO CPEJCTBAa, B KOJIMYECTBAX, HEOOXOMUMBIX Ui BOCIPOU3BEICHUS
METO/0B KOHTPOJISI KauecTBa.

3. Ilpu nomydeHuu oOpa3LOB JICKAPCTBEHHOrO npenapata U (hapMaleBTUUECKOW CyOCTaHIMU
HKCHEPTHOE YUPEXKJEHHE B JIEHb MOJy4YEHHUS OOpa3lOB HAMpPaBISET B 3JEKTPOHHOU (opme 3asiBUTEIIO
yBEJIOMJICHHE, IOATBEPIKat0IIee MOIyYeHUE YKa3aHHbIX 00pa3IoB.

4. Yka3aHHbIIl B YacTH 2 HACTOSIIEH CTaTbU CPOK AJIS IMPEJCTABICHHS 3asBUTENEM 0O0pa3loB
JIEKapCTBEHHOT'0 Mpernaparta U QapMaleBTUYECKOH CyOCTaHIMM HE BKIIOYACTCS B CPOK IPOBEICHHSA
HKCHEPTH3, MPETyCMOTPEHHBIX YacThI0 1 HacTosmel cTaThy.
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Crartbs 25. [IoBTOpHOE TIPOBEIEHNE SKCIIEPTU3BI JIEKAPCTBEHHBIX CPEACTB

1. B cuydasx HEZOCTaTOYHOW OOOCHOBAaHHOCTH WJIM HEIMOJHOTHl 3aKIIOYEHUS KOMHCCUU
OKCMEPTOB, HAIUYMS B HEM NPOTUBOPEUMBHIX JAHHBIX, (anbCU(UKAIMK BBIBOJOB SKCHEPTHU3BI
JICKApCTBEHHOTO CPEJCTBA, COKPBITHS OT YIOJIHOMOYEHHOro (helepajbHOTO OpraHa HCHOJHHUTEIbHOM
BJACTH OCHOBAaHMH JJIi OTBOJA OKCIEpPTa BCIEACTBUE €ro 3aMHTEPECOBAHHOCTH B pe3yjbTaTax
COOTBETCTBYIOIIECH IKCIEPTU3bI, HAIMYKS JAHHBIX O MPSIMOM JINOO KOCBEHHOM BMEIIATEIBCTBE B MPOLIECC
COOTBETCTBYIOIIEH SKCIEPTU3bI JIMI, HE YYacTBYIOIIMX B €€ MPOBEIEHHM, HO OKa3aBIIUX BIUSHHE Ha
IpoIlecC M pPe3ysIbTaThl €€ IMPOBEJCHHUS, YINOJIHOMOUYEHHBIM (eepaIbHbIM OPraHOM HCIIOJIHUTENbHON
BJIACTH Ha3HAYaeTCs MOBTOPHAS KCIIEPTH3a JICKAPCTBEHHOTO CpeACTBa U (MJIH) 3TUUECKAst IKCIIEPTHU3a.

2. IloBTOpHAas SKCHEpTH3a JIEKAPCTBEHHOI'O CPEICTBA MPOBOAUTCS C YYETOM pE3yJIbTaTOB paHee
NPOBEACHHONW SKCIEPTU3bl B CPOK, YCTAaHOBJCHHBIM YHOJIHOMOYEHHBIM (e/lepaibHbIM OpPraHoM
MCIIOJHUTEIBHOM BIACTU M HE MPEBBIIAIOUINA TPUALATH pabouux AHEH CO JHS MOIY4YEHHUS SKCIEPTHBIM
yUpeXKJCHUEM B JMYHOM KaOMHETe B €IMHOM CHUCTEME 3aJaHus Ha MPOBEACHUE MOBTOPHOW ISKCHEPTHU3BI
JICKApCTBEHHOTO CPEACTBA, MOANMCAHHOTO YCHIICHHOH KBANU(UIMPOBAHHOM 3IEKTPOHHON TOMHCHIO.

3. dunaHcoBOoe oOecreueHHE BBINOJHEHHUS 3aJaHHUs Ha IPOBEACHUE IOBTOPHOM SKCHEPTHU3BI
JICKApCTBEHHOTO CPEJICTBA HE OCYILECTBIIACTCS.

Crartbs 26. YcKkopeHHas IpoLeaypa SKCIePTH3bI JIEKAPCTBEHHBIX CPE/ICTB

1. VckopeHHas mpoueaypa SKCHEpTH3bl JEKApCTBEHHBIX CPEACTB B IENAX TIOCYIAapCTBEHHOM
pEerucTpanyy JEKapCTBEHHbIX INpenapaToB MPUMEHSETCS B OTHOLIEHWH Op(aHHBIX JIEKapPCTBEHHBIX
IpenapaToB, MEPBbIX TPEX JEKApCTBEHHBIX MpenapaTroB, peructpupyemsix B Poccuiickoit denepanyu B
Ka4yecTBE BOCIPOU3BEACHHBIX JICKAPCTBEHHBIX IPENapaToB, OYEPEIHOCTh KOTOPBIX OIpENeNseTcsl B
COOTBETCTBUM C HOMEPOM U JIaTOH BXOJMIIMX 3asABJICHUH O TOCYJApCTBEHHOM perucTpanuu
JIEKapCTBEHHBIX MpPENapaToB B pPaMKax OJHOTO MEXIyHApOIHOTO HENaTeHTOBAHHOTO HAaUMEHOBaHMS
JIEKapCTBEHHOI'O Ipernapara WM TPYNIUPOBOYHOIO HAWMEHOBAHUS JIEKAPCTBEHHOTO IpernapaTa,
JICKapCTBEHHBIX MPENapaToB Ui BETEPUHAPHOTO IPUMEHEHMs, NpPEJHA3HAYCHHBIX IS JICYCHHS
JOMAIlIHUX >KUBOTHBIX, onpeaeneHHbIX deaepanbHbiM 3akoHOoM oT 27 aexabpsa 2018 roxa N 498-d3 "O06
OTBETCTBEHHOM OOpAaIlleHUH C KUBOTHBIMH M O BHECEHWU W3MEHEHHMH B OT/ENbHBIE 3aKOHOJATEIbHbIE
akThl Poccuiickoit @enepanuu’’, U 3aperucTpUPOBAHHBIX B KadeCTBE JIEKAPCTBEHHBIX IPENapaToB JUis
MEIUIMHCKOTO MPUMEHEHHs], U JIEKAPCTBEHHBIX MpPEnapaToB, MPEIHA3HAYCHHBIX HCKIIOUUTENBHO IS
MPUMEHEHHs HECOBEPILIEHHOJIETHUMHU I'paXkIaHaMU.

2. YcKkopeHHas Tpoleaypa SKCIEpTU3bl JICKApCTBEHHBIX CPEACTB B LENAX TOCYAapCTBEHHOU
pEerucTpaIy JEKapCTBEHHBIX MpenapaToB HE MPUMEHSIETCS B OTHOLLICHHUHN

1) OnoaHanoroBeIx (OMOMOJOOHBIX) JIEKAPCTBEHHBIX MPenapaTroB (0M0aHAIOTOB);

2) pedepeHTHBIX JEKapCTBEHHBIX IpernapaToB (3a HMCKIIOYEHHEM Op(aHHBIX JIEKapPCTBEHHBIX
npernaparos);

3) BOCHPOM3BEICHHBIX JICKQPCTBEHHBIX IpenapatoB (3a HCKIIOYEHHEM TNEPBBIX  TPEX
peructpupyembix B Poccuiickoit @enepaniuu B kKadyecTBE BOCIPOU3BEICHHBIX JIEKAPCTBEHHBIX MPENapaToB
U JICKapCTBEHHBIX  IMpenapaToB,  IpEeIHA3HAUYEHHBIX  HCKIIOYUTENBHO I NPUMEHEHHUs
HECOBEPLICHHOJIETHUMH TpaXkJaHaMM, a TakKe JIEKapCTBEHHBIX IIPENaparoB, IpeJHa3HAYEeHHBIX IS
JieyeHHsl JOMAIllHUX JKUBOTHBIX, ompeneneHHbIx DenepanbHeiM 3akoHOM 0T 27 paekabps 2018 roaa
N 498-03 "OO6 OTBETCTBEHHOM OOpallleHMH C >KUBOTHBIMH W O BHECEHUHM H3MEHEHUH B OTJAEIbHBIC
3aKoHOZaTenbHble akThl Poccuiickoit denepanuu’’, U 3aperuCTPUPOBAHHBIX B KAUECTBE JIEKAPCTBEHHBIX
npenaparoB JUisi MEIUIMHCKOTO TPUMEHEHHUS);

4) HOBBIX KOMOMHAIIMI 3aPErHCTPUPOBAHHBIX PaHEE JIEKAPCTBEHHBIX MTPEIapaToB,;

5) nexapCTBEHHBIX IIpENapaTroB, 3apeTHCTPUPOBAHHBIX paHee, HO IMPOU3BEACHHBIX B JAPYIUX
JIEKapCTBEHHBIX (POPMax B COOTBETCTBUHU C MEPEYHEM HAWMEHOBAHUI JIEKAPCTBEHHBIX (HOPM U B HOBOM
JTO3UPOBKE;

6) JekapCTBEHHBIX MPENapaToB ISl MEIUIIMHCKOTO MPUMEHEHHs, TOCYIapCTBEHHAsI PErUCTpaLys
KOTOPBIX OTMEHEHA, MPH UX PEruCTpalldi B KAa4eCTBE JIEKAPCTBEHHBIX MpENapaToB JUIsl BETEPUHAPHOIO
PUMEHEHHUS.



3. YckopeHHas mpoueaypa SKCHEPTU3bl JIEKAPCTBEHHBIX CPEICTB MPOBOIUTCS IO PEHICHUIO
COOTBETCTBYIOIIETO YIOJHOMOYEHHOTO (hefepalbHOro opraHa HCIOJHUTENBHONH BIACTH HA OCHOBaHWUU
3asBIICHUS 3asBUTEINI B CPOK, HE MPEBBIIMIAIONINNA BocbMuaecAaTH pabounx aneil. IIpu stom skcmeprusa
JOKYMEHTOB, COJEPIKAILIUXCS B PETUCTPALIMOHHOM JIO0ChE Ha JIEKAPCTBEHHBIN MpernapaTr, MPOBOJUTCS B
CPOK, HE MPEBBIIAIONIUI AecATH pabouux IHEH, 3KclepTh3a KauyecTBa JICKApCTBEHHOT'O CPEICTBA U
HKCTEpPTH3a OTHOIICHUS OXHMIAEMOH IOJIb3bI K BO3MOXKHOMY PHCKY IPUMEHEHHUS JIEKapCTBEHHOT'O
npernapara MpoBOATCS B CPOK, HE IMPEBBIIIAIOIINHN IECTUACCATH PabOUHX THEH.

3.1. Yrpatuna cuny c 30 saBaps 2024 r. - denepanbubiii 3akoH oT 30 siHBaps 2024 r. Ne 1-P3

4. YckopeHHas mpolenypa 3KCIEPTH3bl JICKApPCTBEHHBIX CPEACTB IPOBOAUTCS B TOPSIKE,
ycraHoBiieHHOM cTatbaMu 17, 19, 20, 23 u 24 nacrosimero denepanbHOro 3akoHa, M HE O3HAYAeT
CHIDKEHHsI TpeOOBaHuH K 0€30MacHOCTH, KauecTBY U 3()(heKTUBHOCTH JIEKapCTBEHHBIX MIPENapaToB.

Crartbs 27. Pemenne o rocy1apcTBEHHON perucTpaliy JEKapCTBEHHOI 0 Ipernapara

1. B cpok, He NmpeBHILAOIINNA YeThIpeX pabouux IHEH CO JHS MOJyYeHHs 3aKII0YCHUH KOMUCCUU
HKCHEPTOB MO pe3yibTaTaM AKCHEPTH3bl KayecTBa JICKAPCTBEHHOI'O CPEJACTBA M 3KCIEPTU3BI OTHOLICHHS
0KU/1IaeMOH TOJIb3bl K BO3MOXKHOMY PUCKY INPUMEHEHHUs JEKAapCTBEHHOrO Iperapara, COOTBETCTBYIOIIUN
YIOJIHOMOYEHHBIN (hesiepaibHbIi OpraH UCTIOJIHUTEILHON BIACTH:

1) ocyuiecTBIsieT OLEHKY 3aKJIIOYCHUH KOMHCCHH SKCIIEPTOB JUIsS ONPEACTICHUS COOTBETCTBHS
3aJJaHUIO HA MPOBEJICHUE ITUX IKCIIEPTHU3;

2) TIpUHHMAET PEIICHHE O TOCYAAPCTBEHHOH PETHCTpallK JICKAPCTBEHHOTO Tperapara Wik 00
OTKa3e B TOCYJJapCTBEHHOM perucTpaiiy JeKapCTBEHHOTO Mpernapara,

3) BHOCUT TIpU MPHUHATHU PEUICHUS O TOCYAapCTBEHHOW PETMCTPAIIMK JIGKAPCTBEHHOTO MperapaTa
JAaHHBIE O 3apPErUCTPHUPOBAHHOM JIEKAPCTBEHHOM IIperapare, B TOM 4Hcie O (hapMaleBTHUECKON
cyOCTaHIIMM, BXOASIIEH B COCTaB JIEKAPCTBEHHOI'0 TMpenapara, B TOCYIapCTBEHHBIH peecTp
JIEKApCTBEHHBIX CPEJICTB M BBLAAET 3aABUTENI0 PETHCTPALlMOHHOE YIAOCTOBEPEHHUE JIEKAPCTBEHHOI'O
npernaparta IyTeM HalpaBieHUs 3asBUTENIO IMOCPEICTBOM E€AMHOrO IOpTajla WM B JIMYHBIM KaOMHET
3asBUTENS B €IUHOM CHCTEME BBINMCKM M3 TOCYAapCTBEHHOI'O peecTpa JIeKapCTBEHHBIX CPEICTB,
MOJIMMCAHHON YCUJICHHON KBaTM(DUIIMPOBAHHOM 3JIEKTPOHHOMN MOANHUCHIO, (hopMa KOTOPOH yTBep:KIaeTcs
YIOJIHOMOYEHHBIM (peZiepaibHbIM OpraHOM HCIIOJHUTEIbHOM BJIACTH, COIJIACOBAHHBIE HOPMATHUBHYIO
JOKYMEHTAII0, HOPMATUBHBIA TOKYMEHT, HHCTPYKIIMIO MO MPUMEHEHHIO JIEKAPCTBEHHOro Mpenapara u
MaKeThl EPBUYHON YIAKOBKH U BTOPUYHOH (MMOTPEOMTENLCKON) YIAKOBKM C YKa3aHWEM Ha HHUX HOMepa
3aIllUCH B TOCYJIAPCTBEHHOM PEECTpe JIEKApPCTBEHHBIX CPEJCTB U JAThl €r0 FOCYJapCTBEHHON perucTpalnuu
WIA B Cllyyae MPUHATUS pelleHus 00 OTKa3e B TOCYAAPCTBEHHOM pPETHCTpaluy JIEKapCTBEHHOI'O
npernapara HarpasisieT 3asBUTENI0 MOCPEACTBOM €IMHOI0 MopTaja WM B JUYHBIA KaOMHET 3asBUTENS B
eIMHOW CHUCTEeME YBEJAOMIIEHHE 00 53TOM C YyKa3aHHEM TIPUYMH Takoro OTKa3za. 3a BbLIady
PETUCTPAIIMIOHHOTO YJOCTOBEPEHUS JIEKAPCTBEHHOI'O MpenapaTa B3MMAeTCsl roCy1apCTBEHHAsl MOLUIMHA B
COOTBETCTBHUHM C 3aKOHOZAaTeNbcTBOM Poccuiickoit denepanuu o Hasorax u cOopax.

2. OcHOBaHMEM Ul OTKa3a B TOCYJAapCTBEHHOW PErMCTpalMM JIEKAPCTBEHHOIO Ipernapara Juls
MEJIUIUHCKOTO IPUMEHEHHUS ABIISIETCS 3aKII0UEHUE COOTBETCTBYIOILIETO YIIOJIHOMOYEHHOTO (heiepabHOro
OpraHa HCIIOJHHUTEIBHONH BJIACTH O TOM, 4YTO KadecTBO M (wiam) 3((EeKTHBHOCTH PETUCTPHPYEMOTO
JIEKapCTBEHHOTO Iperapara s MEAULMHCKOTO IPUMEHEHHS He TIOATBEPIKICHbBI OTYYSHHBIMU TAHHBIMU
WIA YTO PUCK NPUYMHEHUS Bpela 3/0POBbIO YEJOBEKa BCJEJICTBUE IpUEMa JIEKApCTBEHHOTO Ipernapara
JUIS MEIULIMHCKOTO IPUMEHEHHS MTPEBbIIIAeT 3(PPEKTUBHOCT €0 IPUMEHEHHUSL.

3. TloBTOpHOE mpEeACTaBICHHWE B COOTBETCTBYIOIIMHA YHNOJHOMOYEHHBIN (enepanabHblil Ooprax
UCTIOJHUTEIBHOM BIIACTH JICKApPCTBEHHOTO IpernapaTa, B OTHOILIEHHMM KOTOPOrO IIOJyuyeH OTKa3 B
rOCYJJapCTBEHHOM PErucTpaluy U KOTOPbIM BIIOCIEICTBUM HOJBEPIrcsl U3MEHEHHUIO B YacTH €ro COCTaBa,
paccMaTpuBaeTCs Kak IpeJCTaBI€HHE HOBOIO JIEKAPCTBEHHOIO Ipernapara Ha €ro rocylapCTBEHHYIO
PErucTpaIuio He3aBUCUMO OT COXPAaHEHHs €ro MepBUYHOI0 HAUMEHOBAHMSI.

4. Tlpu mpenocTaBiIeHUU 3asBUTENEM B COCTaBE PETHUCTPALMOHHOIO JIOChE Ha JIEKAPCTBEHHBIM
npenapar A BETEPUHAPHOIO NPUMEHEHHs KOMMU pelIeHMs YIOJIHOMOYEHHOro (eaepalbHOrO opraHa
MCTIOJTHUTENIBHOM BJIACTH O MPOBEACHUHN MHCIIEKTUPOBAHMS POU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB CPOK



NPUHATUS PEIICHUS O TOCYIAPCTBEHHOM PErucTpaly JICKapCTBEHHOIO IMpernapara Ui BETepUHApHOIO
NPUMEHEHHs IPUOCTAHABIMBACTCS CO JHS IMOJYYECHHUs 3aKIIOYCHUH, YKa3aHHBIX B 4acTH 1 HacTosmien
CTaThH, 10 JTHS NPUHITHS YIIOJIHOMOYEHHBIM (eiepaaIbHbIM OPraHOM HCIIOJIHUTENILHON BIIACTH PEIIEHUS O
BbIJIaye WK 00 OTKa3e B BbLJaye 3aKIIOYCHUS O COOTBETCTBHM MPOM3BOJAUTENS JIEKAPCTBEHHBIX CPE/ICTB
TpeOOBaHUSAM MPaBWJI HAJUICKALICH MPOM3BOICTBEHHOM MPAKTUKU, HO HE 0oJiee YeM Ha CTO BOCEMbBJIECST
pabouux AHEH.

5. OcHoBaHMEM Ui OTKa3a B TOCYIAapCTBEHHON PEruCTpalMM JIEKapCTBEHHOIO Ipernapara Jyis
BETEPUHAPHOTO MPUMEHEHMs SBJSIETCS 3aKJIIOUYEHHE YIOJIHOMOYEHHOro (emepasibHOrO — oprasa
UCIIOJIHUTEIBHOW BJIACTH O TOM, YTO KadectBO H (i) dPDEKTHBHOCTH PErHCTPUPYEMOTO
JIEKapCTBEHHOTO MpenapaTa JUlsi BETepUHAPHOTO MPUMEHEHUS HE MOITBEPKACHBI IOJTyYCHHBIMHU TaHHBIMU
WIM YTO PUCK MPUYMHEHHS BpeJa 37J0pOBbIO )KUBOTHOTO BCJIEACTBHE MpUEMa JIEKApPCTBEHHOIO Iperapara
U1 BETEPUHAPHOTO MIPUMEHEHHS TpeBbIaeT 3()(GEeKTUBHOCTh €r0 MPUMEHEHUS, 0TKa3 YIOJIHOMOYEHHOTO
(benepanabHOro opraHa MCHOJIHUTENBHOM BIIACTHU B BBIAAYE 3AKIIOUEHHS] O COOTBETCTBUU MPOM3BOIUTEIS
JICKapCTBEHHBIX CPEACTB TPEOOBAaHUSAM MpPaBUI HAJUICKALICH MPOM3BOJICTBEHHOM MPAKTHKH IS KaxXIOH
MIPOU3BOJICTBEHHON IUIOLIA/IKU PETUCTPUPYEMOro JIEKapCTBEHHOIro Ipemnapara Uil BETepUHApHOIO
IPUMEHEHHS B CIIy4ae, €CJId MMPOU3BOJICTBO JIEKAPCTBEHHOIO IMperapara Ui BEeTEPUHAPHOTO IPUMEHEHUS
ocyllecTBisseTcd 3a npenenamu Poccuiickon denepannu, UM OTCYTCTBUE TAKOTO 3aKJIIOUEHHUS.

Cratea  27.1. B3aumo3aMeHSIEMOCTh JICKAPCTBEHHBIX TMPEMapaToB Ui  MEAMIIMHCKOTO

IPUMEHEHUS

1. B3auMo3aMeHSEeMOCTh JIEKAPCTBEHHBIX MpPENapaTroB Uil MEJUIIMHCKOTO IPUMEHEHUS
OIpEIEeIIIeTCS] YIOJTHOMOUYEHHBIM (e/iepaibHbIM OpraHOM HCIIOJIHUTENBHON BJIACTH, OCYIIECTBIISIOIIUM
rOCYJJApCTBEHHYIO PETUCTPALIMIO JIEKAPCTBEHHBIX MpEnapaToB sl MEIUIIMHCKOTO IPUMEHEHHS, B paMKax
OJTHOTO MEXIyHapOJHOTO HEMATEeHTOBAHHOTO (MM XUMHYECKOTO, MM IPYIITHPOBOYHOT0) HANMEHOBAHUS
Ha OCHOBE 3aKJIIOYEHHMS KOMHUCCHM SKCIEPTOB OHKCIEPTHOTO YUYPEXKJIEHHs O B3aHMMO3aMEHIEMOCTH
JIEKApCTBEHHOTO Tperapara Jjsl MEAULUHCKOrO IPUMEHEHHUs THO0 O TOM, YTO JIEKAPCTBEHHBIN Mpenapar
JUIE  MEOUIIMHCKOTO MpHMEHEHHMs He SBJseTcs B3auMo3aMeHseMbIM. [lopsaok — ompeneneHus
B3aMMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX IPEraparoB JUIsi MEAMLUMHCKOIO TpuUMEHeHus u (opma
3aKIIIOYEHUS! KOMHUCCHM 3KCIIEPTOB SKCHEPTHOI'O YUPEKICHHUS O B3aMMO3aMEHSIEMOCTH JIEKapCTBEHHBIX
IpenapaToB Ui MEIUIMHCKOrO TNpPUMEHEHUs 100 O TOM, YTO JIEKapCTBEHHBIM mpenapar Jyisd
MEIUIIUHCKOTO MIPUMEHEHHSI HE ABJISIETCS B3aMMO3aMEHSIEMBIM, YCTaHABJIMBAIOTCS (eiepaIbHbIM OPraHOM
MCTIOJHUTEIBHOM BIACTH, OCYILECTBIAIOMUM (DYHKIIMHM MO BBIPAOOTKE M peaau3ali TOCyJapCTBEHHOM
MOJUTUKH U HOPMAaTHUBHO-TIPAaBOBOMY DPETYJIMPOBAHUIO B cepe 31paBOOXPAaHEHMs, MO COIJIACOBAHHIO C
(benepaabHBIM OPraHOM MCIIOJHUTEIBHON BIIACTH, OCYLIECTBISIOIINUM (YHKIMU MO JIMIIEH3UPOBAHUIO
IIPOM3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB.

2. Komuccusi 3KCIEpTOB 3KCHEPTHOTO YUPEXKIEHHUS JaeT 3aKIUYEHHE O B3aMMO3aMEHIEMOCTH
JIEKapCTBEHHOT'O Iperapara Jjsi MEAULUHCKOrO IPUMEHEHHUs TMO0 O TOM, YTO JIEKAPCTBEHHBIN Mpenapar
IUI METMIITHCKOT'O IPUMEHEHHUS He ABIISETCS B3aMMO3aMEHAEMbIM, HA OCHOBAaHUHU CJICAYIOIIUX KPUTEPUEB
(XapaKTepUCTHK):

1) okBuBaseHTHOCTh (a7 OMOAHANOroBHIX (OMOMOMOOHBIX) JIEKAPCTBEHHBIX NpPENapaToB
(6MoaHaIOToB) - COMOCTaBUMOCTh) KAUECTBEHHBIX U KOJMYECTBEHHBIX XapaKTEPUCTUK (hapMaleBTHUECCKUX
CyOCTaHIIMI MM COMOCTaBUMOCTb AHTUI'€HHOT'O COCTaBa BaKIMH. Vcrosib30BaHHE pa3iMYHbBIX COJIEH,
3(pHUpOB, KOMIUIEKCOB, M30MEPOB, KPUCTALIMYECKUX (OPM M JIPYTUX MPOU3BOAHBIX OJHOIO M TOTO XK€
JCHCTBYIOIIETO BELIECTBA HE SBJSIETCA MPENATCTBHEM JUIS  ONpEJeNeHHs B3aUMO3aMEHSEMOCTH
JIEKapCTBEHHbIX  IpernapaTtoB, €CIM I[pH  IPOBEJCHUU  HCCIEIOBAaHUS  OMO’KBUBAIEHTHOCTH
JIEKApCTBEHHOT'0 IIperapara WM HCCIEJA0BAaHHs TepaneBTHYECKONH 3KBHBAJIECHTHOCTH JIEKAPCTBEHHOI'O
npernapara JOKa3aHO OTCYTCTBHE KIMHUYECKH 3HAYMMBIX pa3nyuil  (apMakOKMHETHUKH W (Win)
3P PEKTUBHOCTH U 6€30IaCHOCTHU JIEKAPCTBEHHOTO MIpenapara Al MEIUIIMHCKOTO IPUMEHEHUS,

2) DKBHBAJICHTHOCTb JIEKApCTBEHHOH (opMmbl. [101 SKBUBAJIICHTHBIMU JIEKAPCTBEHHBIMU (pOpMaMH
MOHUMAIOTCSl pa3Hble JIEKApCTBEHHBbIE (OPMBI, MMEIOIINE OJMHAKOBBIE CIOCOO0 BBEAECHUS M CHOCOO
OpUMEHeHHs, oONajgarolue  CONOCTaBUMBIMU  (DAPMAKOKMHETHUECKUMH  XapaKTEpPUCTUKaAMH U



(apMaKoIOTHYeCKUM JCUCTBUEM U OOECTICUMBAIOIIUE TAKXKE JTOCTHIKEHHE HEOOXOIUMOr0 KIMHUYECKOTO
spdexra. Paznmuumsa nexapcTBEHHBIX (OpM  HE  SABIAIOTCA MPEMATCTBHEM U ONPECICHUS
B3aMMO3aMEHAEMOCTH  JICKAPCTBEHHBIX  MpEnapaToB, €CIM MpU  TMPOBEACHUU  HCCIECIOBAHMS
OMOSKBHBAJICHTHOCTH  JICKQPCTBEHHOT'O  Tpemapata  WIM  MCCIEJOBAaHUS  TepaneBTHUYECKOH
HKBUBAJIEHTHOCTH JIEKAPCTBEHHOI'O Npenaparta J0Ka3aHO OTCYTCTBHE KIMHUYECKH 3HAYMMBIX Pa3luuuit
dapmakokuHeTnkn u (W) A(PQEKTUBHOCTH U OE30MACHOCTH JICKAPCTBEHHOTO IMperapaTa Juls
MEAULUHCKOTO MPUMEHEHHUS,

3) SKBUBAJICHTHOCTh WM CONOCTaBUMOCTH COCTaBa BCIIOMOTATENIbHBIX BELIECTB JIEKAPCTBEHHOTO
mpenapara A MEOUIIMHCKOTO TNpUMEHeHus. Pa3nmuums cocraBa BCIOMOTaTElIbHBIX — BEIIECTB
JICKApCTBEHHOTO IIpernapara He SBIISIOTCSA MPEMATCTBHEM JJIsl OINpENeeHUs] B3aMMO3aMEHSIEMOCTH
JICKapCTBEHHBIX  IpEnapaTtoB, €CIM IpH  [POBEJCHUUM  HCCIEIOBAaHUS  OMOIKBUBAIEHTHOCTH
JICKApCTBEHHOT'O Iperapara WM HCCIEAOBAHHS TEepareBTHYECKON SKBHBAJICHTHOCTH JIEKAPCTBEHHOI'O
npernapara JOKa3aHO OTCYTCTBHE KIMHUYECKH 3HAYMMBIX pa3indyuil  (apMaKOKUHETUKH u  (Him)
3(pPEeKTUBHOCTH M 0€30IacCHOCTH JICKAPCTBEHHOrO IMpemnapara JUisl METUIMHCKOro npumeHenus. llpu
HAJIMYUK KIMHUYECKH 3HAYUMBIX pa3induid papMakokuHeTHKH U (wiu) 3pdekTHBHOCTH U 0€3011acHOCTH
JICKapCTBEHHOT'0 Tpemnapara Uil MEAWLIUHCKOrO MPUMEHEHHsS B3aHMMO3aMEHSIEMOCTb OIPENeNseTCsl C
yKa3aHHeM Ha MCKJIIOYEHHUE OT/AEIbHBIX TPYII MallUeHTOB,;

4) UACHTUYHOCTD CIIOCO0a BBEICHHS U CIIOc0o0a MPUMEHEHUS,

5) cooTBEeTCTBHE MPOM3BOAUTENS JICKAPCTBEHHOTO CPEACTBA TPEOOBAaHHMSM TPaBHI HaJIeKaIle
MIPOU3BO/ICTBEHHOMN MPAKTUKU.

3. be3 HeoOXoaMMOCTH J10Ka3aTeIbCTBA OMOIKBHUBAJIEHTHOCTH OCYIIECTBIISICTCS ONpEeIeHUE
B3aMMO3aMEHAEMOCTH BOCIIPOM3BEICHHBIX JIEKAPCTBEHHBIX MTPENapaToB, KOTOPHIE:

1) mpenHa3Ha4YeHBl Ui MApeHTEPANbHOTO (IMOJKOKHOTO, BHYTPHMBIIIEYHOTO, BHYTPHBEHHOTO,
BHYTPUTJIA3HOTO,  BHYTPUIIOJIOCTHOTO,  BHYTPHCYCTaBHOTO, BHYTPUKOPOHApHOTO)  BBEACHHA U
NPECTaBISIIOT cO00 BOAHBIE PACTBOPHI;

2) IIPECTaBISAIOT COO0H PACTBOPHI IS IEPOPATHEHOTO IIPHMEHEHUS,

3) nmpou3sBeeHbl B (popMe MOPOIIKOB HIIH JTHO(PHUIM3AaTOB ISl IPUTOTOBJICHUS PACTBOPOB,;

4) SBISAIOTCS Ta3aMH;

5) SBJISAIOTCS YIIHBIMU HJIH TJIA3HBIMU JIEKAPCTBEHHBIMH TIpETiapaTaMy, MPOU3BEICHHBIMU B (hopme
BOJIHBIX PaCTBOPOB,;

6) mpenHa3HA4YCHBI Ui MECTHOTO W (WMJIM) HApy>KHOTO NMPHUMEHEHUS M MPUTOTOBJICHBI B (popme
BOJIHBIX PaCTBOPOB,;

7) mpeACTaBISIOT COOOH BOIHBIC PACTBOPHI ISl UCIIOJIB30BAHUS B ()OPME MHTAISILUA C TOMOLIBIO
HeOyralizepa WM B KadeCcTBE Ha3aJbHBIX CIPEEB, NPUMEHSEMBIX C IMOMOILIbIO CXOIHBIX (MTOXO0XKHX,
AHAJIOTUYHBIX) YCTPOUCTB (IPpUOOPOB, anmapaTos).

4.  OcoOeHHOCTH  OIpeleNieHUs]  B3aUMO3AMEHSEMOCTH  OWOJIOTHYECKUX  JIEKAPCTBEHHBIX
npenaparoB, KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MpenapaToB (colaepkKalnx KOMOMHAIMIO ABYX U Oosee
JNEWCTBYIOIIMX  BEIIECTB), JICKAPCTBEHHBIX MpPENapaTroB Ui  MApeHTEpaJbHOTO0 MHUTAHUA U
HEIO3UPOBAHHBIX  JIGKAPCTBEHHBIX  MPENapaToB  yCTAaHABJIMBAIOTCS  (eAepalbHBIM  OpPraHoM
MCIIOJHUTEIBHOM BIACTH, OCYILECTBIAIOMUM (PYHKIMHM MO BBIpAOOTKE M peau3aliy TOCyJapCTBEHHOM
MOJUTUKH U HOPMAaTHUBHO-NIPAaBOBOMY DPETYJIMPOBAHUIO B cepe 31paBOOXPAaHEHMs, MO COIJIAaCOBAHHIO C
(benepanabHbIM OPraHOM MCIIOJHUTEIBHOM BIIACTH, OCYLIECTBISIOIIMM (YHKIMU MO JMIIEH3UPOBAHUIO
IIPOM3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB.

5. OrmpeneneHre B3aUMO3aMEHSEMOCTH HE OCYILIECTBISETCS B OTHOLICHUM JICKAPCTBEHHBIX
pacTUTENBHBIX MPENnapaToB, TOMEONAaTHYECKUX JIEKApCTBEHHBIX IIPENapaToB.

6. ®opMUpOBaHUE MEPEUYHs B3aUMO3aMEHIEMbIX JIEKAPCTBEHHBIX NPEnapaToB Ui MEAUIUHCKOTO
NPUMEHEHHsI OCYLIECTBISETCS SKCHEPTHBIM YUPEXJAECHUEM IMOCPEICTBOM OObEIMHEHMS JIEKapCTBEHHBIX
[penapaToB B OTJAENbHbIE TPYIIbl, B KaXI0M M3 KOTOPBIX JIEKAPCTBEHHBIC IpENaparhl SBISAIOTCA
B3aMMO3aMEHSIEMbIMU.

7. B cmnyuae BKIIOUEHHMS B HMHCTPYKLHIO IO MEIUIMHCKOMY TNPHUMEHEHUIO JIEKAPCTBEHHOTO



npernapara Ha OCHOBAaHHM PE3YJIbTaTOB COOTBETCTBYIOLIMX MCCIIEIOBAHUH MOKa3aHWN JJIs1 MIPUMEHEHH,
KOTOpBIE OTJIMYAIOTCS OT MOKAa3aHWM JJIS NMPUMEHEHHs JPYTUX JIGKAPCTBEHHBIX IPENapaToB U3 TPYIIIbI
B3aMMO3aMEHSAEMBIX JIEKAPCTBEHHBIX IIperapaToB, B IEpedyHE B3aWMO3aMEHSEMBIX JICKApPCTBEHHBIX
IpenapaToB JUIs MEAULIMHCKOT0 MPUMEHEHHS JOJDKHA OBITh YKa3aHa COOTBETCTBYIOLIAs HH(OpMAIIHS.

8. IlepeueHp B3aMMO3aMEHSEMBIX JICKAPCTBEHHBIX MPENapaToB U MEAUIIMHCKOTO MPUMEHEHUS
pasmenaeTcs yrnoJHOMOUYEHHBIM (pefepaibHbIM OpPraHOM HCHOJIHHUTEIBHON BIIACTH, OCYIIECTBIISIOLINM
rOCYJIapCTBEHHYIO PETUCTPAIUIO JIEKAPCTBEHHBIX MPENapaToB A MEAULMHCKOTO IPUMEHEHHs, Ha CBOEM
ournmansHoM caiite B cetu "Hurteprer”. MHdopmanus B nepeuHe B3aUMO3aMEHSEMBIX JEKAPCTBEHHBIX
IpenaparoB JUIsi MEAWLMHCKONO NPUMEHEHHsS OOHOBISETCA YyKa3aHHbIM (pefepaibHbIM  OpraHoM
UCTIOJIHUTEIBHOM BJIACTH C YYETOM HOBBIX 3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENapaToB JUIs
MEIULUHCKOTO MPUMEHEHHS 1 BHECCHHBIX U3MEHEHUH B JOKYMEHTBI, COJIepKAIlecs B PETUCTPAIIMOHHBIX
JI0ChE Ha 3apEerUCTPUPOBAHHBIE JICKAPCTBEHHBIEC IPenapaThl A MEIUIIMHCKOTO IIPUMEHEHUS.

9. IlopsaoK UCTONB30BaHUS HH(POPMAIMK O B3aMMO3aMEHIEMbIX JICKAPCTBEHHBIX MpernapaTax Jyis
MEIMLMHCKOTO MPUMEHEHHs W TOPSJOK Jauyd pa3bsCHEHWH IO BOIPOCAaM B3aHMMO3aMEHIEMOCTH
JICKapCTBEHHBIX MPENapaToB Ui MEAULIUHCKOIO MPUMEHEHUSI YCTAaHABIUBAIOTCS (pefepalbHbIM OPraHOM
MCIIOJHUTEIBHOM BJIACTH, OCYILECTBIAIOMUM (DYHKIMM MO BBIPAOOTKE M peanu3allii TOCyJapCTBEHHOM
MOJUTUKH U HOPMAaTHUBHO-TIPAaBOBOMY DPETYJIHMPOBAHUIO B cepe 31paBOOXPaHEHMs, MO COrJACOBAHHIO C
(benepaabHBIM OPraHOM MCIIOJHUTEIBHON BIIACTH, OCYLIECTBISIOMNUM (YHKIMUA MO JIMIICH3UPOBAHUIO
MIPOM3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB.

Crartbs 28. PeructpaniioHHOE YJJOCTOBEPEHHUE JIEKAPCTBEHHOI'O ITpernapaTa

1. PerucrpanmoHHOE YIOCTOBEPEHHE JEKApCTBEHHOr'O IMpernapaTra C YKa3aHHEM JIeKapCTBEHHBIX
dbopM U JI0O3UPOBOK BbIAETCSI OECCPOYHO, 3a MCKIIOYEHHEM pPErHMCTPAllMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOT O MpenapaTta, BbIJIaBaeMOI'0 CO CPOKOM JICHCTBUS MATH JIET, HA BIIEPBbIE PETUCTPUPYEMBIE B
Poccuiickoii @enepanuu iekapcTBEHHBIE PENapaThl.

2. Tlo ucreueHuun ykazaHHoro B yacTh 1 Hacrosmlell cTaThM CpoKa BBIAAETCS OecCpodHOE
PETUCTPAIIMOHHOE YIOCTOBEPEHUE JICKApCTBEHHOTO IIpernapara MpH YCIOBUM TOATBEPXKICHUS €ro
rOCYJJapCTBEHHOM pErncTparuH.

3. B ciydae BHeceHus1 B cooTBeTcTBUH co cTtaThsiMu 30 u 31 Hactosimero denepaabHOro 3aKOHA
U3MEHEHMH B cojepKalllhecsi B PEruCcTPAllMOHHOM [OCh€ Ha 3aperuCTPUPOBAHHBIN JIEKapCTBEHHBIN
npenapar JAOKYMEHTHI, 3aTparuBalOIMX CBEICHMS, OTPAKEHHBIE B PETUCTPALMOHHOM YJIOCTOBEPEHHUU
JIEKapCTBEHHOT'O Iperapara, yIOJIHOMOYEHHBIH (eepabHblii OpraH HCHOJIHHUTEIbHOM BIIACTH BBIJAET
HOBOE PErMCTPAllMOHHOE YAOCTOBEPEHHUE JIEKAPCTBEHHOTrO Iperapara, cojepiKallee BHECEHHbIE B HETO
M3MEHEHMS.

4. Yrpatuna cuiy c 1 saBapst 2026 r. - denepanbHbiit 3akoH oT 30 stHBaps 2024 r. Ne 1-03

Crartpsa 29. [loarBepikieHNE TOCYJapCTBEHHON pEerucTpaiy JeKapCTBEHHOTO Mpernapara

1. IToaTBepkaeHUE rOCyIapCTBEHHON PETHUCTpalMK JIEKapCTBEHHOIO IpenapaTa OCyIIECTBISeTCs
IOpU BblJaye OECCPOUYHOr0 PErHCTPALMOHHOIO YJIOCTOBEPEHMsI JIEKAPCTBEHHOI'O IIpernapara B ciydae,
yKa3aHHOM B 4acTH 2 cTaTbu 28 HacTosuiero denepanbHOro 3aKOHA, B CPOK, HE MPEBBIIAIOLINNA COPOKa
pabouux THEH co AHA HampaBlEHHUs MOCPEICTBOM €IMHOIO MOpTajia B YIOJIHOMOYEHHBIH (enepanbHblii
OpraH HCHOJHMUTEJIbHON BIACTM WIM JIMYHBIM KaOWHET YIOJHOMOYEHHOro (QenepaibHOro oOpraHa
MCIIOJHUTEIBHOM BJIACTU B €IMHON CHCTEME 3asiBJIICHUS O TOJATBEP)KICHUH TOCYJapCTBEHHOM perucTpanuu
JIEKapCTBEHHOT'0 NpenapaTa sl MEIULMHCKOTrO NMPUMEHEHUS, U B CPOK, HE MPEBBIIAIOIIUN TPUALATH
Tpex pabouux AHEW CO JAHSA NPUHATHS 3asiBJICHHUS O TOCYJApCTBEHHON PErMCTpaliy JIEKAapCTBEHHOTO
mpenapara Ui BETEpUHAPHOIO IMPUMEHEHHs, MOJINMCAHHOIO YCWJIEHHOW KBaJIM(UIIMPOBAHHON
AJIEKTPOHHOM moanucelo. He ocymiecTBisieTcss MOATBEPXkAEHUE TOCYJAapCTBEHHON pErucTpanuu B
OTHOILICHUM JIEKAPCTBEHHOIO IIpernapara [yl BETEPUHAPHOTO IPUMEHEHMs, HE HaxOJMBILETrocs B
obpamenun B Poccuiickoii ®Penepauuu B TeueHHEe Tpex U Oosee JieT, a TakkKe B OTHOLICHUH
JIEKapCTBEHHOT'O CPECTBA, MPOMU3BEAEHHOIO C HApyLIEHHEM TpeOOBaHMs, YCTaHOBJIEHHOTO 4acThio 3.7
cratb /1 Hactosmero ®enepaabHOro 3aKOHA. 3asBICHHE O MOJTBEPKACHUM TOCYIapCTBEHHON
perucTpanyy JIEKapcTBEHHOI'0 TpernapaTa MOXeET ObITh MOANHMCAHO YCWJIEHHON KBaJM(UIIMPOBAHHON



3JIEKTPOHHON MOJMUCHIO JIMOO YCHJICHHOH HEeKBaIM(UIIMPOBAHHON SJEKTPOHHON MOJIKCHIO B CIyyae,
€CIM OT WMEHH 3asBUTENS JIEHCTBYET €ro mnpeicTaBuTellb ((PU3HMUECKOe JIUI0), YIOJTHOMOYCHHBIN
JCCTBOBATh OT WMEHHU 3asBUTENs] HAa OCHOBAaHMHM JIOBEPEHHOCTH B JIIEKTPOHHON Qopme B
MAaIlIMHOYNTaEMOM BH]IE.

2. 3asgBieHHE O TONATBEPXKICHUU TOCYJAPCTBEHHOW pErucTpanuy JEKapCTBEHHOTO Iperapara
HATPABJIAETCS MTOCPEACTBOM EAMHOTO MOpTaia B YIOJTHOMOYCHHBIN (eiepalibHbIi OPTaH UCIOTHUTEIBHOM
BIIACTH WM JIMYHBIA KaOMHET YIOJIHOMOYEHHOro (heAepaibHOr0 OpraHa HCIOJHUTEIHHOW BJIACTH B
€IUHOM CHCTEME HE paHee 4YeM 3a CTO BOCEMBIECAT JHEHM [0 MCTEYEHUS CPOKa JEUCTBHUS
PETrUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOIO Ipenapara W HE IMO3JHEE OKOHYAHHS CpPOKA €ro
JICHCTBUSL.

2.1. Yrpatuna cuiy c 30 saBaps 2024 r. - ®enepanbubiii 3akoH oT 30 siHBaps 2024 r. Ne 1-3

3. IloaTBepxkaeHne rocyAapCTBEHHOM PErrCTpaIMy JIEKApCTBEHHOTO Iperapara OCyIECTBISeTCS
[0 pe3yibpTaTaM JKCIEPTU3bl OTHOLIECHHS OXKHUJIAEMOW IOJb3bl K BO3MOXXHOMY PHUCKY IPUMEHECHUS
JIEKapCTBEHHOT'O Mpernapara Ha OCHOBAHMM PE3YJIbTaTOB MOHUTOPUHTA 3(PPEKTUBHOCTH U OE30MAaCHOCTH
JICKapCTBEHHOI'0  IIperapara, IPOBOAUMOIO  JEpXkKaTeaeM WIM  BIAJAEIbLEM PETUCTPALMOHHOTO
yIOCTOBEPEHHS JICKAPCTBEHHOTO Mpenapara TM00 yImOTHOMOYECHHBIM UMHU FOPUINYECKUM JIUIIOM, a TaKXKe
COOTBETCTBYIOIIUM yTIOJTHOMOYEHHBIM (pe/iepaTbHbIM OPraHOM HCIIOJIHUTEIBHON BJIACTH B COOTBETCTBHH
¢ TpeboBaHusIMU cTaThu 64 HacTosiero denepanbHOro 3aKOHa.

4. K 3asgBIeHHUIO O MOATBEPKIACHUH TOCYIApPCTBEHHON PETHUCTpAIlMU JIEKAPCTBEHHOTO MperapaTa
JUIS METULIMHCKOT O TPUMEHEHUS TIPUJIArat0TCs:

1) mOKyMeHTBI, COep)Kallue pe3yabTaThl MOHUTOPHHra 3(PQeKTHBHOCTH U 0e30IaCHOCTU
JICKapCTBEHHOTO IIpernapara s MEIUIMHCKOr0 NPUMEHEHHS, IIPOBEICHHOrO JIep)KaTelieM WIIH
BJIAJICNIBLIEM PETUCTPALMOHHOTO YJOCTOBEPEHMS JIEKAPCTBEHHOIO Ipenapara il MEIHMIMHCKOrO
NpUMEHEHHs] JIMOO YIOJMHOMOYEHHBIM WM IOPHIMYECKHUM JIHMIIOM, 10 (opme, yTBEpKICHHON
YIOJTHOMOYEHHBIM (heiepalibHbIM OPTaHOM HCTIONHUTENBHON BIACTH;

2) CBeIeHUS O JaTe MPEIOCTaBJICHUS M PETUCTPAIIMOHHOM HOMEpE JHUIICH3MM Ha MPOU3BOJCTBO
JICKapCTBEHHBIX CPEACTB, WM CBEAEHUA O Jare IMPEJOCTAaBJICHUS M PETUCTPALIMOHHOM HOMEPE
3aKJIIOUEHUSI O COOTBETCTBHH TPOU3ZBOJIUTENS JICKAPCTBEHHBIX CPEACTB TpeOOBaHUSM TMPaBUI
HaJJIeXalle MPOU3BOJCTBEHHOW NPAKTHKHU, WM KOMHS CepTU(]HKATa COOTBETCTBUS MPOU3BOIAUTENS
JEKapCTBEHHBIX CPEACTB [UISI MEIUIMHCKOTO TpPUMEHEHHs TpeOOBaHMSIM TMpaBWII  HaJJIexalien
MPOU3BOACTBEHHOM  MNpPAaKkTUKM  EBpasMiCKOro  SKOHOMHMYECKOIO C0103a, MPEIOCTABIIEHHBIX
YIOJTHOMOYEHHBIM (hefepaibHbIM OPraHOM HCIOMHUTEIBHON BJIACTH B OTHOIIEHUU MPOU3BOACTBEHHOMN
IUIOIIAJKH JICKAPCTBEHHOTO Ipenapara JUisi MEJULIUHCKOIO IPUMEHEHUS, TOCYIAPCTBEHHAS] PETUCTPALIUS
KOTOPOTO MOATBEPKAAETCA B ClIydae, €ClIi MPOU3BOACTBO JIEKAPCTBEHHOT'O Mpenapara sl MEAUIIUHCKOTO
IIPUMEHEHHUS ocyluecTBisiercs B Poccuiickon Penepauny;

3) Komusl TPEeJOCTaBIICHHON YIOJTHOMOYCHHBIM OPraHOM CTpPaHbl MPOWU3BOAMTEINS JIUIICH3UMH Ha
MPOU3BOACTBO JIEKAPCTBEHHOI'0 MIpernapara Uil MEIULIMHCKOIO NPUMEHEHUS U €€ MEPEBOJ Ha PYCCKUU
S3bIK, 3aBEPEHHBIE B YCTAaHOBJIECHHOM IIOPSAJKE, a TAKXKE KOIMS 3aKIOYEHHUS O COOTBETCTBUHU
MPOU3BOJUTENS JICKAPCTBEHHBIX CPEACTB TPeOOBaHHWSAM TPaBUI HAAJEXKaIEed MPOU3BOACTBEHHOMN
MPAKTUKH, WIW KOMHS CepTHU(HUKATA COOTBETCTBUS MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB IS
MEIUIIMHCKOTO TPUMEHEHHUs TpeOOBaHUAM TMpaBUJ HaAJeXKalled MPOU3BOJCTBEHHON MPAKTUKHU
EBpa3uiickoro 5KOHOMHYECKOTO CO032, BBIJAHHBIX YIOJTHOMOYEHHBIM (heJepaibHbIM OpPraHoM
WCIOJIHUTEIBHON BJIACTH B OTHOLIEHHWH INMPOM3BOACTBEHHOM IUIOLIAJKH JIEKAPCTBEHHOI'O IMperapara s
MEJIUIMHCKOTO IPUMEHEHUS, TOCYJAPCTBEHHAs] PETUCTPALMS KOTOPOTO IMOATBEPKAACTCS, WIM KOMMS
pelIeHHus YIOJIHOMOYEHHOro (peepadbHOr0 OpraHa HUCHOJHUTENBHON BIAcTU O TMPOBEACHUU
(dhapMaleBTHUECKON MHCIIEKIIMK TPOU3BOJICTBA JEKAPCTBEHHBIX CPEIACTB ISl METUIIMHCKOTO MPUMEHEHHS
HA COOTBETCTBHE TpPeOOBAHMUSM TMPABWII HaJUIekKAIIeW MPOU3BOJACTBEHHOW MpakTuku EBpasuiickoro
SKOHOMMYECKOI'0 COK3a B Cilyyae, €CJIM MPOU3BOACTBO JIEKAPCTBEHHOI'O Mpenapara sl MEAULUHCKOrO
MIPUMEHEHHUS OCYLIECTBIIsETC 3a nTpeaenamu Poccuiickoit denepanuu.

4.1. B oTHOIIEHUU OMOJIOTMYECKUX JIEKAPCTBEHHBIX MPENapaToB ISl MEIUIIMHCKOTO MPUMEHEHUS



3asBUTENb JOTOJHUTENBHO TPEACTABISIET pPE3yJbTaThl MEPONpPUATHH, NPEAYyCMOTPEHHBIX IUIAHOM
YIpaBJICHUS PHUCKAMM, YTBEpPXKIECHHBIM YIOJIHOMOYEHHBIM (eaepalbHbIM OPraHOM MCIIOJHHUTENbHOM
BJACTH TIPU OCYILECTBIEHHWH TOCYJApPCTBEHHOW pETHUCTpallMM JIEKApCTBEHHOTO Iperapara Juis
MEAULUHCKOTO MTPUMEHEHHUS.

4.2. K 3asBIeHUIO O MOATBEP)KICHUN TOCYIAPCTBEHHOM PETrUCTpalMU JIGKAPCTBEHHOIO IpenapaTa
JUIE BETEPUHAPHOTO NPUMEHEHHUs MPUJIAraloTcs JAOKYMEHTHI, COJAEp’Kalllue pe3ybTaThl MOHHTOPWHIA
3pPeKTUBHOCTH U 0€30MacHOCTH JICKApCTBEHHOTO IMpernapara JUisi BETEPUHAPHOIO INPHUMEHEHUS,
IPOBOJMMOIO JIep)KaTeJIeM WM BJaJeNbLEM pPETUCTPALIMOHHOTO YIOCTOBEPEHHs JIEKapCTBEHHOI'O
npenapara Ui BETEPHUHAPHOTO NPUMEHEHHS JIMOO YIOJIHOMOYEHHBIM WM IOPUIMYECKHM JIMIOM, IO
dbopme, yTBEpKACHHOW YIOJIHOMOYEHHBIM (hefepabHbIM OpPraHOM HCIOJHHUTEIBHON BIIACTH, H
JOKYMEHTHI, yKa3aHHbIC B MyHKTaxX 1, 2 - 2.2, moamynkrax "a", "6", "k", "n" mynkra 4 vactu 3 crareu 17
Hacrosero denepanbHOro 3akoHa. B OTHOLIEHHHM MUMMYHOOHOJIOTHMUYECKUX JEKAPCTBEHHBIX IpenapaToB
JUIL BETEPUHAPHOTO MPUMEHEHUs HE MPEJCTABIAIOTCS CBEICHHs, yKa3aHHbIE B MOJMyHKTe "K' myHKTa 4
yactu 3 crathk 17 Hactosmiero denepanbHoro 3akoHa. B OTHOIIEHUH JIEKapCTBEHHBIX MpeENapaToB Uis
BETEPUHAPHOTO MNPUMEHEHHMS, IOJyYEHHBIX C HPUMEHEHHEM TI'€HHO-MHXEHEPHO-MOIU(PHUIIMPOBAHHBIX
OPTraHU3MOB WJIHM COJEPKAIIUX TAKUE OPraHU3MBbl, JOMIOJHUTEIHHO IPEACTaBISIOTCS CBEACHUS, YKa3aHHbIC
B nyHkTte 13 yactu 3 crarbu 17 HacTosmero @enepaabHOTO 3aKOHA.

4.3. 3asgBUTEnb BIpaBe MPEICTaBUTh C 3asABICHUEM O TOATBEP)KICHUU TOCYIapCTBEHHOM
perucTpaly  JICKapCTBEHHOTO Mperapara pPeKBU3UTHI JIOKYMEHTa, IOATBEPXKAAIOLIET0  YIUIaTy
rOCYJapCTBEHHOM MOLUIMHBI 3a MOATBEPXKICHHE TOCYAapCTBEHHOW PErucTpalu JIeKapCTBEHHOTO
npernapara, a TakKe BbliaBacMble (MPeIOCTaBIsieMble) YIOJIHOMOUYCHHBIMHU (eaepabHBIMH OpraHaMu
UCIIOJTHUTEIBHOW BIIACTU IOKYMEHTHI (CBEIICHUS), YKa3aHHbIC B IYHKTaX 2 M 3 4acTH 4 HACTOAIICH CTaThU.
B ciywae ux HempeacTaBleHMs YMOJIHOMOYEHHBIH (hefepalbHBId OpraH HUCIOJIHUTENBHOW BJIACTH
3ampalivBaeT yKa3aHHbIE JOKYMEHTHI (CBEICHHMs) B MOPSIKE MEXKBEIOMCTBEHHOr0 WH()OPMAIMOHHOTO
B3aMMO/ICHCTBHSI.

5. B Teuenue mnATtu pabouyux AHEH €O JHS HAlpaBJIEHUS IOCPEACTBOM EAMHOIO TOpTaja B
YIOJTHOMOYEHHBIH  (efepalbHBIi  OpraH  HWCIOJHUTENBHOM  BJIACTH  MAM  JIMYHBIA  KaOMHET
YIOJIHOMOYEHHOr0 (peiepajJIbHOr0 OpraHa HCHOJIHUTENBHOM BIIACTH B €AMHOM cHUCTEME 3asBIECHUS O
MNOATBEPXKIEHUH TOCYIAapCTBEHHOM pErucTpaluy  JIEKAapCTBEHHOrO mpenapaTta U JOKYMEHTOB,
COZIep KAIINX Pe3ybTaThl MOHUTOPUHIA 3((HEKTUBHOCTH M 0€30MaCHOCTH JIEKAPCTBEHHOT'O IMpernapara,
NPOBOJUMOI0 JiepXKaTeJdeM WM BJIAJENbLEM pPETHCTPAllMOHHOTO YJIOCTOBEPEHUs JIEKapPCTBEHHOTO
npemnapara J100 yHOJHOMOYEHHBIM UMM OPUIMYECKUM JIMIIOM, YIIOJIHOMOYEHHBIN (perepasibHblii opraH
UCTIOJIHUTEJIbHOW BIACTH!

1) mpoBOAMT MPOBEPKY MOJIHOTHI CBEICHHH, COACPKAIUXCS B MPEACTABICHHBIX 3asBUTEICM
JIOKYMEHTaX;

2) MPUHUMAET pEIIeHHE O MPOBEJCHUH WM 00 OTKa3e B NMPOBEICHHU DKCIIEPTU3BI OTHOIICHHS
OKH/IaeMOU TOJIb3bI K BO3MOXXHOMY PHCKY NPHUMEHEHHUS JIEKapCTBEHHOTO Ipernapara Ha OCHOBaHUU
pe3yJabTaTOB MOHUTOPHHTA 3(PPEKTUBHOCTU U O€30MaCHOCTH JIEKApCTBEHHOrO Mpernapara, MpOBOAUMOrO
JepKaTeneM WIM BIAJENbLEM PErucTPalMOHHOIO YIOCTOBEpEHHs JIEKapCTBEHHOIO Ipemnapara Jaubo
YIOJHOMOYEHHBIM UMU FOPUAMYECKUM JIMLIOM, a TakkKe (eepanbHbIM OPraHOM HCIIOIHUTENILHON BIACTH
B COOTBETCTBUU C TPeOOBAaHUAMM CTaThu 64 HacTosAero OenepaabHOro 3aKOHa,;

3) HampaBiIAeT B JUYHBIH KaOMHET HKCIIEPTHOIO YYPEKACHHS B €IMHON CHUCTEME MOJINMHMCAHHOE
YCUJICHHOM KBaNnU(UIIMPOBAHHOM 3JEKTPOHHOM MOANMCHIO 3a/JaHHEe Ha IPOBEIEHHE SKCHEPTHU3HI,
IPEIYyCMOTPEHHOW IMYHKTOM 2 HACTOSIICH YacTH, a TaK)Ke HANpaBJSIET 3asIBUTEIIO [TOCPEICTBOM €IMHOTO
noprajia WM B JIMYHBIA KaOWHET 3asBUTENS B €IUMHOM CHCTEME MOJINMCAHHOE YCUJIEHHOU
KBAJIM(HULIUPOBAHHON 3JIEKTPOHHON MOJAMUCHIO YBEOMIIEHUE O MIPUHATOM PEIIEHUH O BbIaye 3a/laHusl Ha
NPOBEICHUE YKa3aHHON SKCHEPTU3bl JIMO0 00 OTKa3e B MPOBEACHUHU yKa3aHHOM 3KCIEPTU3bl C yKa3aHUEM
NPUYHMH OTKa3a.

6. B cmydae BBISBIGHUS HEZOCTOBEPHOCTH U (WiIM) HEJOCTATOYHOCTH WH(OPMAIINH,
coJiepalleiicss B MpeACTaBICHHBIX 3asBUTEIEM JOKYMEHTaX, YHNOJIHOMOYEHHBIH (enepanbHblii opraH



WCTIOJTHUTENBHOM BJIACTH HAIIPABIISET 3asBUTEIIO MOCPEICTBOM €IMHOTO MMOpPTaJia WK B JIUYHBIN KaOUHET
3asgBUTENSI B €IMHON CHUCTEME 3ampoc 00 YTOYHEHHH yKa3zaHHON MH(pOpMAINH, MOANUCAHHBIN yCUICHHOM
KBaJTU(UIIUPOBAHHON AJIEKTPOHHOHN MOATHUCHIO.

7. 3asBuTenb 00s3aH HANpaBUTh IOCPEICTBOM €AMHOTO TOpTaja B  YHOJIHOMOYCHHBIN
(benepanbHbI OpraH UCIOJHUATENFHONW BJIACTH WM JIMYHBIA KaOMHET YIOJHOMOYEHHOTro (enepaabHOro
OpraHa HCIIOJIHUTEJIFHOW BJACTH B €AWHOW CHCTEME NOJNHMCAHHBIA YCHUJICHHOW KBaJU(HUIIMPOBAHHOU
AJIEKTPOHHON MOJMUCHI0 OTBET HA 3alpoC YIMOJIHOMOYEHHOTO (helepajbHOro OpraHa MCHOJIHHUTEIbHOM
BJIACTH, YKa3aHHOTO B YacCTH 6 HACTOSAIICH CTAaThbH, B CPOK, HE MPEBBIIIAIOMINI eBIHOCTa pabounx AHEH
CO JHS TMOJYYCHHs YHOJIHOMOYEHHBIM (hefepaabHbIM OPraHOM HCIOJHUTENLHOW BIACTH 3JIEKTPOHHOTO
YBEJIOMIIEHHSI O MOJIYYEHHUH 3asBUTENIEM Takoro 3amnpoca. Cpok, yKa3aHHBIN B 4aCTH O HACTOSIIEH CTaThy,
IIPUOCTAHABIMBACTCS CO JHS HAIPABJICHUS 3asBUTEIIO IIOCPEICTBOM E€IUHOIO INOPTaJa WIX B JINYHBIA
KaOMHET 3asBUTENS B €JMHOI CHUCTEME TAaKOro 3ampoca JI0 JHS HalpaBJICHHs 3asBUTENIEM MOCPEICTBOM
€IMHOr0 TOopTajla B YIOJHOMOYEHHBIH (enepajabHblii OpraH HCHOJIHUTEIBHOM BIACTH WM JIMYHBIN
KaOMHET yIOJIHOMOYEHHOTO (peiepalibHOro OpraHa UCIOIHUTEILHOM BIACTH B €IMHON CUCTEME OTBETa Ha
TaKOM 3aIIpoC U HE YUUTHIBACTCS IIPU UCUUCIICHUM CPOKA ITOATBEPKACHUS TOCYAAPCTBEHHOU perucTpanun
JIEKapCTBEHHOI'0 Ipenapara. B ciywae, eciu OT MMEHHM 3asBUTENSA JCUCTBYET €ro IMpeACTaBUTEIb
(pusmyeckoe nHII0), YIIOTHOMOYCHHBIH JISHCTBOBAaTh OT UIMEHH 3asiBUTEIIS HA OCHOBAaHWH JIOBEPCHHOCTH B
3JIEKTPOHHON (hopMe B MAIIMHOYMTAEMOM BHJIE, OTBET Ha 3alpOC MOXKET OBITh MOJMHMCAH YCHUJIEHHOU
KBaJU(HUIIMPOBAHHON 3JIEKTPOHHONW MOANHUCHIO OO YCHUJICHHOW HEKBATU(HUIIMPOBAHHOW 3JEKTPOHHOM
MOAIUCHIO.

8. OcHoBanueM JUIs OTKa3a B TNPOBEJCHMM SKCHEPTH3bl OTHOIIEHUS OXHMIAeMOH MONb3bl K
BO3MOKHOMY DPHUCKY IIPUMEHEHHs JIEKapCTBEHHOIO IIpernapara sBISETCS IMPEICTaBICHUE IOKYMEHTOB,
COJIep KaIINX Pe3yJIbTaThl MOHUTOPUHTA 3((PEKTUBHOCTH U 0€30IaCHOCTH JIEKAPCTBEHHOIO Mpernapata, u
(unM) B OTHOIIGHMH OWOJOTMYECKHMX JIEKAPCTBEHHBIX IPENapaToB pe3yIbTaTOB OCYIIECTBICHUS
MEpONPUATUI B COOTBETCTBUU C IUIAHOM YIIPABIEHUS PUCKAMH, YTBEP)KIACHHBIM YIIOJHOMOYEHHBIM
(benepanabHBIM OPraHOM HCHOJHUTENIBHOM BIACTU MPU OCYILECTBIEHUHM TOCYNAapCTBEHHOW pErucTpanuu
JIEKapCTBEHHOTO Iperapara, B HEMOJHOM 00beMe, OTCYTCTBHE MH(POpPMALMH, MOATBEep:KIaromen (akrt
YIUIaThl TOCYJaPCTBEHHOM IOIUIMHEI 3a IIOATBEPKICHUE I'OCYJapPCTBEHHON PErUCTPALIMU JIEKAPCTBEHHOTO
npenapara, J100 HerpeiCcTaBlIeHHe 3asBUTENIEM B YCTAaHOBJICHHBIM CPOK OTBETa Ha yKa3aHHBIM B yacTu 6
HACTOSIIEH CTaTbU 3arpoc YIMOJIHOMOYEHHOTo (pelepalbHOrO0 OpraHa MCIOJIHUTENIFHON BIAcTH, a TaKxke
OTCYTCTBHUE B YKa3aHHBIX JJOKYMEHTaxX UH(OpMAIMU, KOTOPas T0JKHA OBITh B HUX OTPaKEHa.

9. DkcmepTu3a OTHOLICHHUS OXHMJIAEMOM TMOJb3bl K BO3MOXKHOMY PHCKY IPUMEHEHHS
JIEKapCTBEHHOI'O IIpernapara B LENAX IMOATBEPXKACHHUS I'OCYJapCTBEHHON PEruCTPaLMM JIEKAPCTBEHHOI'O
rnpenapara IpoOBOAUTCS KOMHUCCUEH JKCIEPTOB 3KCIIEPTHOIO YUYPEKIAECHUS B CPOK, HE IPEBBIIAOIINI
TpuaUaTH pabouux JHEH, NpH MOATBEPXKICHUH TOCYJIAPCTBEHHOM pErHCTpaluy JEKapCTBEHHOTO
npenapara Juisi MEIUIIMHCKOTO MPUMEHEHHs U B CPOK, HE MPEBBILIAIONIUI BAALATH TPEeX padouux THEH,
[P TMOATBEPKACHUM T'OCYJAapCTBEHHOM PETUCTpAaLMM JIEKapCTBEHHOI'O IIperapaTra il BETEPUHApHOIO
IIPUMEHEHHS.

10. B ciyuae HEZOCTaTOUHOCTHU MPEICTABIECHHBIX SKCHEPTY MATEpPHAaIOB Ul JAa4M 3aKJIIOYCHUS B
JUYHBIA KaOWHET 3asBUTENs B €AMHOM CHCTEMe HalpaBIAeTCs 3alpoc O MPEICTABICHUH HEOOXOIMMBIX
MaTepualoB, MOANHCAHHBIA PyKOBOAWUTeNeM (YHNOJTHOMOUYCHHBIM JIMIIOM) 3KCIEPTHOTO YUPEKICHHS C
UCIOJIb30BAHUEM YCHIIEHHON KBaTU()ULIUPOBAHHOM IEKTPOHHON HOIHCH.

11. 3asButenp 00s3aH HAPaBUTh B JIMUHBIA KAOMHET SKCIIEPTHOTO YUPEXKICHUS B €AMHON cHCTEME
MOJITUCAHHBIA YCUJICHHON KBaIM()PUUIUPOBAHHOMN 3JEKTPOHHOM MOANMCHIO OTBET HA 3alpOC 3KCIEPTHOTO
YUPEXIECHUSI B CPOK, HE IMPEBBIAIONIMNA MIECTUACCATH paboyuX AHEH CO JIHS MOJIyYEHHUs SKCIEePTHBIM
YUPEXKACHUEM 3IEKTPOHHOI'O YBEIOMIICHUS O IOJIYyYECHHUH 3asBUTENIEM YKA3aHHOTO 3ampoca. Bpemsa co qus
HaNpaBJIeHUs B JIUYHBIA KaOMHET 3asBUTENS B €AMHON CUCTEME 3aIllpoca SKCIEPTHOTO YUPEKIACHUS A0 AHS
HalpaBJICHUs 3asBUTENIEM B JIMYHBIA KaOMHET HKCHEPTHOIO YUPEKJCHHS B €IMHOW CHCTEMe OTBEeTa Ha
YKa3aHHBIM 3alpOC HE YYUTBIBACTCSA IIPU HCYUCICHUM CPOKAa IPOBEICHMS DKCIIEPTU3bl OTHOLLICHHUS
O’KMJIa€MOM TI0JIb3bl K BO3MOXKHOMY PHUCKY NPUMEHEHMs JIEKAPCTBEHHOI'O IIpernapara Ha OCHOBAHUH



JOKyMEHTa, COJEpKAILEro pe3yabTaThl MOHUTOPUHTA 3(P(HEKTUBHOCTH U O€30MAaCHOCTH JIEKAPCTBEHHOTO
npemnapara.

12. B cpok, He NpPEeBBIMLAIONIMNA MATH pabounx IHEH cO JHS HaANpaBJiCHUS B JMYHBIA KaOMHET
YIOJIHOMOYEHHOr0 (heAepabHOTO OpraHa HCIOJIHHUTENbHON BJIACTH B €IUHOM CHCTEME 3aKIIOYCHHS
KOMHCCHH 3KCIIEPTOB O PE3yIbTaTaM 3KCIEPTU3bI OTHOLICHUS 0’KUIaEMOMN TOJIb3bI K BO3MOKHOMY PHCKY
NPUMEHEHHsI JIEKaPCTBEHHOI'O IIpernapara, COOTBETCTBYIOLIMI YIOJTHOMOYEHHBIN (eaepaabHbIii OpraH
UCTIOJIHUTEJIbHON BIACTH:

1) ocymIecTBISICT OLEHKY 3TOTO 3aKIIOUEHHs JUISl ONPENENICHHS €ro COOTBETCTBHS 33aJaHUI0 Ha
MPOBECHUE YKa3aHHOM SKCIEPTHU3HI;

2) TPUHMMAET pEIICHHE O MOATBEPXKICHUN T'OCYAAPCTBEHHOW PETUCTPALMK JIEKAPCTBEHHOTO
npernapara Ui 00 oTKas3e B OATBEPKACHUHU rOCYIapCTBEHHON PErHCTpalluy JIEKApCTBEHHOT'O Mpenapara;

3) BHOCHT TMpH TIPUHATUM PEHICHHS O TOATBEPKACHUH TOCYAAPCTBCHHOW PpErucTpanuu
JICKapCTBEHHOT'O Iperapara CBEICHUS B TOCYAAPCTBEHHBIM pEecTp JIEKAPCTBEHHBIX CPEICTB M BBIJACT
3asBUTENI0 OECCPOYHOE PErMCTPALMOHHOE YIOCTOBEPEHHE JICKApPCTBEHHOIO Ipernapara IMOCPeICTBOM
HaNpaBJICHUS Yepe3 CIUHbII MOpTajl WIM JIMYHBIA KaOMHET 3asBUTENS B €JUHON CHUCTEME BBIHMCKU M3
rOCYJJApCTBEHHOTO PEecTpa JEKApCTBEHHBIX CPEICTB, MOANUCAHHON YCHJICHHOW KBaTU(UIIMPOBAHHON
3JIEKTPOHHOW MOJANUCHIO.

13. OcHoBaHueM A7l OTKa3a B MOATBEPKACHUU T'OCYAAPCTBEHHONW PETUCTPALlMM JICKAPCTBEHHOTO
npernapara SBISETCS 3aKIIOYEHHE COOTBETCTBYIOIIETO YHOJIHOMOYEHHOTo (efepajbHOro opraHa
UCTIOJIHUTEIBHOM BIACTH O TOM, YTO PUCK NPUYMHEHMS BpEeAa 3/I0POBBIO UEJIOBEKa WM >KUBOTHOTO
BCJIEJICTBHE ITpUEMa JIEKapCTBEHHOT'O MpenapaTa MmpeBblaeT 3¢ (HeKTUBHOCTh €ro MPUMEHEHHUS.

14. B mepuon mnpoBeneHHs MPOLEAYPbl IMOATBEPKACHUS TOCYAapCTBEHHOW perucTpanuu
JIeKapCTBEHHOT O Mpenapata ero ooparienue B Poccuiickoil @enepaninu He MPUOCTaHABINBAETCS.

15. JlomyckaeTrcs oOpaleHue JIeKapCTBEHHBIX IPErnapaToB [0 HCTEYEHUS CpOKa TOAHOCTH,
NPOU3BEJACHHBIX B TEUYEHHWE CTa BOCBMUAECATH KaJCHIApHBIX JHEH Iociae JAaThl TNPHHATUA
YIIOJIHOMOYEHHBIM  (pe/iepajbHbIM OPraHOM HCIOJHMUTEIBHOM BJIACTU pELICHHs O TMOATBEPKICHUU
rOCYJapCTBEHHON pEerucTpanuy, B COOTBETCTBMM C HH(pOpMalueH, coaepkaiieiics B JIOKyMEHTax
PETUCTPAIIMOHHOTO JOChE Ha JIEKAPCTBEHHBIN MpenapaT 10 ATkl IPUHATHUS TAKOTO PEIICHUs.

Crarbsa 30. BHeceHue n3MeHeHHI B JTOKYMEHTHI, COJIEpKaIllMecs] B PErUCTPAllMOHHOM J0Che Ha

3aperucTpUPOBAHHBIN JIEKapCTBEHHBIN Npenapar s MeIUIUHCKOT0 TPUMEHEHUS

1. B mensix BHECEHUs M3MEHEHUI B JJOKYMEHTBI, COJAEpIKAIUECs B PErMCTPALIMOHHOM JIOChE Ha
3aperUCTPUPOBAHHBIN JIEKAPCTBEHHBIM mpenapaT JUisi MEAULUHCKOTO MPUMEHEHHUs, JAepKaTelb WM
BJIaJIeJIel] PETUCTPALMOHHOTO YJOCTOBEPEHUs JIEKapCTBEHHOI'O IpenapaTa WIM YIOJHOMOUYEHHOE UM
APYroe IpHINYecKoe JIHIO (lajiee B HACTOSIIICH CTaThe - 3asBUTEIb) HANPABISET MOCPEICTBOM €INHOTO
nopTaja B YINOJHOMOYEHHBIH (elepanbHblil OpraH HCIOJHUTEIbHON BIIACTH WM B JMYHBIA KaOWMHET
YIOJIHOMOYEHHOro (hefiepaibHOro OpraHa HCHOJIHUTENBHOM BIACTU B €IMHOM cHUCTeME MOJIMCaHHOE
YCUJICHHOM KBaIM(PUIUPOBAHHOMN 3JIEKTPOHHOM MOANHUCHIO 3asBJICHHE O BHECEHUM TAKMX W3MEHEHUH IO
¢dopme, YCTAaHOBJICHHOH YIOJIHOMOYEHHBIM (eepalbHbIM OpPraHOM HCIOJIHUTENBHOW BIACTH, U
npujaraeMble K HEMy W3MEHEHMs B yKa3aHHbIE JOKYMEHTBI, a TaKkKe JOKYMEHTbI, MOJTBEp KIAroIiue
HEOOXOJIMMOCTh BHECEHMsI TaKMX H3MEHeHMH. B cimywae, ecam oT MMEHM 3asBUTENs JEHCTBYET €ro
npezacTaButens (puzndeckoe JUIO), YIIOJHOMOYCHHBIH ASHCTBOBATh OT HMEHHU 3asiBUTEIISI HA OCHOBaHUU
JIOBEPEHHOCTU B AJIEKTPOHHON (OopMe B MAIIMHOYUTAEMOM BUJE, 3asBJICHUE O BHECEHUHM M3MEHEHUIl B
JOKYMEHTBI, COJEpKaIllMecss B PETUCTPALMOHHOM JIOChE Ha 3aperucTPUpPOBAHHBIN JIEKAPCTBEHHBIH
npenapar A MEAULIUHCKOIO MPUMEHEHMs, MOXET ObITh MOIMMCAHO YCHJIEHHOH KBaIM(UIIMPOBAHHOM
3JIEKTPOHHOMN MOJMUCHIO 00 YCUIICHHOM HEKBaTU()UIUPOBAHHOM 371€KTPOHHOM NOJIHCHIO.

1.1. Ilpu HEOOXOAMMOCTH BHECEHHUsI B JOKYMEHTBHI, COJIEpKallliecsl B PErUCTPAllMOHHOM JIOChE Ha
3apETUCTPUPOBAHHBIN  JIGKAPCTBEHHbIM Mmpenapar s MEIULUHCKOTO MPUMEHEHHUs, H3MEHEHHM
OTHOCHUTEIILHO MeCTa IPOM3BOJACTBA JIEKAPCTBEHHOr'O IIpernapara s MEIUIMHCKOro HpUMEHEHus,
TpeOYIOLINX TMPOBEACHUS SKCIEPTU3bl KauecTBa JIEKAPCTBEHHBIX CPEICTB, 3asBUTEIb JOMOJIHUTEIBHO
HarfpasJsieT MMOCPEICTBOM €MHOTO MOopTaia B YIOJHOMOUYEHHBIH (eepaiabHbIil OpraH MCIOJIHUTEIbHON



BIIACTH WM JIMYHBIA KaOMHET YIOJIHOMOYEHHOro (eAepaTbHOr0 OpraHa HCIOJHUTEIHHOW BIIACTH B
€IMHOM CHUCTEME:!

1) cBenmeHust 0 gaTe MPEJOCTABIICHUS U PETMCTPAIMOHHOM HOMEPE JIMIICH3WH Ha MPOHM3BOJCTBO
JIEKaPCTBEHHBIX CPEJACTB, a TAK)KE KOIUIO 3aKIIOYEHUS O COOTBETCTBUU MPOU3BOIUTENS JIEKAPCTBEHHBIX
CPEICTB Il METUIIMHCKOTO TMPUMEHEHHsI TPEOOBAHHMSM TMPaBWII HAAJEKAIIEH MPOU3BOJICTBEHHOM
MPAKTUKH, WM KOMHUIO CepTH(HUKATA COOTBETCTBUS IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB IS
MEIUIIMHCKOTO TPHMEHEHUs TpPeOOBAaHUAM TPABUJ HAIJIEXKalleld MPOW3BOJCTBEHHON MPAKTHKU
EBpa3uiickoro 5KOHOMHYECKOTO CO03a, BBIJAHHBIX YIOJTHOMOYEHHBIM (heJepatbHBIM OpPraHoM
UCTIOJTHUTEIbHOM BJIACTH B OTHONICHHWM HW3MEHCHHOW U (WJIM) JIOMOJIHEHHOW TMPOM3BOJICTBEHHOM
IUIOUIAJKA JIEKQPCTBEHHOrO IMpenapara sl MEAMIUMHCKOTO IPUMEHEHUS, WM KOIHIO PEIICHUs
YIOJTHOMOYEHHOTO (heJepaibHOr0 OpraHa MCHOJHUTEIBLHON BJIACTH O MPOBEACHUH (apMaleBTHUECKOM
MHCIEKIUU MPOU3BOACTBA JIEKAPCTBEHHBIX CPEIACTB Uil MEAMUMHCKOTO NMPUMEHEHHUS HA COOTBETCTBHUE
TpeOOBaHUAM IMPABHJI Ha/AJIeKAIIEeH MPOU3BOACTBEHHON MPAaKTUKU EBpa3uiickoro SKOHOMHUYECKOTo CO03a
B OTHOIICHUM H3MCHEHHOW W (WJIM) JOMOJHCHHON NPOM3BOJICTBCHHOW IUIOMIAJKH JIEKAPCTBEHHOTO
rpernapara Uil MEIULMHCKOrO IMPUMEHEHUS B ClIydae, €CIU INPOM3BOJICTBO JIEKAPCTBEHHOTO IIpernapara
ocyuecrBisiercs B Poccuiickoit denepanuu;

2) KONHIO IMPEIOCTABICHHOW YIOJIHOMOYCHHBIM OPTaHOM CTpPaHbI MPOU3BOJIUTEIIS JIUICH3UN Ha
MPOU3BOACTBO JIEKAPCTBEHHOI'0 MIpernapara Uil MEIULIMHCKOIO NPUMEHEHUS U €€ MEPEBOJ Ha PYCCKUU
SI3bIK, 3aBEPECHHBIC B YCTAHOBJIEHHOM IIOPSAKE, a TAKXKE KOIHIO 3aKJIIYEHHUS O COOTBETCTBHU
MPOU3BOJUTENS JICKAPCTBEHHBIX CPEACTB TPeOOBaHHWSAM TpaBHI HaAJEXKaIled MPOU3BOACTBEHHOM
MPAKTUKH, WM KOMHUIO CepTH(HUKATAa COOTBETCTBUS IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB IS
MEIUIIMHCKOTO TPHMEHEHHUs TpeOOBaHUAM TPABUJ HaIJeXKalleld MPOW3BOJCTBEHHON MPAKTUKU
EBpa3uiickoro 5KOHOMHYECKOTO CO03a, BBIJAHHBIX YIOJTHOMOYEHHBIM (heJepatbHBIM OpPraHoM
WCTIOJTHUTEIPHOM BJIACTH B OTHONICHWM W3MEHCHHONW | (WIM) JIOMOJIHEHHOW TMPOW3BOJCTBEHHOM
TUTOMIA/IKU JIEKApPCTBEHHOTO Mperapara, WM KOMHUIO PEeIIeHHs YIIOJIHOMOUYEHHOTO (eepallbHOTO opraHa
WCTIOJIHUTEIHHON BIIACTH O MPOBEACHUU (apMaleBTUUYECKOW WHCIEKIIUU TPOU3BOACTBA JIEKAPCTBEHHBIX
CPEICTB Ui MEIULMHCKOTO TMPUMEHEHHS Ha COOTBETCTBHE TpPEOOBAHMSIM TPABWI HaJUIekKaIIeH
MPOU3BOACTBEHHON MNPAKTUKU EBPa3vilCKOr0 3KOHOMHYECKOIO COKO3a B CIIy4ae, €CJIM IPOU3BOACTBO
JIEKapCTBEHHOI O IIperapara OCylueCTBISIETCA 3a peaeamMmu Poccuiickon denepanumu.

1.2. IIpu HeoOXOIMMOCTH BHECEHUS B IOKYMEHTHI, COACPKAIIMECS B PETHCTPAIMIOHHOM JIOChE Ha
3apErMCTPUPOBAHHBINA  JICKAPCTBEHHBIM mpenapar Juisl MEIUMLMHCKOrO IPUMEHEHUs, W3MEHEHUU
OTHOCHUTEJIBHO ITOKA3aTeNeld KayecTBa JIEKAPCTBEHHOTO Iperapara Uil MEAULUMHCKOIO IPUMEHEHUS U
(W) METOZOB KOHTPOJIS KadecTBa JICKAPCTBEHHOTO TIIpernapara il MEIUIIMHCKOTO TNpPUMEHCHHS,
TpeOyIOMMX MPOBEACHUS JKCHEPTU3bl KauecTBa JIEKAPCTBEHHBIX CPEICTB, 3asSBUTEIb JOMOJTHUTEIHHO
HAMpaBJIAET MOCPEACTBOM €IMHOTO MOpTalia B YIIOJIHOMOYEHHBIH (pelepanbHblii OpraH HUCIOIHUTEIBHON
BIIACTH WJIHM JIMYHBIA KaOMHET YMOJIHOMOYEHHOro (eAepaibHOr0 OpraHa HCIOJIHUTEIbHOW BJIACTH B
€MHOM CHUCTEME:!

1) cBenmeHust 0 nate MPEJOCTABIICHHUS W PETHMCTPAIlMOHHOM HOMEPE JIMIICH3WU Ha TPOHM3BOJICTBO
JIEKapCTBEHHBIX CPEJICTB WM CBEACHUS O JaTe MPEIOCTABICHUS U PETUCTPALIMOHHOM HOMEPE 3aKIIFOUCHUS
O COOTBETCTBHHM TMPOHM3BOAMTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAaHUSAM TMpPaBWII  HaJUIekKAIICH
MIPOU3BOJICTBEHHON MPAKTUKUA WM KOMUIO cepTHU(HKATa COOTBETCTBUS MPOU3BOAUTENS JIEKAPCTBEHHBIX
CPEICTB Il MEOUIIMHCKOTO MPUMEHEHHs] TPEeOOBaHMSIM TMPaBWJI HAAJEXKAIIEH MPOU3BOJICTBEHHOM
NpakTUKU EBpa3suiicKoro 3KOHOMHUYECKOTO COM03a, BBIJAHHBIX (IPEJOCTABIICHHBIX) YIOJIHOMOYCHHBIM
denepanbHBIM OpPraHOM HCIOJIHUTENBHOM BIIACTH B OTHOLICHWM MPOW3BOACTBEHHOM IUIOMIAIKH
JIEKapCTBEHHOIO IIperapara, B Ciiy4ae, €CJId IPOU3BOACTBO JIEKAPCTBEHHOI 0 IIpenapaTa OCyIIECTBIISETCS B
Poccuiickoit denepanuu;

2) KONHIO IMPEIOCTABICHHON YIOJIHOMOYCHHBIM OPTaHOM CTPaHbI MPOW3BOJAUTEIIS JIMIICH3UU Ha
IIPOU3BOJCTBO JIEKAPCTBEHHOI'O Ipernapara Uil MEAULIMHCKOrO IMPUMEHEHUS U €€ INEPEBOJ Ha PYCCKUU
SI3bIK, 3aBEPEHHBbIC B YCTAaHOBJIECHHOM TIIOPSJKE, a TAaKKE CBEICHUS O Jare IPEIOCTaBICHUS U
PErUCTPALlMOHHOM HOMEpPE 3aKJIOYEHUS O COOTBETCTBUM IIPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEICTB



TpeOOBaHUSAM TPAaBWJI HAANISKANIEH MPOW3BOJICTBEHHOW TMPAKTUKHM, WIM KONUIO cepTudukara
COOTBETCTBUSI MPOU3BOJIUTEINS JIEKAPCTBEHHBIX CPEACTB JJISi MEAMIIMHCKOTO MPUMEHEHUS TPeOOBaHUSIM
MpaBWI HaJJIEKALIEH TPOU3BOJCTBEHHOW MPAKTUKH EBPazvilCKOro 3KOHOMHYECKOTO CO03a, BBIIAHHBIX
YIOJTHOMOYEHHBIM (hefepaibHbIM OPraHOM HCIOJHUTEIBHON BIACTH B OTHOIIEHWUU MPOU3BOACTBEHHOMN
IUIOIIAJKHA JIEKAPCTBEHHOI'O IIpernapara, WIM CBEACHUS O JaTe IPENOCTABICHUS U PETMCTPALMOHHOM
HOMEpE pelICHUs YIOJHOMOYEHHOTo (elIepaibHOTO OpraHa HCHOJHUTENIBHOW BIACTH O MPOBEICHUU
(dhapMaIeBTHUECKON MHCIIEKIINH TPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB M1l METUIIMHCKOTO MPUMEHEHHS
Ha COOTBETCTBHE TpPEOOBAaHUSAM TMpaBHJ HaJUIeKalleil MPOM3BOACTBEHHONW mNpakTuku EBpasuiickoro
9KOHOMHUYECKOTO COK03a, €CJIM IIPOU3BOACTBO JEKAPCTBEHHOI'O IIPENapara OCYLIECTBIISAETCS 3a IpeaeIamMmu
Poccutickont @enepanuu.

1.3. [lpunsTHe pemieHUs O BHECEHMHM W3MEHEHUH WM 00 OTKa3e BO BHECCHMHM W3MEHEHUU B
JOKYMEHTBI, COAEpXKAIIUeCs B PETMCTPAUMOHHOM JOChE€ Ha 3apPErMCTPUPOBAHHBINA JIEKAPCTBEHHBIN
npemnapar Jisi MEAUIIMHCKOTO IPUMEHEHUS, B CIIy4ae HEOOXOAMMOCTH MPOBEACHHUS IKCIIEPTU3bI KauecTBa
JICKApPCTBCHHBIX CPEICTB W (MJIM) 3KCIEPTU3bl OTHOILICHHS OXHMJIAEMOW MOJb3bl K BO3MOXXHOMY PHUCKY
MPUMEHEHHUS JIEKAPCTBEHHOI'O Ipenapara i MEIULMHCKOrO IMPUMEHEHUSI OCYLIECTBISIETCS B CPOK, HE
MPEBBIIAIONINNA TSATHISCATH pabouuX THEH, a B OCTAIBHBIX CIydasX B CPOK, HE MPEBBIIIAIONINA TECATH
paboumx JHEH co NHS HaIpaBJCHHUS MOCPEACTBOM EAMHOTO MOpTaja B YHOJHOMOYEHHBIN (henepanbHbBIN
OpraH UCHOJHUTEIBLHON BIACTH WIM JIMYHBIA KaOWHET YMOJHOMOYEHHOTO (enepalbHOro OpraHa
HCTIOJIHUTEIBHOMN BJIACTU B €AMHOM CUCTEME 3aSIBJICHUS O BHECEHUH TAKUX U3MEHEHUM.

1.4. YnonHoMoueHHBIH (enepanbHblii OpraH HCHOJHUTEIBHON BJIACTH C YYE€TOM pe3yIbTaTOB
dbapmMakoHaa30pa U MPOBEPOK COOTBETCTBHS JIEKAPCTBEHHBIX CPEICTB, HAXOMASAIIUXCS B TPAKIAHCKOM
000pOoTe, YCTAaHOBIECHHBIM TpPEOOBAHMUSIM K HMX KA4eCTBY B TEUEHHE JECATH pPadouux IHEH co JHA
MOCTYIUICHUSI COOTBETCTBYIOIIEH HH(OpMAIMK pa3MellaeT Ha CBOEM OQHUIMAILHOM CalTe B CETH
"UnTepHer”" cBeAeHUS O HEOOXOAMMOCTH BHECEHHS] B MHCTPYKIMIO MO METUIIMHCKOMY MPHUMEHEHUIO
JICKapCTBEHHOTO IIperapara M3MEHEHWM B OTHOLUEHWM CBEJAEHHUM O MOKAa3aHUAX ISl NPUMEHEHHUS U
MIPOTUBOMOKA3aHUAX JIsI PUMEHEHHS JIEKQpCTBEHHOTO IMperapaTa, BBISIBICHHBIX MOOOYHBIX JNEHCTBUSIX,
HEeXeJaTeNIbHbIX PEaKlMsAX MPU MPUMEHEHUU JIEKApCTBEHHOTO MperapaTa U HampaBiseT MOAIUCAHHOE
YCHUIIEHHOU KBaNU(UIIMPOBAHHOMN AIEKTPOHHON MOAMKUCHIO YBEAOMIICHHE B TUYHBIN KaOUHET 3asBUTENS B
€IMHON cucTeMe, a TakkKe B JIMYHbIE KaOWHETHl 3asBUTENEHl B EOWMHOW CHCTEME, SBIISIOIIUXCS
JIepKaTeIsIMUA WJIU BIIAJIEIbIIaMUA PETUCTPAILIMOHHBIX YOCTOBEPEHUI B3aMMO3aMEHSIEMbIX JIEKAPCTBEHHBIX
npenaparoB (WK YyIOJHOMOYCHHBIX MU JIPYTHX FOPUANICCKUX JTUII).

1.5. [epxaTenb WM BIaAeNel] PETUCTPAMOHHOTO yIOCTOBEPEHHUsI JIEKAPCTBEHHOTO TMpernapara, a
TaKXe JIepXKATeId WM BIIAJCIbIBI PETUCTPAIMOHHBIX YIOCTOBEPECHUH JIEKAPCTBEHHBIX MPENapaToB (HiIu
YIOJIHOMOYCHHBIC UMH JPYTHe FOPUINUYCCKUE JIUIA), KOTOPBIC SBJISIOTCS B3aUMO3aMEHSICMbIMU, 00S3aHbI
HAmpaBUTh B JMYHBIH KaOWHET YMOJHOMOYEHHOTO (enepaabHOro opraHa HCHOTHHTENBHOW BIIACTH
MOJNUCAHHBIC YCUJIECHHBIMU KBaTU(MUIIMPOBAHHBIMU DJIEKTPOHHBIMU MOMAMUCSMHU 3asBJICHUS O BHECEHUU
W3MEHEHUH B JOKYMEHTBI, COJEpIKAIMeCs] B PETrMCTPALMOHHBIX JOChE Ha 3apErMCTPUPOBAHHBIE
JIEKApCTBEHHBIE MpenapaThl sl MEAMIIMHCKOIO NMPUMEHEHHUs, B OTHOLICHUU CBEJICHUMN, YKa3aHHBIX B
WHCTPYKILUHU MO0 METUIIMHCKOMY MPUMEHEHHIO JIEKAPCTBEHHBIX MPENapaToB, B TEUCHHE COpPOKa paboumx
OHEH CO [HSA TOJy4YeHHUS YIOJIHOMOYEHHBIM (hefepaibHbIM OPraHOM HCIOJTHHUTEIBHOW BIACTH
AJIEKTPOHHOI'O YBEAOMJIEHHS O IIOJYYCHHMHM JEpP/KATEIIEM WM BJIAJECIbLEM PETUCTPALMOHHOIO
yJIOCTOBEPEHHMSI JIGKAPCTBEHHOTO Tpernapara (MM YIOJTHOMOUEHHBIM UM JPYTUM FOPHIUYCCKUAM JIHIIOM)
uH(popManuy, ykazaHHoi B yactu 1.4 HacTosmeil ctarbu. JlaHHOe TpeOoBaHUE HE PACIPOCTPAHSIETCS Ha
Cllyyal BHECEHMS B MHCTPYKLUMIO [0 MEIUWLMHCKOMY IIPUMEHEHHUIO JIEKapCTBEHHOrO Ipenapara
M3MEHEHUW B OTHOILIEHUH HOBBIX MMOKA3aHUW /JIs1 MPUMEHEHUs JIEKAPCTBEHHOT'O IIpenapara Ha OCHOBaHUU
pe3yJIbTaTOB COOTBETCTBYIOLIMX HMCCIENOBaHMM. B ciydae, €Cinv OT MMEHU 3asiBUTENS] JEUCTBYET €ro
npeacTaBuTeNb ((PU3NUIECKOE JIMII0), YITOJHOMOUCHHBIHN JICHCTBOBATh OT UMCHH 3asBUTEIII HA OCHOBAHHUU
JIOBEPEHHOCTH B DJIEKTPOHHOM (popmMe B MAIIMHOYMTAEMOM BHUJE, 3asBJICHHE O BHECEHHH M3MECHEHUU B
JOKYMEHTBI, COAEpXKAIUecs B PETUCTPALMOHHOM JOChE Ha 3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npemnapar AJsg METUIIMHCKOTO MPUMEHEHUS, MOXET OBITh MOJIMUCAHO YCHJICHHOW KBAaTH(PHUIIMPOBAHHOU



3JIEKTPOHHON TOIMUCHIO 00 YCUIICHHOW HEKBaTU()UIIUPOBAHHOM 3JEKTPOHHOM NOIIHCHIO.

2. Pemiennie 0 MpoBeNCHUU SKCHEPTU3bI Ka4eCTBA JICKAPCTBEHHBIX CPEACTB M (HMJIM) SKCIEPTU3BI
OTHOILIEHUs OKMIAeMOW IIOJIb3bl K BO3MOKHOMY PUCKY IIPUMEHEHHUs JICKapCTBEHHOI'O IIpernapara Ajis
MEIULHMHCKOIO IMPUMEHEHUS IPUHUMACTCS B COOTBETCTBUM C YTBEPKICHHON YIOJIHOMOYEHHBIM
(benepaabHBIM OPraHOM MCIOJHHUTEIBHOM BIACTH Kiaccu(uKanueil ”3MEeHEHUH, BHOCUMBIX B JIOKyMEHTHI,
coJiepaKallMecs: B PETUCTPALlMOHHOM J1I0ChE Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipernapar.

3. 3asBUTENb BIIPaBE MPEJCTABUTH IO COOCTBEHHOW MHUIIMATHUBE BMECTE C 3asBJICHHEM O BHECEHUH
U3MEHEHUNW B JOKYMEHTBI, COJEpXKalllMeCs B PErUCTPALMOHHOM JIOChE€ HA 3aperuCTPUPOBAHHBIN
JIEKApCTBEHHBIN IIpenapar I MEJULUHCKOrO IIPUMEHEHHUs], PEKBU3UTHI JOKYMEHTOB, ITOATBEPKIAIOIINX
yIUIaTy TOCYJApCTBEHHOW IOLUIMHBI 32 BHECEHUE B JIOKYMEHTHI, COJEpXKAILHUECs B PErMCTPALlOHHOM
JOCbE HA 3apPETUCTPUPOBAHHBIN JICKAPCTBEHHBIN IIpenapar s MEAULUHCKOrO IPUMEHEHMS, U3MEHEHNUH,
TpeOYIOLIMX MPOBEACHUS DSKCIEPTU3bl JICKAPCTBEHHBIX CPEICTB B YaCTH SKCIEPTU3bl KauyecTBa
JICKaPCTBEHHOTO CpeAcTBa M (MJIM) SKCHEPTHU3bI OTHOIICHHS OXKHJIAEMOMW IOJIb3bl K BO3MOKHOMY PHUCKY
IIPUMEHEHHUsI JICKAPCTBEHHOI'O Iperapara Uil MEJULUHCKOrO0 IIPUMEHEHUs, IOCYNapCTBEHHOU ITOIUIMHbI
34 BHECEHHE B JOKYMEHTBI, COJEp)KaIUeCs B PETUCTPALMOHHOM JOChE Ha 3aperuCTPUPOBAHHBIN
JICKapCTBEHHBIN Mpenapar JUisi MEAULMHCKOrO NMPUMEHEHUs, U3MEHEHUH, He TpeOyIoIuX MpOBEACHUS
IKCIIEPTHU3bI JICKAPCTBEHHOTO CPEACTBA, a TAKXKE BblJaBacMble (MpeoCcTaBisieMble) YIIOJIHOMOYCHHBIMU
(deneparbHBIME OpraHaMH HCIOJIHUTEIBHON BIIACTH AOKYMEHTHI (CBEIEHHs), yKazaHHbIe B yacTsax 1.1 u
1.2 wnacrosmeil crateu. B cioydae uMX HempeacTaBIeHUS YIOJIHOMOYEHHBIH (QelepanbHblil opran
UCTIOTHUTEIBHOW ~ BJIACTM  3alpallliBacT  yKa3aHHbIE  JOKYMEHThI  (CBeleHHWs) B TOpSIKE
MEXBEJIOMCTBEHHOT'0 MH(POPMALIMOHHOTO B3aUMO/ICHCTBUS.

4. B teyeHue natu pabouyux JHEH co AHA MOCTYIUIEHHUs YKa3aHHOTO B 4acTU 1 HacTosIIel cTaTbu
3afBICHUSI UM HEOOXOAMMBIX JOKYMEHTOB YHOJHOMOYEHHBIM (enepanbHblii OpraH HCHOJIHUTEIBHON
BIIACTHU!

1) npoBOAMT NMPOBEPKY MOJHOTH M IOCTOBEPHOCTH CBEJCHUH, COJEPIKAIINXCS B TPEICTaBICHHBIX
3asBUTEJIEM MaTepHallax;

2) TpUHMMAET peUIeHHEe O TMPOBEICHMM YKa3aHHBIX B YacTH 2 HACTOSIICH CTaThbu
COOTBETCTBYIOIIUX IKCIIEPTU3 JIEKAPCTBEHHOI'O CPEICTBA MM 00 OTKa3e B UX NMPOBEJCHUH;

3) HampaBIIseT B JIMYHBIA KaOMHET 3asBUTENsl B €JUHOW CHCTEME IOANMCAHHOE YCHUIICHHOH
KBAJTM(HUIUPOBAHHOW 3JIEKTPOHHONW MOJANMCHIO YBEJAOMJIEHHE O MPUHATOM pELICHHH WIH B Ciydae
NPUHATHUS pelIeHus 00 0TKa3e B IPOBEJCHUN COOTBETCTBYIOLIEH SKCIEPTU3BI ¢ YKa3aHUEM IPUYHMH TaKOTO
OTKa3a.

4.1. B ciydae BBISBICHUS HEIOCTOBEPHOCTH CBEAEHUH, COAEp)KALIMXCSA B MpPEICTaBICHHBIX
3asBUTEJIEM MaTepuaiax, YIoJHOMOUYEHHBIH (hefepaabHblii OpraH UCIIOJHUTEIbHON BIACTHU HAIPABISET B
JUYHBIA KaOWMHET 3asBUTENs B EIMHOM cucTeMe 3ampoc 00 YTOYHEHMH YKa3aHHbIX CBEICHUH,
MOJITMCAHHBIA YCUIICHHOM KBaTU(UIIMPOBAHHON 3JIEKTPOHHOM MOHUCHIO.

4.2. 3asBuTenb 00s3aH HANPABUThH B JIMUHBIM KaOWHET YNOJHOMOYEHHOTO (eaepanbHOro opraHa
UCTIOJHUTEIbHOM BJIACTH B €AMHOW CHUCTEME TMOANUCAHHBIM YCHJIIEHHOW KBaJIU(UIMPOBAHHON
AJIEKTPOHHON MOJMHUCHI0 OTBET HA 3alpoC YIMOJIHOMOYEHHOro (elepaibHOro OpraHa HCHOJIHHUTEIbHOM
BJIACTH B CPOK, HE MNPEBBINIAIOIIMI JeBAHOCTA pabouyux AHEH CO JHS MOJYYEHMs YIOJIHOMOYEHHBIM
(benepanabHbBIM OPraHOM HCIIOJHUTEIbHON BJIACTU 3JEKTPOHHOTO YBEJAOMIICHUS O MOJYYCHUH 3asBUTEIIEM
naHHoro 3ampoca. Cpok, yKa3aHHBIH B yacTh 4 HacToslIed cTaTbM, MPUOCTAHABIMBAETCS CO JIHS
HafpaBJICHUS B JINYHbIN KaOMHET 3asBUTEIIS B €IMHON CHCTEME 3apoca YIIOJHOMOUYEHHOTO (e1epaabHOro
OpraHa HCIOJHUTENBHOW BIACTH JO JHSA HANpaBiICHUS B JIMYHbIM KaOMHET YIOJIHOMOYEHHOI'O
(benepanbHOro opraHa HCHOJHHUTEIbHOI BJIacTW B €JUHON CHUCTeME OTBETa Ha JaHHBIN 3ampoc U He
YUMUTBIBACTCS IIPU HCUYUCICHUU CpPOKA IPUHATHA DPEIICHUS O BHECEHUMM HW3MEHEHMH B JOKYMEHTHI,
coJepaKalllMecss B PETUCTPALMOHHOM JIOChE€ Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIM IIpenapar i
MEIULHUHCKOrO NPUMEHEHUS.

5. OcHoBaHMEM JUId OTKa3a B MPOBEJCHHUU YKa3aHHBIX B YaCTH 2 HACTOSIIEH CTaTbU 3KCIEPTU3
ABJISICTCA MPEJICTaBICHUE JOKYMEHTOB, MEPEUUCICHHBIX B YacTsaX 1 U 3 HacTosIel CTaThbH, B HETOJIHOM



o0beMe, HENpeACTaBICHUE 3asBHTEIEM B YCTAaHOBJICHHBIM CpPOK OTBETa Ha yKa3aHHbIM B yactu 4.1
HACTOSIIEH CTaTbU 3alpoc YIOJIHOMOYEHHOTO (pe/lepalbHOTO OpraHa MCIIOJIHUTENFHOW BIACTH, a TaKXke
OTCYTCTBHUE B NPEJCTABICHHBIX TOKYMEHTAX JOCTATOYHBIX CBEACHUH, MOATBEPKAAIOIINX HEOOXOIMMOCTh
BHECCHMS M3MEHEHUH, WM OTCYTCTBUE MH(POPMALIMH, MOATBEP)KAAtOIEH (DaKT ymaTsl TOCYJapCTBEHHbIX
MOLUINH, YKa3aHHBIX B YaCTU 3 HACTOSIIEH CTaThH.

6. Yka3aHHbIE B YaCTH 2 HACTOSIIEH CTAaTbU SKCIIEPTU3BI MPOBOJAATCS B MOPSIKE, YCTAHOBICHHOM
cratbeil 23 HacTosero denepanbHOro 3aKoHa.

7. B cpok, He MpeBBILAIOIINN MATH pabouux JHEH CO JTHS HANpaBJICHUS MOCPEACTBOM E€IUHOTO
nopTaja B YHNOJIHOMOYEHHBIH (erepanbHblii OpraH HCIOJHUTEIBHON BIIACTH WM JIMYHBIA KaOWHET
YIIOJIHOMOYEHHOr0 (heiepabHOrO OpraHa HCHOJHUTENbHOM BIAcTH B €JMHOM CHUCTEME IMOANHCAHHBIX
YCUJICHHBIMH KBJIM()UIIUPOBAHHBIMH 3JEKTPOHHBIMHU MOAMUCIMHU 3aKIIOUYCHUH KOMUCCHH 3KCIEPTOB IO
pe3yJbTaTaM YKa3aHHBIX B YaCTH 2 HACTOSIIEH CTaTbU SKCIIEPTU3, YIIOJTHOMOUYCHHBIN (eiepaibHblil Oprau
HCIIOJIHUTEJIBHOU BIIACTH!

1) npuHMMaeT pelieHHMe O BHECEHHMHM M3MEHEHHMH B JIOKYMEHTBI, COJEpXKallhecs B
PErMCTPallMOHHOM JOCh€ Ha 3aperUCTPUPOBAHHBINA JICKAPCTBEHHBIM IIpenapar Ui MEIULUHCKOIO
NPUMEHEHHs], WK 00 OTKa3e BO BHECEHUU TAKUX U3MEHEHUH,;

2) BHOCHT B TOCYAapCTBEHHBIH pPEECTp JICKAPCTBEHHBIX CPEICTB HA OCHOBAHUM PEIICHUS O
BHECCHUU MU3MEHEHUN B JJOKYMEHTBI, COEPKAILIUECS B PETUCTPALUOHHOM J0ChE Ha 3apEruCTPUPOBAHHBIN
JIEKapCTBEHHBIH Mpenapar A MeIUIMHCKOT O MPUMEHEHHs!, He00X0AUMble U3MEHEHMUS,

3) BBLIACT 3asBUTEII0 HOBOE PETHCTPALIOHHOE YIOCTOBEPEHHE JIGKaPCTBEHHOTO Nperapara B
Cllyya€ W3MEHEHUs CBEICHUM, COACPKALIUXCSA B HEM, IIyTE€M HAIPABJICHUs 3asBUTEIIO IOCPEICTBOM
€IMHOTO TMOpTaJia WM B JIMYHBIA KaOMHET 3asBUTENS B €IMHON CHCTEME BBIITUCKH U3 TOCYIapCTBEHHOT'O
peecTpa JIEKapCTBEHHBIX CPEACTB, TMOAMHUCAHHONW YCHUJICHHOM KBaJM(UIIMPOBAHHOM 3JIEKTPOHHOM
MOAIHCHIO.

8. OcHoBanueM [UIsi OTKa3a BO BHECEHMHM H3MEHEHMH B JOKYMEHTHI, CoJepXalluecs B
PErMCTPallMOHHOM JIOCh€ Ha 3aperUCTPUPOBAHHBIN JICKAPCTBEHHBIM IIpenapar Ui MEIULHUHCKOIO
NPUMEHEHHUs], SBJISETCS 3aKII0YEHUE YITOJIHOMOYEHHOTO (heIepabHOrO OpraHa UCTIOJIHUTEIBHON BIACTH O
BO3MOKHOCTH CHMKEHHs 0€30MacHOCTH, KauecTBa, 3(h(heKTUBHOCTH JIEKAPCTBEHHOT'O CPEJICTBA B CIIydae
BHECEHUS TaKUX U3MEHEHUN.

9. JlomyckaeTcs oOpallieHHe JIEKapCTBEHHBIX IPENnapaTroB A MEAMLIHUHCKOrO MPUMEHEHHs [0
HCTEYECHUSI CPOKA NOJHOCTH, IPOU3BEICHHBIX B TEYEHUE CTa BOCBMUACCATH AHEU IOCIE NaThl IPUHATUS
YIOJTHOMOYEHHBIM (heiepalibHBIM OPTaHOM HCIIOJHUTENBHON BJIACTH PEIIEHUs O BHECEHUH W3MEHEHUH B
JOKYMEHTBI, COJIEpKaIllMecs] B PErUCTPAlMOHHOM JI0ChE, B COOTBETCTBUHU ¢ MH(OpMaIei, coepxanieics
B JIOKYMEHTaX PErMCTPALlMOHHOIO JOChE Ha JIEKApCTBEHHBIM IIpernapar X0 AaTbl HNPUHATHS TaKOIro
peLieHusl.

10. IIpaBurtensbctBo Poccuiickoit ®enepanuu BrpaBe YCTaHOBUTH OCOOCHHOCTH BHECEHUS
U3MEHEHUNW B JOKYMEHTBI, COJEpXKallMeCs B PErUCTPALMOHHOM JIOCKE€ HA 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHbIN mpenapar JUisi MEIUIMHCKOrO IpHUMEHEHHs, B ciydae JAe(deKTypbl WM pUCKa
BO3HUKHOBEHUS JIe(PEKTyphI JIEKAPCTBEHHBIX MPEMapaToB B CBSA3U C BBEACHUEM B OTHOLIeHUH Poccuiickoii
denepanny OrpaHUYUTEIBLHBIX MEP YKOHOMUYECKOI O XapaKTepa.

Crarbsa 31. BHeceHue n3MeHEHHH B TOKYMEHTBI, COJEpKAIMecs B PErUCTPAllMOHHOM J0ChE Ha

3aperuCTPUPOBAHHBIN JICKAPCTBEHHBIN IIPEnapar Juisi BETEPUHAPHOIO IIPUMEHEHUS

1. B uensix BHeCeHUs M3MEHEHUI B JIOKYMEHTBI, COJEpIKAIUECs B PErMCTPALMOHHOM JOChE Ha
3apEeruCTPUPOBAHHBIN JICKAPCTBEHHBIM Ipenapar [l BETEPUHAPHOIO IIPUMEHEHUs, ACpXKaTelb WIIU
BIIQJICJICL] PErMCTPALIMOHHOIO YAOCTOBEPEHUS JIEKapCTBEHHOTO IIpernapara WM YIOJIHOMOYEHHOE MM
Jpyroe pUIUYecKoe IO (anee B HACTOSIIEH CTaThe - 3asBUTENb) HAPABIISET OCPEACTBOM €IHHOTO
nopTaja B yINOJHOMOYEHHBIH (efepanbHblii OpraH MCIOJHUTEIbHON BJIACTH MOAMMCAHHOE YCHJICHHOM
KBaJIM(UIIMPOBAHHONW 3JIEKTPOHHOW MOJMKMCHIO 3asBJICHHE O BHECEHUMH TaKUX HM3MEHEHUH 1o ¢opme,
YCTaHOBJIEHHON YTMOJIHOMOYEHHBIM (pesiepaibHbIM OpPraHOM HCIOJIHUTENBHOM BIIACTH, U MpHJIaraeMble K
HEMy M3MEHEHHUS B YKa3aHHbIE JIOKYMEHTBI, a TakXe JOKYMEHTHI, MOATBEp)KIaroliue HeoOXO0AUMOCTb



BHECCHMSI TakuX u3MeHeHuH. [1Ipu HeoOXoaAnMMOCTH BHECEHHS M3MEHEHUH B TOKYMEHTBI, COAEPIKaIecs B
PErMCTPallMOHHOM JOChE€ Ha 3apErHCTPUPOBAHHBIA JICKAPCTBEHHBIN IIpenapar Uil BETEPUHAPHOIO
NPUMEHEHUs], B CITy4asX U3MEHEHUs U (WIJIM) TOTIOJHEHUS MPOU3BOICTBEHHOH TUIOLIAIKH JIEKAPCTBEHHOTO
CPEICTBA, a TAaK)KE M3MEHEHUs II0Ka3aTeJIed KadecTBa JIEKAPCTBEHHOIO IIperapara Uil BETEPUHApHOIO
NpUMeHEHUsT ¥ (WJIM) METOJOB KOHTPOJSl KayecTBa JICKAPCTBEHHOrO Iperapara s BETEPHHAPHOTO
IIPUMEHEHHS 3asiBUTENb JOIOJHUTEIBHO HAPABIIIET IOCPEACTBOM €IMHOIO IOPTAJIA B YIIOJHOMOYEHHbIN
(benepanbHbIil OpraH UCIIOIHUTEIFHOM BIACTH CICAYIOIIUE TOKYMEHTHI (CBEICHHS):

1) cBepeHust 0 Aare MPENOCTABICHUS W PETUCTPALIMOHHOM HOMEpPE JIMIICH3UU Ha MPOHM3BOJCTBO
JIEKAPCTBEHHBIX CPEICTB, IPEIOCTABICHHOM IPOM3BOAUTENIO JIGKAPCTBEHHOIO Ipenapara Uit
BETEPUHAPHOIO IPUMEHEHUS, 1JIsI POCCUICKUX IIPOU3BOAUTEIICH;

2) CcBeICHUS O Jare MPEIOCTABICHUS W PETMCTPALIMOHHOM HOMEpPE JIMIICH3UU Ha MPOHM3BOJCTBO
JIEKApCTBEHHBIX CPEJICTB, IPEAOCTABICHHON MPOU3BOJUTENIO (hapMalleBTHUECKON CyOCTaHLIMU, BXOAAIICH
B COCTaB JICKaPCTBEHHOIO IIpenapara il BETCPUHAPHOIO IPUMEHEHHs, M1 POCCUMCKUX
MPOU3BOJUTEIIEH;

3) KomMs JOKyMEHTa, BBIJAHHOTO YIIOJIHOMOYCHHBIM OpPraHOM CTpaHbl MPOU3BOMUTENS JUIS
Ka)KJI0M MPOU3BOACTBEHHOM IIIOIIAJKH JIEKAPCTBEHHOIO IIpenapara Uil BETEPUHAPHOIO IIPUMEHEHUs U
MOJATBEPIK/IAIOIIETO COOTBETCTBUE MPOM3BOJUTENS JIEKAPCTBEHHOI'O Ipernapara TpeOOBAaHUSM MpaBUII
HaJUIe)KAlled IMPOU3BOACTBEHHOM IIPAKTUKHM, M €ro IEpeBOJ HAa PYCCKUM SA3BIK, 3aBEPCHHBIC B
YCTaHOBJICHHOM IIOPAJIKE, a TAK)KE KOIUS 3aKIIOYEHUs O COOTBETCTBUM IPOU3BOAUTEIS JIEKAPCTBEHHBIX
cpeAcTB  TpeOOBaHUSAM  MpaBWJI  HaJJekalled  MPOM3BOJACTBEHHOM  MPAKTUKM,  BBIJIAHHOTO
YIOJIHOMOYEHHBIM (hefiepaibHbIM OpPraHOM MCIIOJHHUTEIBHON BIIACTH JUIS KaXKJIOM MPOU3BOJCTBEHHOU
IUIOIAJIKK JIEKAPCTBEHHOT'O TMpernapara JUlsi BETEPUHAPHOTO NPUMEHEHHs, JIMOO KOMHs PpEeIIeHUs o
[IPOBEJCHUN MHCIIEKTUPOBAHUS IPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJCTB, MPUHATOrO YIOJIHOMOYEHHBIM
¢denepandbHbBIM  OPraHOM HCHOJHHUTEIBHOM BIACTH JUIS KaXKIOW MPOM3BOJCTBEHHOM IJIOIAJKU
JIEKapCTBEHHOI'0 IIperapara Jijisi BETEpUHAPHOIO IPUMEHEHUs. Y Ka3aHHbIE JOKYMEHTBI IIPEICTaBISAIOTCS B
Cllyyae, €CId IPOU3BOJACTBO JIEKAPCTBEHHOIO IIpemapara Uil BETEPUHAPHOIO  IIPUMEHEHUs
ocyliecTBiseTcA 3a npenenamu Pocculickon Penepauny;

4) Komus JOKYMEHTa, BBIIAHHOTO YIIOJHOMOUYEHHBIM OPTraHOM CTpaHbl NPOHM3BOAUTEINS
(bapmarieBTHUECKON CyOCTaHIIMU U TOATBEP:KIAIOIIEr0 COOTBETCTBUE MPOU3BOIUTENS (hapMalleBTUIECKOM
cyOCTaHIIMM, BXOAAILIEH B COCTaB JIEKApCTBEHHOIO IIpernapara Ajis BETEPUHAPHOTO MPUMEHEHHS,
TpeOOBaHUSAM TMPaBWJI HajJeKalledl NMPOU3BOACTBEHHON MPAKTHKH, U €ro MEepeBOJ Ha PYCCKUH S3BIK,
3aBEpPEHHbIE B YCTAHOBJIEHHOM MOpsJIKE, B CIIydae, €ciH MPOU3BOACTBO (apMalleBTUYECKON CyOCTaHIMH
ocyliecTBisAeTCA 3a npeaenamu Poccuiickon Penepanuu.

1.1. B ciyuae u3meHeHus M (MJIH) JOTOJHEHHUS MPOM3BOJCTBEHHOH IUIOMIAIKU JIEKAPCTBEHHOTO
CpeAcTBa JIOKYMEHTBHI, yKa3aHHble B 4YacTH 1 HacTosIed cTaTbH, NPEACTABIAIOTCSA 3asBUTEIEM B
OTHOIICHUH HW3MEHSeMOW U (WJIM) JOMOJHSIEMOH MPOU3BOJCTBCHHON IUIOLIAJKH JICKAPCTBEHHOTO
cpexncrtsa. Pemenue 0 BHECEHUN U3MEHEHUM B JOKYMEHTHI, COACPIKALIUECSA B PETUCTPALIMOHHOM J10ChE HA
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar il BETEPUHAPHOTO MPUMEHEHUs, UM 00 OTKa3e B UX
BHECCHUU MPUHUMAETCS B Cllydae HEOOXOAMMOCTU MPOBENEHUS SKCIEPTH3bI JIEKAPCTBEHHOI'O CPEACTBA B
CPOK, HE TMpPEBBIMIAIONUINNA IIECTUACCATH HATH PabO4YMX [HEH, a B OCTAIbHBIX CIy4asXx B CpPOK, He
NPEBBILIAONMNA JIBaALATH PadOYMX JHEW €O JHS HamlpaBJiCHUS IOCPEACTBOM €IMHOrO IopTaja B
YIOJHOMOYEHHBIA (efepalbHbli OpraH HUCIOJHUTENBHOM BIAcTW 3asBJICHHUA O BHECEHHM TaKUX
U3MEHEHUN.

1.2. B cnydae peopraHuzanuu Jepxareis WM BiaJesblida PErMCTPALIMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOI'0 IIperapara JUii BETEpUHAPHOrO TMPUMEHEHHUs, pa3paboTuMKa WM HPOU3BOJUTEIN
JIEKapCTBEHHOI'O Ipenapara [yl BETCPUHAPHOIO NPUMEHEHHS B 3asBICHUU O BHECEHUU W3MEHECHUU B
JIOKYMEHTBI, COAEpXKAIIUECHd B PErMCTPALIMOHHOM JIOChE€ Ha 3aperuCTPUPOBAHHBIM JIEKAPCTBEHHBIN
mpenapar Juisi BETEpUHAPHOIO NPUMEHEHUS, YKa3blBaIOTCA JaHHBIC JOKYMEHTA, IOATBEP KIAIOLLIETO
BHECEHHE COOTBETCTBYIOUIMX M3MEHEHWH B ENWHBIN rocynapCTBEHHBIH peecTp FOPUINYECKUX JHI (1S
OpraHM3aluii, 3apernCTPUPOBAHHBIX Ha TeppuTopuu Poccuiickoit deneparum), WM MHOTO JOKYMEHTA,



MOJTBEPKAAIOIIETO PEOPTaHU3ALUI0 IOPUANIECKOTO JIHIA (U1 OpraHu3aluii, He 3apETHCTPUPOBAHHBIX Ha
tepputopun Poccuiickoit @eneparun). 3asBicHHEe 0 BHECEHUM U3MEHECHUN B IOKYMEHTHI, COJICPIKAIIHECS
B PEruCTPALMOHHOM JOChE€ Ha 3apEerUCTPUPOBAHHBIN JICKAPCTBEHHBIN IIpernapar sl BETEPUHAPHOIO
IIPUMEHEHHUs], U IPWIAracMble K HEMY JIOKYMEHTHI HAIPaBIAIOTCS IIOCPEIACTBOM E€IMHOIO IOpTajla B
YIOJIHOMOYEHHBIH (eaepanbHblii OpraH HMCIOJHUTEIBHOM BIACTH HE IO3JHEE 4YeM uepe3 TpHILATh
pabounx nHEH co JHS BHECEHMsI COOTBETCTBYIOUIMX WM3MEHEHMH B ENuHBIA rocynapcTBEHHBIH peecTp
IOpUIMYECKUX JIML (U1 OpraHu3alyii, 3aperuCTpUPOBAHHBIX Ha Teppuropun Poccuiickoit deneparum)
UIM CO JHA IIPUHATHS COOTBETCTBYIOLIETO JOKYMEHTa, IIOATBEPXKIAAIOLIErO0 PEOPraHU3alUIo
opuaudeckoro nuna (s opraHuzalMii, HE 3aperHCTPUPOBAHHBIX Ha Tepputopuu Poccuiickoit
denepanun). B ciydae peopraHuzanuu nepxarens WIH BIaAeiblla PETMCTPALMOHHOIO YI0CTOBEPEHHUSI
JIEKapCTBEHHOI'0 IIperapara Il BETEPUHAPHOIO INPUMEHECHMS 3asBJIICHHUE O BHECEHUM U3MCHCHUM B
JOKYMEHTBI, COJEpXKAIUMeCs B PETUCTPALMOHHOM [JOChE HA 3apErMCTPUPOBAHHBIM JIEKAPCTBEHHBIN
mpenapar Uil BETEPUHAPHOIO IIPUMEHEHHUs, II0JAeTCA IOPUIUYECKUM JIMLOM, KOTOPOMY B XOJIe
peopraHu3anuy Iepeiato IPaBo BIAJACHNS TAKUM PETUCTPALIMOHHBIM YIOCTOBEPEHHUEM.

1.3. 3asBneHus, ykazaHHble B 4yacTsax 1-1.2 HacTosmed CTaTbd, MOTYT OBITH TOJIMUCAHBI
YCUJICHHOM KBalIM(UIMPOBAHHOM 3JIEKTPOHHONW MNOANHMCHIO JHOO YCHJIECHHOM HEKBaTU(pHUIIMPOBAHHOU
AIIEKTPOHHOM TOAIMUCHIO B CIIy4ae, €CIM OT UMEHH 3asiBUTEIIS JICUCTBYET €ro npelncTaBuTenb (husznueckoe
JIMIIO), YIIOJTHOMOYCHHBIH JISHCTBOBATh OT MMEHU 3asIBUTEIISI HA OCHOBAHUH JIOBEPEHHOCTH B DJICKTPOHHON
¢dopme B MAIIMHOYUTAEMOM BHJIE.

2. B ciydae BHeceHMs M3MEHEHHUI B JOKYMEHTHI, COJepiKallhecs B PErMCTPALlMOHHOM J0Che Ha
3apEeTrUCTPUPOBAHHBIN JICKAPCTBEHHBIM IIpemnapar Mg BETEPUHAPHOIO NPUMEHEHHUS, B OTHOILICHUHU
CBEJIEHMH, yKa3aHHbIX B moamyHkrax 'e", "x", "k", "n", "H", "c¢", "x" mynkra 7 wactu 3 cratbu 17
Hacrosmiero denepanbHOrO 3aKOHA, W3MEHEHUWS M (MJIM) JOTMOJHEHHS NPOHM3BOJICTBEHHOW ILIOLIAIKH
JIEKApCTBEHHOI'O0 CpEACTBA, a TaKXKe B Clydae W3MEHEHUS II0Ka3aTelled KadecTBa JIEKaPCTBEHHOI'O
npernapara Uil BETCPHHAPHOTO MpHUMEHEHUs W (MJIM) METONOB KOHTPOJS KadyecTBa JIEKapCTBEHHOT'O
mnpenapara i BETEPUHAPHOIO IPUMEHEHUS IMPOBOAMUTCS DKCIIEPTU3A JIEKAPCTBEHHOI'O CPEACTBA UL
BETEpUHAPHOTO TMPHUMEHEHUs. B cilyuae HEOOXOIUMOCTH BHECEHUS WHBIX H3MEHEHUH B JOKYMEHTHI,
colepaKallMecss B PETUCTPALMOHHOM JOChE€ Ha 3aperUCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar i
BETEPUHAPHOIO IPUMEHEHUS, DKCIIEPTU3a JIEKAPCTBEHHOI'O CPEACTBA JJIsl BETEPUHAPHOTO IPUMEHEHU HE
IIPOBOJUTCS.

3. 3asBUTEINb BIIPAaBE MPEIACTABUTH M0 COOCTBEHHONW MHUIIMATHBE BMECTE C 3asBJICHMEM O BHECCHUU
U3MEHEHUN B JOKYMEHTBI, COJEpXKalllMeCs B PErUCTPALMOHHOM JIOCE€ HA 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIN IIpenapar JJis BETEpUHAPHOIO IPUMEHEHHUs], PEKBU3UTHI JOKYMEHTOB, ITOATBEPKIAIOINX
yIUIaTy TOCYAApCTBEHHOW IOLUIMHBI 32 BHECEHUE B JIOKYMEHTBI, COJEpXKAILHUECS B PErMCTPALlIOHHOM
JIOChE HA 3apErUCTPUPOBAHHBIN JICKAPCTBEHHBIN IIpenapar uisi BETCPUHAPHOIO IIPUMEHEHUS, U3MEHEHUH,
TpeOYIOLMX IPOBEJCHUS SKCIEPTU3bl JIEKAPCTBEHHOI'O CPEJCTBA, WM H3MEHEHUH, He TpeOyromux
NPOBEACHUS HKCHEPTH3bl JICKAPCTBEHHOI'O CpeicTBa. B ciyyae HeoOXOAMMOCTH M3MEHEHHS CBEICHMH,
coJepKallMXCsd B PETUCTPALMOHHOM YIOCTOBEPEHUHM JIEKAPCTBEHHOI'O IIperapara [uisi BETEPUHApHOIO
NPUMEHEHHUS], C 3asBJICHUEM, YKAa3aHHBIM B 4acTH 1 HacTosIel CTaThH, 3asiBUTENb BIIPaBe MPEJICTABUTH IO
COOCTBEHHOM HHUIIMATUBE PEKBU3UTHI JOKYMEHTA, IMOJATBEPXKAAIOLIEr0 YIUIATy TOCYAapCTBEHHON
IOLLIJIMHBI 32 BbIJIA4y PErMCTPALMOHHOIO YIOCTOBEPEHUS JIEKAPCTBEHHOIO IIpenapara. 3asBUTENb BIIpaBe
IPEICTaBUTh 110 COOCTBEHHON MHUIIMATUBE CBEJCHUS O JIMICH3UAX, YKa3aHHbIEe B MyHKTax 1 n 2 vactu 1
HAacTOsIIed CTaThM, a TAaKKe BbIJAaBacMble YIOJIHOMOYEHHbIMU  (efepalbHbIMU  OpraHamMu
UCIIOJIHUTENIBHOW BJIACTH JOKYMEHTHI, yKa3aHHbIe B MyHKTe 3 yacTu 1 Hactosmieil cratbu. B ciydae
HEMPE/JCTABJICHUs YKa3aHHBIX JIOKYMEHTOB (CBEICHHII) yIOJHOMOYEHHBIH (QeaepaibHblii  OpraH
UCIIOJHUTENBHOW ~ BJIACTM  3alpallliBacT  yKa3aHHbIE  JIOKYMEHThl  (CBeleHHs) B HOpSIKE
ME)XBEJIOMCTBEHHOI'0 MH(POPMALIMOHHOTO B3aUMO/ICHCTBHS.

4. B cpok, HE MPEBBILAIOUIMNA MATH pabouux JHEH CO JHS MOCTYIJICHMsS YKa3aHHOro B 4acTu 1
HACTOSIIEH CTAaThbU 3asiBICHUS M HEOOXOIUMBIX JIOKYMEHTOB, YIOJHOMOUYEHHBIH (elepanbHblii opraH
VICIIOJIHUTEJIBHOU BIIACTH!



1) npoBOAMT NMPOBEPKY MOJHOTHI H IOCTOBEPHOCTH CBEJCHUH, COJCPIKAIINXCS B TIPEICTABICHHBIX
3asiBUTEJIEM JOKYMEHTAX;

2) IPUHUMAET PEIICHHE O TPOBEJICHUH SKCIEPTHU3bI JICKAPCTBEHHOT'O CPECTBA ISl BETCPHHAPHOTO
IpUMEHEHHs Wi 00 OTKa3e B €€ MPOBEICHUH,

3) HampaBisieT [OCPEICTBOM E€AMHOTO IOpTaja 3asBUTEII0 MOJIINHCAHHOEC YCHJICHHOM
KBaJU(HUIUPOBAHHOW 3JIEKTPOHHONW MOJNHUCHIO YBEJAOMIICHHE O NPUHATOM pELICHMH WIA B Cilydae
NPUHATHUS PelIeHHUs] 00 OTKa3e B MPOBEICHUU SKCIIEPTU3HI JEKAPCTBEHHOTO CPECTBA JJISi BETEPUHAPHOTO
IIPUMEHEHHUS C YKa3aHUEM IIPUYMH TAKOr'0 OTKa3a.

4.1. B cityyae BBISIBIICHHSI HEJIOCTOBEPHOCTH U (WJIM) HEAOCTATOYHOCTH CBEICHHH, COJCPIKAIIUXCS
B IIPEJCTABJICHHBIX 3asBUTENIEM MaTepuajax, YIOJTHOMOUYCHHBIN (elepalbHblil OpraH HMCHOJIHHUTEIbHOM
BJACTU HANpaBJsIET MOCPEICTBOM €IUHOIO TOpTala 3asBUTENI0 3aIpoc 00 YTOYHEHHMH YKa3aHHBIX
CBE/ICHUH, MOAMUCAHHBINA YCUICHHON KBATU(UIIMPOBAHHON JIEKTPOHHON MOAMHCHIO.

4.2. 3asButenp 00s53aH HANpPaBUTh IOCPEJICTBOM E€IMHOTO TMOpTaja B YINOJHOMOYCHHBIH
benepanbHBIE  OpraH MCIOJHUTEIBHOW BJIACTH TOJNMCAHHBIA  YCHJICHHOW KBaJU(HUIHUPOBAHHON
3JIEKTPOHHON MOJIMUCHI0 OTBET HA 3alpoC YIMOJIHOMOYEHHOTO (eepajibHOro OpraHa HMCHOJIHHUTEIbHOM
BJACTH B CPOK, HE MPEBBIMIAIOIMI JeBiHOCTA pabOouuX JHEW CO JHS MOJYYCHHS YIOJIHOMOYEHHBIM
(benepanabHbBIM OPraHOM HMCIIOJHUTEIBHON BIIACTH JICKTPOHHOTO YBEJAOMIICHUS O MOJYYCHUH 3asBUTEIIEM
nanHoro 3ampoca. Cpokd, yka3aHHele B yacTh 1.1 Hacrosimeid craThbH, NMPUOCTAHABIMBAIOTCS CO IHA
HafpaBJICHUsl TOCPEACTBOM €AMHOTO TOpTaia 3asBUTENIO 3alpoca YHOJIHOMOYEHHOTo (eaepaabHOro
OpraHa HCIIOJIHUTEJIIBHOM BJIACTM A0 [JHA HAalPaBJICHHUA IIOCPEACTBOM E€IMHOIO IOpTajla B
YIIOJIHOMOYEHHbIA (efepanbHblii OpraH MCIOJHUTENBbHOW BJAcTH OTBETa HA JaHHBIA 3ampoc M He
YUUTBIBAKOTCSA IPU UCYUCIICHUM CPOKA IPUHATHS PELIEHUs O BHECEHUM W3MEHEHHM B JOKYMEHTBI,
coJepaKallvecss B PETHCTPALMOHHOM JIO0ChE€ Ha 3aperMCTPUPOBAHHBIN JICKAPCTBEHHBIN IIpenapar i
BETEpUHAPHOTO IIpUMEHEHUs. B cilydae, ecau OT MMEHHM 3aABUTEN JEUCTBYET €ro IpeACTABUTEIND
(pusmyeckoe nHII0), YIIOTHOMOYEHHBIH JISHCTBOBATh OT UIMEHH 3asiBUTEIISI HA OCHOBAaHWH JIOBEPEHHOCTH B
AJIEKTPOHHON (hopMe B MAIIMHOYMTAEMOM BHJE, OTBET Ha 3alpOC MOXKET OBITh MOJMHCAH YCHUJIEHHOU
KBaJTM(HUIUPOBAHHON 3JIEKTPOHHONW MOANUCKHIO OO YCHUJIEHHOW HEKBATU(HUIIMPOBAHHOW 3JEKTPOHHOM
MOAIHUCHIO.

5. OcHoBaHMEM MJisi OTKa3a B MPOBEIEHUHM SKCIEPTU3bl JIEKAPCTBEHHOI'O CpEACTBa IS
BETEPUHAPHOTO MPUMEHEHMs SIBISIETCS IPEACTaBICHUE JIOKYMEHTOB, YKa3aHHbIX B yacTax 1 u 3
HACTOSILEH CTaThu, B HEMOJHOM O00ObEME WJIM OTCYTCTBHE B MPEICTABICHHBIX JOKYMEHTaX OCTATOYHBIX
CBEJICHUH, MOATBEPKAAIOLIUX HEOOX0AUMOCTh BHECEHUSI U3MEHEHHH, TMO0 HEeNpeACTaBICHUE 3asBUTENIEM
B YCTaHOBJICHHBI CPOK OTBETa HA yKa3aHHBIM B yacTu 4.1 HacTosIIel CTaThH 3alpoC YIOJIHOMOYEHHOTO
(benepanabHOro OpraHa MCIOJHUTEIbHOM BIACTH.

6. DkcrepTH3a JIEKApCTBEHHOI'O CPEJICTBa JJIsI BETEPUHAPHOI'O NPHUMEHEHHsS B LENAX BHECEHUS
U3MEHEHUNW B JOKYMEHTBI, COJEpXKalllMeCs B PErUCTPALMOHHOM JIOChE€ HA 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIN IIpenapar s BETCPUHAPHOIO IPUMEHEHHs], OCYILECTBIISICTCS B IIOPSAKE, YCTAHOBICHHOM
cratbeil 24 Hactosero denepanbHOro 3aKoHa.

6.1. B cpok, He mpeBbIIAIONUI AT padouuX AHEH CO JHS HaNpaBlIEHHUs OCPEICTBOM €IUHOTO
nopTaja B YINOJHOMOYEHHBIN (perepabHblii OpraH MCHOJHUTENBHOM BIACTH MOJMUCAHHOTO YCHUJIEHHOU
KBaJM(HUIUPOBAHHONW 3JIEKTPOHHON IOANUCHIO 3aKIIOUEHUS KOMHCCHM OJKCIEPTOB IO pe3ysbTaTam
yKa3aHHOM B YacTM 2 HACTOAIIEH CTaTbu OHKCHEPTHU3bl, YIOJHOMOYCHHBIH (QelepanbHblii opraxn
VCIIOJIHUTEJIBHOU BIIACTH!

1) npuHEMaeT pelieHHe O BHECEHHMM M3MEHEHHMH B JIOKYMEHTBI, COJAEpXKallhecs B
PEruCTpPallMOHHOM JOChE€ Ha 3apEerHUCTPUPOBAHHBIA JICKAPCTBEHHBIM IIpenapar [yl BETEPUHAPHOIO
NPUMEHEHHUs], WK 00 OTKa3e BO BHECEHUU TAKUX U3MEHEHUH,;

2) BHOCHT B TOCYAapCTBEHHBIH pPEECTp JIEKAPCTBEHHBIX CPEICTB HA OCHOBAHUM DEIICHUS O
BHECCHUU U3MEHEHUN B JJOKYMEHTBI, COIEPKAILUMECS B PETUCTPALUOHHOM J0ChE Ha 3apEeruCTPUPOBAHHbIN
JIeKapCTBEHHBIH Mpenapar 1Jis BeTepUHAPHOTO MPUMEHEHUs!, HEOOXOAMMbIE U3MEHEHMUS;

3) BHOCHUT B TOCYJapCTBEHHBIN peecTp JICKapCTBEHHBIX CPEICTB B CIy4ae HEOOXOAMMOCTH



U3MEHEHUs C COXPAHEHHEM TEKYLIEro HOMEpa 3alliCH B T'OCYJAapCTBEHHOM pEECTpe JIEKapCTBEHHBIX
CPEACTB U HANpABJISIET 3aABUTENIO IMOCPEACTBOM E€IUHOIO MOpTaja MM B JWYHBINH KaOWHET 3asBUTENS B
€IVUHOW CHUCTEME BBIIUCKY U3 TOCYAApPCTBEHHOIO peecTpa JIEKAPCTBEHHBIX CPEICTB, IOANKMCAHHYIO
YCUJICHHOH KBaJIN(UIIMPOBAHHON HJIEKTPOHHOM MOAIHUCHIO.

6.2. B ciiyuae BHeCeHMs U3MEHEHUN B JOKYMEHTBI, COACPIKAIINECS B PETUCTPALIIOHHOM JI0Che Ha
3aperucTPUPOBAHHBIN JICKAPCTBEHHBIN IIPENapar s BETCPUHAPHOIO IIPUMEHEHUS, B YaCTH, KACAIOLIEHCs
U3MEHEHUS W (WIM) JONOJHEHHs TPOM3BOJACTBCHHOW IUIOMIAJKK JIGKAPCTBEHHOTO Npernapara, pu
NPEJCTAaBICHUN 3asIBUTEJIEM B COOTBETCTBUHU C MYHKTOM 3 yacTH 1 HAcCTOsSIIEW CTaTbU KOMUHU PELICHHUS
YIOJIHOMOYEHHOr0 (pe/iepaibHOro OpraHa HMCIOJHUTEIbHONW BIACTU O MPOBEIACHUU HHCIIEKTHPOBAHHS
NPOM3BOAUTEINSL JICKAPCTBEHHBIX CPEACTB CpPOK, YyKa3aHHbIM B wyacth 6.1 Hacrosmiei craThH,
IIPUOCTAHABJIMBACTCA CO JHS IOJY4YEHUS 3aKIIOYCHU KOMHUCCHM DJKCIEPTOB 10 [JHSA IIPUHATHS
YIIOJIHOMOYEHHBIM (pe/iepabHbIM OPraHOM HMCIIOJHUTEIBHOM BIACTH PELICHHS O BblAaye MM 00 OTKas3e B
BbIJIa4Y€ 3aKIIOYECHUS O COOTBETCTBUU MPOU3BOJUTEINS JICKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM IMpaBUII
Ha/IIeXKalel MpOU3BOCTBEHHOM PAKTHUKH, HO He O0Jiee 4eM Ha CTO BOCEMbJIECIT PabOUYMX JHEH.

7. OcHoBaHMeM JUIsI OTKa3a BO BHECEHMHM H3MEHEHMH B JOKYMEHTHI, COJepXKalluecs B
PEruCTPallMOHHOM JIOCh€ Ha 3apEerHUCTPUPOBAHHBIM JICKAPCTBEHHBIM IIpenapar il BETEPUHAPHOIO
NPUMEHEHHS, B CIy4asX, HE TpeOYIOIIMX MPOBEACHHs AKCHEPTH3bI JICKAPCTBEHHOTO CPEACTBA, SBISETCS
Npe/CTaBICHUE JIOKYMEHTOB, YKa3aHHBIX B YacTsaX 1 u 3 HacToAlleil CTaTbu, B HEMOJHOM OObEME WM
OTCYTCTBHE B NPEACTABICHHBIX JOKYMEHTaX CBEJCHUH, KOTOPHIC JOJDKHBI ObITh B HUX OTPaXKEHbI, JINOO
HEMpe/ICTaBICHUE 3asBUTENIEM B YCTAHOBJICHHBIM CPOK OTBETa Ha yka3aHHbIM B yactu 4.1 HacTosmien
CTaThH 3aIPOC YIOJIHOMOYEHHOTO (heIepabHOr0 OpraHa UCIIOJHUTEIHHOMN BIACTH.

7.1. OcHoBaHueM s OTKa3a BO BHECEHMHM HW3MEHEHMH B JIOKYMEHTBHI, COJep)Kalluecs B
PErMCTPallMOHHOM J0ChE€ Ha 3apEerHCTPUPOBAHHBIA JICKAPCTBEHHBIM IIpenapar Uil BETEPUHAPHOIO
NPUMEHEHHs, B CydYasx, TpeOyIOIMX MPOBEJIEHUs SKCIEPTU3bl JICKAPCTBEHHOIO CPEICTBA, SBISETCS
3aKIIIOYEHUE YIOJIHOMOYEHHOIO (pelepalbHOrO OpraHa HCIOJHUTEIBHOW BJIACTH O BO3MOXKHOCTH
CHIDKEHMsI 0€30IaCHOCTH, KauecTBa, 3(h(hEeKTUBHOCTH JIEKAPCTBEHHOTO Mperapara BCIEICTBHE BHECEHUS
M3MEHEHHUH B yKa3aHHbBIE JTOKYMEHTHI, OTKa3 YIIOJIHOMOYEHHOTrO (heAepalbHOr0 OpraHa MCIOJIHUTENbHON
BJIACTH B BBIJAaue 3aKIIOYEHHS O COOTBETCTBMU MPOM3BOIUTENS JIEKAPCTBEHHBIX CPEJCTB TPeOOBAHUSAM
NpaBWI HaJUIeKaIled NPOM3BOACTBEHHOW MPAKTUKA B Cilydyae HW3MEHEHHs W (WJIH) JIOMOJHEHUS
IIPOU3BOJCTBEHHON IUIOLIAAKKA JIEKAPCTBEHHOIO IIpenapara, €ClIM IPOU3BOACTBO JIEKAPCTBEHHOTO
rpenapara i BETCPUHApPHOIO NPUMEHEHUS OCYIIECTBIseTCs 3a mpenenamu Poccuiickoir denepanuu,
UJIM OTCYTCTBHE DTOT'0O 3aKJIFOYCHHUS.

8. Jlomyckaercsi oOpallleHHe JIEKApCTBEHHBIX IPENapaToB Ul BETEPUHAPHOIO NMPUMEHEHHS [0
UCTEYEHUSI CPOKA FOJHOCTH, IIPOU3BEICHHBIX B TEYECHUE CTA BOCBMUACCATH AHEU IOCIE NaThl IPUHATUS
YIOJIHOMOYEHHBIM (heiepaibHBIM OPTaHOM HCIIOJHUTENBHON BJIACTH PEIIEHUs O BHECEHUH W3MEHEHUH B
JIOKYMEHTBI, COAEPKAIMECSd B PErUCTPALIMOHHOM J0ChE Ha JICKAPCTBEHHBIN IIpernapar, B COOTBETCTBUHU C
uHpOpMalueH, coaepxaleiicss B TOKyMEHTax PerucTpallMOHHOrO JI0ChEe Ha JIEKApCTBEHHBIN Mpenapar a0
JIaThbl IIPUHATHUSA TAKOT'O PELLICHMUS.

Crartbs 32. OTMeHa rocy1apcTBEHHON PEerrCcTpalyy JIGKapCTBEHHOIO IIpenapaTa

Pemenune 00 oTMeHe rocy1apcTBEHHON PEerucTpaluy JeKapCTBEHHOTO Mpernapara U UCKIIOUEHUU
JIEKapCTBEHHOI'0 IIpernapara M3 TIOCYJapCTBEHHOI'O peecTpa JICKapCTBEHHBIX CPEACTB IPUHUMACTCS
YIOJIHOMOYEHHBIM (heiepajIbHBIM OPraHOM MCIIOJIHUTEIBHOMN BJIACTH B ClIydae:

1)  mpencraBieHHs ~— COOTBETCTBYIOUIMM  YINOJHOMOYEHHBIM  ()eiepalbHBIM  OpraHoM
UCTIOJHUTEIBHOM BJIACTH 3aKIIOYEHUS O pPHCKE WIM 00 Yrpo3e 3/0pOBbIO, >KU3HM YEJIOBEKa WU
JKUBOTHOTO NpPU NPUMEHEHHUHU JIEKapCTBEHHOI'O Ipernapara, HpeBbIIIAIOIMNX €ro 3((eKTuBHOCTH, IO
pe3yJbTaTaM OCYLIECTBISEMOI0 UM MOHUTOPHHTIA O€3011aCHOCTH JIEKAPCTBEHHOTO Iperapara,

2) TmojayM JAepiKaTeleM WM BIAJeNbIIeM PErHCTPAllMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO
npenapata WIM YHOJHOMOYEHHBIM UM JPYIMM IOPUIMYECKUM JIMLIOM 3asBJCHUS 00 OTMEHe
rOCYJapCTBEHHOM  pEerucTpanud  JIEKApCTBEHHOIO  IIpelapara, MOATIMCAHHOIO  YCUJICHHOM
KBAJIM(HUIMPOBAHHON 3JIEKTPOHHOM MOANUCKIO, ITyTEM €r0 HalpaBJIeHUs OCPECTBOM €IMHOr0 MopTaia B



YIOJTHOMOYECHHBIH  (efepalbHBIi  OpraH  HUCIOJHUTENBHOM  BIACTH WMIM  JIMYHBIA  KaOWHeET
YIOJIHOMOYEHHOTO (pe/IepabHOTr0 OpraHa MCIOJHUTENBHOM BIIACTH B €IUHOM cucTeme. B cimyuae, ecnu ot
UMEHHU JepXaTelld WIM BIAJeNblla PETUCTPALMOHHOIO YIOCTOBEPEHUS JIEKAPCTBEHHOIO Ipernapara
JEUCTBYET ero MpeAcTaBUTeNb ((PU3MUECKOE JIUIIO), YIOIHOMOYCHHBIN JEWCTBOBATh OT MMEHH JIepIKaTeIIst
WIM BIAAEIbLA PErUCTPAllMOHHOIO YAOCTOBEPEHMS JIEKAPCTBEHHOI'O Ipenapara Ha OCHOBAaHUU
JIOBEPEHHOCTH B 3JIEKTPOHHON (popMe B MAIIMHOYUTAEMOM BHJIE, 3asiBJICHHE 00 OTMEHE TOCYJapCTBEHHOM
PEruCTpaly JIEKapCTBEHHOTO MpenapaTa MOXKET ObITh MOJAMUCAHO YCWJIEHHOW HEeKBaIU(UIMPOBAHHOM
3JIEKTPOHHOU IMOJIHKCHIO;

3) HEeMmoATBEPXKICHHUSI TOCYIAPCTBECHHOW PErHCTPAIMU JICKAaPCTBEHHOTO Iperapara Mo UCTCYCHUH
CpOKa AEUCTBUSI PETMCTPALIMOHHOI O YAOCTOBEPEHUS, BBIIAaHHOT' O HA IIATh JIET;

4) wHenpeacTaBlieHHs 3asBUTENEM HMH(POPMAIMU, KOTOpas MOXKET IOBJIeYb 3a CO0Oi
HEOOXOIMMOCTh BHECCHHMsSI M3MEHEHUH B JOKYMEHTBI, COJEp’KallMecss B PErHCTPAllMOHHOM J0Che Ha
3aperUCTPUPOBAHHBIN JIEKAPCTBEHHBIM mpenapaT, B TEYCHHE TpUAUATH padouux [AHEH co JAHA
HACTYIIJIEHUS 3TUX U3MEHEHUI;

5) ocymIecTBICHUS TOCYJAPCTBEHHOW PETMCTPALMH JISKAPCTBEHHOIO Mpernapara IoJi TOPrOBBIM
HAaUMEHOBAaHUEM 3apETMCTPUPOBAHHOIO PAHEE IOJ ATHUM TOPrOBBIM HAMMEHOBAHUEM JIEKApPCTBEHHOIO
Ipernapara, OTJIMYaIOUIErocsi KaueCTBEHHBIM COCTaBOM JIEMCTBYIOIIMX BEILECTB;

6) ocymiecTBICHUs TOCYIaPCTBEHHON PErHCTPAIMU OJTHOTO U TOTO K€ JIEKapCTBEHHOTO Iperapara
B OTHOIIEHMM OJHONO M TOrO >K€ JeprKaTessd WIM Biajienblia PErHMCTPAllMOHHOIO yIOCTOBEPEHUS
JICKapCTBEHHOTO IMpernapara B BHJE JBYX M 0Ooyiee JIEKapCTBEHHBIX IpErnapaTroB MOJ pPa3IUYHbIMU
TOPrOBBIMA HAUMEHOBAHUSIMH;

7) BBIHECEHHS CyJOM peEUIeHWs O HapylleHHMH T[paB MpaBooOiazarens OOBEKTOB
MHTEJUIEKTYyaJIbHONH COOCTBEHHOCTH MPH 00pallieHNH JIeKapCTBEHHbBIX CPEICTB,;

8) oTcyTCTBHS JIEKapCTBEHHOIO Tperaparta B oOpamieHuu B Poccuiickoii Depepanyin B TeUeHHE
Tpex u Ooree JerT;

9) HeBBIMONHEHMs JEpKaTeJIeM WM  BIAJCIbLEM  PErHCTPALMOHHOTO  yIOCTOBEPEHHUS
JIEKapCTBEHHOT'0 IpenapaTa Ju00 YIOJTHOMOUYEHHBIM UMM JPYTUM IOPHINYECKUM JIMIIOM MEPONPUSTHIA 1O
obecriedeHnI0  0€30MacCHOCTH  JIGKAPCTBEHHBIX  IIPENaparoB, YCTAaHOBJIEHHBIX  YIOJHOMOYEHHBIM
(benepanabHBIM OPTaHOM UCHOJTHHUTEIBHOM BIACTH B COOTBETCTBUU C YACTAMU 3 U 4 cTaTbu 64 HacTOsILIEro
denepanbHOro 3aKOHA, B paMKaX OCYILECTBICHH (papMakoHaa30pa;

10) oTkaza pgepkarens WM BIaJeNblla PETUCTPALMOHHOTO YIOCTOBEPEHHS JIEKapCTBEHHOTO
npenaparta Ju00 YMOJIHOMOYEHHOIO MMM JPYroro MOPUAMYECKOro JMIla OT BHECEHUS W3MEHEHMH B
MHCTPYKLHIO II0 MPUMEHEHMIO JIEKAPCTBEHHOI'O Ipenapara, KacalolMXCsS HOBBIX IOITBEP)KIECHHBIX
JAHHBIX O TOM, YTO PHUCK MPUUYMHEHUS BpPEAA 3J0POBBIO UEIOBEKA WIM JKMBOTHOI'O BCJEICTBUE NpUEMaA
JIEKapCTBEHHOTO Mpenapara npeBbiaeT 3(pHEeKTUBHOCT €0 IPUMEHEHUS.

Crartbsa 33. 'ocy1apcTBEHHBIN PeecTp JIEKAPCTBEHHBIX CPEICTB

1. TocynapcTBeHHBIH peecTp JEKapCTBEHHBIX CPEACTB COAEPKUT IEpPEeUeHb JIeKapCTBEHHBIX
[penapaToB, MPOILEIIINX T'OCYAAPCTBEHHYIO PErUCTpaIIo, MepeyeHb (hapMaleBTUUECKUX CyOCTaHIMA,
BXOJISIIIUX B COCTAaB JIEKAPCTBEHHBIX MPENAPATOB, U CIEAYIOUIYI0 HHPOPMALHUIO:

1) B OTHOIIIEHUH JIEKAPCTBEHHBIX MPETAPATOB:

a) HaNMMCHOBaHHME JICKQpPCTBEHHOro rmpemapata (MEXIyHApOIHOE HEMAaTeHTOBAaHHOE, WM
IPYIIIHPOBOYHOE, WIIM XUMHYECKOE U TOPrOBOE HANMEHOBAHUS);

0) nexapcTBeHHas (hopMa ¢ yKazaHHEM JI03MPOBKH JIEKAPCTBEHHOTO IIpenapara u ero KOJM4ecTBa B
NOTPEOUTENHCKON YITaKOBKE;

B) HAMMCHOBAHHME JIePKATEeNsl MM BIIaJIeNIbIa PETUCTPALIMOHHOTO yIOCTOBEPEHHS JICKAPCTBEHHOTO
Ipernapara U CBEACHHUA O PETUCTPALMU JIepKaTelsd WM Biajeiblia PErMCTPALMOHHOIO YAOCTOBEPEHUS
JIEKapCTBEHHOI'O Ipenapara JUlsi MEAULIIMHCKOIO NPUMEHEHHUS B KA4€CTBE HAJIOIOILIATENIBIINKA B CTPaHE
peructpanu (Ui pOCCUHCKUX FOPUANYECKUX JIMI] - WACHTU(UKAIIMOHHBIH HOMEpP HAJOTOIUIaTeNbIINKa
(MHH), nist ”HOCTpaHHBIX IOPUANYECKUX JIUI] - CTPAaHA PEruCTpalii, HAMMEHOBaHHUE PETUCTPHPYIOIIETO
OpraHa, peruCTpallMOHHBIH HOMEp, KOJ] HAJIOTOIIaTeNIbIINKA B CTPAaHE PErHCTpaliy (HHKOPIOPALUH) T



€ro aHajor);

') HAMUMEHOBAHME U aJIPeC MPOU3BOIUTEINS JICKAPCTBEHHOTO MPETapaTa U CBEICHHUSI O PETUCTPALIUH
NPOU3BOUTENSL  JIGKAPCTBEHHOrO0  Mpemapara s  MEIMIMHCKOTO TNPHMEHEHHs] B  KayecTBe
HAJIOTOIUIATENbIIMKA B CTPAHE PErUCTpalny (U POCCUHCKHUX IOPUAMYESCKUX JIHIL - UACHTU(DUKAIIMOHHBIN
HoMep Hanoromarenpimka (MMHH), ans MHOCTpaHHBIX FOPUIMYECKHX JIUII - CTpaHa PErHCTPAllHH,
HAaMMEHOBAHHE PErHCTPUPYIOLIETO0 OpraHa, PeruCTPALMOHHbIM HOMED, KOJ HAJIOTOIIATeNbIIMKA B CTpaHe
peructpanyu (MHKOPIOPALUK) HIH €r0 aHaJIor);

) (bapmakoTepaneBTHUeCKas rpymnra, KOJI JIEKapCTBEHHOTO npemnapara o
aHaTOMO-TEPANEBTUYECKO-XMMUYECKON KIIacCCU(PHUKAIMM, PEKOMEHJOBaHHOW BcemupHoOW opraHuszanuei
3[IPaBOOXPAHEHHUS;

€) IOKa3aH!sl ¥ MPOTHBOIIOKA3aHUsI K IPUMEHEHHUIO JICKAPCTBEHHOT'O IperapaTa;

’K) TOOOYHBIE ICHCTBUS JIEKAPCTBEHHOT O IIpernapara,

3) CPOK T'O/IHOCTH JICKAPCTBEHHOTO Ipenapara,

1) YCJIOBUS XpaHCHUS JICKAPCTBEHHOTO IIperapara;

K) YCIJIOBHSI OTITYCKa JIEKAPCTBEHHOT O Iperapara;

Ja) HoMep (apMaKONECHHOW CTaTbl WM B ClIydyac €€ OTCYTCTBUSI HOMEp HOPMAaTHBHOU
JOKyMEHTAIMH T1O0 HOPMATHUBHOT'O IOKYMEHTA;

M) Jara rocyJapCTBEHHOH PErHCTpaliH JICKAPCTBEHHOI'O Ipernapara U ero perucTpaldoOHHbIH
HOMEp, JlaTa 3aMEHbl PETUCTPAIMOHHOTO YJOCTOBEPEHHUS JIEKApCTBEHHOrO Ipernapara Ha OeccpoyHoe
PETUCTPAIIMOHHOE  YAOCTOBEpEHHE JIGKAPCTBEHHOrO0 IpemapaTa, Jara [OJadyd  3asBJICHUS O
MOATBEPXKIAEHUH  TOCYJAapCTBEHHOM  pEerucTpaly JIeKapCTBEHHOro  Iperapara, JlaTa  OTMEHBI
rOCYJJapCTBEHHOM perucTpaiiy JeKapcTBEHHOT 0 Mpernapara,

H) KaueCTBEHHBI COCTaB M KOJMYECTBEHHBIH COCTAaB JCHCTBYIOIIMX BEHIECTB UM KaueCTBEHHBIH
COCTaB BCIIOMOTaTEIbHBIX BEIIECTB JIEKAPCTBEHHOIO Mpernapara,

0) uH(popMaLus 000 BCeX pa3pelIeHHbIX BUIaX BTOPUYHON (IIOTPEOUTENbCKOI) YIIaKOBKH;

N) JaTa TPUHATUS PEUICHHs O BO3MOXKHOCTH PAacCMaTpUBATh JIGKAPCTBEHHBIA Ipenapar IMpH
TOCY/IapCTBEHHOW PETMCTPAlMU B KayecTBE Op(PaHHOTO JISKAPCTBEHHOTO Mpernapara (IJ1s JeKapCTBEHHBIX
npenaparoB JUisi MEIUIMHCKOTO TPUMEHEHHUS);

p) HajgMyMe JIEKapCTBEHHOIO Ipernapara B IEpeYyHe >XM3HEHHO HEOOXOMMMBIX M BaKHEHIINX
JIEKapCTBEHHBIX TpernapaToB (JIs JIeKapCTBEHHBIX MPENapaToB Ui MEIUIIMHCKOTO IIPUMEHEHNS);

C) HaJIM4Ke B JICKAPCTBEHHOM IIperapaTe HapKOTUUECKHX CPEICTB, TICUXOTPOITHBIX BEIIECTB M UX
IPEKYPCOPOB, MOAISKAIIMX KOHTpoIto B Poccuiickoit @enepaninu, B COOTBETCTBUU C 3aKOHOAATEILCTBOM
Poccuiickoit @enepannu, Mex1yHapoaHbIMu norosopamu Poccuiickon denepannu, B ToM uncie Enunon
KOHBEHIIMEH 0 HapkoTuueckux cpeactBax 1961 rona m KonBeHuueil o ncuxorponHsix BemectBax 1971
roja;

T) wuHbOpMAamMs O TOM, SBISCTCS M JAHHBIA JIGKAPCTBEHHBIA mpenapar pedepeHTHBIM
JIEKapCTBEHHBIM IIPENapaTom;

y) CBeAEHHUs O MoJaue 3asBJICHUS O BHECCHWW HM3MEHEHHMH B JIOKYMEHTBI, COJEpIKalluecs B
PErUCTPAIIMOHHOM JI0ChE Ha JICKApCTBEHHBIH Mpernapar;

¢) yrparun cuiny ¢ 1 mapra 2020 r. - ®enepanbhblii 3akoH ot 27 nexadps 2019 r. Ne 475-03

X) CpPOK BBEACHHS JICKAPCTBEHHOI'O Nperapara Jjisi BETepUHAPHOIO NMPUMEHEHHUS B IPaKIaHCKUMA
06opoT;

n) wuHpopManus O TOM, SBISETCS JM JaHHBIA JIGKAPCTBEHHBIM MpemnapaT opQaHHBIM
JIeKapCTBEHHBIM npenapaToM, UMMYHOOHOJIOT MYECKUM JIeKapCTBEHHBIM npenapaTom,
panuodapmaneBTHYECKUM JIEKAPCTBEHHBIM [TPENAapaToOM, TOMEONATUUECKUM JICKAPCTBEHHBIM IIPENapaToM,
OMOJIOTUYECKHUM JIEKAPCTBEHHBIM MpPENnapaToM, BBICOKOTEXHOJOIMYHBIM JIEKAPCTBEHHBIM IpenapaToM,
BIIEPBbIE 3aperucTpupoBaHHbIM B Poccuiickoit @enepaiu B COOTBETCTBUU ¢ HacTosiuM deaepanbHbIM
3aKOHOM WJIM aKTaMH, COCTaBIsoIMMHU nipaBo Coro3a,;

2) B OTHOLICHUH (hapMaIleBTUIECKUX CYOCTaHIIUIA:

a) HaMMEHOBaHHWE (apMaleBTUYECKOH cyOcTaHIMM (MEXIyHapOJHOE HEIAaTeHTOBAHHOE, WIIH



TPYIIIMPOBOYHOE, HJIM XHMHYECKOE W TOProBOE HaMMEHOBaHWs), (opma BbIMycka (C YyKazaHHEM
T03UPOBKH (IpU HAMW4KK), (PaCOBKHU U YIAKOBKH);

0) HauMEHOBaHUE W ajJpec Npou3BoauTens (apmarieBTHUecKor cyOctaHimu (IS POCCUICKHX
IOPUINYECKUX JIUI[ - UIACHTU(UKAIIMOHHBIM HoMep Hajororutarensiuka (MHH), mis wHOCTpaHHBIX
IOPUIMYECKUX JIMI] - CTPaHa PEerucTpalnyy, HAMMEHOBaHUE PErUCTPUPYIOLIETO0 OpraHa, perucTpalMoOHHbIHN
HOMEp, KOJ] HAJIOTOTUIATEIbIIUKA B CTPAHE PEruCTpaluy (MHKOPIIOPALMH) WU €r0 aHaJIorT);

B) CPOK FOJTHOCTH (hapMalieBTHUeCKOi cyOCTaHIINY;

T) yCIIOBHSI XpaHeHHs (hapMalleBTUUECKOI CyOCTaHIHH;

) HoMmep (apMakoNeHHOW CTaThl WIM B Cllydyae €€ OTCYTCTBUSI HOMEpP HOPMAaTUBHOMN
JOKyMEHTAIIMH T1O0 HOPMAaTHUBHOT'O IOKYMEHTA;

) Hanmruue (papMalleBTUUECKON CyOCTAaHIIMH B NEPEYHE HAPKOTUYECKHX CPEICTB, MCHXOTPOIHBIX
BEIIECTB U HUX IPEKYypPCOPOB, MOJIEKAIMX KOHTporo B Poccuiickoii denepanuu, B COOTBETCTBUU C
3aKOoHOJaTenbCTBOM Poccuiickon ®enepannu, MexayHapoaHbiMu norosopamu Poccuiickoit denepanuu,
B TOoM uucie EmuHoll KoHBeHIMeld o Hapkoruyeckux cpenctBax 1961 roma u KouBennumeid o
MCUXOTPOMNHBIX BemecTBax 1971 roxa.

2. GapmaneBTHUECKasi CyOCTaHIMS, NPOM3BEACHHAS Ul PEaIM3allid, MOXKET OBbITh BKIIIOYCHA B
TOCYJJApCTBEHHBIN PEECTp JIEKaPCTBEHHBIX CPEACTB HAa OCHOBAHUM 3asBICHUSA pa3paboTyMKa WIH
MPOM3BOIUTENSL JICKAPCTBEHHOTO CPEACTBA JMOO YMOJIHOMOYEHHOTO HMMH IOPUAMYECKOro JHIA HpU
YCIOBHM TPOBEJICHHS B OTHOIIEHUM Takod (apMaleBTUUECKOM CyOCTaHIIMM HKCHEepPTH3bl KayecTBa
(bapMmarieBTHUECKON CyOCTaHIIMM B MOpSJKE, YCTAaHOBJICHHOM cTaTheil 34 Hacrosmero denepaibHOro
3akoHa. B oTHomeHuu (QapmaneBTHUECKUX CYOCTaHIMM, NPOU3BEAECHHBIX IS peaau3alud, B
rOCYJJapCTBEHHOM peecTpe JICKapCTBEHHBIX CPEICTB COJEPKUTCA Cieayrolas nHHopMaIys:

1) HammeHoBaHMe (hapMaleBTHYECKOW cyOcTaHIMK (MEXIyHapOIHOE HEMAaTeHTOBAHHOE, WIIN
TPYNIIMPOBOYHOE, HJIM XHMHYECKOE W TOProBO€ HaMMEHOBaHWs), (opma BhIMycka (C yKazaHHEM
JO3UPOBKH (IIpY HaIM4YKHK), (PaCOBKU M YIIAKOBKH);

2) HaMEHOBaHKE, aJIpec MPOU3BOAMTENS (apMaIleBTUUECKON CyOCTAaHIIMY, a TAK)KE B OTHOLICHUH
JIEKApCTBEHHBIX CPEACTB U MEIUIIMHCKOTO NPUMEHEHHs CBEICHUS O PETUCTPAllUU IPOU3BOAUTENS
(dapmaleBTHYECKO CyOCTaHIIMM B KauyecTBE HAJOTOIUIATENbIIUKA B CTpaHE perucTpamuu (s
POCCHHCKHMX IOPUAMYECKUX JIMI - WACHTH(UKAIMOHHBIH HOMep Hanoromiarensinuka (MHH), ms
MHOCTPAHHBIX IOPUIUYECKUX JIUI[ - CTpaHa PErHCTpaliy, HAaMMEHOBAHHWE PETUCTPHPYIOLIEr0 OpraHa,
PETHCTPAaMOHHBI HOMEp, KOJ HAJIOTOIUIATENbIMKa B CTPaHE perucrpanuu (MHKOPIOpPAIMH) WIH €ro
aHajor);

3) cpok romHOCTH (hapMalleBTUUCCKON CyOCTaHIINH;

4) ycnoBus XpaHeHHs (hapManeBTHYECKOI cyOCTaHIHH;

5) Homep dapmakonelHOH cTaTbu JHOO B Clydae €€ OTCYTCTBUS HOMEpP HOPMAaTHUBHOM
JOKYMEHTALlUU UM HOPMATHUBHOI'O IOKYMEHTA;

6) Hanuuue (apManeBTHYECKOW CYyOCTaHLIMHU B MEPEYHE HAPKOTUYECKUX CPEJICTB, MCHXOTPOIHBIX
BEIIECTB M UX MPEKypCcOpOB, MOJUIeXalIuX KOHTpoito B Poccuiickoir denepanyu, B COOTBETCTBUU C
3aK0oHOJaTenbCTBOM Poccuiickon denepannu, MexayHapoaHbIMu norosopamu Pocculickoit denepanuu,
B ToM uucie EnuHoill koHBeHuued o Hapkotmueckux cpeactBax 1961 roma u KosBenuueit o
MICUXOTPOMNHBIX BemecTBax 1971 roxa;

7) nara BKJIIOYEHUS (hapMaleBTUUECKON CyOCTaHIIMU B TOCYAApPCTBEHHBIA PEeCTp JIEKapPCTBEHHBIX
CpPE/CTB, JaTa BHECEHMs] M3MEHEHUH B JIOKYMEHTHI (papMalleBTHUECKOW CyOCTaHIMM, JaTa UCKIFOYEHUS
(bapmareBTHYECKON CyOCTaHIIMM U3 TOCYJapCTBEHHOTO peecTpa JeKapCTBEHHbBIX CPECTB.

3. Tlopsinok BeaeHHs TOCYJapCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPEJCTB U MEAUIMHCKOIO
OPUMEHEHHUsT M TOPS/IOK BEIEHHs TOCYJapCTBEHHOTO pEecTpa JIEKapCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO TPUMEHEHHUS YTBEPXKAAIOTCS COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM (heaepabHbIM
OpPraHOM HCHOJIHMUTENIBHOM BIACTH.

Cratbsa 34. BritoueHue B rocy1apCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEJICTB M MCKIIOUYEHUE M3

rOCYJJapCTBEHHOTO peecTpa JEKapCTBEHHBIX CPEACTB (apMalleBTUYECKOH CyOCTaHIMH,



MPOM3BEICHHOM T pean3alnu

1. Jlns BrarodyeHus (apMareBTUUECKOH CyOCTaHIIMM, TPOM3BEICHHOW /I peanu3aliy, B
roCyJJapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEJICTB, MPOBOAUTCS IKCIIEPTH3A €€ KaueCTBa.

2. DkcmepTH3a KadecTBa yKa3aHHOM B wactu 1 Hacrosimeidl cratbu (apMareBTHUECKON
CyOCTaHIIMM, COCTaBIICHHE KOMHUCCHEH OKCIEPTOB 3aKIIOYCHHH MO pe3yJabTaTaM JTOH O3KCIEPTH3HI,
MOJNUCAHUE VX YCUJICHHBIMU KBATU(HUIIUPOBAHHBIMU JJIEKTPOHHBIMU MMOJIHICIMH, HAMTPABICHUE TaHHBIX
3aKJIIOUEHUN B JTUYHBIN KaOMHET YHMOJHOMOYEHHOTO (hefepanbHOro OpraHa MCTOTHUTEIBHOW BIIACTH B
€IMHON CHUCTEME OCYIIECTBISIIOTCS B CPOK, HE MPEBBIMIAOIIUN TPUALATA padOYuX AHEW CO JHS
HANPABJICHUs B JIMYHBIM KAaOWHET HSKCIEPTHOTO YYPEXKICHUS B €IUHOW CHCTEME COOTBETCTBYIOIIETO
3aJlaHusl YIOJIHOMOYEHHOTO (peiepalibHOTO OpraHa MCIOJTHUTEIBHOW BIIACTH, MOJIMUCAHHOTO YCUJICHHON
KBaJIU(HUIIMPOBAHHOM AJICKTPOHHOM MONHUCHIO, U CIICAYIONIMX JTOKYMEHTOB (CBEICHUH):

1) cBenmeHust 0 Jare MPEJOCTABIICHUS U PETMCTPAIIMOHHOM HOMEPE JIMIICH3WU Ha MPOHM3BOJICTBO
JIEKAPCTBEHHBIX CPEJICTB WM CBEACHUS O JIaTe MPEAOCTABICHUS U PETUCTPAIIMOHHOM HOMEPE 3aKIIOUCHUS
O COOTBETCTBHHM TPOM3BOAMTENS JICKAPCTBEHHBIX CPEICTB TPEOOBAaHUSM TMPABWII  HaJICKAIICH
MPOM3BOICTBEHHO! MPAKTUKH, BBIAHHBIX (ITPEIOCTABICHHBIX) YIIOJTHOMOYCHHBIM (heiepaibHbIM OPraHOM
WCIIOJIHUTENBHOU BIIACTH, B CIIy4ae, €CJId MPOU3BOJCTBO JIEKAPCTBEHHOI'O CPEJCTBA OCYILECTBIISIETCA B
Poccuiickoit denepanuu;

2) Komus JOKYMEHTA, BBIJIAHHOIO YIOJHOMOUYCHHBIM OPraHOM CTpaHbl T[POU3BOIUTEIIS
JIEKAPCTBEHHOT'O CPEJICTBA U MOATBEPKIAIOIIET0 pa3pelIeHrne MPOU3BOJICTBA JIEKAPCTBEHHOTO CPEICTBA, U
€ro MepeBOJl Ha PYCCKUH fA3bIK, 3aBEPEHHBIE B YCTAHOBJICHHOM MOPAJIKE, a TAK)Ke KOMHUS 3aKIIOUEHUS O
COOTBETCTBUU  TPOM3BOAMTENS  JICKAPCTBEHHBIX CPEACTB TpeOOBaHMSIM MpaBUI  HaJJIeKaIleH
MIPOU3BOJICTBEHHONM MPAKTUKH, BBIAAHHOTO YIOJHOMOYEHHBIM (helepalbHBIM OPraHOM HCIOJHUTEIHHON
BIIACTH, JIMOO KOMHUS PEHICHHs YHNOJHOMOYEHHOro (eaepaibHOro OpraHa HCHOJHUTENBHON BIAacTH O
MpoBeJIeHUH (papMalleBTUYECKOW WHCIEKIIMUA TTPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB ISl METUITUHCKOTO
NPUMEHEHHs Ha COOTBETCTBHE TPeOOBaHUSAM TMpaBUI HAAJEKaIEH MPOU3BOACTBEHHON MPAKTHKU
EBpa3uiickoro SKOHOMHYECKOIO COI03a. YKa3aHHbIE JOKYMEHThl MPEICTaBISAIOTCS B cllydae, €clu
MIPOU3BOJICTBO JIEKAPCTBEHHOT' O CPEJICTBA OCYIlleCTBIIsAETCS 3a penenamu Poccuiickoit denepanuu;

3) TOKYMEHT, COZIepIKaIUi CIIEAYIOIINE CBEICHHSI O (JapMaIleBTUIECKON CyOCTaHIIHH:

a) HaMMEHOBaHMe (hapMaIeBTHYSCKON CYyOCTaHIINH, €€ CTPYKTypa, OOIIre CBOWCTBRA,

0) HAaMMEHOBAHHUE U aJPEC MPOU3BOIUTEIIS;

B) TEXHOJIOTHS MPOU3BOJICTBA C ONMMCAHUEM CTAJHWU MPOU3BOJCTBA M METOJIOB KOHTPOJISI HAa BCEX
CTaJMsIX MPOU3BO/JICTBA;

T) onucaHue pa3paboTKH Mpoliecca MPOU3BOJICTRA,

1) ONHCAaHWE KOHTPOJS KPUTUYECKUX CTAIUil Mpoliecca IMPOU3BOACTBA U MPOMEKYTOUYHOM
MPOJIYKLIUH;

€) JOKyMEHTaJIbHOE MOATBEPIKACHUE (BaMIaIKs) POIecCOB U (MITH) UX OLICHKA,;

JK) CBOMCTBA M CTPYKTypa JCHCTBYIOIIUX BEUICCTB;

3) XapaKTepUCTUKA IPUMECEH;

1) crieruduKanus Ha (papMaieBTHYeCKy0 CyOCTaHIIMIO U €¢ 000CHOBAHHUE;

K) AaHAJIUTUYCCKAE METOJUKH, HCIOIb3yeMble TMPH OCYIICCTBICHUU KOHTPOJS KauecTBa
(bapmarieBTUYECKOM CyOCTaHIUY;

J) JTOKYMEHTAJIbHOE MOATBEpXKAcHUE (BAIMIANNS) aHATUTUYCCKUX METOJHK, MCIIOJIB3YEMbIX MPH
OCYIIIECTBICHUHN KOHTPOJS KadecTBa (papMalieBTUIeCKON CyOCTaHIINH;

M) pe3yJIbTaThl aHAJIN3a Cepuil papMarleBTUYECKOI CyOCTaHIINH;

H) TMepeueHb CTaHIaPTHBIX 00PA3IIOB WM BEIIECTB, UCIOJIb3YEMbIX IPH OCYIICCTBICHUN KOHTPOJISI
Ka4yecTBa,

0) OIMCAHHE XapPAKTEPUCTUK U CBONCTB YIAKOBOYHBIX MATEPUAIOB U YKYIIOPOYHBIX CPEJICTB,;

1) IJaHHBIE O CTA0MIBLHOCTH (DapMaIleBTUUECKOM CyOCTaHIUH;

P) CPOK TOJHOCTH;

4) TOKYMEHT, COACPIKAIIMA CBEJICHUS O PETHUCTPALINHU TIPOU3BOIUTEIIS ICKAPCTBEHHBIX CPEICTB IS



MEIUIIMHCKOTO TPHMEHEHUSI B Ka4eCTBE HAJOTOILUIATEINBIINKA B CTpaHE perucrpauuu (s pocCUHCKHX
IOPUINYECKUX JIUI[ - HIACHTU(UKAIIMOHHBIM HoMep Hajororutarensiuka (MHH), mis wHOCTpaHHBIX
IOPUIMYECKUX JIUL - CTpaHa PErucTpaluy, HAMMEHOBAHUE PETUCTPUPYIOLIErO0 OpraHa, perucTpaluOHHbIN
HOMEp, KOJ] HAJIOTOTUIATEIbINKA B CTPAHE PErucTpauy (MHKOPIOPALMH) MK €r0 aHaJIor).

3. ns mnpoBeneHHs OSKCHEPTH3bl KauyecTBa yKa3aHHOM B dYacTM 1 Hacrosmieil craTbu
¢dapmarieBTHYECKOH  CyOCTaHLIMM  3asBUTENIb  HANpaBsieT IOCPEACTBOM  €OUHOIO MopTaja B
YIOJTHOMOYECHHBIH  (efepalbHBIi  OpraH  HUCIOJHUTENBHOM  BIACTH  WMIM  JIMYHBIA  KaOWHET
YIOJIHOMOYEHHOT0 (heiepalibHOrO OpraHa UCIIOJHUTEIbHOM BIACTH B €MHOM cUCTEME:

1) 3asBieHHE O BKJIIOYCHUH B TOCYJApCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEIACTB JAHHOM
¢dapmaneBTHUECKOW  CyOCTaHLIMM, MOJNHCAHHOE YCHJICHHON KBaJU(UUUPOBAHHONH  3AJIEKTPOHHOMN
HOAMNKUCHIO 3asBUTEINS, a B CIy4ae, €CJIH OT UIMEHH 3asiBUTEIISl JEHCTBYET €ro mpeacTaBuTenb (huznueckoe
JIMILIO), YIIOJTHOMOYCHHBIH JIEHCTBOBATh OT MMEHU 3asIBUTEIIS HA OCHOBAHUH JIOBEPEHHOCTH B DJICKTPOHHON
¢dopmMe B MAIIMHOYUTAEMOM BHJIE, MOANHUCAHHOE €r0 YCHJICHHON KBaJU(PHUIMPOBAHHON 3JIEKTPOHHOMN
MOJIIUCHIO UM YCUJICHHON HEKBATU(HUIIMPOBAHHON 3JIEKTPOHHOM MOAIHUCHIO;

2) PEeKBU3UTHI JOKYMEHTa, TIOATBEPKIAIOMIETO YIUIATy TOCYIapPCTBEHHOW MOLUTUHBI 32 BKIIOYCHUE
B T'OCYJapCTBEHHBIM peecTp JEKapCTBEHHBIX CPEACTB (hapMalleBTUYECKON CYOCTaHIMH, MPOM3BEACHHON
Ui peanu3alnuu, JuO0 MO0 COOCTBEHHOW HMHULMATHBE YKa3aHHBIH JIOKYMEHT. YIOJHOMOYECHHBIH
(denepanbHbIl OpraH HUCIOJHUTENILHOW BIACTH NpoOBepseT (akT YIUIaThl IOCYJApCTBEHHOM MOIUTUHBI
3asBUTEJIEM C MCIOJb30BaHUEM HH(OpMaLuK 00 yIuiaTe rocyJapCTBEHHOH MOILIMHBI, COAEpKalleics B
I'ocynapcTBeHHOM HMH(MOPMAIIMOHHON CHUCTEME O TOCYJapCTBEHHBIX M MYHMLMIAIBHBIX IJIaTeXax, Ha
OCHOBAaHUM IIPEACTABIICHHBIX 3asABUTCIIEM PEKBU3UTOB JIOKYMEHTa, IIOATBEP)KIAIOLIEr0  YIIATy
roCyJapCTBEHHON MOLUINHBI;

3) NOKYMEHTBI, YKa3aHHbIC B YaCTH 2 HACTOSILEH CTaThH;

4) 3asBIeHHE O BbIgaue paspelieHus Ha BBO3 B Poccuiickyro denepanuio KOHKPETHOH MapTUH
HE3apEeruCTPUPOBAHHOIO JIEKAPCTBEHHOI'O CPEACTBA, IPEIHA3HAYCHHOI'O I IPOBEICHUS YKa3aHHOM
JKCIIEPTU3BL.

3.1. B cnyuyae HempencTaBleHHs C 3asBJICHHEM O BKIIOYEHHU B TOCYJapCTBEHHBIH pPeecTp
JICKapCTBEHHBIX  CPEACTB  (papMaleBTUYECKOW  CyOCTaHLIMHM  BbIIAaBaeMbIX  (MIPEIOCTaBISEMbIX)
YIIOJTHOMOYCHHBIMH  (DeiepalbHBIMU  OpraHaMHM  WCIIOJIHUTEIBHOW BIIACTH JOKYMEHTOB (CBEICHHI),
yKa3aHHbIX B MyHKTax 1 W 2 yacTu 2 HacTosIEH cTaTbM, YNOJIHOMOYEHHBIM (enepaabHbIii OpraH
UCIIOJTHUTEIGHOW ~ BJIACTM  3alpallliBacT  yKa3aHHbIE  JOKYMEHTHI  (CBeleHHWs) B TOpSIKE
MEXBEIOMCTBEHHOT'0 MH(POPMALIMOHHOTO B3aUMO/ICHCTBHS.

4. B TeyeHue nsaTH pabouux JHEH cO JTHS NPUHATHSA 3asBJICHHS O BKIIOUEHUH YKa3aHHOU B yactu 1
HACTOsIEH cTaTby (papMalleBTUYECKOH CyOCTaHIIMHM B FOCYIapCTBEHHBIN PeecTp JIEKapCTBEHHBIX CPE/ICTB
U JIOKYMEHTOB, MEpPEYUCICHHbIX B yacTh 1 M myHKTe 2 yacTH 3 HACTOSAILIEH CTaThM, YHOJIHOMOYEHHBIH
(benepanbHbIl OpraH UCIOTHUTEIBHOMN BJIACTH

1) mpoBOAUT MPOBEPKY MOJIHOTHI U JOCTOBEPHOCTH IAaHHBIX, COJCPIKAIINXCS B IPEICTABICHHBIX
3asiBUTEJIEM JOKYMEHTAX;

2) TNPUHUMAET PEIICHHE O HAIpAaBICHUH B SKCIEPTHOE YUYPEXKICHHE 3a/JaHHs Ha IPOBEJCHUE
HKCMIEPTHU3bl KayecTBa yKa3aHHOH B yacTu 1 HacTosel cTatbu (apMaleBTUYECKON cyOCcTaHIMM WM 00
OTKa3€ B TAKOM HaIPaBJICHUY,

3) HampaBIsSeT B JIMYHBIA KAaOMHET 3asBUTENS B €JUHOW CHCTEME IOANMCAHHOE YCHUIICHHOH
KBAJIM(HUIIUPOBAHHON JIEKTPOHHOIN MOJMKUCHIO YBEAOMIIEHUE O IPUHATOM pELICHUH WM B Cllyyae OTKa3a
C YKa3aHHMEM IIPUYUH TAKOI'0 OTKa3a.

4.1. B ciryyae BBISIBIICHHSI HEJIOCTOBEPHOCTH U (MJIM) HEAOCTATOYHOCTH CBEICHHH, COJCPIKAIIUXCS
B IIPE/CTABJICHHBIX 3asBUTENIEM MaTepuajax, YHNOJIHOMOUYCHHBIN (elepalbHblil OpraH HMCHOJIHUTEIbHOM
BJIACTH HAIpABJSET 3asBUTEIIO MOCPEICTBOM €IMHOIO IMOpTajla WIM B JMYHBIA KaOMHET 3asBUTENS B
eIMHOW cHucTeMe 3ampoc 00 YTOUYHEHMHM YKa3aHHBIX CBEJICHMH, IOJANUCAHHBIA  YCHJIEHHON
KBaJTU(HUIIUPOBAHHON 3JIEKTPOHHOM MOATHUCHIO.

4.2. 3agBuTenp 00s53aH HANpPaBUTh IOCPEJICTBOM €IMHOTO TNOpTaja B YHNOJHOMOYCHHBIH



(benepanbHBI OpraH UCIOJHUATENLHONW BJIACTH WM JIMYHBIA KaOWHET YIOJHOMOYEHHOTrOo (erepaabHOro
OpraHa HCIIOJIHUTEIFHOW BJACTH B E€AWHOW CHCTEME MOJNHCAHHBIA YCHUJICHHOW KBaJU(HUIIMPOBAHHOU
3JIEKTPOHHON MOJIMUCHI0 OTBET HA 3alpoC YMOJIHOMOYEHHOTO (helepajbHOro OpraHa HCHOIHHUTEIbHOM
BJACTH B CPOK, HE TMPEBBINIAIOIIMI JeBsHOCTa pabouuX IHEW CO JHs MOJYYCHHs YIOJIHOMOYEHHBIM
(benepanabHBIM OPraHOM HCIIOJHUTEIHHON BIACTH JICKTPOHHOTO YBEJAOMIICHUS O MOJYYCHUH 3asBUTEIIEM
naHHoro 3amnpoca. Cpok, ykasaHHbIH B 4YacTM 4 HAcTOSIIEM CTAaTbH, MPUOCTAHABIMBAETCS CO [JHS
HafpaBJICHUS 3asBUTEIIO MMOCPEICTBOM E€AMHOTO MOpTala WM B JIMYHBIN KaOMHET 3asBUTENS B €IUHOMN
CHCTEME 3alpoca YIOJIHOMOYEHHOro (elepalbHOr0 OpraHa MHCHOJHHUTEIbHOM BIACTH 10 JHS
HafpaBJICHUsl 3asgBUTEIEM IOCPEACTBOM €AMHOTO IMOpTajla B YMOJHOMOYECHHBIH (efepaabHbIil OpraH
UCTIOJHUTEIBHOM  BJIACTH WJIM JHUYHBIA KAaOMHET  YHOJHOMOYEHHOro  (pefepajbHOro  opraHa
UCIIOJIHUTEIBHOW BJIACTU B EIMHOM CHUCTEME OTBETa Ha JaHHBIA 3alpoC U HE YYUTHIBACTCS IIpU
HCUUCIIGHUU CpOKa OKCIEepPTH3bl KauecTBa (papMalleBTHUECKONH CyOCTaHLIMM, NPOU3BEACHHONW JUIA
peanu3anuu. B ciaydae, eciii OT UMEHU 3asBUTENS JCUCTBYET ero mpejacraBurens ((usmdeckoe nuio),
YIOJIHOMOYEHHBIH JeWCTBOBATh OT UMEHH 3asIBUTENSI HA OCHOBAHHU JJOBEPEHHOCTHU B DJICKTPOHHOM (opme
B MAalIMHOYUTAEMOM BHJIC, OTBET Ha JaHHBIM 3ampoc MOXET ObITh MOJNUCAH YCHUJICHHOM
KBaJTU(HUIUPOBAHHON 3JICKTPOHHOW MOANUCHIO OO YCHUJICHHOW HEKBATU(HUIIMPOBAHHOW 3JEKTPOHHOM
MOAIIHUCHIO.

5. OcHoBaHHEM JJisi OTKa3a B HAIPABJICHUU B SKCIEPTHOE YUPEKICHHUE 3aJaHMs Ha MPOBEJCHUE
HKCMEePTHU3bl KauecTBa yKa3aHHOM B yacTH 1 HacTosmiel ctaTbu (papMareBTHUECKOW CyOCTaHIIUNU SIBIISIETCS
HEMpe/ICTaBICHUE JIOKYMEHTOB, YKa3aHHbIX B YacTH 2 HACTOSIIEH CTAaThbH, OTCYTCTBHE HH(OpMAIUH,
NOATBEpXkAatoeld (akT yIulaThl TOCYAapCTBEHHOW TOIUIMHBI 32 BKIIOYEHHE (apMalleBTUUECKOH
CyOCTaHIIMM, MPOM3BEACHHOW Ui peali3allid, B TOCYJapCTBEHHBIM peecTp JEeKapCTBEHHBIX CPE/ICTB,
HEMpe/ICTaBICHUE 3asBUTEIIEM B YCTAHOBJICHHBIM CPOK OTBETa Ha yka3aHHbIM B yactu 4.1 HacTosmien
CTaThU 3alpoC YIMOJHOMOYEHHOIo (eiepajbHOr0 OpraHa MCIOJIHUTEIBHONW BIACTH WIM NpEACTaBICHUE
JOKYMEHTOB, HE COZEpKaIMX UCUEPITBIBAIOLIETO MEPEUHsI HEOOXOAUMBIX CBEICHHIH.

6. B Teuenue nsATHamuaTH paboOuyMX IHEH CO JAHSA TOJNyYEHHs PEIICHUS YIOJIHOMOUYEHHOIO
(benepaabHOro opraHa MCHOJHHUTEIBHOM BJIACTH O HANPABICHUU B SKCIEPTHOE YyUpEXKACHUE 3aJaHUs Ha
NIPOBEJCHUE DKCIEPTU3bl KauecTBa yKa3aHHOW B dYacTH 1 Hacrosmed cratbu (apManeBTHUECKON
CyOCTaHIIMM 3asBUTEINb MPEJCTABISET B SKCIEPTHOE YUPEKICHHUE ISl MPOBEACHUS JAHHOW SKCIEPTU3BI
o0pasibl (apMaleBTUYECKON CyOCTaHIIMHM B KOJUYECTBE, HEOOXOAMMOM JJIsi BOCIPOU3BEACHUS METOI0B
KOHTPOJISI KadyecTBa. OKCHEPTHOE YUpEeXJIEHHE IpH TMOJyueHHH o0pa3loB ykazaHHOH B dyactu 1
HaCTOsIEH CTaThu (papMalleBTUYECKOM CyOCTaHIMM B TOT JK€ JIEHb HANpaBiseT B JUYHBIA KaOWHET
3asBUTEINIS B €IMHON CUCTEME YBEJOMJICHHE, OATBEPIKIAI0IIee MOTyYeHHE ITUX 00pa3lioB. DTH CPOKH HE
BKJIFOYAIOTCS B CPOK IIPOBEACHUSA JAHHOU DKCIICPTU3BI.

7. Ytpatuna cuiy ¢ 30 suBapst 2024 r. - ®denepanbhbiii 3akoH oT 30 siuBapst 2024 r. Ne 1-P3

8. B cpok, He mpeBbILAIOIIMN MATH pabouuX JHEH CO JTHS HANpaBJEHUs MOCPEACTBOM €IUHOTO
nopTaja B YHOJIHOMOYEHHbIH (enepanbHbli OpraH HCIOJHUTEIBHON BIIACTH WM JIMYHBIA KaOWHET
YIOJIHOMOYEHHOr0 (peiepajJbHOr0 OpraHa HCIHOJHUTENBHOM BJIACTH B €AMHOW CHCTEME 3aKJIIOYCHHUS
KOMMCCUHU 3KCIIEPTOB MO pe3yJsibTaTaM HKCIEePTU3bl KauecTBAa YKa3aHHOW B 4acTH 1 Hacrosieil crarbu
(bapMmarieBTUUECKON CyOCTaHIMH, YIIOJIHOMOYEHHBIN (peiepaiabHbIil OpraH UCIOIHUTEIBHOM BIACTH:

1) ocyuiecTBISIET OLEHKY TAaKOTO 3aKJIIOYEHHS IS ONpPEACTICHUS €ro COOTBETCTBUS 33/IaHHI0 Ha
[IPOBEACHUE JAHHOU DKCIIEPTU3BI;

2) TOpUHMMaeT pelieHHe O BKJIIOYCHWM YyKa3aHHOW B dYacTW 1 HacTosmied CTaTbu
dapmarieBTHYECKON CyOCTaHLIMU B TOCYJAapPCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEACTB WM pelleHue 00
OTKa3€ B TAKOM BKJIIOUCHUY,

3) BHOCHT NpH MNPHHATHH PEUICHHs O BKJIIOYEHUHM YKa3aHHOW B 4YacTW 1 HacTosiel CTaThu
bapmarieBTHUECKON CyOCTaHIIMU B FOCYJAPCTBEHHBII PEeCTp JIEKAPCTBEHHBIX CPEACTB MPEyCMOTPEHHYIO
yacTelo 2 crateu 33 Hacrosumero @denepanbHOro 3akoHa MH(OPMAIMIO U HANpaBlsieT 3asBUTEIIO
MOCPEJICTBOM E€AMHOTO MOpTajla WIM B JIMYHBIA KaOMHET 3asBUTENs B €IUHON CHCTEME BBIIHCKY M3
roCyZapCTBEHHOI O PEECTPA JIEKAPCTBEHHBIX CPEICTB.



9. OcHoBannmeM [uig OTKa3a BO BKJIIOYEHHMM yKa3aHHOW B uactTh 1 HacTosmei
cTaThu (papManeBTUYECKO CyOCTaHIIMU B TOCYJAPCTBEHHBIM PEECTp JIEKApPCTBEHHBIX CPEACTB SIBIISAETCS
3aKIIIOYEHHUE COOTBETCTBYIOIIETO YIOJIHOMOYEHHOIO (pelepallbHOr0 OpraHa HCIOJHUTEIBHON BIACTH O
TOM, YTO KauecTBO (hapMaIleBTHUECKON CYyOCTAHIIMM HE MOATBEPKIACHO MOIyYeHHBIMU TAHHBIMH.

10. He nmomyckaeTcs BKIIOYEHHE B TOCYAApPCTBEHHBIH PEECTp JIEKAPCTBEHHBIX CPEICTB OJHOM
(bapManeBTHUECKONH CyOCTaHIIMM, MPOU3BEACHHONW AJIsl peaju3aldd U BBITYCKAEMOW OJHUM M TEM >Ke
MIPOM3BOIUTEINIEM, B BUJIE IBYX M 00JIee PEeCTPOBBIX 3aMUCEi.

11. BueceHne M3MEHEHHH B JOKYMEHTHI Ha (papMaleBTUUECKYIO CyOCTaHIIMIO, MPOU3BEICHHYIO
JUISL peai3alii 1 BKIIIOYCHHYIO B TOCYJapCTBEHHBIN PEECTp JCKAPCTBEHHBIX CPENICTB, OCYLIECTBISETCS B
nopsiike, yctaHoBieHHOM crTaThsiMu 30 u 31 Hacrosimero @enepaibHOTO 3aKOHA, C  YIIATOM
rOCyJIapCTBEHHOM MOUUIMHBI, PEIyCMOTPEHHOM 3aKOHOAATENLCTBOM Poccuiickoit denepaunn 0 Hajmorax
u cOopax.

12. Jomyckaetrcs oOpaieHue (apManeBTUIECKONW CYOCTaHIIMM 0 MCTEUYEHHUS CPOKa T'OJHOCTH,
NPOU3BEACHHOW I peanu3allid B TEYEHUWE CTa BOCBMMJICCATH JHEH TIOCie JAaThl NPUHATHUSA
YIOJTHOMOYEHHBIM (heiepabHBIM OPTaHOM HCIIOJHUTEIBHON BJIACTH PEIEHUS O BHECEHUH W3MEHEHUU B
JOKYMEHTBHl Ha (papMalleBTUYECKYIO0 CyOCTaHIMIO, B COOTBETCTBHM C MH(OpMaLuel, copepkariencs B
JOKyMEHTaxX Ha (apMaleBTUYECKYIO CyOCTaHIIUIO JI0 JaThl IPUHSITUS TAKOTO PELICHHUS.

13. Pemenue 00 UCKIIOYEHMH U3 TOCYJapCTBEHHOTO peecTpa JIEKaPCTBEHHBIX CPENICTB
(bapManeBTHUECKOW CyOCTaHIIMM, MPOU3BEIACHHOW I peain3alliy, MPUHUMAETCS YIOJIHOMOYEHHBIM
(benepa’abHBIM OPraHOM UCIIOIHUTENFHON BIACTH B CIydYae:

1) nmpencraBieHHss ~— COOTBETCTBYIOUIMM  YINOJHOMOYEHHBIM  ()eiepalbHBIM  OpPraHoOM
WCIIOJHUTEIBHOM BIIACTH 3aKIIOUEHHS] O PUCKE MIM 00 yrpo3e *KHM3HHM MM 3J0POBBIO UellOBEKa JHOO
’KMBOTHOT'O TIPU MCIIOJIb30BaHUH JIEKAPCTBEHHOT'O CPEJICTBA;

2) HampaBJIeHUs Pa3pabOTYMKOM JICKAPCTBEHHOTO CPE/ICTBA HIIH MTPOM3BOIUTENIEM JICKAPCTBEHHOTO
cpeacTBa MO0 YHOJHOMOYEHHBIM MU JAPYTHMM IOPUANYECKUM JIUIIOM MOCPEACTBOM €AMHOIrO IMopTajia B
YIIOJIHOMOYEHHBIH  (enepaiabHbli  OpraH  HCIOJHUTENBHOM  BJIACTH WMAM  JIMYHBIA  KaOMHeT
YIOJIHOMOYEHHOTO (pe/lepallbHOr0 OpraHa HCIOJHUTENLHOW BJIACTH B €AMHOM CHCTEME MOAMHCAHHOIO
YCUJICHHON  KBaJM(HUUMUPOBAHHONW  3JEKTPOHHOM  TMOANMUCHIO  3asBI€HHs 00 HCKIIOYEHUH U3
rOCYJJapCTBEHHOTO PEecTpa JIEKapCTBEHHBIX CPEICTB (apMaleBTHUECKONW CyOCTaHLIMU, MPOM3BEICHHON
U1 peanu3aiuu. B cimyyae, ecnu oT MMeHHU pa3paboTyKa JEKapCTBEHHOTO CPEICTBA I MTPOU3BOAUTENS
JICKapCTBEHHOTO CpEACTBa JCHUCTBYET €ro mpeAacTaBUTeNb ((PHU3MYECKOe JMIO), YHOJTHOMOYCHHBIN
JeWCTBOBAaTh OT MMEHHM pa3padOT4MKa JICKApPCTBEHHOT'O CPEACTBA WJIM MPOM3BOJIUTENS JIEKAPCTBEHHOI'O
CpeAcTBa Ha OCHOBAHUM JIOBEPEHHOCTH B AJIEKTPOHHOHM (hopMe B MAIIMHOYUTAEMOM BUJE, 3asBlICHUE 00
UCKJIIOYCHUH M3 TOCYIAapCTBEHHOT'O PEecTpa JIEKAPCTBEHHBIX CPEICTB (apMalleBTUYECKOH CyOCTaHIINH,
NPOU3BEJICHHOM I peanu3aluy, MOXeT ObITh MOANUCAHO YCWJIEHHON KBaJM(pHUIMPOBAHHOU
3JIEKTPOHHON MOJMUCHIO 00 YCUIICHHOM HEKBATU(DUIIMPOBAHHOM 3JE€KTPOHHOM MOIHUCHIO;

3) orcyTcTBUS (hapManeBTHYECKOM cyOCTaHIMK, TIPOU3BEICHHOM /sl pean3alny, B 0OpalicHUH B
Poccuiickoii @enepanuu B Te4eHUE TpeX U OoJiee JeT.

Crartbsa 35. Y1paruna cuiy ¢ 1 urons 2015 .

Crarba 36. OOxanoBaHue pemieHUs OO0 OTKa3e B BbIJaue pas3pelIeHUss Ha IPOBEICHHE
KJIMHUYECKOTO HCCIEOBAHUS JIEKAPCTBEHHOI'O TIperapara, pelieHuss o0 OTKa3e B
rOCYJJapCTBEHHON perucTpanuy JEKapCTBEHHOIO IMpernapara, 3akiI4eHUs KOMHCCHUU
HKCHEPTOB HKCHEPTHOIO YUPEKICHHS MU 3aKIIFOYCHUSI COBETA 110 3TUKE

Perienne cOOTBETCTBYIOLIETO YIIOJIHOMOYEHHOTO (heAepaIbHOIO OpraHa MCIOJHUTEIbHON BIACTH
00 OTKa3e B BbIJau€ pas3pelieHUs Ha NPOBEACHHE KIMHUYECKOTO HCCIICAOBAHUS JIEKapCTBEHHOI'O
npenapara, pelleHHe YKa3aHHOro ¢enepajibHOro oOpraHa MWCHOJHHUTENbHON BiacTh 00 OTKaze B
rOCYJJapCTBEHHON pEerucTpalyy JIEKApCTBEHHOIO IMperapara, 3akII0YeHHe KOMHUCCHHM HKCIEpPTOB
HKCHEPTHOTO YUPEXKJEHHUSI WM 3aKJIIOYCHHE COBETa 10 3THKE MOXET ObITh 00KaloBaHO B MOPSJIKE,
YCTAaHOBJIEHHOM 3aKOHOAaTenbcTBOM Poccuiickoit ®enepauuu. 3akiroueHHE KOMHUCCHU HKCHEPTOB
HKCHEPTHOTO YUYPEXIEHUS O B3aMMO3aMEHSEMOCTH JIEKAPCTBEHHBIX IMpenapaToB Uil MEAULMHCKOIO



IpPUMEHEHHs JIMOO O TOM, YTO JICKAPCTBEHHBIM IpemnapaT A MEAULUHCKOTO MPUMEHEHHUS HE SBISIETCS
B3aMMO3aMEHSIEMBIM, MOXET OBITh OOXKAJIOBAHO JepiKaTeleM WIM BIAAEIbIEM PETUCTPAOHHOTO
YIOCTOBEPEHHS JIEKApCTBEHHOTO IpenapaTa B YIOJIHOMOYEHHBIH (ellepanbHblii OpraH MCHOIHUTEIBHON
BJIACTH, KOTOPBIH NMPHUBIEKAET K PACCMOTPEHMIO YKa3aHHOM >XKaloObl MOJBEIOMCTBEHHbBIE €My HayuHbIE
OpraHu3alui 1 00pa3oBaTeIbHbIC OPraHU3aIMK BBICIIEI0 00pa30BaHuUs, OCYILECTBIAIONINE IEATEIEHOCTh
B ctepe oOpaimieHHsi JEKapCTBEHHBIX CPEACTB. 3aKIIOUYCHHE KOMHCCHU JKCHEPTOB 3KCIEPTHOTO
yupexaeHusi, 0popMICHHOE 0 UTOraM MepecMoTpa 00KaJOBAaHHOTO 3aKITIOUEHHSI IKCIIEPTa, MOXKET OBITH
OCIIOPEHO JAEprKaTesIeM WU BIIAJETbIIEM PETUCTPALIMOHHOTO YJOCTOBEPEHMS JIEKAPCTBEHHOTO Iperapara
a100 YMOJTHOMOYEHHBIM MMM JIMIIOM B MOpPSAKE, YCTAaHOBJICHHOM 3aKOHOJATENbCTBOM Poccuiickoii
@enepanuu. Ilpu o6kanoBaHUM pelIEHUS YMOJIHOMOYEHHOTO (hefepajbHOr0 OpraHa HCIOJHUTEIbHON
BJIACTH, 3aKJIIOYECHUS SKCIIEPTa UM KOMHCCUHU HKCIEPTOB HKCIIEPTHOTO YUPEKACHUS, 3aKIIOYECHUSI COBETA
10 3TUKE JiepKaTelb WU BIaJielel] perucTPaliOHHOIO YAOCTOBEPEHUS JICKapCTBEHHOTO IpernapaTa JInoo
YIOJIHOMOYEHHOE MMH JIMIIO BIIPAaBE IMPEJICTABUTH PE3YJbTAaThl SKCIIEPTU3bI JEKAPCTBEHHOTO Mpernapara,
IOPOTOKOJBI  TOJYYCHHBIX  AKKPEAUTOBAHHBIMH  HCHBITATENBHBIMH  JIabopaTopusiMi  (LICHTpamm)
pe3yJIbTaTOB UCCIECAOBAHUM, UCIIBITAHUM.

Crarbsa 37. Mudopmanus, cBA3aHHAs C OCYLIECTBICHHEM T'OCYJIAapCTBEHHON PETHCTpalMy WM
pEerucTpal JIEKAPCTBEHHBIX IPEnapaTroB, HWHPOpPMALUS O 3aperuCTPUPOBAHHBIX
JICKapCTBEHHBIX Ipernaparax M JIEKapCTBEHHBIX IMperaparax, MWCKIIOUYEHHBIX U3
rOCYJJapCTBEHHOT'O peecTpa JICKapCTBEHHBIX CPECTB

1. CootBercTBYyIOmUI YINOJHOMOYECHHBINH (enepasbHblii  OpraH HUCIOJHUTENBHOW BJIAcTH
pasMmemiaer Ha cBoeM odHuIManbHOM caiite B cetu "MHTepHer" wuH(pOpMaIMIO, CBS3aHHYIO C
OCYILIECTBIIEHUEM T'OCYIApPCTBEHHON PErMCTpalliy WM PErHCTPALUU JIEKAPCTBEHHBIX MPENapaToB, B TOM
YHCJIE TPOBEICHUEM OSKCIEPTH3bl JIEKAPCTBEHHBIX CPEICTB (BKIIOYas pe3yiabTaThl €€ IPOBEICHHS),
MHPOPMAIIMIO O 3apPETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX Iperaparax M JEKApCTBEHHBIX Ipernaparax,
UCKITIOUEHHBIX W3 TOCYJapCTBEHHOI'O peecTpa JICKapCTBEHHBIX CPEICTB, HE IO3JHEEe YeM dYepe3 IsThb
pabouux AHEH CO AHS MOJyYEHHUS YHOJHOMOYEHHBIM (efepabHbIM OpPraHOM HCIIOJHUTENbHON BIACTH
COOTBETCTBYIOILIEH HH(pOPMALIHH.

2. CpokM W TOpPSIOK pa3MelleHus yKa3aHHOM B wacth 1 Hacrosmiedl cratbu HHMOpMaIUH
YCTaHABJIMBAIOTCS YIOJIHOMOYEHHBIM (eiepajbHbIM OpraHOM HCHOJHUTENbHOW BiacTH. MHopmarus,
yKa3aHHas B 4acTH 1 HacTosmieil craThH, SBISETCA OTKPHITOW M OOIIETOCTYNHOM M MpenocTaBiseTcs
3aMHTEPECOBAHHBIM JIMIIAM B COOTBETCTBUU C 3aKOHOJaTeNbCTBOM Poccuiickoit denepanuu.

I'naBa 7. Knunnyeckue uccjieJ0BAHUSA JIeKAPCTBEHHBIX MPENapaToB 1JIsl MeIHIMHCKOIr0
NPUMEHEHHs, T0r0OBOP 00 UX MPOBECHNH, TPABA NAIMEHTOB, YYACTBYIOIIMX B 3THX HCCIETOBAHUIX

Crarba 38. KinmHuyeckue uccienoBaHMs JIEKapCTBEHHBIX IpenapaToB Il MEAUIUHCKOTO
IPUMEHEHUS

1. KnuHuyeckue ucciaeoBaHus JICKAPCTBEHHBIX MPENapaToB Il MEAULMHCKOTO NMPUMEHEHHs, B
TOM YHCJIE MEXIYHAapOJHbIE MHOTOLIEHTPOBBIE, MHOTOLIEHTPOBBIE, IOCTPETUCTPALIMOHHBIE, IPOBOAATCS B
OJTHOM MJIM HECKOJIBKUX MEIMLMHCKUX OPraHU3AlMAX B CIEIYIOINX LeAX:

1) ycraHoBneHHEe O€30MACHOCTH JICKAPCTBEHHBIX MpPENapaTroB s 3J0POBBIX TOOPOBOJIBIEB U
(MIM) TEpPEeHOCUMOCTH WX 3J0POBBIMH JOOpOBOJIBLIAMH, 32 HCKIIOUYCHHEM TAaKHX HCCIIEI0BaHUI
JIEKapCTBEHHBIX IIPENapaToB, IPOU3BEICHHBIX 3a Npenenamu Pocculickon ®enepauny;

2) oA0O0p ONTUMAJIBHBIX J03UPOBOK JIGKAPCTBEHHOTO Mpenapara u Kypca JISUeHHs ISl MallieHTOB
C OmIpezeieHHbIM 3a0o0jieBaHHEM, ONTUMAJIBHBIX 7103 W CXEM BaKIMHALWK HMMYHOOMOJIOTMYECKUMU
JIEKapCTBEHHBIMHU IIpenapaTaMu 3710pOBbIX JOOPOBOJIBIICB;

3) ycraHOBJIeHHE OE30MACHOCTH JIEKAPCTBEHHOTO Ipenapara 1 ero 3GHeKTHBHOCTH Ui TallMEHTOB
C ompelereHHbIM 3a0ojeBaHMEM, NPOPUIAKTUYECKOH APPEKTUBHOCTH HMMYHOOHOIOTMUYECKHX
JIEKapCTBEHHBIX MIPENapaToB Jisl 30POBBIX 100POBOJIBLIEB,;

4) wn3yyeHHWE BO3MOKHOCTH pACHIMPEHUS TIIOKa3aHWH IS MEJUIMHCKOTO TPHUMEHEHUS |



BBISIBJIICHUS paHee HEM3BECTHBIX TOOOYHBIX ACHCTBUI 3aperucTpUpOBAaHHBIX JIEKAPCTBEHHBIX IpenapaToB.

1.1. KnuHnveckue McCleloBaHUs JEKApCTBEHHBIX MPEnapaToB I MEIUIIUHCKOIO MPUMEHEHUS
MPOBOJATCSI B COOTBETCTBMM C TMpaBWJIAMHU HaJIeKalled KIMHUYECKOW MPAKTUKU, YTBEP)KICHHBIMU
EBpa3uiickoit 3KOHOMUYECKON KOMUCCUEH.

2. B oOTHoOmeEHMM BOCHPOM3BEIEHHBIX JICKAPCTBEHHBIX MPENapaToB Ui MEAMLUHCKOTO
NPUMEHEHUS]  MPOBOJATCS  UCCICNOBAaHWS  OWMOPKBUBAJICHTHOCTH W (WJIM)  TEPaneBTUYECKON
SKBUBAJICHTHOCTH B MOPSJIKE, YCTAHOBJIEHHOM aKTaMH, COCTaBIAIOIKMU paBo Coro3a.

3. Opranuzanyio TpOBENEHUS KIMHUYECKHX HCCIEJI0BaHUM JIEKAPCTBEHHOrO Iperapara Jyis
MEIUIUHCKOTO IPUMEHEHHUSI BIIPABE OCYILECTBIIATH!

1) pa3paboTymK JEKapCTBEHHOTO Mpernapara Wiv yIoJIHOMOYSHHOE MM JIUIIO;

2) o0Opa3oBaTellbHbIC OpPraHU3allM{ BBICIIEIO OOpa30BaHMs, OPTaHM3ALUH JIOTIOJHUTEIHLHOTO
npodheccCHoHaTBLHOTO 00Pa30BaAHNS;

3) Hay4YHbIC OpTaHU3ALINHY.

4. KnuHUYecKue MCCIEOBaHUS JICKApCTBEHHOIO Iperapara Uil MEIUIIMHCKOrO MpPUMEHEHMS
MIPOBOJIATCSL HA OCHOBAHUM pa3pelICHUs] HAa MPOBEACHHE KIMHUYECKOI'O MCCIIEOBAHUS JIEKAPCTBEHHOI'O
npernapara, BbIIAHHOTO — YIOJHOMOYEHHBIM  ()eAepajibHBIM  OpPraHoOM  HCIIOJIHUTENBHOM — BIIACTH.
YTOIHOMOYECHHBIN (eepanbHblii OpraH UCIOJHUTEIBHOM BIACTH BEJET PEECTP BbIIAHHBIX pa3pelieHun
Ha TPOBEJICHUE KIMHUYECKUX HCCIICAOBAHUI JIEKapCTBEHHOI'O Mpernapara, COAEpKallui yKa3aHUe Ha UX
1eJIb WK 1IeJTH, B YCTAHOBJICHHOM 3THUM OPTaHOM IOPS/IKE.

5. Yrpartuna cuiy ¢ 1 urons 2015 .

6. K opranuszaimu mnpoBeieHUs KIMHUYECKUX MCCIEIOBAHUN JIEKAPCTBEHHOTO Ipemnapara Jyis
MEIMLMHCKOTO TPUMEHEHHUs pa3padOTYMKOM JIEKAPCTBEHHOTO TIpernapara MOTyT IpUBJIEKaThCs
IOPUIMYECKHUE JIMIIA JIF000i OpraHu3alMoHHO-TIPAaBOBON (hOPMBI P YCIOBUU 00ECTIEYEHUsI COOTBETCTBUS
ATHUX HCCIEe0BaHUM TpeboBaHMsIM HacTosero deaepanbHOro 3aKOHa.

7. Ytpatuna cuiy ¢ 30 ssHBapst 2024 r. - denepanbhbiii 3akoH oT 30 siuBaps 2024 r. Ne 1-3

8. [IlepeueHb MEIUIMHCKUX OpraHU3alluif, TMPOBOAAIIMX KIMHUYECKUE HCCIEIO0BAHMS
JICKApCTBEHHBIX IPErnapaTroB i MEAMLMHCKOTO MPUMEHEHHs, U PEeecTp BBIAAHHBIX pPa3pelleHui Ha
NPOBEACHUE KIMHUYECKHX HCCIEIOBAaHMH JIEKAPCTBEHHBIX IPENapaTtoB  OMYyOJMKOBBIBAIOTCA U
pasMeIaoTcs yIoJIHOMOYEHHBIM (pefiepaibHbIM OPraHOM MCIIOJTHUTEIBHOM BIACTH B YCTAHOBJICHHOM MM
MOpsIZIKE Ha CBOeM O(puIIMaTbHOM caiiTe B ceTd "MHTepHet".

Crarbsa 39. Pemienue o mpoBeneHHM KIMHUYECKOT'O HCCIIEIOBaHMS JIEKApCTBEHHOIO Ipernapara

JUIS. MEAULIMHCKOTO TPUMEHEHHS

1. Kiununueckoe uccienoBaHHWE JIEKaPCTBEHHOI'O Iperapara ajis MEAMLUHCKOTrO IpPUMEHEHUs
IPOBOJUTCS Ha OCHOBAaHMM pa3pellieHHs Ha MpPOBEIEHHE KIMHUYECKOrO HMCCIIEJOBAaHUS JIEKaPCTBEHHOIO
npernapara, BbIIaHHOI'O YIOJHOMOYEHHBIM (pefepabHbIM OpPraHoM HCIOJHUTEIbHOM BIAcTU IO
pe3yabTaTaM 3KCIEPTU3bl JTOKYMEHTOB, HEOOXOAMMBIX MJIsi IOJIyUYeHHUs pa3pellieHdss Ha MpPOBEACHUE
KJIMHUYECKOI'0 UCCIIeI0OBaHMS JIEKApCTBEHHOT'O Mpernapara U 3THUECKON IKCIIEPTHU3HI.

2. Jlna monmyuyeHMs pa3pelieHHs Ha MPOBEACHUE KIMHUYECKOIO HCCIEIOBAHUS JIEKaPCTBEHHOIO
npenapara Ui MEAMLMHCKOTO NMPUMEHEHUs 3asBHUTENb HAINPaBJIIET MOCPEICTBOM E€JMHOTO IHOpTajia B
YIIOJIHOMOYEHHBIH  ¢eepa’abHbli  OpraH  UCIOJHUTENBHOM  BJIACTH  WMAM  JIMYHBIA ~ KaOMHET
YIIOJIHOMOYEHHOTO (heepaIbHOI'0 OpraHa MCIOJIHUTEIbHOM BIACTH B €MHOM cUCTEME:!

1) 3asBieHMe O BbIJaue paspelieHHs Ha NPOBEJACHUE KIMHUYECKOT'O HCCIEAOBaHMUS
JIEKapCTBEHHOTO  Ipermapara Ui  MEIUIMHCKOTO  HPHUMEHEHHs,  IMOANKUCAHHOE  YCHUJICHHOM
KBaJIM(HUIUPOBAHHONW 3JEKTPOHHOM MOJANUCHIO 3asBUTENS, a B Clydyae, €CiIM OT HMEHU 3asBUTENS
NEUCTBYET €ro MmpeACTaBUTENb ((PU3MUECKOE JIMI0), YIIOJTHOMOYECHHBIN JEWCTBOBATh OT UMEHHU 3asBUTEIS
Ha OCHOBAaHMM JOBEPEHHOCTH B D3JEKTPOHHOM (opMe B MAIIMHOYUTAEMOM BHJE, HOJMMCAHHOE €ro
YCUJICHHOM KBaMU(UIMPOBAHHOW HIIEKTPOHHON MOANUCHI0 WM YCWIEHHOM HEKBaJIM(UIIMPOBAHHON
AJIEKTPOHHOMN MOMHCHIO;

2) yrpatuia cuiy ¢ 30 saBaps 2024 r. - @enepanbHblii 3akoH oT 30 staBaps 2024 r. Ne 1-D3

3) MPOTOKOJ KIMHHYECKOTO WCCIEJOBAaHHS JIGKAPCTBEHHOTO TIperapara Uil MEIHIIMHCKOTO



IPUMEHEHHUS;

4) Opourropy ucciaenoBaTess (Ui 3aperucTPUPOBAHHOTO JICKAPCTBEHHOTO IpernapaTa JIOMyCTHMO
3aMEHUThH 0/I00PEHHOI 001IIel XapaKTepUCTUKOH JIEKaPCTBEHHOT'O IIperapara, eCil TaKOH JeKapCTBEHHbIH
npenapar 3aperucTpUpOBaH B COOTBETCTBUH C aKTaAMHM, COCTaBIIIOMIUMHE MpaBo Coro3a, U ero NpuMeHeHHe
B KJIMHUYECKOM MCCIIEJIOBAHUU HE NMPOTUBOPEUUT OJOOPEHHOHN OOIIel XapaKTEpUCTHKE JIEKAPCTBEHHOTO
npenapara Juisi MEIMIIMHCKOTO IIPUMEHEHUS);

5) uH(}OpMaLMOHHBIH JUCTOK NALMEHTA,;

6) cBeneHusi 00 OmbITE PabOTHI MCCIENOBATENCH MO COOTBETCTBYIOIIMM CIICHHAIBHOCTSIM H WX
OIBITE PAOOTHI MO MPOBEACHUIO KIMHUYECKUX HCCIIEJOBAHUI,

7) yrpatuia cuity ¢ 30 ssaBaps 2024 r. - @enepanbibiii 3akoH ot 30 stuBaps 2024 r. Ne 1-D3

8) yrpatuin cuity ¢ 30 ssHBaps 2024 r. - ®enepanbibiii 3akoH ot 30 stHBaps 2024 r. Ne 1-D3

9) KomuI JOroBopa 00S3aTENBHOTO CTPAXOBaHHS, 3AKIIOYCHHOTO B COOTBETCTBHU C THIIOBBIMH
npaBUJIaMH  00S3aTENBHOTO CTPaxoOBaHMs, C YyKa3aHHEM MPEJeNbHOW YWCIEHHOCTH MAIEeHTOB,
YYaCTBYIOLIMX B KIMHUYECKOM HCCIEOBAaHUHM JIEKAPCTBEHHOrO Ipenapara i MEAULUHCKOIro
PUMEHEHHUS;

10) uHpOpManKIO O cocTaBe JIGKAPCTBEHHOrO Iperapara Juisi MEAWIMHCKOro NpUMEHeHHs (3a
UCKITIOYEHHEM OMOJIOrMYECKUX JIEKAPCTBEHHBIX MTPENapaToB);

11) nOKyMEHTHI, MOATBEP)KAAIOIINE KAauecTBO JICKAPCTBEHHOT'O Ipernaparta Uil MEIUIMHCKOrO
NPUMEHEHHs, IPOU3BEIEHHOTO JIUIsl KIMHUYECKUX HCCIEI0BAaHUHM, B TOM YHCIE JJOKYMEHT, COCTaBJICHHBIH
NPOU3BOJIUTENIEM JIGKAPCTBEHHOIO TMIpernapara Uil MEAMIMHCKOTO TPUMEHEHUS M COJAeprKaIlui
nokazaTtenu (XapaKTepUCTHUKHM) KauecTBa JICKAPCTBEHHOrO Tpernapara (3a UCKIIOYEHHEM OHOJIOTHYECKHX
JIEKapCTBEHHBIX IPEMapaToB);

11.1) nOKyMEHTHI W CBEAEHHs, IPEIyCMOTPEHHbIC MPaBWIAMH TPOBEICHUS HCCICIOBAHUM
OMOJIOTHYECKUX JIEKAPCTBEHHBIX CpeAcTB EBpa3uiicKOro »KOHOMMYECKOT'O COI033, YTBEPXKACHHBIMU
EBpasuiickoi 3KOHOMUYECKOU KOMHUCCUEN;

12) cBeneHusi 0 naTe MPEAOCTABICHUS M PETUCTPAMIOHHOM HOMEpE JIMIIEH3UH Ha MPOHM3BOACTBO
JIEKapCTBEHHBIX CPEJCTB B Cllydyae, €CJIM MPOM3BOJCTBO JIEKAPCTBEHHOI'O NpenapaTa OCYIIECTBISETCS B
Poccuiickoit ®enepaunu, wWid JOKYMEHT, COAEp)KalIMi CBEJEHHS O Jare TNPEeAOCTaBICHUS U
PETUCTPAIIMIOHHOM HOMEpE 3aKJIIOUEHHUs] O COOTBETCTBUU MPOM3BOAUTENS JEKAPCTBEHHOrO IMpemnapara
TpeOOBaHUAM MpPaBHUJI HAJIEKAIIEH MPOU3BOJCTBEHHONW MPAKTUKH, IPEJOCTABIEHHOIO YIOJIHOMOYEHHBIM
OpPraHoM CTpaHbl IPOU3BOIUTENIS JIEKAPCTBEHHOT'O TpenapaTa;

13) uHpoOpMamMIO O TONYYEHHBIX B pE3yJbTaTe MPOBEACHHS JOKIMHHYECKUX HCCIESIOBAHUMA
JAHHBIX 0 0e30macHOCTH U 3()(PEeKTUBHOCTH JIEKAPCTBEHHOTO MpernapaTa, 000CHOBBIBAIOUINX IPUMEHEHHE
HCCIIEIyeMOT0 TIpernapara, B TOM YHCJIE UCIOJIb30BaHHUE 3asIBJICHHBIX CIIOCOOOB BBEICHHUS U JI03UPOBOK, Y
COOTBETCTBYIOLIUX I'PYIII MAlUEHTOB MPU COOTBETCTBYIOLIEH JUINTEIBHOCTH UCCIIEIOBAHUS.

2.1. Caepmenus, moaTBepxkiaromue (akT YIiaTel FOCyAapCTBEHHOW MOLUIMHBI 3a INPOBEJICHHE
TUYECKOM HSKCIEPTU3bI, SKCIEPTU3bl JOKYMEHTOB Ha JIEKapCTBEHHBIM mpenapaTr Uil MOJy4YEeHHUs
paspelleHrdss Ha IPOBEJCHHE KIMHUYECKOrO0 HCCIEeNOBaHMS JIGKAPCTBEHHOIO Iperapara  Juls
MEIMLMHCKOTO MPUMEHEHMs, 3a BbLAAYy pa3pellieHus Ha MPOBENEHHE KIMHUYECKOI'O HCCIIEeI0BaHMS
JIEKapCTBEHHOTO IpenapaTa JUlsl MEJUIIMHCKOTO IPUMEHEHHS, 3a IPOBEJICHHE SKCIIEPTU3bl TOKYMEHTOB Ha
JIEKapCTBEHHBbIM  mpemapaT Juii [OJyYeHHUs pa3pellieHUss Ha MpPOBEIECHHE  MEXKIYHapOJHOIro
MHOTOLIEHTPOBOI'O  KJIMHUYECKOIO MCCIIEOBAHUS JIEKAPCTBEHHOI'O IpenapaTta Uil MEAULUHCKOIO
NPUMEHEHHMS, 32 BbIIady pa3pelleHus Ha MPOBEACHNE MEKIYHAPOIHOTO MHOTOLIEHTPOBOTO KIIMHUYECKOTO
UCCIIC/IOBaHMSI JIEKAPCTBEHHOI'0 MpernapaTa A MEIUIMHCKOIO NMPUMEHEHHs, 3a MPOBEACHUE ITUYECKON
HKCHEPTHU3bl, IKCIEPTHU3bl JOKYMEHTOB Ha JICKApCTBEHHBIN Ipernapar Ajs IOJIyYeHHsl pa3pelieHus Ha
IPOBEACHUE IOCTPETUCTPALIMOHHOIO KJIMHUYECKOTO HCCIICAOBAHUS JIEKAPCTBEHHOIO Ipernapara Juis
MEIMLMHCKOTO MNPHUMEHEHMs, 3a BblJauy paspellieHHus Ha MPOBEJCHHE MOCTPErUCTPALMOHHOTO
KJIMHUYECKOT'O HCCIICZIOBAHUs JIEKAPCTBEHHOIO Mperapara A MEIUIUHCKOrOo MPUMEHEHMs, a TaKxke
CBECHUS O BBAaBaeMbIX (MPEIOCTABISEMbIX) YIOJTHOMOUYCHHBIMH (elepallbHBIMU  OpraHaMH
UCTIOJIHUTEIBHON BIIACTH JOKYMEHTax (CBEJCHUSX), YKa3aHHBIX B MyHKTe 12 yacTu 2 HacTOsIIEH CTaThH,



YIOJIHOMOYEHHBbIH  (pefepaibHbli  OpraH  WCIOJHUTENBHOM  BJIACTW  3alpalllMBacT B MOpPSAKe
MEKBEIOMCTBEHHOT'0 3JIEKTPOHHOI'O B3aUMOIECHCTBHUS.

3. B cpok, He mpeBbIIIAIOMIMK Tpex pabouux AHEH CO JHS HANpaBiICHHUS B JMYHBIA KaOWHET
YIOJIHOMOYEHHOr0 (pefiepaibHOro OopraHa HCIOJHHUTEIbHON BIACTH B €IMHOW CHCTEME YKa3aHHOTO B
nyHkre 1 dacTu 2 HacTosiued cTaThbH 3asBJICHUA M HEOOXOAUMBIX JTOKYMEHTOB, YHOJIHOMOYEHHBIH
(benepanbHbIi OpraH UCIIOTHUTEIBHON BIIACTH:

1) npoBOAMT MPOBEPKY MOJHOTHI M TOCTOBEPHOCTH CBEJCHUH, COJCPIKAIINXCS B TPEICTABICHHBIX
3asiBUTENIEM JOKYMEHTaX;

2) IPHHUMAET PEIICHUE O MPOBEACHHU DKCIIEPTU3BI JOKYMEHTOB JIsl TIOJIyUSHHUS pa3pelieHus Ha
IIPOBEACHUE KIIMHUYECKOI0 UCCIIEIOBAHNUs JIEKAPCTBEHHOTO IIpenapara s MEIULIUHCKOrO IIPUMEHEHUS U
TUYECKON IKCTIEPTU3BI WIIK 00 OTKa3e B MPOBEICHUN YKa3aHHBIX HKCIIEPTH3;

3) HampaBIIseT 3asBHTEIIO MMOCPEIACTBOM €IMHOTO MOpTaja WM B JIMYHBIA KaOMHET 3asBHUTEINS B
€IMHOW CUCTEeME MONMCAHHOE YCUICHHON KBaTH(PUIIMPOBAHHON 3JICKTPOHHOM MOAMUCHIO YBEJOMIIEHUE O
NPUHATOM pEIICHUH JINOO B ciy4yae NMPUHATHSA pelIeHHs] 00 OTKa3e TAaKXKe C yKa3aHHEM NPHYMUH TaKOTro
OTKa3a;

4) HampaBnsieT B JIMYHBIA KaOMHET SKCHEPTHOTO YUYPEXKICHHS B €AWHOW CHCTEME U JIMYHBINA
KaOMHET coBeTa IO JTUKE 33JaHUsl Ha IPOBEACHUE COOTBETCTBYIOUIMX OJKCIEPTHU3, IOANUCAHHBIC
YCUJICHHBIMH KBaJTU(HUIIMPOBAHHBIMU 3JICKTPOHHBIMU MOJIITUCIMU.

4. B ciydae BBISBJICHHUS HEMONHOTHI M (MJIM) HEJOCTOBEPHOCTH MH(OpMAIMK, cojepkalieiics B
NIPE/ICTABICHHBIX 3asBUTENEM JOKYMEHTaX, YIOJHOMOYEHHBIH (perepabHblii OpraH HCIOJHUTEIBbHON
BJIACTH HANpaBIIsIeT B JUYHBIA KaOMHET 3asSBUTENS B €IMHOM cHCTeMe 3arpoc 00 yTOUHEHMM yKa3aHHOMH
uHpOpMAIMY, TOJANUCAHHBIM YCHWJICHHOW KBaIM(UIIMPOBAHHOM 3JIEKTPOHHOW IOANUCHIO. 3asBUTENb
00s513aH HaNpaBUTh B JIMUHBIA KAOMHET yIIOJIHOMOYEHHOIO (pefiepaibHOro opraHa UCIOJIHUTEIbHOM BIacTh
B €MHOI cHucTeMe IMOANUCAHHBIM YCUJICHHON KBaJM(UIIMPOBAHHOMN 3JEKTPOHHOM MOJAMUCHIO OTBET HA
3aMpoc YIMOJHOMOYEHHOTO (e/iepalbHOTO OpraHa MCIHOJHHUTEIbHOW BJIACTH B CPOK, HE MPEBBIIMIAIONINNA
JeBSIHOCTA pabouuX THEH co JIHS MOIy4YeHUs YIIOJTHOMOUYEHHBIM (heiepaIbHbIM OPTaHOM MCTIOJHUTEbHON
BJIACTH AJIEKTPOHHOI'O YBEIOMJIEHHs O IMOJY4YeHHMHU 3asBUTeneM 3ampoca. Cpok, yKa3aHHBIH B 4acTH 3
HACTOSIIEN CTaTbu, MPUOCTAHABIMBACTCS CO JHS HANpPaBICHUS B JIMUHBIA KaOWHET 3asBUTENS B €AMHOU
CHCTEME 3alpoca YIOJIHOMOYEHHOro (elepaibHOr0 OpraHa HCHOJHUTENbHOM BIACTH 1O JIHS
HafpaBJIeHUsl B JMYHBIA KAOWHET YIOJHOMOYEHHOIO (eepaabHOr0 OpraHa MCIOJHUTEIBHONW BIIACTH B
€IVHOM CHUCTEME OTBETa Ha 3alpoCc U HE YUYUTHIBACTCA IPU HCYUCICHUM CpPOKA IIPUHATHS
YIIOJIHOMOYEHHBIM (peiepaibHbIM OpPraHOM MCIIOJIHUTEIBHON BIACTH PEILICHUS O MPOBEJCHUN SKCIEPTHU3HI
JOKYMEHTOB IS ITOJIyYEHUS PA3PELICHKs HA MIPOBEACHUE KIMHUYECKOTO UCCIIEI0BAaHUS JIEKAPCTBEHHOIO
npenapara sl MEAULIUHCKOIO IPUMEHEHUS.

5. OcHOBaHMEM AJIsl OTKa3a B MPOBEICHUN HKCIIEPTHU3bI JOKYMEHTOB ISl TOJTYUYECHHUS pa3perIeHHs
Ha IIPpOBEJCHUE KIMHUYECKOrO MCCIECIOBAaHUSA JIEKAPCTBEHHOrO IIpernapara Uil MEJULUHCKOIO
IIPUMEHEHHUs U 3TUYECKOU DKCIIEPTU3BI SABJIAETCS MPEACTABICHUE JOKYMEHTOB, IPEyCMOTPEHHBIX YaCThIO
2 HaCTOAUICH CTaThH, B HETIOJIHOM O00beMe, HeMpeICTaBlICHHE 3asBUTENIEM B YCTAHOBIICHHBIN CPOK OTBETA
Ha YyKa3aHHbI# B yacTh 4 HaCTOSIIEH CTaTbU 3alpoc YHOJIHOMOYEHHOTo (eAepajbHOro OpraHa
UCIOJHUTEIBHOM BJIACTH JIMOO OTCYTCTBHE B MPEACTABIECHHBIX JOKYMEHTaX HCUEPIIBIBAIOLIETO MEepeyuHs
HeoO0XouMoW MHpOpMalMK HIM HHOOPMAIMH, KOTOpas J0JDKHA OBITh OTpaXXeHa B HHX, a TaKxKe
OTCYTCTBHUE CBEACHMI, KOTOpBbIE B HAJIBHEUIIEM MOATBEPKAAKOTCSA ITOCPEACTBOM MEKBEIOMCTBEHHOIO
3JIEKTPOHHOI'O B3aUMOAEUCTBHS, O (aKTe YIUIaThl FOCYIApPCTBEHHOM MONIIMHBI 32 IPOBEACHUE ITHUECKON
JKCIIEPTU3BI, JKCIIEPTU3bl JOKYMEHTOB Ha JICKAPCTBEHHBIM IMpenapar s IOJIy4YeHUs pa3pelicHus Ha
IIPOBEACHUE KIMHUYECKOIO UCCIEAOBAHMS JICKAPCTBEHHOIO IIpenapara s MEJULUHCKOrO0 IIPUMEHEHMUS,
3a BBIJAYY pa3pellCHUs Ha IPOBEICHUE KIMHUYECKOIO MCCIECNOBAaHUSA JIEKAPCTBEHHOI'O IIpernapara i
MEJIULUHCKOr0 IPUMEHEHUS, 3a MIPOBEACHUE DKCIEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIN IIpernapar Uit
[OJIyYEHUs1 pas3pelleHuss Ha IMPOBEACHHUE MEXKIyHApOJHOIO MHOIOLICHTPOBOTO  KIMHHYECKOIO
HCCJIE0BAHMS JIEKAPCTBEHHOIO IIperapara Uil MEAULIMHCKOrO IMPUMEHEHUS, 34 BbIAAYy Pa3pellcHUs Ha
[IPOBEACHUE MEXKIYHApOJHOIO MHOIOLICHTPOBOIO KJIMHUYECKOTO MCCIECNOBaHUSA JIEKaPCTBEHHOTO



mperapaTa Ais MEIWIIMHCKOTO TPHUMEHEHHs, 3a TPOBEICHHE STHYECKON HKCIEPTU3BI, IKCIEPTU3HI
JOKYMEHTOB Ha JIGKAPCTBEHHBIM Tperapar s TOJNY4YeHHs pa3pelleHds Ha  POBEICHHE
MOCTPETUCTPAIIMOHHOTO KIMHUYECKOTO HCCIEIOBAaHUS JIGKAPCTBEHHOTO IpemapaTta A MEIUIMHCKOTO
NPUMEHEHHs], 3a BbAAUy pa3pelieHusi Ha MPOBEIEHHE MOCTPETHCTPAIMOHHOIO KIMHUYECKOTO
MCCJICIOBAHMS JIEKAPCTBEHHOTO TIperapaTa sl MeIUIIUHCKOTO IPUMEHCHUSI.

6. IIpoBeneHue OSKCIEePTU3bl JOKYMEHTOB [UIA TIOJYYEHHUS pa3pelieHUs Ha TMPOBEACHUE
KITMHUYECKOTO MCCIIeIOBAHUS JICKAPCTBEHHOTO Mpenapara A MEAUIIMHCKOTO MPUMEHEHHS U dTHYECKOM
AKCIIEPTU3BI, COCTABIICHUE KOMUCCUEH SKCIIEPTOB U COBETOM IO 3THUKE 3aKIFOUYECHUN O BO3ZMOKHOCTH HITU
HEBO3MOXKHOCTH TPOBEACHUS TAKOTO KJIMHUYECKOTO WCCIEAOBAaHUSA, IMOANHUCAHUE 3aKIIIOUEHUM
YCHJIEHHBIMH KBaJTM(DUIIMPOBAHHBIMY AJICKTPOHHBIMU MOAMKUCSIMH U HAIlPaBJICHUE TAHHBIX 3aKITIOYCHUN B
JUYHBIN KaOMHET YHOJTHOMOYEHHOTO (helepanbHOro opraHa MCIOJHUTEIBHON BIACTH B €IMHOW CHUCTEME
OCYIIECTBIISIOTCS B CPOK, HE MPEBBIMIAIONIUN BAANATA MATH padOYMX IHEW CO THS HANpaBICHHS B
JUYHBIA KAaOMHET OKCHEPTHOTO YUPESKICHUS B CIUHOW CHCTEME 3a/laHusl YIOJIHOMOYEHHOTO
(benepanbHOrO OpraHa UCTIOJHUTEIBLHOM BIACTH C MPUJIOKEHUEM IOKYyMEHTOB, YKa3aHHBIX B MyHKTax 3, 4,
10, 11, 11.1 u 13 yactu 2 HacTOSIIEH CTaThW, U HANPABICHUS B JMYHBI KaOWHET COBETa MO ITHUKE B
€IMHON CcucTeMe 3aJaHus YIOJHOMOYEHHOro (enepanbHOro OpraHa HCIOJHUTEIBHOW BIACTH C
MPUIIOKEHUEM JIOKYMEHTOB, YKa3aHHbIX B IyHKTax 3 - 6 1 9 yacTu 2 HaCcTOsIIEN CTaThH.

7. B cpok, He HpeBBIIAIOMIMN Tpex pabouux AHEH CO JHS HANpaBiICHHUS B JMYHBIA KaOWHET
YIOJTHOMOYEHHOTO (heepanbHOr0 OpraHa HMCIONHUTEIHHOM BIIACTH B €IMHOW CHCTEME 3aKIIOYCHUH,
yKa3aHHBIX B YacTh 6 HACTOANIEH CTaThH, YMOJTHOMOYECHHBINH (enepanbHbId OpraH HCHOIHUTEIBLHON
BJIACTH:

1) ocymecTBIISET OIEHKY TIOCTYIHMBIINX 3aKIIOYCHUN I OINpPENEeNICHUS WX COOTBETCTBHUS
3aJJaHUSIM Ha MPOBEICHNE COOTBETCTBYIONINUX IKCIIEPTH3;

2) TpPUHMMAET pEIICHUE O BbIJaye pa3pelIeHUs Ha TPOBEICHHE KIMHHUYECKOTO HWCCIICIOBAHUS
JIEKapCTBEHHOTO Mpemnapara Jjisl MEAUIIMHCKOTO MPUMEHEHUs, BHOCUT B PEECTp BBIAAHHBIX pa3perieHui
HAa TPOBEACHHE KIMHUYECKHX HCCIEAOBAaHUN JIGKAPCTBEHHOTO TMpernapara COOTBETCTBYIOIIYIO
WH(GOPMALIMIO W HAMpPaBISIET MOCPEICTBOM EIUHOTO TOpTalia 3asBUTENI0 WIM B JUYHBIA KaOWMHET
3asIBUTENS B €JMHON CHCTEME BBIITUCKY U3 PeecTpa BBIJAHHBIX pa3pelieHUil Ha TPOBEICHIE KIMHIHUYECKUX
UCCIICIOBAaHU  JIGKAPCTBEHHOTO  Tperapara, MOJAMNUCAHHYK  YCHUJICHHOW  KBaIM(UIIMPOBAHHOMN
ANEKTPOHHON MOJIMHUCKIO;

3) mpuHHMMaeT pelieHHe 00 OTKa3e B BbIJa4e pa3pClICHHsS Ha MPOBEICHHE KIMHUYESCKOTO
WCCJICIOBAHMSI JIGKAPCTBEHHOTO MpemnapaTta A MEAUIIUHCKOTO MPUMEHEHHUS W HAMpaBIseT MOCPEICTBOM
€IMHOTO TIOpTalia 3asBUTENI0 WM B JIMYHBIA KaOMHET 3asiBUTENs B €AUHON CHCTEME aHHOE peIlleHue,
MOANKCAHHOE YCHIICHHOHN KBaTH(PUIIUPOBAHHOM AJIEKTPOHHOMN MOIMUCHIO, C YKa3aHHEM MPUYMH OTKa3a.

8. OcHoBaHUEM MJi OTKa3a B BbIJaue pa3pelieHus Ha MPOBEACHUE KIMHUYECKOTO HCCIEIOBAHUS
JIEKapCTBEHHOTO Mpernapara Ui METUIIMHCKOTO TMPUMEHEHUs SBIICTCS HAIMYUE 3aKIIIOUEHUS KOMHUCCUU
OKCIIEPTOB WJIM 3aKIIOYCHHS COBETa IO OSTHKE O HEBO3MOXXHOCTU MPOBEACHUS KIMHUYECKOTO
UCCIICIOBAaHMS JICKAPCTBEHHOTO Tpernapara s METUIIMHCKOTO MPUMEHEHHs M0 pe3yJbTaraM
MIPOBEJIEHHBIX IKCIEPTHU3, MIPEyCMOTPEHHBIX YaCThIO 6 HACTOAIIEH CTAaThU.

9. Pemenne 00 OTKasze B MPOBEICHUU SKCIEPTU3bl JOKYMEHTOB IS MOTYUYEHUSl pa3pelieHus: Ha
MPOBeJICHUE KIMHUYECKOTO UCCIIEIOBAaHUS JICKAPCTBEHHOTO Ipernaparta Jijisi MEIUIIUHCKOTO TPUMEHEHUS U
ATHYECKON DSKCHEepTU3bl M B BbIJau€ pa3pelieHHs Ha TNPOBEACHHE KIMHUYECKOT'O HCCICIOBAHMS
JIEKapCTBEHHOTO Tpernapara A MEIUIUHCKOTO MPUMEHEHHS MOXET ObITh 00KaJOBaHO B TMOPSIKE,
YCTaHOBJICHHOM 3aKOHOAATENbCTBOM Poccuiickon Penepanuu.

Cratea 39.1. DTHueckas sKcnepTU3a

1. DTrueckas SKcmepTH3a MPOBOJUTCS] COBETOM IO 3THUKE, CO3/IaHHBIM B MOPSIKE, YCTAHOBICHHOM
YIOJTHOMOYEHHBIM (heIepalIbHBIM OpPraHOM HCIIOJHUTEIBHONW BIACTH, B LENSAX BBIAAYU 3aKIIOYEHHUS 00
ATHYECKOH 0OOCHOBAHHOCTH BO3MO>KHOCTH TPOBEACHUS KIMHMUYECKOTO HCCIEIOBAHMS JEKApCTBEHHOTO
npenapara Jjisl MEAUIUHCKOTO TPUMEHEHUS.

2. DKclepTaMH COBETa MO AITHKE MOTYT OBITh MPEICTAaBUTENH MEIUIIMHCKUX OpraHHU3allHi,



HAYYHBIX OpTaHU3aIHi, 00pa3oBaTeIbHBIX OPraHU3alMi BHICIIEI0 00pa30BaHUs, a TAKKE MPEICTABUTEIH
OOIIIECTBEHHBIX OPTraHU3aIMi, PETUTHO3HBIX OpPTaHU3aIMi U cpencTB MaccoBod MH(opmanmu. laHHbIE
SKCHEpPTHl HE JOJDKHBI HAXOMUTHCS B KAaKOH-THOO 3aBHCHUMOCTH OT Pa3pabOTYMKOB JIEKapCTBEHHBIX
IIPENnapaToB U JPYIUX JIML, 3aMHTEPECOBAHHBIX B PE3YJIbTaTaX 3TUYECKON IKCIIEPTU3HI.

3. Ommata ychmyr SKCIEPTOB COBETa IO ASTHKE OCYIIECTBISETCS Ha OCHOBAHUHU JIOTOBOPA,
3aKJIIOYEHHOTO MEXIY YIOJHOMOYEHHBIM (peepanbHbIM OpPraHOM HCIIOJHUTENBHONW BIIACTH, KOTOPBIM
CO3JaH COBET II0 JTHUKE, M DKCIEPTOM COBETa IO OTHKE, 3a CYeT OIO/PKETHBIX AacCUTHOBaHMI,
IPEIYCMOTPEHHBIX YIIOJTHOMOUEHHOMY (hesiepaibHOMY OpraHy MUCIOJIHUTEILHON BIACTH, KOTOPBIM CO3aH
COBET I10 3THKE, B (herepanbHOM O0/pKETe Ha COOTBETCTBYIOIIMI I'OJl HA 00ECIeYeHUE ero JAesITelbHOCTH,
B pa3mepax, ycraHoBiIeHHbIX [IpaButensctBoM Pocculickont denepanumu.

4. DkcnepThl COBETa MO 3THKE HECYT OTBETCTBEHHOCTh B COOTBETCTBHM C 3aKOHO/ATENIHCTBOM
Poccutickon denepanuu.

4.1. Tlpu NpOBEAECHUU H3TUYECKOM SKCHEPTH3bl HE JOMYCKaeTcs HUCTpeOOBaHME HKCIEPTOM Y
3agBUTENS JUOO MHBIX JIMI[ MaTepHasioB, HEOOXOIUMBIX JUIsl MPOBEJCHUS STHYECKOW HSKCHepTH3bl. B
cllyyae HEIOCTAaTOYHOCTH TPEACTABICHHBIX OSKCIEPTYy MaTepHAIOB B JIMYHBIA KaOWHET 3asBUTENS B
€IMHON CHUCTEME YIOJHOMOYEHHBIM JIMIIOM COBETa 10 ITHKE HAIpPABIIAETCS 3alpOC O IPEICTaBICHUU
HEOOXOAMMBIX MaTEPHAJIOB, MOMHCAHHBIA PyKOBOJUTENEM (YIIOJTHOMOYCHHBIM JIMIIOM) COBETa IO ITHUKE
C HCIIOJIb30BAaHUEM YCWJICHHOM KBaJIM(PUIMPOBAHHON HJICKTPOHHON MOJMMCH, a TaKKE HaNpaBIIIeTCs
yBeJIOMJICHHE 00 YKa3aHHOM 3alpoce B JHMYHBIA KaOMHET YMOJIHOMOYEHHOro (enepajbHOro opraHa
UCIIOJIHUTEJILHOM BJIACTH B €IMHOM CHCTEME.

4.2. 3asBuTenp 00s3aH HANpPaBUTh B JIMUHBIA KaOMHET COBETAa IO ATUKE B €AMHOW CHUCTEMe
MOJMUCAHHBIA  YCUJICHHOW KBaIU(DUIIMPOBAHHOM HIIEKTPOHHOM MOAMUCHI0 OTBET Ha 3ampoc O
NPEJCTAaBICHUN HEOOXOIMMBIX MAaTEpHUajOB COBETY IO 3THKE B CPOK, HE MPEBBIMAIONIMNA JEBSIHOCTA
pabouux JHEH cO JHS TMOJY4YEHHUS COBETOM IO 3THUKE JJIEKTPOHHOIO YBEJAOMIIEHHS O IOJyYEeHHH
3asBUTENIEM YKa3aHHOTo 3ampoca. Bpemsi co JHS HampaBJIeHHS COBETOM IO ITHKE B JIMYHBIH KaOMHET
3asgBUTENS B €IMHON CHUCTEME 3arpoca O MpeICTaBIeHNH HEOOXOMMbIX MaTEepUaoB A0 AHS HalPaBICHUS
3asBUTENIEM B JIMUHBIM KaOMHET COBETa MO ITHKE B €IUHON CHCTEeME OTBETa Ha YKa3aHHBIM 3ampoc He
YUUTBIBAETCS IPU UCUMCIIEHUN CPOKA ITPOBEAECHUS ITUYECKON IKCIIEPTU3HI.

5. CocTaB coBeTa IO 3THKE, MOJ0KEHHUE 00 3TOM COBETE, MOPSAAOK €ro JeATeNbHOCTH, TPeOOBaHUS
K KBaJIU(HUKAIMKU U ONBITY PabOThl MO HSKCHEPTHOM OLEHKE HAyYHBIX, MEAULIMHCKUX M STHUYECKUX
aCIEeKTOB KJIMHUYECKUX HCCIIEIOBAaHUI JIEKAPCTBEHHBIX IPENApaToB JUIsl MEIULMHCKOIO NPUMEHEHMS,
IIPEIBABISEMBIE K DJKCIIEPTAM COBETA [0 OITHKE, MOPAJOK OpraHW3alud W IPOBEIEHUS ITHYECKOMN
SKCHEPTU3bI, (GOpMa 3aKITIOUEHHs] COBETA MO 3THKE yCTAHABJIMBAIOTCS YIOJIHOMOYEHHBIM (efepaIbHbIM
OpraHOM MHCIIOJHUTEIbHOM BJIacTU. YMCIO MNpeAcTaBUTENEH MEIUIMHCKUX OpraHM3allMii HE MOKET
MPEBBIIIATH MTOJIOBUHY OT OOILEro YMCIia 3KCIIEPTOB COBETA 10 ITHKE.

6. Mudopmanus o cocraBe coBeTa IO 3THKE, IUIAHAX €ro padoThl W TEKyLIeW AesaTeIbHOCTH
pasmernaeTcs Ha OpHUIHMAIBHOM CalTe YIIOJIHOMOYEHHOIO (hesiepabHOro OpraHa UCIOJHUTEIbHOM BIACTH
B ceTH "MHTepHEeT" B yCTAaHOBJICHHOM UM MOPSIJIKE.

Crarba 40. IlpoBeneHue KIMHMYECKOTO MCCIEJOBAaHUS JIEKAPCTBEHHOr'O Tpemnapara Juis

MEJULIMHCKOTO IPUMEHEHUS

1. PykoBoautenb MEAMLIMHCKONW OpraHM3allid, KOTOpas MPOBOAMT KIMHUYECKOE HCCIIEeIOBaHHE
JIEKapCTBEHHOI'O Ipenapara il MEAULUHCKOr0 IPUMEHEHUs, Ha3HaYaeT UCCIIEN0BaTeNs, OTBETCTBEHHOIO
32 MpPOBEICHUE TAaKOTO MCCIECJOBAHUS M MMEIOIIEro Je4eOHYI0 CIEeHalbHOCTh, COOTBETCTBYIOIIYIO
IPOBOJIMMOMY KJIIMHMYECKOMY HCCIJIEJIOBAaHUIO JIEKAPCTBEHHOI'O IIpenapaTa, co CTaxkeM paloThl 110
IIPOrpaMMaM KJIMHUYECKHUX UCCIIEI0BAaHUM JIEKaPCTBEHHBIX IIPENAapaToB HE MEHEE YeM TPH roja U IO €ro
IIPEIUIOKEHUIO HA3HAYAaeT COMCCIIEN0BATENEN U3 YKiCiia Bpauyel 3TOM MEAULIMHCKON OpraHU3allHH.

2. HccnenoBaTenb OCYLIECTBISET BBHIOOP MAIMEHTOB, KOTOpbIE MO MEIUIMHCKUM MOKa3aHHUSIM
MOTYT OBITh MpPUBJIECUEHBl K yYacTHUIO B KIMHUYECKOM HCCJEIOBAHWU JICKAPCTBEHHOIO Iperapara ajs
MEJUIIMHCKOTO IPUMEHEHUS.

3. MHccnemoBarenb M COMCCIENOBATENN JOJDKHBI OBbITh O3HAKOMJIEHBI C pe3yJibTaTaMH



JTOKJIMHUYECKOTO UCCIIEOBAHUSI JIEKAPCTBEHHOI'O CPEICTBA, COJACPKALUMHUCS B OpOILIOpe HCCIeI0BaTENs,
IIPOEKTOM IIPOTOKOJA KIMHUYECKOIO HCCIEAOBAHMS JICKAPCTBEHHOIO IIpenapara i MEIULUHCKOIO
NPUMEHEHHs, pa3padOTaHHbIM pa3pabOTYMKOM JIEKAPCTBEHHOTO Tpernapara WiIM HHBIM IOPHUIANYECKUM
JIULOM, IIPUBIEKAEMBIM K OpraHU3allMd IIPOBEICHUS KIMHUYECKOIO HCCIIEIOBAHUS JIEKAPCTBEHHOIO
rpenapara Juisi MeJUIUHCKOr0 IPUMEHEHHU, U IPYTUMH MaTepruagaMy TaKOro UCCIIEIOBAHMS.

3.1. PykoBomuTens METUIIMHCKON OpraHU3aIH B CPOK, HE MPEBBIIIAIOIINN TpeX pabodynx AHEH co
JHS Hayayla MPOBEICHUS KIMHUYECKOIO MCCIIENOBaHUs JIEKAPCTBEHHOIO Iperapara il MEIULUHCKOIO
NPUMEHEHHs], coo0ImaeT 00 3TOM B YIOJHOMOYEHHBIH (erepanbHblii OpraH MCHOJIHUTEIBHOW BIIACTH,
BBIJIABUININ pa3pelleHue Ha POBEIeHHE TaKOTO UCCIICA0BAHMS, 10 YCTaHOBIECHHON UM (opMe.

4. OpraHu3anuy, OCYIIECTBIISIOIIME OPraHU3alMI0 IMPOBEACHUSA KIMHUYECKOIO HCCIIEIOBaHUS
JICKapCTBEHHOTO IMperapara s MEAMLIUHCKOrO0 TNPUMEHEHUS U yKa3aHHble B YacTd 3 cCTaTthd 38
Hacrosimero dexepaqpHOrO0 3aKOHA, B CiIyd4ae HEOOXOIMMOCTH BHECEHHMS H3MEHEHHH B MPOTOKOII
KJIMHUYECKOT'O UCCIICAOBAHMS JIEKAPCTBEHHOTO Mpernapara sl MeIUIIMHCKOTO IPUMEHEHHs COOOMIAIT 00
3TOM B YIOJHOMOYEHHBIN (pefepaibHblii OpraH MCHOJIHUTEIBHOM BJIACTH, BBIIABIIMNA pa3pelieHHE Ha
MPOBEACHUE TAKOTO HCCIIEJOBAHUS, 10 YCTAHOBJIEHHON UM (opme.

4.1. ®opma cooOmeHUsT O BHECECHHMHM WM3MEHEHHU B TMPOTOKON KIMHMUYECKOTO WCCIIEIOBAHUS
JIEKapCTBEHHOI0 Ipernapara JUisi MEAULIMHCKOTO IPUMEHEHUS JOJDKHA COEPKaTh CIECAYIOINE CBEACHUA

1) HauMeHOBaHMe, HICHTU(PUKALMOHHBII HOMED U J]aTa MPOTOKOJIA KIMHUYECKOTO UCCIICI0BAHHUS;

2) naTa BHECEHHsI U3MEHEHHI B IPOTOKOJ KIIMHHYECKOTO UCCIICIOBAHMS;

3) HAMMEHOBAHUE U MECTO HAXOXKACHUS 3assBUTEIIS,;

4) HauMMEHOBAaHWE OPraHHW3AllUH, NPHBICUYCHHOW pPa3padOTUYMKOM JIEKApPCTBEHHOIO Iperapara K
OpraHH3alUH POBEICHUS KIMHUYECKOTO UCCIeIoBaHuUs (TIPU HAINYUH);

5) HaMMEHOBaHWS M MeCTa HaXOXXJICHUS MEIUIMHCKUX OPraHU3alfif, B KOTOPBIX IMPOBOJHUTCS
KJIIMHUYECKOE HUCCIIEI0BAHMUE,

6) nmara BbIauM pa3pelIeHUs Ha TPOBEJCHUE KIMHUYECKOTO HCCIIEJOBAHUS W HOMEP 3TOrO
paspenieHus;

7) U3MEHEHUs, BHOCUMBIE B TPOTOKOJ KIIMHUYECKOTO UCCIIEOBAHHMS.

5. B cpok, He MpeBbIIAONINA JBaALATH BOCBMU pabouux JHEW cO JAHSA MOJY4YEeHHs YKa3aHHOTO B
4acTH 4 HacCTOsAIIEeH CTaTbU COOOIIEHMS], YIIOJTHOMOUYEHHBIN (hesiepabHbIi OpraH HCIOIHUTEIBHONW BIACTH
paccMaTpuBaeT 3TO COOOLICHHE B YCTAaHOBJICHHOM MM IMOpSAKE U NMPUHUMAET pElIeHHEe O BHECCHHHU
U3MEHEHUN B IPOTOKOJ KIMHUYECKOIO HCCIECNOBAHMS JIEKAPCTBEHHOIO Ipernapara Uil MEIULMHCKOIO
OpUMEHEHHsT WM 00 OTKa3e BO BHECEHWM TaKUX HU3MEHEHHUH, TMOAMUCAHHOE YCHUJICHHOM
KBAJIM(HUIUPOBAHHON JIEKTPOHHOM MOJMKCHIO, TOCPEICTBOM HAIPABIICHHUSI COOTBETCTBYIOLIETO PELICHHUs
B JIMYHBIA KaOMHET 3asBUTENs B eAuHOM cucteme. Ilpu paccmorpeHuu cooOuieHuss 0 He0OXOAUMOCTH
BHECCHMSI M3MEHEHUH B IIPOTOKOJ KIMHUYECKOIO WCCIEAOBaHUs JICKAPCTBEHHOIO IIpernapara Uit
MEJULIMHCKOTO MPUMEHEHHS B LIEJISIX OLEHKH 0OOCHOBAaHHOCTH IpeIaraeMbIX H3MEHEHUN U ONpeIeTICHUS
CTENEHU pHUCKAa U1 [AUEHTOB, IPUHUMAIOIIMX Yy4YacTUE€ B KIMHUYECKUX HCCICJOBAHUSAX,
YIOJIHOMOYEHHBIM (peiepajbHbIM OpPraHOM HCIOJIHUTENBHOW BJIACTH MOTYT IPHUBIIEKATHCS SKCHEPTHI
COBETa MO 3TUKE U (MIIM) SKCHEPTHI SKCIEPTHOTO YUPEHKICHUS .

6. KnuHudeckoe uccienoBaHHE JIEKAPCTBEHHOrO IpenapaTa il MEJUIIMHCKOTO IMPUMEHEHMS
MOKET OBbITh NPUOCTAHOBJICHO WJIM MPEKPAIICHO, €CIUM B IMpOIEecce €ro INPOBEACHHUS OOHapykKeHa
ONACHOCTH ISl )KU3HHU, 3J0POBbs NALMEHTOB. B cilyyae BOSHUKHOBEHUS OIACHOCTH UL XKU3HHU, 310POBbs
MalMEHTa, YYaCTBYIOLIETO B KJIMHUYECKOM HCCIIEA0BAHNUHM JIEKAPCTBEHHOI' O IIpernapara i MeIULUHCKOrO
NPUMEHEHHs], HCCIIeZIoBaTeN O00s3aHbl NMPOUH(OPMHUPOBATH 00 3TOM PYKOBOJMUTENST MEIUIMHCKOM
OpraHu3alliil W OpraHu3alMio, MOJYYMBIIYIO pa3pelIeHHe YHNOJHOMOYEHHOro (eaepalbHOro opraHa
UCIIOJIHUTEIBHONW BJIACTM HA OPraHHU3alUI0 IIPOBEICHUS KIMHUYECKOIO MCCIEIOBaHUSA JICKaPCTBEHHOI'O
npenapara. PelieHne o nNproCTaHOBICHUHM KIMHUYECKOIO MCCIIEA0BAaHUs JIEKAPCTBEHHOIO IIpernapara Juis
MEIUIIMHCKOTO NPUMEHEHHsS MPUHUMAIOT PYKOBOJMTENb MEIUIMHCKOW opraHu3auuu u  (uim)
OpraHu3aiys, IOJIyuyuBIIas pa3pelieHue YMOJHOMOUYEHHOIo (heAepabHOro OpraHa HCIOJHUTEIbHON
BJIACTU HA OpPraHU3ALMIO0 MPOBEACHUSA KIMHUYECKOTO MCCIENOBaHUs JIEKapCTBEHHOIO Ipenapara Uit



MEIUIUHCKOIO IPUMEHEHHMs, PEIICHHWE O IMPEKpalleHUM TaKOro MCCIEHOBaHUsA  IIPUHUMACT
YIOJHOMOYECHHBIH (enepanbHblii OpraH HCIOJHUTENBHOW BJIACTH HAa OCHOBAaHMM COOOIICHUS B
NUCHbMEHHOM (QopMe pYKOBOAWTENS MEAMLMHCKOW OpraHM3allid WM OpraHu3alus, IOTy4UBIIAs
paspeuieHne yIMOJIHOMOYEHHOro (eepalbHOTO OpraHa HCIOJHUTENLHON BJIACTH Ha OpraHU3alHIo
IIPOBEICHUS KIIMHUYECKOI0 UCCIIEN0BaHUs JIEKAPCTBEHHOIO IIpenapara 1y MEJUIUHCKOrO IPUMEHEHHUS.

7. B cpok, He MpeBBIIAIONINHA TATH pabouux AHEW CO AHS 3aBEPILICHHS, NMPUOCTAHOBICHUS WIIH
[IPEKpaIICHUsI  KIMHUYECKOTO MCCIENOBaHUS JICKAPCTBEHHOIO Ipenapara Uil  MEIULHUHCKOrO
IPUMEHEHHs], COOOIIEHHEe 00 3TOM HaIpaBIseTCs OpraHU3alMsSMHU, yKa3aHHbBIMM B YacTH 3 cTaTbu 38
Hacrosero denepaabHOro 3aKOHA, B YIOJIHOMOYEHHBIN (peepabHbli OpraH MCIOJHUTEIbHON BIACTH
10 YCTaHOBJIEHHOH UM (hopMe.

8. ®opma cooOmeH!s] O 3aBEpIICHHH, NPHOCTAHOBICHUH WM NPEKPAICHUH KIUHHYECKOTO
HCCJIE0BAHM JIEKAPCTBEHHOT'O IIpernapara i MEAULMHCKOTIO IPUMEHEHHUs JOJDKHA COACPKATh:

1) uHpOpMaIHIO O MEAUIIMHCKOW OPraHU3aLUK WIM MEIUIMHCKUX OpraHU3alMsX, TPOBOAMBIINX
JaHHO€ UCCJIICJOBAHUE,

2) onucaHKe JJaHHOTO UCCIIeIOBAHMS;

3) nmansble uccienoBateis ((hamuiaus, UMs, OTYECTBO, MECTO pabOThI, 3aHMMaeMasi JOJDKHOCTB,
CMELUAIBHOCTD, CTAX PaOOTHI [0 MPOrpaMMaM KIMHUYECKUX MCCIIE0BAHU JIGKapCTBEHHBIX MPENaparTos,
[IEpEYCHb KIMHUYECKUX UCCIEAOBAHUN JIEKAPCTBEHHBIX IIPENapaToB, B KOTOPBIX OH IPUHUMAJ Y4acTHE
(mepropl y4acTHs) B KAYECTBE MCCIIEIOBATEIS MITH COUCCIIEIOBATEIIS);

4) pe3ynbTar JaHHOTO MCCIIEI0BaHUS (3aBepIleHUe, MPUOCTAHOBICHHE MU MPEKpaIlleHHEe JaHHOTO
MCCIIEIOBAHMS C YKa3aHUEM UX NMPUYMH U BIUSHUS Ha OLIEHKY €ro pe3yJbTaToB, OOLIYIO OI[EHKY pUCKa U
OKHMJIa€MOM TIOJIb3bl OT IPUMEHEHMsS MCCIELYEMOro JIEKapCTBEHHOIO IIpernapara, a TaKkKe
npernoaaracMble JanbHEHIINe JeHCTBHS).

8.1. Ilpu BbIsBIEHUM (eaepaibHBIM OpPraHOM HCHOJHHUTEIBHOM BIIACTH, OCYIIECTBIISIOUINM
(GYHKIMU 10 KOHTPOJIO M HAA30py B cdepe 3ApaBOOXpaHEHMs, HAPYIICHHH NpaBWJl HajaJexarnei
KJIIMHUYECKOW IIPAKTUKHU IIPU IMPOBEACHUU KIUHUYECKOTO MCCIIENOBaHUs JICKAPCTBEHHOI'O IIperapara,
BIMSIONIMX Ha TMOJHOTY W (MJIM) JOCTOBEPHOCTh JAHHOTO KIMHUYECKOTO HWCCIEIOBaHUS, YKa3aHHBIN
(denepanbHbIl OpraH MCIOJHUTEIBHON BJIACTH NMPHOCTAHABIMBAET MPOBEACHUE TAHHOTO KIMHUYECKOTO
UCCIIENOBAHUS U BBIHOCUT MEAMIMHCKON OpraHMu3alid, B KOTOPOM INPOBOAUTCS NAaHHOE KIUHUYECKOE
UCClleZIoOBaHNe, TNpeanucaHue o0 YCTpaHEHUM BBISBICHHBIX HapymieHuil. [lpu  HeycTpaHeHHH
MEIUIMHCKOW OpraHu3alyedl BbIABICHHBIX HapyLIEHWH B YCTaHOBJEHHBIH B IPEANUCAHUU CPOK
yKa3zaHHbI (enepanbHblii OpraH MCIOJHUTEIBHOM BIIACTH NPUHUMAET pEIICHHE O NpeKpalleHUH
NPOBEACHUS KIMHUYECKOTO MCCIEIOBAHUS JIEKApCTBEHHOIO Ipernapara U HampaBiseT B (erepanbHbIi
OpraH HCIOJHMUTENIbHOM BJIACTH, OCYLIECTBISIOIIMNA (QYHKIMM TO BbIpabOTKE U peaau3aluu
rOCYJapCTBEHHON MOJUTUKM M HOPMATUBHO-IIPAaBOBOMY DErYJIHPOBAHUIO B cdepe 31paBOOXpaHEHHs,
3aKJIFOYCHHUE O BBIABIICHUU IIPU NPOBEACHUU JAHHOIO KIMHUYECKOI'O MCCIIENOBAHUs HAPYLICHUN IIPABUII
Ha/JIeKalled KIMHUYECKON MPaKTUKH JUIs IPUHATHS pelieHust 00 OTMEHE pa3pelleHnss Ha OpraHu3aluio
IIPOBEACHUSA JAHHOIO KIMHUYECKOIO HCCIEAOBAHMUSA C JAaTbl NPUHATUS PELICHUS O NPUOCTAHOBICHUHU
[IPOBEACHUS KIIMHUYECKOr0 UCCIIEA0BAHM JICKAPCTBEHHOI'O IIpenapara.

8.2. Ilpu mnpoBeaeHUH KIMHUYECKOTO MHCCIEAOBAaHMS JICKAPCTBEHHOIO IpemapaTta Juis
MEIUIIMHCKOTO IPUMEHEHHUS B CITydae YTOUHEHUs (M3MEHEHHUs) TaHHBIX, COACPIKAILMXCS B Pa3pelICHUH Ha
IPOBECHUE JAHHOTO KIMHUYECKOI'O HMCCJIEIOBAHMS, HA OCHOBAaHUM HANPABJIEHHOI'O B JUYHBIA KaOMHET
YIIOJIHOMOYEHHOr0 (pe/iepalbHOT0 OpraHa MCIOJHUTEIbHON BJIACTH B €IMHOW CHUCTeMe OOpalleHus
3asBUTEIS], MOJMUCAHHOIO YCUJICHHOW KBaJU(HUIMPOBAHHOW 3JIEKTPOHHOU MOJMMCHIO, C MPHIOKEHHEM
MOTHBHPOBAHHOI'O OOOCHOBAHUS U JIOKYMEHTOB, OATBEPKAAIOIIMX HEOOXOAUMMOCTh YTOUHEHHUS IaHHBIX,
YIIOJIHOMOYEHHBIN (pe/iepanbHblil OpraH MCIOJHUTENIbHOM BIACTH B CPOK, HE MPEBBIIIAIOLINNA ABaIIATH
BOCbMM pabO4MX JHEH CO JIHS MOCTYIUICHHUs TaKOro oOpallleHus,, BHOCUT M3MEHEHHs B pa3pellieHue Ha
[IPOBEACHUE KIIMHUYECKOI0 UCCIIEI0BAHNUs JIEKAPCTBEHHOTO IIpenapara st MEIUIUHCKOrO IPUMEHEHUS U
peecTp BBIAAHHBIX pa3pelICHUd Ha IPOBEACHHUE KIMHUYECKUX HCCIENOBAHUN JIEKAPCTBEHHBIX
IpenapaToB, a TaK)Ke HalpaBiseT B JIMYHbINH KaOMHET 3asBUTENS B €MHONM CHCTEME BBIHUCKY U3 peecTpa



BBIJIJAHHBIX Pa3pelICHUN Ha MPOBEACHUE KIMHMUYECKUX HCCICAOBAHUMN JIEKAPCTBEHHBIX IIPENapaTos,
MOJIMUCAHHYIO YCHJICHHON KBaJM(UIIMPOBAHHON 3JIEKTPOHHOM MOAMKUCHIO, MO0 MPUHUMAET pelieHre 00
OTKa3e BO BHECEHMM HU3MCHEHUN B paspelleHue Ha MPOBEIACHUE KIMHUYECKOTO MCCIIECA0OBAHUS
JICKapCTBEHHOT'O Ipernapara Jjsi MEIUIIMHCKOTO MPUMEHEHUS M HAIlPABIISET B JINYHBIM KaOUHET 3asiBUTEIIS
B €IMHOM CHUCTEME 5TO pelleHHe, MOJNUCAHHOE YCHJICHHOM KBaIU(UIIMPOBAHHON HSJIEKTPOHHOM
MOAINMCHIO, C YKa3aHUEM IIPUYMH OTKA3a.

9. VYnonHomodeHHBIH (QenepanbHblii OpraH HCHOJHUTEIbHOH BIACTH OIMyOJIMKOBBIBAET U
pasmemiaer Ha CcBoeM OQHUIMaTbHOM caidite B ceru 'MHTepHer" cooOuieHHE O 3aBEpIICHUH,
IIPUOCTAHOBJICHUM WM IPEKPALECHUH KIWHUYECKOTO HCCIIECNOBAaHUS JIEKAPCTBEHHOrO IIpernapara Iyl
MEIUIUHCKOTO TPUMEHEHHUS B CPOK, HE MPEBBIIIAIOIMI MATH pabO4YMX THEW CO THS €ro MOJy4eHHUs, B
YCTaHOBJICHHOM UM IIOPSKE.

10. YmonHomoueHHbIH (enepaabHbI OpraH HCIOJHUTENBHONW BIACTU OCYILECTBIISAET BEICHUE
peecTpa uccileoBaTeNel, IPOBOIAIIUX WIHA IIPOBOJUBIINX KIMHUYECKUE UCCIIEIOBAaHUS JIEKAPCTBEHHBIX
[IpENapaToB s MEAMLIMHCKOIO INPUMEHEHMS, B COOTBETCTBUM C YTBEP)KIECHHBIMH WM IIpaBWJIaMU U
pasMeIaeT ero Ha cBoeM o(puIHMalbHOM caiite B cetu "MHTepHET' B yCTAaHOBJIEHHOM MM IOpPSIKE.
YKa3zaHHBIN peecTp COACPKUT HH(POPMAIUIO, IPEyCMOTPEHHYIO ITYHKTOM 3 4acTH 8 HACTOSIIEH CTaThU.

11. Oruer o pe3ynbraTax KIMHUYECKOTO MCCIEIOBAHUS JIEKAPCTBEHHOIO Iperapara s
MEIMLMHCKOTO TMPUMEHEHUS! COCTABIISIETCSl OpraHu3aliel, yKka3aHHOH B 4acTu 3 cTaThbd 38 HACTOSIIETO
denepanbHOTO 3aKOHA, U TMPEJICTABISAETCS B YIOJIHOMOYEHHBIM (penepaibHblii OpraH HCIOJHUTEIbHON
BJIACTH, BBIJABIIUN pa3pellieHHEe Ha IMPOBEIECHUE HTOIO HCCIECIOBAHMS, B CPOK, HE IPEBLIIIAIONINI
JIBEHAJLATU MECSALEB CO [JHSA €ro 3aBEpLICHUS, I[PUOCTAHOBJIICHWS WM IPEKPAILECHUs, B IOPSIKE,
YCTaHOBJIEHHOM YITOJTHOMOUYEHHBIM (pe/iepaibHbIM OpraHOM MCIIOJHUTEIHHOM BJIACTH.

12. Hapymienue mpaBuil Hajjiealled KIMHUYECKOM MPAaKTUKH, (QalbCUPUKALUS pe3ysIbTaToB
KJIIMHUYECKOT0 HCCIIEOBaHUsA JIEKAPCTBEHHOIO Ipenapara Uil MEAMIMHCKOIO IMPUMEHEHHUS BIIEKYT 3a
co0O0# OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOAaTeNLCTBOM Poccuiickoii deneparui.

13. TIlpm npoBeneHMH KIMHUYECKOTO HCCIENOBaHMUSA JIEKAPCTBEHHOrO Iperapara s
MEIUIIMHCKOTO TPUMEHEHUS IOIYCKaeTcsl 3a00p Yy MAaIllMeHTOB OHOJIOTHUECKHX MaTepuaioB (0Opasiibl
OMOJIOTUYECKUX  JKUAKOCTEeH, TKaHeW, CEeKpeTOB U TMPOJYKTOB >KU3HEACATENbHOCTH YEJOBEKa,
(U3UOJIOTMUECKUX M TATOJIOTUYECKUX BBIJICIIEHUH, Ma3KOB, COCKOOOB, CMBIBOB, MHMKpPOOPraHM3MOB,
OWOTICHITHBI MaTepHan) i ux u3ydeHus B Poccuiickoir @eneparnmu u (1nu) 3a npenenamu Poccuiickoi
Oepnepanun.

14. Tlopsnok BBO3a B Poccuiickyro @enepaiuio u BbIBO3a 3a npezensl Poccuiickoit @enepanuun
OMOJIOTMYECKUX  MaTepHalioB, TOJYYEHHBIX TpU  MPOBEACHUM  KIMHUYECKOTO  HCCIIEIOBAHUS
JIEKapCTBEHHOI'0 IIpenapara Juiss MEIULMHCKOrO IIpUMEHEHMs, ycTraHaBinuBaercs IlpaBurenscTBoM
Pocculickon denepanuu.

Cratbsa 41. JloroBop 0 HpoBEAECHUHM KIMHUYECKOTO HMCCIEIOBAHUS JEKApCTBEHHOTO Ipernapara

JUISL MEJULUHCKOTO IIPUMEHEHUS

1. Kinununueckoe uccienoBaHHE JIEKapCTBEHHOIO Iperapara Ajis MEAMLUHCKOTrO IpPUMEHEHUs
IIPOBOJUTCA B COOTBETCTBUM C JOTOBOPOM O IIPOBEIECHUU KIMHUYECKOI'O MCCIIEJOBAHUS JIEKAPCTBEHHOIO
mpemnapara il MEAMLIMHCKOIO INPUMEHEHMs, 3aK/II0YaeMbIM MEXIY OpraHu3alued, IOoJIy4YuBIIeH
paspelieHue yMOJIHOMOYEHHOro (eaepanbHOr0 OpraHa MCIOJHUTENbHONM BJIACTH Ha OpraHU3alMIo
IIPOBEACHUSA TAaKOr0 HCCICNOBAHMS, M MEIULHMHCKOW OpraHU3aldel, OCYILUECTBIIAIOLIEH IIPOBEACHUE
TaKoOr'o UCCJIEIOBaHUs.

2. JloroBop O HpPOBEAEHUHM KIMHUYECKOIO HCCIEIOBaHMS JIEKAPCTBEHHOIO IIpernapara Jyis
MEJULUHCKOIO IIPUMEHEHUS JOJKEH COEP/KATh!

1) ycnoBus ¥ CpOKM NPOBEJCHUS JAHHOTO MCCIICIOBaHMS;

2) ompeneneHue oOIIEH CTOMMOCTH NPOTpaMMbI JIaHHOTO HCCIIEAOBaHUS C YKa3aHHEM CYMMBbI,
[IPEeIHA3HAYAIOENCs UIs BBIIUIAT UCCIEA0BATEISAM, COUCCIEN0BATEIISAM,

3) ompexerneHue GOPMBI MPEICTaBICHHS PE3YIbTaTOB TaHHOTO HCCIICTOBAHUS B YITOJTHOMOYCHHBIH
(benepanbHbI OpraH HCIOJHUTEIBHOM BIIACTH.



Crarbsa 42. ®uHaHCcOBOE 00ecTeYeHNe KIMHIUYECKOT0 MCCIIEeI0OBAHMUS JIEKAPCTBEHHOIO Mpernapara
IUISL METUIITHCKOT'O TIPUMEHEHUS

@dunaHcoBOe obecneueHHe KIMHMYECKOTO MCCIIEOBaHUS JIEKAPCTBEHHOI'O TIpernapaTta Juis
MEIUIUHCKOT'0 TPUMEHEHHSI OCYIIECTBIISIETCS 3a CUET:

1) cpenctB denepaibHOro OOKETA,;

2) CpeiCTB OpraHM3alyid, MOJYYUBIIMX pa3pelicHHe Ha OPraHU3alUi0 MPOBEICHUS JaHHOTO
HCCIICZIOBaHMS, B COOTBETCTBUH C YCIOBHUSIMU JIOTOBOPA O €r0 MPOBEICHUH;

3) MHBIX HE 3aNpelIeHHBIX 3aKOHOIaTeNbCcTBOM Poccuiickoit deepanii HCTOYHUKOB.

Crarbsa 43. IlpaBa manueHTOB, YYacTBYIOIIUX B KIMHHUYECKOM HCCIICAOBAHUH JIEKAPCTBEHHOTO

npemnapara Juisi MEAMLIUHCKOTO TPUMEHEHHS

1. VYuyacte mnNauMEeHTOB B KIMHUYECKOM HCCIIECIOBAHMM JIEKAPCTBEHHOrO IIpenapaTta s
MEIUIUHCKOTO TPUMEHEHHUS SBISIETCS JOOPOBOJIBHBIM.

2. TlauMeHT WM ero 3aKOHHBIA MPEACTaBUTENb JODKEH ObITh MH(MOPMHUPOBAH B MUCHMEHHOM
¢dopme B BUJe TOKYMEHTa Ha OyMa)XHOM HOCHTENE J100 B (hopMe 3JIEKTPOHHOTO JOKYMEHTA!

1) o nekapcTBEHHOM mpemnapare Uil MEIHLIUHCKOTO MPUMEHEHUS U CYINIHOCTH KIMHHYECKOTO
MCCIIEIOBaHMsI 3TOTO JICKAPCTBEHHOIO Mperapara,

2) 0 0€30MacHOCTH JISKapCTBEHHOT'O Mpenapara Juisi MEAUIMHCKOTO MPUMEHEHHS, €r0 0KU1aeMOit
3¢ (HEeKTUBHOCTH M CTEIIEHU PUCKA ISl TAIUEHTA,

3) 00 ycIoBUSX y4acTHs MalMeHTa B KIMHHYECKOM HCCIIEIOBaHUH JICKAPCTBEHHOTO IIpenapara Jijist
MEJUIUHCKOTO MTPUMEHEHHUS;

4) 0 menM WM UENAX M IMPOJODKUTEIBHOCTH KIMHHUYECKOTO HMCCICIOBAHMS JICKAPCTBEHHOTO
npernapara Juisi MEJUIIMHCKOTO TPUMEHEHHS;

5) o pneiicTBMSAX TalMeHTa B Cilydyae HENPEeIBUACHHBIX 3(P(EKTOB BIMSHHSA JIEKAPCTBEHHOTO
npenapara Juisi MeJMIMHCKOTO IPUMEHEHHSI Ha COCTOSTHUE €r0 3710POBBS;

6) 00 ycloBusX 00s3aTENBHOIO CTPaXOBAHMUS J)KU3HH, 3/I0POBBS MAIIMCHTA;

7) o rapaHTHSIX KOH(QUACHIMATBHOCTH YYacTHs NalMeHTa B KIMHUYECKOM HCCIECIOBAHUH
JIEKapCTBEHHOT O MpenapaTa i MeIUIMHCKOTO IPUMEHEHUS.

3. 1o6poBosbHOE corylacue ManyeHTa Ha yyacTrue B KIMHUYECKOM HMCCIIE0BAaHUM JEKAPCTBEHHOTO
npenapara JUisi MEAMIUHCKOTO MPUMEHEHHsS MOATBEPXKIACTCS €ro IMOANUCHI0 WM TOAMUCHIO €ro
3aKOHHOT'O IpeIcTaBUTeNsl Ha HH(OPMAIIMOHHOM JIMCTKE NallMeHTa.

4. TlaumeHT WM €ro 3aKOHHBIM MpPEJCTaBUTENb HMMEET IPaBO OTKA3aThCsl OT Yy4yacTHUsS B
KJIMHUYECKOM HCCJIEIOBAHUU JIEKApPCTBEHHOIO Ipernapara JUlsi MEAUIMHCKOrO NMPUMEHEHHUS Ha JIo0oi
CTaJIM MPOBEJICHUSI TAKOT'O UCCIIEIOBaHMUS.

5. IIpoBeneHne KIMHUYECKOTO HCCIIEAOBAHMS JIEKAPCTBEHHOIO Ipenapara il MEAULUHCKOTO
MPUMEHEHHS C YJaCTUEM B KaueCTBE MAI[eHTOB JETel JOIMYCKAeTCs TOJBKO MPH HATMYUHU T0OPOBOJIBHOTO
COorjlacusi Ha ydacTHe B KIMHMYECKOM HCCJIEIOBAHUHU JIEKAPCTBEHHOIO Ipernapara JUlsi MEeIUIIMHCKOTrO
IpUMEHEHHUs] B MH(POPMALMOHHOM JIMCTKE MAlMEHTa, MOANUCAHHOM HMX POJUTEISIMU, YCHIHOBUTEISMHU.
JleTu MOTYT paccMaTpHUBaTHCS B KaueCTBE MOTCHLUAIbHBIX MAIlMEHTOB TAKOI'O HCCIIEAOBAHMS, TOJIBKO
€CII €ro NpoBe/IeHHe HEOOXOUMO ISl YKPETUICHUS 3/10pOBbs 1eTel Ui Npo(UIakTUKH MH(EKIMOHHBIX
3a00J1eBaHU B J€TCKOM BO3pacTe J100 eClii LEeNbI0 TAKOI0 MCCIEOBAHUS SIBISETCS MOTYYSHHUE TaHHBIX
O HawIy4lled JO3MPOBKE JICKApCTBEHHOIO IpenapaTa Ul JiedeHUs aereil. B aTux ciyudasx Takomy
UCCIIEIOBAaHUIO JIOJDKHO MPEALIECTBOBATh KIMHUUECKOE HCCIEeOBaHME JIEKApCTBEHHOIO Mpernapara Jyis
MEIUIMHCKOIO0 MPUMEHEHHMs] Ha COBEPIIEHHOJIETHUX TpaKJaHax, 3a MCKIIOYEHUEM CIy4aeB, €Clu
UCCIIelyeMblil JIEKapCTBEHHBIN IpenapaT JUIsi MEJUIMHCKOrO IPUMEHEHHs NpeIHa3HaueH UCKIIIOYUTEIbHO
JUISL KCTI0JIb30BAHUSI HECOBEPILIEHHOJIETHUMH I'PaXKIaHAMHU.

6. 3anpemiaercss mpoBeleHUE KIMHUYECKOIO MCCIIEAOBAaHUS JIEKApCTBEHHOrO Iperapara Juis
MEIUIUHCKOTO MPUMEHEHHMSI C YJaCTUEM B Ka4eCTBE MallMEHTOB!

1) neteii-cupoT M IeTel, OCTaBIIMXCS O€3 MOIeYEeHUs POAUTENEH;

2) SKEHIIUH B TMepuoJ OEpeMEHHOCTH, JKCHIIMH B TMEPUOJ TPyIHOTO BCKapMIIMBaHHA, 32
UCKJIIOYCHHEM CJIy4aeB, €CIU IMPOBOAUTCS KIMHUYECKOE MCCIEOBAHUE JIEKapCTBEHHOrO Ipernapara,



MpeIHA3HAYEHHOT0 /Il YKa3aHHBIX JKCHIIWH, MPH YCIOBHH HEOOXOAMMOCTH IMONYYCHHS WHGOpMAIUU
TOJBKO BO BpEMsl NPOBEAECHUA COOTBETCTBYIOIIMX KIMHUYECKUX WCCICIOBAHUN W IIPUHSATUS BCEX
HEOOXOJUMBIX MEp M0 WCKIIYCHUIO PHCKAa HAHECCHUS Bpela >KEHIIMHE B IEpPHOJ OepeMEHHOCTH,
KCHIIMHE B IEPUOJI TPYAHOTO BCKAPMIIMBAHMUS, IJIOTy UITH PeOCHKY;

3) BOGHHOCTYXAI[MX, 32 HCKIIOUCHUEM CIIy4acB IMPOBEICHHS KIMHHUYECKOTO0 HUCCICIOBAHHUS
JIEKapCTBEHHOTO TIperapaTa, CHEIUalbHO pa3pabOTaHHOTO MJisi TPUMEHEHUS B YCIOBUSX BOCHHBIX
NEUCTBUH, YpEe3BBIYAMHBIX CUTyallud, OpOQUIAKTHKKA U JiedeHUs 3a00JIeBaHUNW U TOPAKCHUH,
MONyYeHHBIX B  pE3yJbTare BO3JCHCTBUS  HEOJArOMPUATHBIX  XUMHYECKUX, OHOJIOTHYECKHX,
paauanuoHHbIX (akTopoB. KimHHMUYECKOe HCCIIeJOBaHHE TAKOrO JEKapCTBEHHOTO IpermapaTa MOKET
MPOBOJUTHCS C YYaCTUEM B KAaUE€CTBE NALMEHTOB BOCHHOCIIYKAIIKX, 32 UCKIOYEHUEM BOCHHOCTYKAIKX,
MPOXOJISIINX BOSHHYIO CIyKOy MO MPU3BIBY, C COOMIOCHHEM TPEOOBAaHUMN, YCTAHOBICHHBIX HACTOSIIUM
denepaibHbIM 3aKOHOM B OTHOLLIEHUU T'PaKIaHCKUX JIULL;

4) COTPYJIHUKOB IIPAaBOOXPAHUTEIBHBIX OPTaHOB;

5) nun, oTOBIBAIOINMX HAKa3aHHWE B MECTAX JIMIIEHHS CBOOOBI, a TAKXKE JIMII, HAXOIAIIUXCS IO
CTpaXkeH B CIICICTBEHHBIX U30JATOPAX.

7. Jlomyckaercs MpOBEIEHUE KIMHUYECKOTO WCCIEIOBAHMS JIEKAPCTBEHHOIO TMperapara Jis
MEAHMIIMHCKOTO MPUMEHEHHUS, IPETHA3HAYCHHOTO JUIsl JICYCHUS TICUXUYECKUX 3a00JIeBaHUI, C y4acTHEM B
KaueCTBE MAIMEHTOB JIMI] C MICUXUYECKUMH 3a00JIeBaHUSIMH, TPU3HAHHBIX HEJEECTIOCOOHBIMH B TIOPSIKE,
YCTAaHOBJIEHHOM  3aKkoHoAarenbcTBOM  Poccuiickoir  ®epepaunu. KnuHudeckoe — uccinegoBaHue
JIEKapCTBEHHOTO Mpemnapara B 3TOM CiIy4ae MPOBOJUTCS MPHU HATUYUHM TOOPOBOJIBHOTO COTJIACUsl Ha
y4acTUe B KIIMHUYECKOM HCCIIEIOBAHUM JIEKAPCTBEHHOIO Ipemnapara il MEIUIMHCKOTO IMPUMEHEHUS B
WH(OPMAIIMOHHOM JIMCTKE MAIMEHTA, MTOAMICAHHOM 3aKOHHBIMU MIPEICTABUTENSIMH YKa3aHHBIX JIHII.

Crates 44. OOs3aTenbHOE CTPaXOBAaHUE KU3HHU, 3/J0pPOBbS TAIMEHTa, YYaCTBYIOIIETO B

KIIMHUYECKOM  HCCIICIOBAHUM  JIGKAPCTBEHHOTO  mpemapara Uil  MEIUUHUHCKOrO
MIPUMEHEHUS

1. OpraHuzanwus, MOTYYUBIIAS pa3pelICHHEe HA OPraHU3AIHMI0 MPOBEICHHS KIMHUYECKOTO
UCCIIEIOBAaHMS JIEKQPCTBEHHOTO Tperapara JUisli MEIUIMHCKOTO NpPHUMEHEHHUs, o0s3aHa B KayecTBe
CTpaxoBaTessl CTpaxoBaTh PUCK MNPUYMHEHUS Bpeda >KU3HH, 3J0POBBIO IMALMEHTA B pPE3yJbTaTe
MPOBEJICHUS KIMHUYECKOTO MCCIEA0BAHUS JIEKAPCTBEHHOIO Ipernapara Juisi MEAUIMHCKOTO IPUMEHEHHS
3a CBOM CUET MyTeM 3aKIIF0UeHUs JOroBOpa 00s3aTeNbHOTO CTPAXOBAHUS.

2. OObBeKTOM 0053aTeNbHOT0 CTPAXOBAHUS SBISETCS HMYIIECTBEHHBIN WHTEpeC MAaIleHTa,
CBSI3aHHBIN C NMPUYMHEHUEM BpEJa €ro KU3HU WM 3J0POBBIO B pE3yJIbTaTe NMPOBEAECHUS KIMHUYECKOIO
HCCIIEOBAHMS JIEKAPCTBEHHOI 0 IIpenapara il MEIULMHCKOTO IPUMEHEHHUS.

3. CTpaxoBbIM cllydaeM 10 JOTOBOPY 0053aTeTLHOTO CTPaXOBAHUS SBJSETCS CMEPTh MAIMEHTA W
YXYAILIEHUE €ro 3I0POBhS, B TOM YHCIIE BIEKyIIee 32 COO0H YCTaHOBJICHWE UHBAMAHOCTH, MIPU HATHYUU
MPUYMHHO-CJICICTBEHHON CBSA3M MEXKAYy HACTYIUIEHHEM OTOro COOBITHS W YydYacTHEeM TalMeHTa B
KIIMHUYECKOM MCCJIEA0BAHNUU JIEKAPCTBEHHOTO Mperapara.

4. TpeboBanus O BO3MEIIEHUU BpeAa, NPUUYMHEHHOTO KU3HM WIH 3J0POBBIO TAllUEHTa,
NPEABSABIISIIOTCS B TEUYEHUE  CPOKOB  HCKOBOM  JAaBHOCTH,  YCTAaHOBJICHHBIX  IPa)XJaHCKUM
3aKOHOJIaTEILCTBOM.

5. Pa3mep cTpaxoBoii BHIIIIATHI IO JOTOBOPY 00S3aTENLHOTO CTPAXOBAHUS COCTABIISCT:

1) B ciiyuae cMepTH MAlMEHTA JIBa MUJUIMOHA pyOJiel Ha KakKJIOro MaI[MeHTa, Y4acTBOBABILETO B
KIIMHUYECKOM MCCJIEA0BAHUH JIEKAPCTBEHHOTO IIPENapara;

2) TIpu YXYALICHUH 3JOPOBbS MAIIMCHTA:

a) MOBJICKIIIEM 3a COOOW YCTaHOBJICHUE MHBAJIMIHOCTH | TPYIIIbI, OJIMH MHJUIMOH MATHCOT THICAY
pyOneii Ha KaXIOro NaIMeHTa, YYacTBOBABIIETO B KJIMHUYECKOM HCCIEAOBAHUU JIEKAPCTBEHHOTO
rpernapara;

0) momieKmieM 3a co0OW ycTaHOBJICHHME WHBAIMAHOCTH |l Tpymmbl, OJMH MUJUTMOH pyOsiei Ha
Ka)X10T0 NAlMEeHTa, YYaCTBOBABIIETO B KIIMHUYECKOM HCCIIEIOBAHUU JIEKAPCTBEHHOIO Mpenapara,

B) TOBJIEKIIEM 3a c000#l ycTaHoBieHue wHBamUAHOCTH |ll Tpymmel, maThCOT ThiCSY pyOied Ha



Ka)/I0T0 MalMEeHTa, Y4aCTBOBABILETO B KIIMHUYECKOM HCCIICOBAaHUH JIEKAPCTBEHHOTO Mpernapara,;

I') He TOBJIEKIIEM 3a cO00 YCTaHOBJICHHSI HHBAIMIHOCTH, HE OOJiee YeM TPUCTa ThICSY pyOiei Ha
Ka)X/I0OT0 MAlMeHTa, Y4aCTBOBABILIErO B KIMHMYECKOM HMCCIIEIOBAHUH JIEKAPCTBEHHOTO Mperapara, uCXo/s
U3 HOPMATHBOB, OTPAKAIOUIMX XapakTep M CTENEHb IMOBPEXKICHHUS 3/10pOBbs, a Takke (HaKTHUYEeCKU
MOHECEHHBIX MAI[MEHTOM PAacXOJIOB, BBI3BAHHBIX MOBPEKICHHEM 37J0POBbs, Ha MEAMIMHCKYIO TTOMOIIb,
npruobpeTeHune JeKapCTBEHHBIX IPErapaToB.

6. Yrpatuna cuiy c 1 urons 2015 .

7. Cpok noroBopa 0053aTEILHOTO CTPAaXxOBAaHHUS HE MOXET OBbITh MEHEEe, YeM CpPOK MPOBEICHHS
KJIMHUYECKOTO UCCIIEI0OBaHMS JIEKApPCTBEHHOTO Mperapara.

8. YcnoBusi nmoroBopa 00s3aTENBHOTO CTPAaxXOBaHMs, B TOM 4YHCIE CTPaxoBble Tapu@bl IO
00513aTeIbHOMY CTPaxOBaHUIO, MEPEUYEeHb HEOOXOIUMBIX JOKYMEHTOB JUI OCYIIECTBJICHHUS CTPaxoBOM
BBIIJIATHI, TOPAJOK YCTAHOBJIEHUS CTpPaxoBaTelIeM WHAMBUIYAIbHOTO MICHTU()UKALMOHHOTO KOJa
NalMeHTa, MOPAJ0OK HH()OPMUPOBAHHS CTPAXOBATEIEM CTPAXOBIIMKA O MPUBJICUCHHBIX K KIMHUYECKOMY
HCCIICIOBAaHUIO JICKAPCTBEHHOTO IMpenapaTa JUlsi MEAMLIMHCKOTO TNPHUMEHEHHS IalUeHTax, IOPsAIoK
yIJIaThl CTPAXxOBOM MPEMUH, MOPSIOK pean3alluy ONpe/IeieHHBIX HAacTosMuM DeaepalbHbIM 3aKOHOM U
ApyrumMu  (eaepaabHbIMU 3aKOHAMH TIpaB U OOS3aHHOCTEH CTOPOH IO JOroBOpY OO0S3aTeNbHOIO
CTpaxoBaHMs, a TaKXKe HOPMATHUBBI, OTPAXKAIOIIME XapakTep W CTENEHb IOBPEXKIEHHUS 370pOBb,
YCTaHABJIMBAIOTCS TUIIOBBIMU MPaBHJIAMH 0053aTEIBHOTO CTPAXOBAHUSI.

9. B ciiyuae npuunHEHHs Bpeia )KM3HU NAlMEHTa, yYaCTBOBABIIIETO B KIIMHUYECKOM HCCIIeIOBAaHUN
JICKapCTBEHHOTO IMperapara, BBITOAONPUOOpeTaTeNs MU 10 JIOTOBOPY O0S3aTEIBHOIO CTPAaXOBaHUS
ABJISIIOTCSL TpakJaHe, HMEIOIIMe IpaBO Ha BO3MEIEHHE BpeJa B CilIydae CMEpTH KOpPMHUJbLIA B
COOTBETCTBUH C TPAXKIAHCKUM 3aKOHOJATEIBCTBOM, IPU OTCYTCTBUU TAaKUX IPaXIaH - POAUTENH, CYIPYT,
JI€TH YMEPIIEro MalleHTa, YYacTBOBABIIETO B KIMHUYECKOM HCCIIEJOBAHMU JIEKAPCTBEHHOTO Ipenapara,
B Cllyyae CMEpTH MallMeHTa, Y4acTBOBABILEIr0 B KIMHUYECKOM HCCIIEIOBAaHUH JIEKAPCTBEHHOTO Mpernapara
U HE UMEBILEr0 CaMOCTOSTEIBHOIO JI0XO0Ja, - TpaXKJaHe, Ha IKIUBEHMHM KOTOPHIX OH HAXOJIHJICS, B
OTHOILICHMM BO3MEUICHMUS pAcXOJOB Ha TMOrpedeHHE TMalUeHTa, YYacTBOBABILETO B KIMHUYECKOM
HCCIIIOBAaHUHU JIEKAPCTBEHHOT O MIperapara, - JIMLO, OHECIIee TaKUe PACXOIbI.

10. CrpaxoBas BbIIZIaTa B CYET BO3MEUICHUS BpeAa, NPUUYMHEHHOTO JKM3HM TAlUEHTa,
y4YacCTBOBABIIETO B KJIMHUYECKOM MCCIIEJOBAHUHU JICKAPCTBEHHOI'O IMpernapara, pachpeaessieTcss MexXIy
BBIF0/1I0NPHUOOpETATEIIMH TPONOPLUOHATIBHO UX KOJMYECTBY B PABHBIX J0JIAX.

11. Tlpm HacTyIUJIGHHM CTpPaxoBOI'O Cllyyash NAalMEHT, YYaCTBOBABIIMKA B KIMHUYECKOM
HCCIIEIOBAaHUHM JIEKAPCTBEHHOT O Mperapara, BhIroJoNnproOpeTaTess BIIPaBe NPeabsIBUTh HETTOCPEICTBEHHO
CTPaxOBILMKY TpeOOBaHHWE O BO3MELICHUM NPUYMHEHHOro Bpeaa. CTpaxoBas BBIILUIATa OCYIIECTBIISIETCS
CTPaxXOBIIMKOM B TE€UEHHE TPUALIATH THEH CO JHS MPEACTaBICHUS HEOOXOAUMBIX TOKyMeHTOB. [lalueHrT,
y4aCTBOBABUINM B KJIMHUYECKOM MCCIIEJOBAHUU JICKAPCTBEHHOI'O Mpernapara, Wi BhIFOA0NpUOOpeTaTeNb
00s3aH COOOIIMTH CTPAaXOBIIMKY U OCYILECTBJICHHMS CTPaxOBOM BBIMJIATHI HMHIAMBUIYaJbHbBIN
UICHTU(PUKAIIMOHHBI KOJ TMAallMeHTa, YCTAaHOBJIEHHBIH CTPaxoBaTelieM B COOTBETCTBUM C THIIOBBIMU
npaBUIaMH 0053aTEILHOTO CTPAXOBaHUS.

12. Jlo momHOro ompezaeieHus pa3Mepa MOAJIEKAIIEro BO3MELICHHIO Bpela CTPaxOBIIUK IO
3asBJICHUIO MAI[MEHTA, YYaCTBOBABILIETO B KIMHUYECKOM HCCJIEIOBAHUU JIEKAPCTBEHHOTO Iperapara, Win
3as1BJICHUIO BBITOJIONPHOOpETATENsI BIIPaBe OCYIIECTBUTh YacTh CTPaXOBOM BBIILIATHI, COOTBETCTBYIOLIYIO
(akTHUECKH ONpPEEeICHHON YacTH MIPUYUHEHHOTO Bpea.

13. CtpaxoBas BbIILIaTA B COOTBETCTBUM C JOrOBOPOM  OO0S3aTENBHOIO  CTPAXOBAaHUS
OCYILECTBJISICTCS] HE3aBUCUMO OT BBIILIAT, IPUYUTAIOIIUXCS IO APYTUM BHJIAM CTPAXOBaHUS.

14. He pomyckaercs yuyacTHe THallMEHTa B MPOBEACHUH KIMHUYECKOTO HCCIICAOBAHUS
JIEKapCTBEHHOTO MpenapaTa Ipyu OTCYTCTBUH JOTOBOPA 0053aTEIbHOIO CTPaXOBaHMS.

15. KoHTponp 3a HCHOJHEHHWEM OpraHu3aliel, MOJy4HMBLICH pa3pelieHue Ha OpraHU3aLUI0
NPOBEACHUS KIMHUYECKOTO MCCIIEeI0OBaHMS JIEKAPCTBEHHOTO Ipernapara A MEIULMHCKOTO MPUMEHEHUS,
YCTAHOBJIGHHOW HAacCTOAIIEH cTaThbe OOSI3aHHOCTU IO O0O0SA3aTEIbHOMY CTPaXOBAaHHUIO >KHU3HHU, 3/10pOBbs
ManyeHTa, y4acTBYIoero (y4acTBOBaBIIET0) B KIMHMYECKOM HCCIIEIOBAaHUH JIGKapCTBEHHOTO Ipernapara,



OCYHICCTBIIACTCA YINOJTHOMOYCHHBIM (I)ellepaJIBHLIM OpraHom HUCITOJTHUTEILHOU BJIaCTH, BbIAAaBIIUM
paspeicHue Ha HOPOBCACHUC  KIIMHUYCCKUX I/ICCJIGILOBaHI/Iﬁ JICKAPCTBCHHLBIX  IIPCIIapaToB  JIA
MCIUITUHCKOTI'O IMPUMCHCHMU .

I'naBa 8. IIpon3BoCTBO M MAPKHPOBKA JIEKAPCTBEHHBIX CPeCTB

Cratbs 45. [Ipou3BOACTBO JIEKAPCTBEHHBIX CPE/ICTB

1. IIpou3BOACTBO JEKAapCTBEHHBIX CPEACTB s BETEPUHAPHOIO IPUMEHEHMS JOJIKHO
COOTBETCTBOBATh TPeOOBaHMAM TpaBWII HaJJIeKalled NPOU3BOJACTBEHHONW mNpakTHUKU EBpasuiickoro
IKOHOMHYECKOTO coro3a. Beimaua ceprudukaToB (3aKiIIOYCHHI) COOTBETCTBUSI  IIPOHM3BOACTBA
JICKapCTBEHHBIX CPEACTB Ui BETEPHHAPHOTO MPHUMEHEHHsS TpPEOOBaHMSM MPaBWII HaJJIeKaIIeH
IIPOU3BOJICTBEHHON NPAKTUKKU EBpa3uiiCKOro 3KOHOMMYECKOIO COK03a OCYLIECTBISAETCSA IO pe3ysbTaTam
(dapmaLeBTHYECKUX HMHCIEKIUH. Pa3Mep ruiaThl 3a BbIAa4y YKa3aHHBIX CEPTU(UKATOB (3aKIFOUCHHIA)
ycranaBinuBaercs lIpaBurensctBom Poccuiickoin ®enepanuu. Ilopsnok opraHuzanuu U IIPOBENCHUS
(bapMarieBTHYECKMX MHCIEKIMI MPOU3BOCTBA JICKAPCTBEHHBIX CPEJICTB JJIi BETEPUHAPHOTO MPUMEHEHUS
Ha COOTBETCTBHE TpPEOOBAaHUSAM TMpaBHJ HaJUIeKalleil MPOM3BOACTBEHHONW mpakTuku EBpasuiickoro
SKOHOMHUYECKOI'O COK3a YCTaHABJIMBAECTCS IIPAaBOM EBPa3suiicKOro 5JKOHOMHUYECKOI0 COK3a.

1.1. TIpou3BOACTBO JEKAPCTBEHHBIX CPEJICTB JIsI MEAMIMHCKOrO NpUMEHeHus B Poccuiickoit
denepanuy OCYLIECTBIACTCS IIPOU3BOAUTEISAIMU JICKAPCTBEHHBIX CPEACTB B COOTBETCTBUU C IPAaBUIAMHU
HaJUIeKallel POU3BOICTBEHHOM IIPAKTUKU EBPa3suiicCKOro 3KOHOMHUYECKOIO COK03a.

2. TIpom3BOACTBO JIEKapCTBEHHBIX CPEACTB Ui BETEpUHAPHOro mnpuMeHeHus B Poccuiickoii
@enepauny OCYILIECTBIACTCS IIPOU3BOAUTEIAMHU JICKAPCTBEHHBIX CPEICTB, MMEIOLUIUMU JIMLEH3UIO Ha
IIPOU3BOJCTBO JIEKAPCTBEHHBIX cpeAcTB. [loaTBepikaeHMEe COOTBETCTBHS JIMLEH3MAaTa IIpaBUIIAM
HaJUIeKallled IPOU3BOACTBEHHOW IPAKTUKKU EBpa3niicKOro dKOHOMHUYECKOI'O COH3a OCYLIECTBIISETCS B
paMKax JIMLEH3UPOBAHUSA, B TOM YHCIIE NMEPUOJUYECKOTO MOATBEPKIACHUSA COOTBETCTBUS IPOU3BOIUTENSA
JIEKApCTBEHHBIX CPEJICTB JIMLEH3MOHHBIM TpeOOBaHUSM, B COOTBETCTBUM C 3aKOHOJAATEIHCTBOM
Poccuiickoii @enepauyu. IIpou3BOACTBO JIEKAPCTBEHHBIX CPEACTB Ul MEAMIMHCKOIO IIPUMEHEHUS
OCYLIECTBIIICTCA IIPOU3BOAUTEIIAMU JICKAPCTBEHHBIX CPEACTB I MEIULMHCKOIO IPUMEHEHMUS,
MMCIOIIVMMU JIMLICH3UI0 HA IPOU3BOJCTBO JICKAPCTBEHHBIX CpeACTB. lloaTBepkaeHHME COOTBETCTBUSA
[IpaBUJIaM  HAJJIEXKAllle IMPOU3BOACTBECHHOW MPAKTUKA EBpa3suiicKOro H>KOHOMHYECKOTO COHO3a
OCYLIECTBIIIETCA B paMKaX JIMUEH3UPOBAaHMs, B TOM YHUCIE IEPUOJAMYECKOr0 IOATBEPXKIACHUS
COOTBETCTBHUS JIMLEH3UATa JIMIEH3UOHHBIM TpeOOBaHUSAM, B COOTBETCTBHM C 3aKOHOJATEILCTBOM
Poccuiickoii @enepanuu ¢ yuetoM 0coO€HHOCTEH, yYKa3aHHBIX B yacTH 1.1 HacTosmel crateu. B pamkax
OCYLIECTBIICHUSI JIMLICH3UPOBAHUSA IPOU3BOJACTBA JICKAPCTBEHHBIX CPEACTB JUII  MEIULUHCKOIO
IIPUMEHEHHUs], B TOM YHCIIE IIEPUOAUUYECKOr0 MOATBEPKIACHUSA COOTBETCTBUS JIMLICH3UATA JULCH3UOHHBIM
TpeOOBaHUSAM, TPU MOATBEPIKICHUHM COOTBETCTBUS MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUIM
IIpaBUJl  HAJUICKAILEW  MPOU3BOACTBCHHOM NPAKTUKA  EBpa3sMiCKOro  HKOHOMHYECKOIO  COHO3a
MIPOM3BOIUTEINO JICKAPCTBEHHBIX CPEJICTB S MEJUIMHCKOTO NPUMEHEHHUs BBIJAeTCAd CcepTUUKAT
COOTBETCTBUSI ~ NPOU3BOJCTBA  JICKAPCTBEHHBIX  CPEACTB  TPeOOBaHUSAM  TMpaBWJI  HajJexaluei
IIPOU3BOJCTBEHHOM IIPAKTUKU EBpa3suiicKOro 5JKOHOMHUYECKOI0 COI03a.

2.1. Jlnsg uened JMIIEH3UPOBAHUS MPOM3BOJCTBA JIEKAPCTBEHHBIX CPEJICTB IS MEIUIUHCKOTrO
NPUMEHEHHUsI M HMHCIEKTUPOBAHHUS CYOBEKTOB OOpaIleHUsl JIEKApCTBEHHBIX CPEACTB Ha COOTBETCTBUE
TpeOOBaHUAM MpaBWJI HaJUIeXkKAallel MPOU3BOACTBEHHOM MPAaKTUKK (pefepalibHbli OpraH UCIOJHUTENbHOM
BJIACTH, OCYLICCTBIISIOIIUNA TOCYJAapCTBEHHYIO PETUCTPALMIO JICKAPCTBEHHBIX IIPENapaTroB Ui
MEIMLMHCKOTO TPUMEHEHUs, NpeJocTaBiseT (eaepaJbHOMY OpraHy HCHOJHHUTENBbHOM  BIAcTH,
OCyILECTBIsIOLIEMY (efepaabHblii TOCYAapCTBEHHBIM JIMIIEH3UOHHBIM KOHTPOJIb JAEATEIIBHOCTH IO
IIPOU3BOJCTBY JICKAPCTBEHHBIX CPEIACTB Ul MEIULMHCKOIO IPUMEHEHMS, IO €ro 3alpocy B PaMKax
ME)XBEJIOMCTBEHHOI'O0 MH(pOPMALMOHHOTO B3aUMOJEHCTBHS B TMOPSJIKE, YCTAaHOBJICHHOM (enepaibHbIM
OpraHOM HCIIOJIHUTEIBHON BIIACTH, OCYIIECTBIIAIOIIUM JULEH3UPOBAHUE IIPOU3BOJCTBA JIEKAPCTBEHHBIX
CPEACTB Ul MEIMIMHCKOIO TPHUMEHEHUs, M (QelepalbHbIM OpPraHOM HCIOJHUTEIbHOM BIACTH,



OCYIIECTBIISIIOUIMM TOCYIApCTBEHHYIO PETUCTPAIMIO JICKAPCTBEHHBIX IPENapaTroB s MEIUIIMHCKOTO
NPUMEHEHHs], CICIYIOIINE CBEIACHHUS O JIGKapPCTBEHHBIX CpEACTBax (B TOM YHCIE B CiIydae, €CIH TaKHUe
CBEJICHHUS COCTABIISIFOT KOMMEPYECKYIO TaiHy):

1) B oTHOmeHMH (apManeBTUYECKOW CyOCTaHIMH WK (apMaleBTHYECKUX CyOCTaHIUH,
BXOJSIIMX B COCTaB JICKAPCTBEHHOIO Ipernaparta (3a UCKIOYEeHHEeM (apMalleBTUUECKHX CYOCTaHIIHI,
BKJIIOYCHHBIX B TOCYJapCTBEHHBIH peecTp JIEKAPCTBEHHBIX CPEICTB B COOTBETCTBUU €O CTaTbel 34
Hacrosiniero deaepaabHOro 3aKOHA):

a) HAaMMEHOBaHKE (papMaleBTUYECKON CyOCTaHIIUH, e CTPYKTypa, 00IIne CBOWCTBA;

0) HAMMECHOBAHUE U aJ[PEC MIPOU3BOAMUTEIIS;

B) TEXHOJIOTHSI ITPOM3BOJICTBA C OMHMCAHHEM CTaJWH MPOU3BOJCTBA U METOJOB KOHTPOJIS Ha BCEX
CTaJHsIX MPOU3BOJICTBA;

r) omrcaHue pa3pabOTKH Mpoliecca MPOU3BO/ICTBA,;

1) OITUCAHUE KOHTPOJISI KPUTHUECKHUX CTaJNI MPOU3BOCTBA U IIPOMEXKYTOUHON MPOAYKIIHH;

€) TOKyMEHTaJIbHOE MOATBEPKACHUE (BaMaaIKs) IPOIecCoB U (MIIH) UX OIICHKA;

) CBOMCTBa M CTPYKTYypa JICHCTBYIONINX BEILECTB;

3) XapaKTepUCTUKa IPUMECEH;

1) cnenu@uKanys Ha papManeBTHYECKYIO CyOCTaHIIMIO U €e 00OCHOBAHUE,

K) aQHAJUTUYECKUEC METOJHMKH, HCIOJIb3YeMble TIPH OCYIICCTBICHHHM KOHTPOJII KayecTBa
(dhapMaleBTHUECKON CyOCTaHIUH;

J) TOKyMEHTaJIbHOE TMOATBEpKIcHNE (BallUIalys) aHATUTHYECKUX METOMMK, HCIOJIb3YEMbIX MPU
OCYILIECTBIIEHIMH KOHTPOJIS KauecTBa (papMalneBTHIeCcKoi CyOCTaHIIuY,;

M) pe3yJIbTaThl aHAJIH3a CepHuil (hapMalleBTUIECKOI CyOCTaHIINH;

H) MepeveHb CTaHIapTHBIX 00Pa3IOB WJIM BELIECTB, UCIIOIb3YEMBIX MIPU OCYIIECTBICHUN KOHTPOIIS
Ka4yecTBa,

0) ONKCaHHEe XapaKTEPUCTUK M CBOWCTB YIIAKOBOYHBIX MATEPHAIOB M YKYIIOPOUHBIX CPEJICTB,;

) JaHHBIE O CTAOMIIBHOCTH (hapMaleBTUUECKOMN CyOCTaHIIHH;

P) CPOK TOJHOCTH;

2) B OTHOLICHUH (hapMaIleBTUYECKUX CYOCTaHINHA, BXOISIINX B COCTaB JIEKAPCTBEHHOT'O MpernapaTa
U BKJIIOYEHHBIX B T'OCYJapCTBEHHBIN pEecTp JIEKapCTBEHHBIX CPEACTB B COOTBETCTBUU CO CTaTbed 34
Hacrosero denepanbHOro 3aKoHa!

a) HAaMMEHOBaHKE (papMaleBTUYECKON CyOCTaHIIUH, €€ CTPYKTypa, 00IIue CBOWCTBA;

0) HAMMEHOBAHUE U aJPeC MIPOU3BOAMUTEIIS,

B) pe3yJIbTaThl aHaU3a cepuil papMarneBTHIecKol CyOCTaHINH;

') CPOK TOJHOCTH;

3) B OTHOLICHUY JICKAPCTBEHHOTO IperapaTa Il MEAUIHHCKOTO TPUMEHEHUS:

a) OIMCAaHUE U COCTaB JICKAPCTBEHHOT'O MpernapaTa sl MeAUIUHCKOTO IPUMEHEHUS;

0) ommcanue QapmareBTHUYecKol pa3padboTku (0OOCHOBaHWE BBHIOOpA COCTaBa, IMEPBHUYHOM
YIIaKOBKH);

B) TEXHOJIOTHSI ITPOM3BOJICTBA C OMHMCAHHEM CTaJWH MPOU3BOJCTBA U METOJOB KOHTPOJIS Ha BCEX
CTaJUsIX MPOU3BOJICTBA;

r) ONMCaHWE KOHTPOJII KPUTHYECKHX CTaIdi Npolecca IMPOM3BOJACTBA M IPOMEKYTOUYHON
HPOAYKIHH;

1) HAMMEHOBaHME M a/IpeC MECTa OCYIIECTBIICHUS MMPOM3BOACTBA JICKAPCTBEHHOI'O IpenapaTa s
MEIUIIMHCKOTO MpPUMEHEHHsI (B Cllydyae HaJIMYUSl HECKOJIBKUX YYaCTHHKOB IMpOIecca IMPOM3BOACTBA
yKa3bIBaeTCs KXKIBIH U3 HUX);

e) apmaneBTHYECKas COBMECTUMOCTB;

’K) MUKpOOHOJIOTHUECKHE XapaKTePUCTUKH;

3) MaTepualbHbII OaJIaHC I TPOU3BOJICTBA CEPUH TOTOBOTO MPOIYKTA;

1) ONMCAHUE XapaKTEPUCTHK U CBOMCTB YIIAaKOBOYHBIX MaTEPUAIIOB U YKYIIOPOYHBIX CPEJICTB;

K) IOKYMEHTaJIbHOE MOITBEpKACHUE (BaJTMAAIMS) IPOIIECCOB MPOM3BOACTBA U (MJIN) UX OLICHKA;



1) TpeOOBaHUs K KA4ECTBY BCIIOMOTaTEeIIbHBIX BELICCTB,;

M) aHAIUTHYECKHE METOJIUKH, WCIOJIb3yeMble MpPU OCYIIECTBICHUM KOHTPOJSI KadyecTBa
BCIIOMOTATEJIbHBIX BEIECTB;

H) IOKYMEHTAJIbHOE TOATBEpXkIAcHHE (BalMIalKsl) aHATUTHYECKUX METOJHK, MCIOIB3YEMbIX NPHU
OCYILIECTBICHUH KOHTPOJISI Ka4eCTBa BCIIOMOTaTEIbHBIX BEILIECTB,;

0) uHpopmanus 00 HMCHONB30BAaHHU BCIOMOTATEIBHBIX BEIIECTB YEJIOBEYECKOIO M JKUBOTHOTO
MIPOUCXOKICHUS;

1) uHpopMaIys 00 HCIOIb30BAaHUU HOBBIX BCIIOMOTATEIIbHBIX BELICCTB,;

p) TpeOoBaHMS K KayecTBY JICKApPCTBEHHOIO IMpemapaTta s MEIUIMHCKOTO TPUMEHEHHs
(ceprudukar, cnenuduKays Ha JIEKapCTBEHHBIN Tperapar 1 uX 000CHOBaHHE);

C) AaHAINTHYECKUE METOJAUKH, HCIOIb3yeMble IIPU OCYIIECTBICHUU KOHTPOJIS KadecTBa
JICKapCTBEHHOTO MpenapaTa Ui MEAUIUHCKOT0 IPUMEHEHUS;

T) JOKYMEHTAJIBHOE MOJTBEPKACHUE (BalMIanus) aHAIMTHYECKUX METOJHK, MCIOJIb3YEMbIX MpPU
OCYILIECTBICHUH KOHTPOJISI KaueCTBa JIEKAPCTBEHHOT'0 MpenapaTa Ui MEAUIMHCKOT0 IPUMEHEHU;

y) pe3yJibTaThl aHAJTHM30B CEPUH JIEKAPCTBEHHOT'O MpernapaTa A MeIUIUHCKOTO IPUMEHEHHUS;

¢) XxapakTepucTHKa IPUMECeii;

X) MepeueHb CTAHIAPTHBIX 00pa3loB, MCHOJB3YEMbIX MPU OCYLIECTBICHHUH KOHTPOJS KauyecTBa
JIEKapCTBEHHOTO MpenapaTa i MEAUIUHCKOT0 IPUMEHEHUS;

1) JaHHBIE O CTAOMJILHOCTH JIGKaPCTBEHHOTO Tpernapara Juisi MeJUIIMHCKOTO IPUMEHEHUS.

3. IIpou3BOJACTBO JIEKAPCTBEHHBIX CPEACTB OCYIIECTBISETCA C COOJIIOJICHHEM TpeOOoBaHUMA
IPOMBIIIJIEHHOTO PErJIaMEHTa, KOTOPBII YTBEP>KAAETCsl PyKOBOAMUTEIEM NPOU3BOAMUTEINS JIEKAPCTBEHHBIX
CpPeACTB M BKJIIOYAaeT B ce0s IepeueHb MHCIOJIb3yeMbIX (apMaleBTUYeCKUX CyOCTaHIuil u
BCIIOMOTATEJIbHBIX BEIIECTB C YKa3aHHWEM KOJIMYECTBA KaXKAOr0 W3 HHX, JaHHbIE 00 HCIIOJIb3yeMOM
00OpYyZIOBaHUM, OIMCAaHHWE TEXHOJOTHYECKOro Tpoliecca W METOAOB KOHTPOJS Ha BCeX JTamax
MIPOM3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB.

4. Tlpm TpOU3BOACTBE JIEKAPCTBEHHBIX IpENaparoB JJIsi MEAULUHCKOTO IMPUMEHEHHS
UCTIONB3YIOTCS (papMalleBTUUYECKHUE CyOCTaHIIMU, CBEACHUS O KOTOPBIX COJIEp’KaTcsi B rOCyIapCTBEHHOM
peecTpe JIeKapCTBEHHBIX CpPEACTB JUIA MEAUIMHCKOTO TpHUMEHeHHs | (WiIM) eAWHOM peecTpe
3apEeTrUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPeACTB EBpa3uiickoro sSKOHOMHYECKOT0 COI03a, 38 UCKIIOUECHHEM
(apManeBTHYECKUX CYOCTaHIMH, TIPOU3BOJAUMBIX ISl TIPOBEACHUS KIMHHUYECKUX WCCIEeNOBaHUN 1 (MiIH)
Juis  okcropta. IIpm  TpOM3BOACTBE JIEKAPCTBEHHBIX CPEACTB JJIi  BETEPUHAPHOIO IMPUMEHEHHS
UCTIONB3YIOTCS (papMalleBTUUYECKHUE CyOCTaHIIMU, CBEACHUS O KOTOPBIX COJEp’KaTcsi B rOCyIapCTBEHHOM
peecTpe JIEKapCTBEHHBIX CPEACTB Ul BETCPHHAPHOTO NMPUMEHEHUs, U (MJIM) TOCyAapCTBEHHOM peecTpe
JIEKapCTBEHHBIX CPEJICTB U MEIUIIMHCKOTO IPUMEHEHHMS, ¥ (MIIN) €AMHOM PeecTpe 3aperuCTPUPOBAHHBIX
BETEPHHAPHBIX JICKAPCTBEHHBIX IpenapaToB EBpa3HiCKOro KOHOMHYECKOTO COI03a, W (WJIM) €AWHOM
peecTpe 3aperucCTpUPOBAHHBIX JIEKAPCTBEHHBIX CpPeACTB EBpa3uiickoro 3KOHOMHYECKOTO C€Om03a, 3a
UCKITIOUEHHEM (apMaleBTUUECKUX CYOCTaHIMH, NPOM3BOJAMMBIX JUIsI HPOBEACHUS KIMHHUYECKUX
uccnenoBanuii ¥ (wiam) aast skcrmoprta. K mpomeccy mpou3BoiACTBa (hapManeBTHYECKOH CyOCTaHIMU
OTHOCATCS JIIOOBIE CTaJMU TEXHOJIOIMYECKOrO IMPOIecca, MO3BOJISIOIINE IMOJYYUTh TOTOBBIA NMPOJIYKT,
COOTBETCTBYIOIIUI TpeOoBaHUAM (hapMaKoNeHOW cTaTbu, B TOM 4Hcie (epMeHTalMs, SKCTPaKLus,
OUHMCTKA, BbIJEJICHUE, MEepPeKpUCTAIUIM3alMs, BBICYLIMBaHHE, U3MelbueHue. B ciyyae HeoOXxoaumocTu
UCIOJI30BAHUSl 3TWJIOBOI'O CIMPTA, B TOM 4Hcie (hapMaleBTHUECKOW CyOCTaHIIMM CIUpPTa 3THIIOBOTIO
(3TaHONa), mMpHM MPOM3BOJCTBE JIGKAPCTBEHHBIX CpPEACTB B KayecTBE JACHCTByromero u (i)
BCIIOMOTaTEJILHOTO BEIECTBA, a TAK)KE€ B MHBIX TEXHOJOIMYECKMX LENAX JOJDKHA ObITh MCIOJIb30BaHA
TOJBKO (hapMaleBTHUYECKask CyOCTaHIMs CIUPTA ATUIOBOTO (ITaHOIM).

4.1. TlepeueHb JEKapCTBEHHbIX MpenapaToB Ui MEIUIMHCKOIO NPUMEHEHUS, B OTHOIIECHUH
KOTOPBIX YCTaHaBIMBAIOTCS TpeOOBaHUS K OO0bEMYy Tapbl, YINAaKOBKE M KOMIUIEKTHOCTH, MEpeUYeHb
JIEKapCTBEHHBIX MPENnapaToB [yl BETEPUHAPHOIO NPUMEHEHMS, B OTHOLLIEHUN KOTOPBIX yCTaHABIUBAIOTCS
TpeOoBaHUsI K 00BEMy Taphl, a Takxke TpeOOBaHUS K OOBEMYy Taphl, YIAKOBKE W KOMIUIEKTHOCTH
JIEKapCTBEHHBIX MpemnaparoB Uil MEIUIMHCKOTO NpUMEHEeHHs, TpeOoBaHUA K 00BbeMy Tapsl



JICKapCTBEHHBIX MPEMapaToB JUIsI BETEPUHAPHOTO MPUMEHEHUS ONPEACISIOTCS COOTBETCTBYIOIIUMHU
YIOJTHOMOYEHHBIMH (pe/iepabHBIMI OpraHaMH HCIIOJIHUTENIHOW BIIACTH B MOPSIKE, YCTAaHOBJICHHOM
[IpaBuTenscTBoM Poccuiickon @enepauuu.

4.2. OpraHu3anuu, OCYIIECTBISIONINE MPOU3BOACTBO (hapMalEBTHUECKON CyOCTaHIIMHM CIUpTa
ATUIOBOTO (3TaHOJA) Ui TMPOM3BOACTBA CHHPTOCOACPIKANIMX JICKAPCTBEHHBIX IPENapaToB, 00s3aHbBI
OCYIIECTBIISATh yUeT B MOPsIJIKE, YCTAaHOBIEHHOM cTaThsiMu 8 u 14 dexepanpHOro 3aKoHa OT 22 HOSOPs
1995 rona Ne 171-®3 "O rocyaapcTBEHHOM PETYJIMPOBAHUM ITPOU3BOACTBA U 000POTA ATUIIOBOTO CIUPTA,
AJIKOTOJIBHOM W CIIUPTOCOJCPIKAIIEH MPOAYKIMH H 00 oOrpaHuueHHd morpebneHus (pacriuTus)
aNKOroJbHOM npoxykuuu”. [Ipon3BoacTBO (hapmaneBTHYECKON CYyOCTaHIIMH CIIUPTA STHIOBOTO (ITaHOJA)
JIOMYCKAeTCsl TOJIbKO OpraHu3alluel, OCYIIECTBIAIONUICH MPOU3BOACTBO PEKTU(PUKOBAHHOTO STHIIOBOTO
CIHMpTa W3 MHIIEBOTO ChIpbS HAa OCHOBAaHMM JIMIEH3UU HA MPOU3BOJICTBO JTUJIOBOTO CHHMPTA IS
NpOU3BOJACTBA (PapMaleBTUYECKOW CYOCTaHLIMU CHOHPTa JTWIOBOrO (dTaHONA) B COOTBETCTBUH C
TpeboBanusimu @DenepanbHoro 3akoHa ot 22 Hoa0psa 1995 roga N 171-®3 "O rocymapcTBEHHOM
peryiupoBaHUM TPOU3BOACTBA U 000POTa STHIIOBOTO CIHPTA, AIKOTOJIBHOM M CHHMPTOCOJEepXkKameit
HPOJIYKIUU U 00 OrpaHuYeHUN TOTpeOIeHus (PACIUTHSI) ATKOTOJIBHON POIYKIUH', METOIOM Pa3BEICHUS
BOJIOM OYMIIEHHOW TAaKOro STUJIOBOIO CHUPTA, NPOU3BEACHHOIO [AaHHOW OpraHu3alue Mo MeCTy
OCYIIECTBIICHHS IPOU3BOICTBA (DapMaIleBTUUECKON CYOCTaHIIMK CIMPTa 3TUIIOBOTO (ITaHOIA).

4.3. VInauBuayanbHble TPEANPUHUMATENN U IOPUANYECKHE JIMIA, OCYIIECTBISIONINE 3aKYIIKy H
UCIIONIb30BaHUe (hapMaleBTHUECKON CyOCTaHIIMM CHHMPTa 3TUIIOBOTO (3TAaHOJNA), a TaKKe MPOHM3BOACTBO,
U3roToBieHNne © (wim) o000poT (32 HUCKIIOYCHUEM PO3HHYHOW TPOAAXH) CHHPTOCOACPIKAIINX
JIEKapCTBEHHBIX TpenapaToB, O0O0sf3aHbl OCYLIECTBIATh HMX YYeT U JCKJIApUpOBaHUE B MOPSIKE,
yCTaHOBIIEHHOM cTaTbiMu 8 u 14 depepanbHoro 3akoHa ot 22 Hos0ps 1995 roga Ne 171-03 "O
rOCYJapCTBEHHOM pEryJUpOBaHUM TPOM3BOJCTBA M 000pOTa S3TUIOBOIO CIHMPTA, AlKOTOJBHOU U
CIIUPTOCOIEpKALICH TTPOIYKIUH U 00 OrpaHHYCHUH MOTPeOIeHHs (PaCITUTHS) alKOTOJILHOM MPOIYKIHH' .

44. Tlpu npoOU3BOJCTBE JIEKAPCTBEHHBIX IpENaparoB /s BETEPUHAPHOTO IPUMEHEHHS
JIOMTyCKAETCSl MCIIOJIb30BAaHUE MPOM3BENCHHBIX JUIS peaau3anuu  (apManeBTHUYEeCKUX CyOCTaHIuH,
BKJIIOYEHHBIX B TOCYJIAapCTBEHHBIH PEECTp JIEKApCTBEHHBIX CPEICTB YIOJHOMOYEHHBIM (peaepasbHbIM
OpPraHOM  HCIIOJIHUTENIbHOW  BJIACTH,  OCYILECTBIJIAIOLIIMM  BEJEHHME TOCYAapCTBEHHOIO  peecTpa
JIEKapCTBEHHBIX CPEACTB Il MEIUIIMHCKOTO IPUMEHEHUSI.

5. 3amperniaercsi IPOU3BOACTBO!

1) nekapcTBEHHBIX CPENCTB, CBEICHMS O KOTOPBIX HE COJCPIKATCS B TOCYIApCTBEHHOM pEecTpe
JICKapCTBEHHBIX CPEICTB JUIS MEIMIMHCKOTO NpPUMEHEHHs, M (WIM) TOCYAapCTBEHHOM peecTpe
JIEKapCTBEHHBIX  CPEICTB Ui  BETEPUHAPHOTO  MNpHMEHEHWs, W (WIM) eIuHOM  peecTpe
3aperuCTPUPOBAHHBIX JICKAPCTBEHHBIX CPeACTB EBpa3smiickoro SKOHOMHYECKOro coro3a, U (MIU) eANHOM
peecTpe  3aperHCTPUPOBAHHBIX  BETEPUHAPHBIX  JIGKAPCTBEHHBIX  mpenapaToB  EBpasmiickoro
HKOHOMMYECKOI'0 COI033a, 32 HCKJIIOUYEHHEM JIEKAPCTBEHHBIX CPEJCTB, MPOM3BOAUMBIX Ui NPOBEICHHUS
KJIMHUYECKUX MCCIEIOBAHUN WM /TS OKCIIOPTa;

2) panpcupUIIPOBaHHBIX JEKAPCTBEHHBIX CPE/ICTB;

3) neKapCTBEHHBIX CPENICTB O€3 JIMIIEH3UH Ha MTPOM3BOACTBO JICKAPCTBEHHBIX CPE/CTB;

4) nexapCTBEHHBIX CPEACTB U BETEPUHAPHOIO NPHUMEHEHHS HE B COOTBETCTBHM C IMPABUIIAMH
HaJUJIeXKallel NPOrU3BOACTBEHHOM TPAaKTUKKU EBpa3uiiCKOro 3KOHOMUYECKOT0 CO03a;

5) yrpatun cuy ¢ 29 nekabps 2020 r. - Genepanbhbiii 3akoH oT 27 nexadpst 2019 r. Ne 481-D3

5.1) nexkapCTBEHHBIX CPEICTB JJsi MEAUIIMHCKOTO NMPUMEHEHUS HE B COOTBETCTBHU C MpPaBUIIAMH
HaJUJIeXKallel NPOU3BOACTBEHHOM TPAaKTUKKU EBpa3uiiCKOro 3KOHOMUYECKOT0 CO03a;

6) crnuprocolepKalMX JIEKAPCTBEHHBIX NPENapaTroB IO MECTy OCYIIECTBICHHUS IPOU3BOJICTBA
(dapmManeBTHYECKO CyOCTaHIIMM CIHMPTa STWIOBOro (dTaHona) W (MJIM) MO MECTY OCYILECTBICHUS
IPOM3BOJICTBA 3TUJIOBOIO CIIUPTA;

7) (apmarneBTHUECKON CyOCTAaHIMHU CHHPTa 3THIOBOro (dTaHona) W (WJIM) CIUPTOCOICPIKAIIMX
JIEKapCTBEHHBIX IpEenapaToB Ha OCHOBHOM TEXHOJIOTHYECKOM OO0OpYyNOBaHMU JUIsI TPOM3BOJCTBA
ATUJIOBOTO CHUpTa, ykazaHHOM B nmyHkTe 1.1 crateu 14.1 ®enepanpHoro 3akoHa ot 22 HoaA6pa 1995 roxa



N 171-®3 "O rocygapCTBEHHOM pETYJIUPOBAHWU MPOMU3BOJACTBA M 000pPOTa STHIOBOTO CIIHUPTA,
AJIKOTOJIBHOM W CIUPTOCOJCPIKAINEH MPOAYKIMH H 00 orpaHudeHHd morpebieHus (pacriuTus)
AJIKOTOJIbHOM MPOAYKIUH .

6. IIpu BBOJE JEKAPCTBEHHBIX CPEACTB Il BETEPUHAPHOI'O NPUMEHEHHS B TPAXTAHCKH 000pOT
YIOJHOMOYEHHOE JIMLO IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB I BETEPUHAPHOTO IMPUMEHEHUs
OCYILIECTBIISIET MOATBEP/KICHUE COOTBETCTBUS JIEKAPCTBEHHBIX CPEJCTB Ul BETEPUHAPHOIO NPUMEHEHHUS
TpeOOBAaHUSAM, YCTAHOBJICHHBIM INPH HX TOCYNAPCTBEHHON PETHUCTpAIMU WIM PErUCTPAllid B paMKax
EBpa3uiickoro 3KOHOMHYECKOI'O COI03a, M TapaHTUPYET, 4TO JIEKAPCTBEHHBIE CpPEACTBA UL
BETEPUHAPHOTO IMPHUMEHEHHs] MPOU3BEJICHHl B COOTBETCTBUH C TPEOOBAHUSAMHU TMPABWI HaAJEKaIIeH
IIPOU3BOJCTBEHHOM IIPAKTUKU EBpa3suiicKOro 5JKOHOMHUYECKOIO COI03a.

6.1. Ilpu BBO/IE JIEKAPCTBEHHBIX CPEJICTB U1 MEAMLIMHCKOTO IPUMEHEHHUS B TPAXKIAAHCKUN 000pOT
YIOJIHOMOYEHHOE JIMLO IHPOU3BOAMTENS JIEKAPCTBEHHBIX CPEACTB [UIsI MEIULMHCKOTO IPUMEHEHUS
OCYILIECTBIISET MOATBEP)KIEHUE COOTBETCTBUS JIEKAPCTBEHHBIX CPEACTB JJISi MEAMLIMHCKOI'O NPUMEHEHUS
TpeOOBaHUSAM, YCTAHOBJICHHBIM INPU HUX TOCYJAPCTBEHHON PETHUCTpPAIMU WIM PErUCTPAllMM B paMKax
EBpa3uiickoro 5KOHOMHUYECKOT'0 CO03a, ¥ FapaHTUPYET, YTO JIEKAPCTBEHHBIE CPEICTBA Il MEIULIMHCKOTO
NPUMEHEHHs MIPOU3BEICHBI B COOTBETCTBUU C TPEOOBAHUSAMH IMpaBHJ HaJUIeXKallel MPOU3BOJCTBEHHON
paKkTUKU EBpazuiickOro 3KOHOMUYECKOr0 COH3a.

7. YIOJHOMOYEHHBIM JIMIIOM IPOU3BOAMTENS JEKAPCTBEHHBIX CPEACTB SIBISIETCS €ro pabOTHUK,
aTTECTOBAHHBIA B YCTAaHOBJIGHHOM YIIOJTHOMOUYEHHBIM (pe/iepalbHbIM OPraHOM HCIOJHHUTEIBHOM BIacTH
MOPSIIKE U UMEIOMINK CTaX pabOThl HE MEHEEe YeM ISTh JIeT B 00JIacTH MPOU3BOJICTBA U (MIJIM) KOHTPOJIS
KayecTBa JICKapCTBEHHBIX CPEZCTB, BhICIIEEe 00pa30BaHHE COOTBETCTBEHHO MO OJHOW M3 CHEIMAIbHOCTEH
u (wm) OXHOMY W3 HamlpaBlICHHH MOJATOTOBKH: OWOJOrWsi, OWOTEXHOJOTHWs, BETEpPUHAPHS,
BETEPUHAPHO-CAHUTApHas JKCIEpPTU3a, KIMHUYECKas MEIULMHA, paJuallMOHHAas, XUMHYecKas U
Ouonornueckas 3ammra, papmanus, GyHIaMeHTaTIbHash MEUIIMHA, XUMHYECKasi TEXHOJIOTUS, XUMHSL.

8. IIpom3BoauTeny JIEKAPCTBEHHBIX CPEACTB (32 MCKIIOYEHHEM (papMalleBTUYeCKOW CyOCTaHIUH
CIIMpTa ATWIOBOTO (3TaHOJIA) MOTYT OCYHIECTBIISATh MPOJAXKY JEKAPCTBEHHBIX CPEIICTB HIIH MEPEAaBaTh UX
B YCTaHOBJIEHHOM 3aKOHOJaTeNbcTBOM Poccuiickoi @enepanuu nopsiike:

1) npyruM npoHU3BOAMTENSIM JIEKAPCTBEHHBIX CPEJCTB ISl IPOU3BO/ICTBA JIEKAPCTBEHHBIX CPE/CTB,;

2) OpraHu3aysM ONTOBOW TOPTOBIIH JIEKAPCTBEHHBIMH CPEACTBAMH,;

3) anTeyHBIM OpraHU3alMsAM, BETEPHHAPHBIM aNTeYHBIM OPTaHM3ALMUSIM, HHIHBHIYaIbHBIM
NpEeaNpUHUMATENSIM, UMEIOIIUM JIMIEH3UI0 Ha (apMaleBTUYECKyIO AEATENbHOCTh WM JIUIEH3UI0 Ha
MEUIMHCKYIO 1€ATENbHOCTD,

4) Hay4HBIM OpraHU3aIMsAM JUIs HAy9HO-HCCIIEA0BATENbCKON PaboTHI,

5) MEMIIMHCKUM OpraHu3alysIM U BETCPUHAPHBIM OPraHU3aIHsIM;

6) opraHuzalMsAM M HMHAMBHUAYAIBHBIM NPEANPUHUMATEINSM, OCYLISCTBISIONINM pa3BelcHNUE,
BBIPAILIMBAHUE U COACPIKAHUE )KUBOTHBIX (32 HCKIFOUCHUEM MPOAAXKH UM (papMaIieBTUIECKUX CyOCTaHIUH
WU MX TIepeaadH);

7) ucHhbITaTeNbHBIM JabopaTtopusiM (LEHTpaM), MPOBOMSIIMM HCIBITAHUS B OOJIACTH KOHTPOJIS
KaueCTBa JIEKAPCTBEHHBIX CPEJCTB, AKKPEIUTOBAaHHBIM B COOTBETCTBUU C 3aKOHOAATENLCTBOM Poccuiickoit
deneparnun 06 akKpeAUTAIMK B HAIIMOHAJILHOW CUCTEME aKKpEeAUTALIH.

9. IlpowmsBomurenu ¢apMaleBTHYECKOH CyOCTAaHIMU CIUpPTa STWIOBOrO (dTaHONa) OOs3aHBI
OCYLIECTBIIAITh peanu3anuio (mepegady B YCTaHOBJIEHHOM 3aKoHOAaTenbcTBOM Poccuiickoit dexeparyu
nopsiike)  (apMaleBTHYECKOH  CyOCTaHIMM — COUpPTa  ATWIOBOrO  (3TaHONA)  MPOHM3BOIUTEISM
JIEKapCTBEHHBIX CPEJNICTB JJIsl IPOU3BOICTBA JIGKAPCTBEHHBIX CPEACTB, MPOU3BOAUTEINSM (H3TOTOBHUTEIISIM)
MEAULIMHCKUX M3AEIUNA AJIs1 IPOU3BOJCTBA M U3TOTOBJICHHS MEIUIIMHCKUX U3JIEIUN B eMKOCTSIX 00bEMOM
He Oonee 1 nurpa u (mm) He meHee 1000 nmuTpoB, a opraHu3anusIM, yKa3aHHBIM B IMyHKTaX 3 - 5 U 7 yactu
8 HacTosel cTaTby, B Tape 00beMoM He Oosee 1 nmuTpa.

10. Peanmuzanus (mepegaya B YCTAHOBJICHHOM 3aKOHOJATENbCTBOM Poccuiickoit ®denepanuu
nopsake) (apMamneBTHUECKOH CyOCTaHIIMM CHHMPTa OSTHIOBOTO (3TaHONA) OpraHU3alMsSM ONTOBOMN
TOPTOBJIN JIEKAPCTBEHHBIMH CPEACTBAMHU HE JOITyCKAaeTCA.



11. TepeBo3ku (apMareBTUICCKON CyOCTaHIIMU CIIUPTA 3TUIIOBOTO (3TAHOJA) OCYIICCTBISIOTCS C
coOmo/ieHeM TpeOOBaHM, yCTaHOBJICHHBIX ab3aleM 4YeTBepThIM IMyHKTa 3 craTbu 9 DenepanbHOroO
3akoHa OT 22 HosiOpst 1995 roga N 171-®3 "O rocynapcTBEHHOM peryJiMpoBaHHM IMPOU3BOJACTBA U
000pOTa STUJIOBOTO CHHPTA, AIKOTOJIBHOW U CIHUPTOCOACpIKANIEH NPOAYKIMA U OO0 OrpaHUYCHHH
noTpedaeHus (pacuThs) aaKOroJIbHOW MPOAYKIHH' .

Crartbs 46. MapKupoBKa JIEKAPCTBEHHBIX CPEJICTB

1. JlekapcTBeHHBIEC TpEMapaThl, MPOMIEAIINE TOCYJAPCTBEHHYIO PErHCTPAIUI0 B COOTBETCTBUH C
TpeboBaHUsIMU HacTosimero denepanbHOrO 3aKOHA, 32 HCKIIOYCHHEM JICKAPCTBEHHBIX MPENapaTos,
W3TOTOBIICHHBIX  ANTEYHBIMH  OpPraHHM3aIMsAMH, BETEPUHAPHBIMU  aNTEYHBIMU  OpraHU3aAIUSIMHU,
WHIUBUIYaIbHBIMU MPEIIMPUHAMATEISIMH, UMEIOIUMHU JUIICH3UI0O Ha ()apMalleBTHUECKYIO JAEATEeIbHOCTD,
JOJDKHBI TIOCTYNATh B 0OpalieHue, ecliu:

1) Ha WX MNEpPBUYHOM YMAKOBKE (32 MCKIIOYCHHUEM ICPBUYHON YIAKOBKU JICKAPCTBCHHBIX
PaACTUTENBHBIX IMPEMapaToB) XOPOIIO YUTAEMBbIM IIPU(PTOM Ha PYCCKOM SI3bIKEC yKa3aHbl HAUMEHOBaHHE
JICKApCTBEHHOTO MpenapaTa (MEeK/yHapOIHOE HEMATEHTOBAHHOE, WU TPYIITUPOBOYHOE, WIA XUMUYECKOE,
WA TOPTOBOE HAMMEHOBAHHUE), HOMEP CEPUH, JIaTa BbIycKa (JIJ11 IMMYHOOHMOJIOTUYECKUX JICKAPCTBECHHBIX
[PenaparoB), CPOK rOJHOCTH, JOSMPOBKA MM KOHIICHTPALUs, 00bEeM, aKTUBHOCTh B CIIUHMIIAX ICHCTBUS
MJIA KOJIMYECTBO J103;

2) Ha UX BTOPUYHOHN (MOTPEOUTENIHCKOI) YIMAKOBKE XOPOIIO YUTACMBbIM MIPU(TOM Ha PYCCKOM
SI3pIKE yKa3aHbl HAMMCHOBAHUE JICKAPCTBCHHOTO Mperapara (MEeXIyHapOJHOE HEMaTCHTOBAHHOE, WJIH
IPYNIAPOBOYHOE, WJIM XHUMHUYECKOE W TOProBO¢ HAMMCHOBAHWS), HAaWMCHOBAHHE IPOU3BOIUTEIISI
JICKApCTBEHHOTO TpernapaTta, HOMEp CEpHH, JaTa BhIMYCKa (UiT MMMYHOOHMOJIOTHUECKUX JIEKAPCTBEHHBIX
npernaparoB), HOMEP pPErHCTPAIlMOHHOTO YIOCTOBEPEHHUS, CPOK TOIHOCTH, CHOCO0 NpPUMEHEHHS,
JIO3UPOBKA WIIM KOHIIEHTpamus, o0beM, aKTHBHOCTh B €AWHUIAX ACUCTBHUS JTMOO KOIUYECTBO 103 B
yIaKOBKe, JIEKapCTBeHHas (hopMa, YCIOBHS OTIYCKA, YCIOBUS XpaHEHHUsI, IPEAyIPeIUTEIbHbIC HAITUCH.

2. @apmarieBTHUECKUE CyOCTaHIIMU JOJDKHBI TOCTYMaTh B OOpalleHue, €Clii Ha UX MEepBUYHOU
YIaKOBKE XOPOIIO YUTAEMbIM MIPHUPTOM Ha PYCCKOM SI3BIKE yKa3aHbl HAMMEHOBaHME (hapMalleBTUUECKOM
cyOctanimu (MEXIyHapOIHOE HEMATEHTOBAHHOE, WM TPYHIHUPOBOYHOE, WM XUMHUYECKOE U TOPTOBOE
HAMMCHOBAHMsI), HANMCHOBAHHUE TMPOU3BOAMTENS (hapMaIleBTHUECKONW CyOCTaHIIMM, HOMEpP CepHH W Jara
M3TOTOBIIEHUS, KOJIMYECTBO B YIMAKOBKE U €IWHUIIBI U3MEPEHHs KOJIMYECTBA, CPOK TOJHOCTH M yCIOBUS
XpaHeHUsI.

3. JlekapcTBEHHBIE CpEACTBA B KAaueCTBE CHIBOPOTOK JIOJDKHBI IOCTYMaTh B OOpalieHHe ¢
yKa3aHHEM KUBOTHOT'O, U3 KPOBH, IJ1a3Mbl KDOBH, OPTaHOB M TKaHEH KOTOPOTO OHU MOTYUYECHBI.

4. Ha BTOopruHyt0 (MOTPEOUTEIBCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX CPEJICTB, MOJYUYCHHBIX U3 KPOBH,
TUTa3Mbl KPOBH, OPTaHOB M TKaHEW YeoBeKa, TOJDKHA HAHOCUThCS Haamuch: "AnTtutena k BUY-1, BUU-2,
K BUpycy renaruta C 1 MOBEpXHOCTHBIN aHTUTEH BUpyca renatuta B orcyrcTBytoT".

5. Ha  nmepBuyHylO  yNakoBKy W BTOPHYHYIO  (HOTPEOUTEIBCKYH0)  YIAKOBKY
paanodapMaleBTUUECKUX JIEKAPCTBEHHBIX CPEACTB JIOJKEH HAHOCUTHCS 3HAK PAIMAIMOHHON OMACHOCTH.

6. Ha BropuuHyr (MOTpeOUTENHCKYIO) YIIAKOBKY FOMEONATHYCCKUX JICKAPCTBEHHBIX MpPErapaToB
JOJKHA HAHOCUTHCS HAAMUCh: "'ToMeonarrnueckuii™.

7. Ha BropuuHyro (mOTpeOUTEIHCKYIO) YIAKOBKY JIGKAPCTBEHHBIX PACTUTEIBHBIX IpErapaToB
JOJI’KHA HAHOCUTHCS Haanuchk: "'TIpoayKius mpoiia paauaiuoOHHbIA KOHTPOJIb .

8. Ha mnepBuuHyr ymnakoBKy (€ciu Ui 3TOrO CYIIECTBYET TEXHHUYECKash BO3MOXHOCTH) H
BTOpUYHYIO (MOTPEOMTENBCKYIO) VYIIAKOBKY JICKAPCTBCHHBIX IPEMapaTtoB, MPEIHA3HAUCHHBIX IS
KIIMHUYECKHUX UCCIICJIOBAHUM, TOHKHA HAHOCUTHCS HAAMKCH: "7 KITMHUYECKUX UCCIICOBAHUM' .

9. VYnakoBka JEKapCTBEHHBIX CPEICTB, NPEIHA3HAYCHHBIX HWCKIIOYUTENIBHO [UISI JKCIOPTA,
MapKUPYETCsl B COOTBETCTBUH C TPEOOBAHHUSIMH CTPAHBI-UMIIOPTEPA.

10. Ha TpancmopTHyi0 Tapy, KOTOpas HE TMpeAHa3HaueHa Mg MOTpeOHuTeneii M B KOTOPYIO
MOMEIIIEHO JIEKAPCTBEHHOE CPEICTBO, JOJDKHA HAHOCUTHCS WHGOpMAaIUs O HAUMEHOBAaHUM, CEpUU
JICKApCTBCHHOTO CPENICTBA, JaTe BBIMYCKA, KOJWYECTBE BTOPUYHBIX (MMOTPEOUTEILCKUX) YIAKOBOK
JICKapCTBEHHOTO CPENICTBA, MPOM3BOAMTENE JIEKAPCTBEHHOI'O CPEJICTBA C yKa3aHUEM HAMMEHOBAaHUS W



MECTOHAXOKACHUS TPOU3BOAUTENS JIEKAPCTBEHHOTO CcpeAcTBa (agpec, B TOM YKCie cTpaHa U (WIK) MEeCTo
MPOM3BOJICTBA JICKAPCTBEHHOT'O CPEJICTBA), a TAKXKE O CPOKE T'OJHOCTH JIGKAPCTBEHHOTO CPEICTBAa M 00
YCIIOBHSIX €r0 XpaHEHHs U MEPEeBO3KH, HEOOXOIUMbIE MPeAyNpPEAUTENbHbIC HAANUCH U MaHUIYISATOPHbIE
3HAKHU.

11. Ha nepBUYHYIO YNAaKOBKY M BTOPUYHYIO (MIOTPEOHMTENILCKYIO) YIMAKOBKY JICKApCTBEHHBIX
CPEIACTB JUIsl BETEPUHAPHOIO IPUMEHEHHS JOJDKHA HAHOCUTBCS HaANUCh. s BeTepuHApHOTO
IIPUMEHEHUS .

12. Ha BropuuHylo (HOTpEOUTENBCKYIO) YNAKOBKY JIEKAPCTBEHHOTO TIIpernapara HaHOCHUTCS
LITPUXOBOH KOJ.

I'naBa 9. BBo3 jiekapcTBeHHBIX cpeicTB B Poccniickyio @eepanuio H BbIBO3 J1eKAPCTBEHHBIX
cpeacrs u3 Poccuiickoit @exepanun

Crarbsa 47. Ilopsmok BBO3a JEeKapCTBEHHBIX cpelacTB B Poccuiickyro Denepanuio M BbIBO3a
JIEKapCTBEHHBIX cpelcTB U3 Poccuiickoit deneparuu

1. BBo3 nekapcTBeHHBIX cpeacTB B Poccuiickyto ®Pexnepanuio OCYIIECTBISIETCS B TOPSIKE,
ycranoBieHHOM [IpaButensctBom Poccuiickoii denepannn, B COOTBETCTBUM C aKTaMH, COCTaBIISIOLIMMU
npaBo Coro3a, 1 (W1H1) 3akoHOaTeIbcTBOM Poccuiickoii denepanun 0 TaMOKEHHOM PETYIHMPOBAHHH.

2. BBozumbie B Poccuiickyro @enepanuio JeKapCTBEHHbBIE CPEICTBA JOJDKHBI COJCPKATHCS B
rOCyJapCTBEHHOM PEECTpE JICKAPCTBEHHBIX CPEIACTB, WIM €IMHOM pEeCcTpe 3aperucTpUPOBAHHBIX
JIEKAPCTBEHHBIX  CPEACTB  EBPAasMHCKOr0  3KOHOMHUYECKOIO  COK3a, WIM  €IMHOM  peecTpe
3apErUCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX IpenapaToB EBpasuiickoro 3KOHOMHYECKOIO
COI03a.

3. Homnyckaercst BB0o3 B Poccuiickyto ®enepannio KOHKPETHOW MapTUU 3aperMCTPUPOBAHHBIX U
(unM) HE3apEeTHCTPUPOBAHHBIX  JICKAPCTBEHHBIX  CPEACTB, TPEIHA3HAYCHHBIX U1 Pa3pabOTKH
JIEKApCTBEHHBIX CPEACTB, IPOBEACHUS HAYYHBIX M HMHBIX MCCIEAOBAaHUMN, IPOBEACHUS KIMHUYECKUX
UCCJICIOBAHUM JIEKAPCTBEHHBIX IIPENApaToB, IPOBEACHUS DKCIEPTHU3bl JIEKAPCTBEHHBIX CPEACTB UL
OCYLIECTBJICHUSI TOCYJapPCTBEHHON PETrUCTpalMy WIA PErUCTPALMY JIEKAPCTBEHHBIX IIPENAPATOB MU IS
OKa3aHMs MEIMLMHCKON ITOMOIUM IO >KM3HEHHBIM II0Ka3aHUAM KOHKPETHOI'O IMAal[Me€HTa Ha OCHOBAaHUHU
paspelieHys, BbBIAAHHOTO YIOJHOMOYEHHBIM (efiepaJbHbIM OpPraHOM HCHOJHHUTEIBHOM BIACTH 11O
3asBJICHUSIM JIMI], YKa3aHHbIX B crathe 48 Hactosiero deaepanpHoro 3akoHa. PaccMoTpeHue Takoro
3asBJICHUS W [PUHATHE PEIICHWS O BbIJAYEe paspelleHus Ha BBO3 KOHKPETHOM IApTHUH
3aperuCTPUPOBAHHBIX M (WIM) HE3aperMCTPUPOBAHHBIX JEKAPCTBEHHBIX CPEJCTB, MPEJHAa3HAYEHHBIX IS
pa3pabOTKU JIEKAPCTBEHHBIX CPEACTB, NPOBEAEHHS HAyYHBIX M MHBIX MCCIECIOBAHUMN, NPOBEICHUS
KIIMHUYECKUX MCCIIEIOBAHUN JIEKAPCTBEHHBIX IPENapaToB, IIPOBEACHMS HKCIEPTU3BI JIEKAPCTBEHHBIX
CPEICTB Ul OCYILIECTBJICHHUS TOCYJAapCTBEHHOM PpEruCTpAlMU WU PEruCTPAlMU JIEKApCTBEHHBIX
[penaparoB WiIM Ul OKa3aHUs MEIHULMHCKOW IIOMOIIM II0 JKM3HEHHBIM II0Ka3aHUAM KOHKPETHOIO
narMeHTa Jimbo 00 OTKa3e B BbIJau€ YKAa3aHHOTO Pa3pelIeHUs] MPOU3BOJATCS B CPOK, HE MPEBBIIIAIOLINIA
naTH pabounx aHed. [lnmara 3a BbIgauy yKa3aHHOrO paspelieHHs He B3umaercs. JlomyckaeTcs BBO3 B
Poccuiickyro ®@enepannio npod (00pa3ioB) JeKapCTBEHHBIX CPEICTB, OTOOPAHHBIX B XOJ€ MPOBEIACHUS
(bapMalieBTUYECKMX MHCHEKIUI Ha COOTBETCTBUE TPEOOBAHUSIM MPABUII HaJyIeXkalel MporM3BOACTBEHHOM
IIpakTUKU EBpa3uiicKoro SJKOHOMHUYECKOI'O COK03a, B IOPAJIKE U Ha YCJIOBUSAX, KOTOPBIE IPEILyCMOTPEHBI
HACTOSIIEH 4aCThIO.

3.1. He npumensiercs ¢ 1 suBapst 2024 r. - @enepanbhblii 3akoH oT 27 nexadbps 2019 r. Ne 475-03

3.2. lo 31 nexabps 2027 ronma momyckaroTcst BBO3 Ha Teppuroputo Poccuiickoit denepanuu u
oOpamenue B Poccuiickoit @enepanuu ¢ yd4eToM OCOOEHHOCTEH, ycTaHOBIEHHBIX IIpaBHUTENBCTBOM
Poccuiickoii ®enepauuu, 3aperuCTPUPOBAHHBIX JICKAPCTBEHHBIX IIPENApPAaTOB I MEIULIUHCKOIO
NPUMEHEHMs B YIAKOBKaX, MPeJHAa3HAUCHHBIX Ui OOpalleHHus B MHOCTPAHHBIX IOCyJapcTBax, B Ciydae
neQeKTypbl JIeKapCTBEHHBIX NpenapaToB WJIM pUCKA €€ BO3HMKHOBEHHsS B CBSI3U C BBEJCHUEM B
orHoweHnu Poccuiickon denepanny OrpaHUYUTENBHBIX MEP YKOHOMHMUYECKOIO Xapakrepa IIpU YCIOBUU



COOTBETCTBUSl BBO3MMBIX JICKAPCTBEHHBIX IIpenapaToB TpeOOBAaHUSAM, YCTAHOBJIEHHBIM TIpU HX
pETHCTpalliK, 3a UCKIIOYCHUEM TpeOOBaHUI K TEPBUYHON YIAaKOBKE, BTOPHYHOH (MOTPEOUTENHCKON)
YIIAKOBKE, a TaKKe NPU HAIMYMM HAa BTOPUYHOU (IMOTPEOUTENBCKOM) YHNAKOBKE JIEKaPCTBEHHBIX
IpenapaToB, HAXOIAIIMXCS B OOpAIlEHUM, CAMOKIIEAIICHCS 3TUKETKH, colepaiieil nHpopMmaiumo o
JIEKApCTBEHHOM IIpernapaTe Ha PyCCKOM S3bIKE.

3.3. Homyckatorcst BBo3 B Poccuiickyro @eneparuio u obpamenue B Poccuiickoit @enepanuu ¢
y4eToM ocobeHHocTel, ycranoBieHHbIX [IpaBurensctBoM Poccuiickoit denepannu, 3aperucTpupoBaHHBIX
OPHUTHHAIBHBIX Op(aHHBIX JIEKAPCTBEHHBIX MPENapaToB U (MJIK) BHICOKOTEXHOJIOTUYHBIX JIEKAPCTBEHHBIX
[IPENapaToB JUIsl MEIUIIMHCKONO IPUMEHEHMsT B TEYEHHME JABEHAALATH MECALIEB II0CJIE JaTbl HX
peructpanuu B Poccuiickoit @enepannu B ynakoBKax, MpeAHA3HAYECHHBIX 7151 0OpalieHsi B HHOCTPAHHBIX
rocysapcTBax, IIpH YCJIOBUU COOTBETCTBHUS BBO3UMBIX JIEKAPCTBEHHBIX IPENApaTOB ISl MEIULMHCKOTO
IpUMEHEHHsI TpeOOBaHMSM, YCTAHOBJIEHHBIM IpPU MX PETHCTPAlMM, 33 HMCKIIOYEHHEM TpeOOBaHUM K
NEPBUYHON YIAKOBKE, BTOPUYHOW (MOTPEOMTENBCKOM) YIIAKOBKE, W MPH HAIMYUM HA BTOPHUYHON
(MOTPeOUTENIbCKOM) — YIIAaKOBKE JIGKAPCTBEHHBIX MpPENaparoB Uil  MEIUIIMHCKOTO IPHUMEHEHUS,
HaXOJAIIMXCS B OOpallleHHH, CaMOKJIEALICHCS ATUKETKH, CojepiKalleil MHPOpPMAalKio O JEKapCTBEHHOM
Ipenapare A8 MEJUIIMHCKOIrO IPHUMEHEHUsl Ha PYCCKOM s3blKe. B OTHOIIEHHMH NaHHBIX JIEKAPCTBEHHBIX
IpenapaToB HE MPUMEHSIOTCS IMOJIOKEHHUs yacTu 7 cratb 9 m uvactedd 1 u 2 crarbu 52.1 HacTosmiero
denepanbHOro 3aKOHa.

4. B Poccuiickyto @enepaiiio MOKHO BBO3UTH JICKAPCTBEHHBIE CPENICTBA, KadeCTBO KOTOPBIX
MOJATBEPKACHO CEPTUPUKATOM MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJICTB, YAOCTOBEPSIIOIIUM COOTBETCTBHE
BBO3UMBIX JIEKAPCTBEHHBIX CPEICTB TpPEOOBaHMUSAM, YCTAHOBJICHHBIM IIPH WX PETUCTPALUN WIIH
IIPOBEACHUH NIPOLEAYD, CBA3aHHBIX C PETUCTPALUEH.

5. 3Banmpemaercs BBo3 B Poccuiickyto ®enepaunio ¢anbCUPHUIMPOBAHHBIX JIEKAPCTBEHHBIX
CpeACTB, HeIOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, KOHTPA(PAKTHBIX JIEKAPCTBEHHBIX CPEJICTB.

6. danbcupHUUUPOBAHHBIE JIEKAPCTBEHHBIE CPEICTBA, HEAOOPOKAYECTBEHHBIE JIEKAPCTBEHHBIE
CPEICTBA MOJIEKAT UIBATUIO U MOCIEAYIOIIEMY YHUUTOXKEHUIO WIM BbIBO3Y U3 Poccuiickon denepanuy,
KOHTpa(aKTHbIE JIEKAPCTBEHHbIE CPEACTBA - U3BATUIO M MOCIEAYIOIMIEMY YHUUYTOXKEHUIO. YHUUTOXKEHHE
wii  BbIBO3 u3 Poccuiickoit ®enepauuu  GanbCUPUUUPOBAHHBIX  JICKAPCTBEHHBIX  CPEACTB,
HET0OpOKAaYeCTBEHHBIX  JIGKAPCTBEHHBIX  CPEACTB,  KOHTpPa(aKTHBIX  JIEKAPCTBEHHBIX  CPEACTB
OCYLIECTBIIICTCA 3a CYET JIMIA, OCYILIECTBUBILIErO UX BBO3. lIOpANOK yHUYTOXEHMS U3BATHIX
(banbCUPUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, HEJOOPOKAUYECTBEHHBIX JIEKAPCTBEHHBIX CPECTB,
KOHTpa(aKTHBIX JIEKApCTBEHHBIX CpeACTB ycTaHaBnuBaercs [IpaBurensctBoM Poccuiickoi deneparun.

7. Jluma, ocymectBusiomue BBo3 B Poccuiickyto ®enepanuio  danbcuuupoBaHHBIX
JIEKapCTBEHHbIX  CPEACTB,  HEJAOOPOKAYECTBEHHBIX  JICKAPCTBEHHBIX  CPEACTB,  KOHTpa(aKTHBIX
JIEKapCTBEHHBIX CPEICTB, HECYT OTBETCTBEHHOCTH B COOTBETCTBUU C 3aKOHOJIATEIbCTBOM Poccuiickoin
Oepnepanun.

8. BbIB03 J1eKapcTBEHHBIX CpeAcTB U3 Poccuiickoit denepaiy OCyecTBIsSETCS B COOTBETCTBUHU C
aKTamu, cocTaBsromuMu npaBo Coro3a, u (Wnm) 3akoHOIATeNbCTBOM Poccuiickoit ®Denepanuu o
roCyZapCTBEHHOM PEryJIMPOBAaHUU BHEIIHETOPIOBOM AEATEIBHOCTH.

9. BBox B rpaxxgaHckuil 00OpOT JIEKAPCTBEHHBIX IPENaparoB JJsl MEJUIMHCKOTO MPUMEHEHHUS,
BBe3eHHBIX B Poccuiickyro deznepaliyio, oCyIIecTBISIETCS ¢ COOMIOJEHUEM TpeOOBaHHH, YCTaHOBIEHHBIX
ctatbelt 52.1 Hacrosuiero OenepaabHOro 3aKOHA.

10. BBoj B rpaxaaHckuil 000pOT JIEKAPCTBEHHBIX MPENapaToB AJisi BETEPUHAPHOIO NPUMEHEHHS,
BBE3EHHBIX (TmepeMeleHHbIX) B Poccuiickyro ®denepanuio, ocymecTBisercst ¢ coON0JeHueM TpeOOBaHHH,
YCTaHOBJICHHBIX CTaThel 52.2 HacTosmero denepaabHOTo 3aKOHa.

Crarba 48. IOpuauueckue JuIa, KOTOPBIM pa3pelieH BBO3 JIEKAPCTBEHHBIX CPEACTB B

Poccuitckyro ®@enepanuro

JlexapcTBennslie cpenctsa B Pocculickyro denepanuto MOryT BBO3UT:

1) nmpousBOAMTENW JIEKAPCTBEHHBIX CPEACTB Uil IIeJed COOCTBEHHOTO IPOW3BOJICTBA
JIEKapCTBEHHBIX CPEJICTB;



2) WHOCTpaHHBIC pa3pa0OTYMKH JIEKAPCTBEHHBIX CPEICTB M HMHOCTPAHHBIC MPOU3BOAUTEIH
JICKapCTBEHHBIX CPEICTB WM JIPyrue IOPUIMYECKUE JIHIIA 110 MOPYyUYEHHIO pa3padoTUrKa JIEKapCTBEHHOTO
cpeacTBa A pa3pabOTKU JIEKAPCTBEHHBIX CPEACTB, MPOBEACHUS HAYyYHBIX M HMHBIX HCCIEIO0BaHMIA,
IIPOBEICHUS KIMHUYECKUX UCCIIEIOBAHUM JICKAPCTBEHHOTO IIpenapara, OCyLEeCTBICHUS I'OCY1apCTBEHHON
PETUCTpAIMK WM PETUCTPALMH JICKAPCTBEHHOT' O MpenapaTa, BKIIOUEHHs (papMalieBTUIECKON CyOCTaHIIH
B T'OCYJApCTBEHHBIM PEECTP JICKAPCTBEHHBIX CPEICTB, KOHTPOJI KAueCTBA JICKAPCTBEHHBIX CPEACTB IIpU
HAJIMYUM pa3pelieHusl YMOJHOMOUYEHHOro (eaepasbHOro OpraHa HCIOJHUTENBHOW BIAcTH Ha BBO3
KOHKPETHON MapTUH JIEKaPCTBEHHBIX CPEJICTB,;

3) opraHu3aly ONTOBOW TOPTOBIIH JIEKAPCTBECHHBIMH CPEICTBAMH;

4) HayyHble OpraHu3aiud, OoOpa3oBaTeNbHBIC OpraHM3allMd  BBICIIETO  OOpa30BaHMS,
MIPOM3BOIUTENIN JIEKAPCTBEHHBIX CPEACTB M pa3pabOTKH, HCCIEAOBaHMM, KOHTPOJSI O€30MacHOCTH,
KayecTBa, 3(P(PEeKTUBHOCTH JIEKAPCTBEHHBIX CPEICTB NPH HAJIMYUM Pa3peLICHUs YIOIHOMOYEHHOI'O
(benepanrbHOTro OpraHa UCIOJHUTEIbHOM BIACTH;

5) MenMIMHCKHE OpTaHU3alluy, UHbIE YKa3aHHbIC B MyHKTaX 1 - 4 HacTOsIEelH CTaThl OpraHU3aluH
JUIsL OKa3aHUSl MEIULIMHCKOM ITOMOLIY 10 KU3HEHHBIM NIOKa3aHUSM KOHKPETHOI'O MAlMEHTa [IPU HAJIUYUU
paspelieHus YInoJHOMOUYEHHOro (eaepalibHOr0 OpraHa MCHOJIHUTENBHOM BJIACTH Ha BBO3 KOHKPETHOM
NapTUHU JIEKAPCTBEHHOIO MpernapaTa, BBIJIAHHOIO B YCTAHOBJICHHOM IOpSAKE B (OpPME 3IIEKTPOHHOIO
JOKYMEHTA, MOANNCAHHOTO YCHIIEHHON KBATH(DPUIIMPOBAHHOM 3IEKTPOHHON TOIHCHIO;

6) e mpumensiercs ¢ 1 saBaps 2024 r. - ®enepanbhbiii 3akoH oT 27 aekadpst 2019 r. Ne 475-D3

7) IPOW3BOIUTEIN MEIUIIMHCKIX U3JSITUH JJIS LIeNIed TPOU3BOICTBAa MEUIIMHCKUX U3 ICITHH.

Crartbsa 49. JlokyMeHThI, Ipe/icTaBIsieMble B TaMOKE€HHBbIE opranbl Poccuiickoit denepanuu mnpu

BBO3€ JICKapCTBEHHBIX cpeACTB B Pocculickyro deneparuto

1. TIpu BBO3e nekapcTBEHHBIX cpeAcTB B Poccuiickyio dexepanuio B TaMOKEHHbIE OpraHbl
Poccuiickoit @enepauuu Hapsaxy € JOKyMEHTaMH, IPEACTABICHUE KOTOPBIX IPEIyCMOTPEHO AKTaMH,
cocrapisironMu ipaBo Coros3a, U (mnm) 3akoHomaTenbcTBOM Poccuiickoit denepanu 0 TaMOXXEHHOM
peryIupoBaHuH, IPEACTABISAIOTCS CIEAYIONINE JOKYMEHTHI B 3JIEKTPOHHON opme:

1) ceptudukar (3akiarOueHHE) COOTBETCTBUS TIPOU3BOJCTBA JICKAPCTBEHHBIX CPEICTB JUIA
BETEPUHAPHOTO MpPHUMEHEHHUs TpPeOOBaHUSAM MpaBUJ HaJUIeXkallell MPOU3BOJCTBEHHONW MPAKTUKU
EBpa3niickoro 3k0OHOMHUYECKOr0 COI03a,;

2) pa3peuieHue YIOJHOMOYEHHOTO (helepalbHOTO OpraHa MCIOJHHUTENFHONH BIACTH Ha BBO3
KOHKPETHOM MapTUM JIEKaPCTBEHHOI'O CpEJICTBAa B CIlyyasX, YCTAHOBJIEHHBIX 4YacThio 3 cTatbu 47
Hacrosuero @enepanbHOro 3aK0Ha.

2. JlokyMeHTbI, yKa3aHHble B NMyHKTax 1 um 2 yactu 1 Hacrosimed cTaTbM, NMPEACTaBIAIOTCS B
TaMOKeHHble opranbl Poccuiickoit dexepaunu npu npuOBITHM JIEKAPCTBEHHBIX CPeICTB B Poccuiickyio
denepauuio.

Crarba 50. BBo3 nekapcTBeHHBIX mpenaparoB B Poccuiickyro @enepanuio i JIUYHOTO

UCIIOJIb30BAHUS W HMHBIX HEKOMMEDPYECKMX LEJei, a TakkKe g HCIOJIb30BAHUSA Ha
TEPPUTOPUU MEXKIYHAPOIHOIO MEAULIMHCKOTO KIacTepa

1. JlexapcTBeHHbIE TIpenapaThl MOTYT ObIThb BBe3eHbl B Poccuiickyto ®enepauumio 0e3 ydera
TpeOoBaHUH, MPeayCMOTPEHHBIX YacTsaMU 1 - 4 cratbu 47, cratbsimu 48 u 49 nactosuero denepaibHoro
3aKOHa, €CJIM OHM IIPEeIHA3HAYECHBI JUIS:

1) nuuHOrO WCMONB30BaHHUSA (PUBMYECKUMHU JIMIaMu, NpuObBIIMME B Poccuiickyro ®eneparro.
IIpu »>tom BBO3 B Poccuiickyro denepanuro JIEKapCTBEHHBIX  IIPENaparoB,  COIAEPIKALIUX
CWIbHOJCHCTBYIOmMEe ¥ (MIM) SJOBUTHIE BEIIECTBA, BKIIOYCHHBIE COOTBETCTBEHHO B  CITMCOK
CIWJIbHOJECHUCTBYIOIIMX BELIECTB I LEIEH YroJIOBHOIO 3akoHozareinbcTBa Poccuiickon ®enepauuu U B
CIIMCOK SJOBUTBIX BELIECTB MU LEJIEH YroJOBHOIO 3akoHojarenbcTBa Poccuiickon ®Penepanuu,
yrBepxkaeHHble 1IpaBurensctBom Poccuiickont denepanyu, OCyIIECTBISAETCS MPU HAIUYUU JOKYMEHTOB
(3aBEpeHHBIX KOIMUI JOKYMEHTOB HJIM 3aBEPEHHBIX BBIMHCOK M3 HHX), MMOJITBEPKIAIOUIMX Ha3HAYCHUE
¢u3MueCKOMy JIMIy YyKa3aHHBIX JIEKAPCTBEHHBIX IIPEMaparoB (3a MCKIIOYCHHWEM JIEKapCTBEHHBIX
IpenapaToB, 3aperucTpupoBaHHbIX B Poccuiickoit ®exepaumuu 1M00 3apeTrUCTPUPOBAHHBIX B



COOTBETCTBUU C aKTaMH, cocTaBisiroruMu npaBo Coro3a, U oTmyckaeMbix B Poccuiickoit denepanuu 6e3
pelienTa Ha JICKApCTBEHHBIM mpemapar). [loaTBepikaaromue AOKYMEHThI (MX 3aBEPCHHBIC KOMUHM HJIH
3aBEPCHHBIC BBIMKMCKA M3 HUX) JO/DKHBI COJCPKATh CBEJACHHS O HAMMCHOBAHMM M KOJIUYECTBE
HA3HAYCHHOT'O JICKApCTBEHHOTO Tpemnapata. B ciyuae, eciu MOATBEPXKAAIONIMNE JTOKYMEHTHI (KX
3aBEPCHHBIC KONHMM HWJIM 3aBEPCHHBIC BBIMMCKM W3 HHMX) COCTABJICHBI HA MHOCTPAHHOM $3bIKE, K HHUM
MPUJIAraeTcs HOTApUAIbHO 3aBEPEHHBIN MIEPEBO/I HA PYCCKUM S3BIK;

2) WUCMONb30BaHHMs paOOTHUKAMU JIMIUIOMATHYECKOTO KOpIyca WM  MPEACTaBUTCISAMU
MEXKIYHApOAHBIX OpraHM3alnii, akkpeauToBaHHbIX B Poccuiickorn denepanuuy;

3) nedeHUs MaCCAKUPOB M WICHOB SKHIAXEH TPAHCIOPTHBIX CPEICTB, IMOE3IHBIX Opuram u
BOJIUTEJICH TPAHCIIOPTHBIX CPEJICTB, MpUOBIBIINX B Poccuiickyto deneparuio;

4) neveHus] yYaCTHUKOB MEXKTYHAPOIHBIX KYJIbTYPHBIX, CHHOPTUBHBIX MEPONPUSITHIA U YIaCTHUKOB
MEXKIYHAPOIHBIX SKCIIEIULIUH;

5) JledeHUsT KOHKPETHBIX JKMBOTHBIX B 300Mapkax, 300cajaX, I[HMpPKax, OKeaHapUyMmax,
nenb(GUHAPUSIX, JICUEHUS JUKUX J>KUBOTHBIX, MOCTOSHHO WJIM BPEMEHHO HACEINSIONUX TEPPUTOPHIO
Poccwuiickoit denepanuu, HaXOASIIUXCS B COCTOSHUM E€CTECTBEHHOH CBOOOABI M TPHUHAICKAIIUX K
BuaaM, 3aHeceHHbIM B KpacHyro kuury Poccuiickori ®enepanmu u (Wim) KpacHbIE KHHTH CYOBEKTOB
Poccuiickoii denepanmu, a Takke KMBOTHBIX, BBO3UMBIX B Poccuiickyro denepanuio s ydyacTus B
CIIOPTUBHBIX U 3PEIIMILIHBIX MEPOIIPUATHSIX;

6) MCIOJIb30BaHUS HA TEPPUTOPHH MEXKITYHAPOIHOTO METUIIMHCKOTO KJIacTepa.

2. B ciydasx, mpeIycMOTPEHHBIX 4acThio 1 HacTosIIel cTtaThy, AOMycKaeTcst BBO3 B Poccuiickyio
denepanuio JEKapCTBEHHBIX MpENapaTtoB, HE 3aperuCTpUPOBaHHBIX B Poccuiickoit denepanuu 1mub0 He
3apEruCTPUPOBAHHBIX B COOTBETCTBUM C aKTaMH, COCTABIISIFOIUMU ITpaBo Coro3a.

3. JlexapcTBeHHBIE TIpenapaThl, MpeIHa3HAYCHHbBIE )1 T'YMaHUTAPHON MOMOIIHU (CONEHCTBUS) WK
IOMOILIM TIIPU Ype3BbIYAWHBIX CUTyalusX, BBO3sATCA B Poccuiickyro @Penepaunio B TOPSJIKE,
ycraHoBineHHOM IIpaBurensctBom Poccuiickoii ®enepanuun. 3ampemaercs BB03 B Poccuiickyro
denepanrio HE3apEeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENAPATOB, NPEAHA3HAYCHHBIX I TYMAHUTAPHON
oMoy (CoAeHCTBUS) UK TIOMOIIM MTPH YPE3BbIYANHBIX CUTYAITHSX.

Cratea 51. CotpyaauuecTBo (enepanbHOro opraHa UCIIOTHUTENLHON BIACTH, OCYIIECTBIISIFOIIETO
GYHKIIMM TIO KOHTPONIO M HAA30py B OOJACTH TaMOXXEHHOTO Jiela, H JIPYTuX
YIOJTHOMOYEHHBIX (pe/lepabHBIX OPraHOB UCTIOIHUTENBHOM BIACTH

1. VYnomHomodeHHble ¢eAepalbHbIE OpraHbl HCIOJIHUTEIHHOW BIACTH MPEAOCTABISIIOT B
pacrnopsbkeHue (heepaibHOrO OpraHa HWCHOJHUTENBHON BIIACTH, OCYIIECTBISIIOMIETO (PYHKIMU TIO
KOHTPOJIIO U HA/30py B 00JIACTH TaMO>KEHHOTO JIeNa, TOCYJapCTBEHHBIN peecTp JIeKapCTBEHHBIX CPECTB,
a TaKke UH(pOpMAaIMIO O BEIIAHHBIX Pa3pelIeHUsIX Ha BBO3 KOHKPETHOM MapTHH JIEKAPCTBEHHBIX CPEACTB B
CIIydYasiX, yCTaHOBJICHHBIX 4acThio 3 cTaThu 47 HacTosmiero denepaibHOr0 3aKOHA.

2. @enepallbHBIN OpraH HCIOTHUTEIHHONW BIACTH, OCYIIECTBISIONINN (PYHKIHUU MO KOHTPOJIO U
HAJ30py B OOJACTH TaMOXEHHOro Jena, WHOOpPMHpYeT YKa3aHHbIE B 4YacTH 1 Hacrosimiel craTbu
YHOOJTHOMOYEHHbIE (hefepanbHble OpraHbl MCIIOJIHUTEIHHONW BIACTH O BBO3€ JICKAPCTBEHHBIX CPEICTB B
Poccuiickyro @enepannio u BbIBO3€ JEKapCTBEHHbIX cpeAcTB U3 Poccuiickoit @enepanuu no ¢popme u B
Nopsiike, KOTopble ycTaHoBieHbI 1IpaBurensctBoM Poccuniickon denepannu.

I'naBa 10. ®apmaneBTHYECKAS JeATEJIbHOCTh

Cratbsa 52. OcyiecTBienue GpapmManeBTHYeCKOi esITeIbHOCTH

1. dapmaueBTHuyeckas JeSTEIbHOCTh OCYLIECTBISETCS OpPraHU3alUsIMU ONTOBOM TOPrOBIU
JIEKApCTBEHHBIMH  CpPEACTBAMM,  alTE€YHbIMM  OpPraHM3aLMsAMH,  BETEPUHAPHBIMH  aNTEYHBIMU
OpraHU3aLUsAMH, WH/IMBUyaTbHBIMU IpeIIpUHUMATENSIMHY, UMEIOIUMHU JIULEH3UIO Ha
(bapManeBTUYECKYIO JIEATENbHOCTh, MEIUIMHCKUMHU OpPraHM3alUsMH, HMMEIOIUMH JIMLIEH3UI0 Ha
(bapMaleBTUYECKYIO JAEATENIBHOCTh, U HMX OOOCOOJICHHBIMHU IOJIPA3/EICHUSIMY, DPACIOJOKEHHBIMU B
CEJIbCKUX HACEJICHHBIX IyHKTaX, B KOTOPBIX OTCYTCTBYIOT allT€UHbl€ OpraHU3allMd, U BETEPUHAPHBIMU



OpTaHU3AUSAMH, UMEIOIUMH JTUICH3UIO Ha (papMaIleBTUYECKYIO 1eATEIIbHOCTb.

2. ®dusnyecKkue JMIa MOTYT OCYHIECTBIATH (hapMalleBTUYECKYIO JIEATENbHOCTh TNPH HATUYUU
BBICILIETO WM CpEAHEro (QapMmaleBTHYecKoro oOpa3oBaHUS U cepTH(HKaTa CIenuagucTa Jmdo
NPOMICHHOW aKKPEIUTAIIMU CICIUAIMCTA, BBICIIETO WIH CPEAHEr0 BETEpUHAPHOT0 00pa30BaHus (B LEISIX
OCYILIECTBICHUS (hapMaleBTHUECKON NEATENbHOCTH B cdepe oOpalieHus JIEKapCTBEHHBIX CPEICTB IS
BETCPHHAPHOTO NPUMEHEHHS), a TaKKe BBICHIETO WM CPEIHEr0 MEIUIIMHCKOTO 00pa3oBaHMs,
cepTdUKaTa CIEIUATUCTa JIMOO TMPONWACHHOW AaKKpEAUTAIMH CHEeLHAINCTa W JIOTOJHUTEIHHOTO
npoecCHOHATBHOTO 00pa30BaHMs B YacTU PO3HUYHON TOPIOBIM JIGKAPCTBEHHBIMHU IIperapaTtaMu IJis
MEIMLMHCKOTO MPUMEHEHUS NPU YCIOBUU UX PabOTHl B 000COONEHHBIX MOAPA3ICICHUSIX MEIUIIMHCKUX
OopraHu3alui, yKkazaHHbIX B 4acTu 1 HacTOAILEH CTAThU.

Crarba 52.1. BBoxg B rpakJaHCKHii OOOpOT JIEKAPCTBEHHBIX CPEIACTB Ul MEIUIIMHCKOTO

IIPUMEHEHHUS

1. Ilepen BBOJOM B I'pa)JIaHCKHI 000POT Ka)I0W CEpUU WM KaXJI0H MapTUH MPOU3BEACHHOTO B
Poccutickoit denepanuu JIEKapCTBEHHOIO IIpenapara il MEAULMHCKOTO IIPUMEHEHUs, 3a UCKIIOYCHUEM
MMMYHOOHOJIOTHUECKUX JIEKAPCTBEHHBIX MPETapaToB, MPOU3BOIUTEIb TAKOTO JEKApPCTBEHHOTO Mpernapara
NPEJCTABIISIET B AJIEKTPOHHOH (hopme B (eiepaabHbIi OpraH UCTIOIHUTEILHON BIACTH, OCYIIECTBIISIOIMMA
(GyHKIMHM 1O KOHTPOJIO M Haa3opy B cdepe 3ApaBOOXpaHEHUS, JOKYMEHT HPOU3BOIUTENS
JIEKAPCTBEHHOI'0 CPEACTBA, MOATBEPKAAIOIINNA Ka4YeCTBO JIEKAPCTBEHHOI'O IIpernapara, U NOATBEPKIACHUE
YIOJIHOMOYEHHOIO0 JIMIA IPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEICTB COOTBETCTBUS JIEKAPCTBEHHOI'O
npenaparta TpeOOBaHUAM, YCTAaHOBJICHHBIM IIPU €r0 PETUCTPALHH.

1.1. Tlepen BBOAOM B IpaXJaHCKHI 00OPOT Ka)/I0i CEpUM MM KaXX10H MapTHU MPOU3BECHHON B
Poccuiickoit ®enepanmu QpapmManeBTUIECKOH CyOCTaHIIMM NPOM3BOJIUTENb TAaKOTO JIEKAPCTBEHHOI'O
CpeAcTBa TpEACTaBIsIeT B HIIEKTPOHHOH Qopme B ¢enepaiabHbIl OpraH HCHOJIHHUTENBHOM BIacTH,
OCYIIECTBIIAIONINM (QYHKIMM TO KOHTPOJIO M Haa30py B cdepe 31paBOOXpaHEHHs], JOKyMEHT
NPOM3BOJUTENSL  JIEKAPCTBEHHOTO  CPEJACTBA,  MOATBEPXKJIAIOMIMM  KadyecTBO  (apMalleBTHUECKON
CyOCTaHIIMM, U JTOKYMEHT, MOJTBEPXJAIOUINI COOTBETCTBUE JIEKAPCTBEHHOI'O CPEACTBA TPeOOBAHHUSM,
YCTQHOBJICHHBIM TIPH €ro TOCYIAPCTBEHHOM pErucTpalMy MWIM pPErucTpauud, U o(opMIeHHBINH
YIIOJIHOMOYEHHBIM JIUL[OM IPOU3BOJUTEIS JIEKAPCTBEHHBIX CPEICTB.

2. Ilepen BBOAOM B TpakIAaHCKHH 0OOPOT KaXKIOM cepuM WM KaXIOW MapTHM BBO3UMOTO B
Pocculickyro ®@enepanyio JIEKapCTBEHHOIO Ipernapara I MEAULMHCKOTO IPUMEHEHHs], 38 HCKIIFOUEHUEM
MMMYHOOUOJIOTHUECKUX  JIEKAPCTBEHHBIX  IpEnapaTtoB, OpraHu3alysi, OCYILIECTBISIOIIAs  BBO3
JeKapcTBeHHOTro mpenapata B Poccuiickyto ®epepauuio, NpeiCTaBisieT B 3JIEKTPOHHOU (opme B
(benepanbHbI OpraH MCHOIHUTEIBHOM BJIACTH, OCYIIECTBISIOMUN (DYHKIMU MO KOHTPOIIO M HAA30py B
cepe 3ApaBOOXpPAHEHUS, JOKYMEHT NPOU3BOJUTENS JIEKAPCTBEHHOIO CPEACTBA, MOATBEPIKIAIOIIUI
KauecTBO  JIGKAPCTBEHHOIO  IIpemapara, W IOATBEP)KICHUE  IPEICTAaBUTENd  OpPraHMU3aluu,
OCYLIECTBIIAIOIIEH BBO3 JIEKAPCTBEHHOro mpemnapara B Poccuiickyro denepanuio U YIOJIHOMOYEHHOU
MHOCTPaHHBIM IIPOU3BOJUTEIEM JIEKAPCTBEHHBIX CPEACTB, COOTBETCTBUS BBO3UMOIO JIEKAPCTBEHHOI'O
npenapaTta TpeOOBaHUAM, YCTAHOBJICHHBIM IIPU €r0 PErUCTPALH.

2.1. Ilepen BBOJOM B IpaXXJAaHCKHH OOOPOT KaKIAOM CEepUM MM KaXJ0M MapTMM BBO3MMOH B
Poccuiickyro ®@enepanuto papmaeBTUYECKON CyOCTaHIIMM OpPraHU3aIs, OCYIIECTBIIAIONIAsi BBO3 TAKOTO
JIeKapCTBEHHOTO cpenctBa B Poccuiickyro ®enepanuio, MNOpeicTaBiIseT B 3JIEKTPOHHOM ¢dopme B
(benepanbHbIl OpraH MCHOIHUTEIBHOM BIIACTH, OCYIIECTBISAIOMUN (PYHKIMU MO KOHTPOIIO M HAA30py B
cepe 3ApaBOOXpPAHEHUS, JOKYMEHT IPOU3BOJUTENS JIEKAPCTBEHHOI'O CPEACTBA, MOITBEPIKIAOILUI
Ka4ecTBO (papMaleBTUUECKO cyOCcTaHIIUU.

3. Tlopsgok mpenctaBieHus B cooTBeTcTBUM ¢ yacTsamu 1, 1.1, 2 u 2.1 nHactosmieil cratbu
JOKYMEHTOB M CBEIEHUH O JIEKAPCTBEHHBIX CpPEJCTBAaX, BBOAMMBIX B TPaKJAHCKHA 0OOpOT,
ycranaBiuBaercs [IpaBurensctBom Poccuiickon @enepauuu.

4. B OTHOLIEHMH TEpBBIX TPEX CEPUM MM MapTUH JIEKAPCTBEHHOI'O IpenapaTa, BIEpPBbIC
npowusBeneHHoro B Poccuiickoit Denepanyun wiu BrepBble BBO3UMOro B Poccuiickyto ®enepanmio (6e3
ydeTa JO03UPOBKHM) B paMKaX OJHOTO PETHCTPAIMOHHOTO YIOCTOBEpEHHs, B (enepalbHbIi OpraH



WCTIOJTHUTEIBHOM BJIACTH, OCYIIECTBISAIOUIMA (YHKIMHM 10 KOHTPOJIIO U Hag3opy B chepe
3paBOOXPAHEHUs, IOIOJHUTEIBHO IIPEACTABISECTCS IMPOTOKOI UCIBITAHUM O COOTBETCTBUM CEPUU HIIU
[IapTUU JIGKapCTBEHHOI'O IIpenapara Uil MEIULUHCKOrO IPUMEHEHMs II0Ka3aTessiM  KadecTBa,
IIPEeIyCMOTPEHHBIM HOPMAaTHBHOHM JTOKyMEHTAIMEH, HIIU TpeOOBaHHUSIM, YCTAaHOBICHHBIM IIPH PETUCTPAIIMU
B COOTBETCTBHH C aKTaMH, COCTaBJIIOIIMME TipaBo Coro3a (ianee - MpOTOKOJ MCIBITAHUH), TPOBOJUMBIX
aKKpEANTOBAHHBIMHU B COOTBETCTBHUHU C 3aKOHOJATENHCTBOM Poccuiickoit @eneparuu 00 akKpenuTauu B
HAIlMOHAJIILHOW  CHCTEME  aKKpeAuTanuuu  QelepalbHbIMH  TOCYJApCTBEHHBIMH  OIOKETHBIMH
YUPEKIACHUAMH, MOJBEZIOMCTBEHHBIMU  (pefiepalbHOMY  OpraHy  HUCIOJHHUTEIBbHOW  BIJIACTH,
OCyIIECTBIAIONIEMY (YHKIMM TO BBIpAaOOTKE M peajM3aludd TOCYJapCTBEHHOW TMOJUTHKH U
HOPMaTHUBHO-TIPABOBOMY PETYJIHMPOBAHUIO B cdepe 37paBOOXpaHEHHUs, U (QeaepalbHOMY OpraHy
UCTIOJHUTEIBHOM BJACTH, OCYLIECTBIAIONIEMY (YHKIMM 1O KOHTPOJIIO M Haa3opy B cdepe
31paBooXpaHeHusd.  JlomyckaeTcs  IpPEACTaBIEHHE  IPOTOKOJA  UCHBITAHWHM,  IMPOBEIEHHBIX  C
UCIIOJIb30BAHMEM  CPEACTB  AMCTAHLMOHHOIO  B3auMoiecucTBhsA. Ilopsmox BblgauM  yKa3aHHBIMU
(benepaabHBIMU TOCYAaPCTBEHHBIMU OIO/PKETHBIMU YUPEKICHUSAMU JAHHOTO IMPOTOKOJIA M pa3Mep IIaThl
3a ero Bblauvy ycranasiuusarorcs IIpasurensctsoM Poccuiickont denepanuu.

4.1. TlpencraBiieHHe MPOTOKOJIA UCTIBITAHUN JIOIYCKACTCS TOIBKO B OTHOIICHUH NEPBON CEpUH HIIH
[IEPBOM MAPTUU JIEKAPCTBEHHOI'O IIperapara, BIEPBbIE NMPOU3BEACHHOrO B Pocculickon denepauuu uinu
BIepBbIe BBO3MMOro B Poccmiickyro ®exnepamuio (3a HCKIIOYEHHUEM JICKAPCTBEHHBIX MPENaparos,
yKa3aHHBIX B yacTsx 4.2 u 4.3 HacTosAIIeH CTaThH), B CIIy4ae MPEAOCTABICHHS CBEIACHUI O JaTe BBIIAYU U
PErMCTPallMOHHOM HOMEpE 3aKIIOYEHUs COOTBETCTBHMS IIPOU3BOACTBA JICKAPCTBEHHBIX CPEICTB
TpeOOBaHUSAM TMpaBUI HaAJeXKallell NPOM3BOJACTBEHHOM MPAKTHKH, BBIAAHHOIO YINOJHOMOYEHHBIM
(denepaabHBIM OpPraHOM HCIIOJIHUTENIBHOW BIIACTH, MM CepTH(UKATa COOTBETCTBUS IPOU3BOCTBA
JIEKapCTBEHHBIX CPEJICTB TPeOOBaHUAM MPAaBUI HAAJIEKAIIEeH MPOU3BOACTBEHHOM NpakTHKU EBpazuiickoro
SKOHOMHUYECKOI'O COK033a, BBIJAHHOIO YIIOJIJHOMOYEHHBIM OpPraHOM IOCyJIapcTBa - wieHa EBpasuiickoro
HKOHOMHUYECKOTO COI033, B OTHOLICHWU MPOU3BOJICTBEHHON IUIOMAAKU (TIPOU3BOJICTBEHHBIX IUIOIIAIOK),
OCYIIECTBIISIOLIEH MPOU3BOICTBO FOTOBOH JIEKapCTBEHHON ()OPMBI U BBIITYCKAIOLINI KOHTPOJIb KauecTBa
JIEKApCTBEHHOI'O IIperapara, IIPpU YCIOBUU OTCYTCTBHMS B TEYEHHME TpPEX JIET, NPEAIIECTBYIOLIUX Jare
BbIIaYM TPOTOKOJA HCIBITAHUM, CIy4aeB BBISBICHUS HECOOTBETCTBUSl YCTAHOBJIEHHBIM TPeOOBaHUAM
KayecTBa JIGKAPCTBEHHBIX CPEACTB, MH(OPMAIUS O KOTOPHIX ONMyOIMKOBaHA Ha cailte (enepaabHOro
OpraHa HCIIOJIHUTEIbHON BJIACTH, OCYIIECTBIIIONIETO (YHKUMH MO KOHTPOIIO M HAA30py B cdepe
3paBOOXPaHEHUs, B OTHOLICHUU BCEX IIPOU3BOACTBEHHBIX IIIOMIANOK, OCYLIECTBISIOIIMUX TPOU3BOACTBO
JIEKapCTBEHHOI'O IIpelapaTa 1 BBIIIYCKaIOUN KOHTPOJIb Ka4eCTBa JIEKAPCTBEHHOI O IIperapara.

4.2. He tpeOyercsi mpeicTaBlieHHE MPOTOKOJIA MCIBITaHUH, yka3aHHOro B 4vactH 4 wm 4.1
HACTOSIILIEH CTaTbd, B OTHOIIEHUH Op(AHHBIX JIEKAPCTBEHHBIX IPENapaToB, BbICOKOTEXHOJIOTMYHBIX
JIEKapCTBEHHBIX IPENapaToB, MOJTYYECHHBIX M3 OHMOJOrMUECKOro MaTephasla ONpPEeNICHHOTO 4YeloBeKa U
IIPEIHA3HAYEHHBIX Ul IPUMEHEHUS ITOMY K€ YETIOBEKY.

4.3. B OTHOIIEHUH OJHOM CEpUU WJIM OJHOM MAapTUU BBICOKOTEXHOJIOTMYHOTO JIEKAPCTBEHHOTO
npernapara (3a HCKIIOYEHHEM BBICOKOTEXHOJOTHYHBIX JIGKAPCTBEHHBIX MPENapaTroB, IMOJYYEHHBIX M3
OMOJIOTHYECKOT0 MaTepHaja ONpPEeeSICHHOIO YeJ0BeKa M MpeAHa3HAYeHHBIX JJI IPUMEHEHUS 3TOMY XKe
YeJIOBEKY), BIIEPBbIE MPOoU3BeIeHHOro B Poccuiickoit denepanuu nim BrepBbie BBO3UMOro B Poccuiickyro
Qenepanyio, MPEACTABIACTCS IPOTOKON HCIBITAHUM, IMPOBEAEHHBIX C HCIOJIB30BAHUEM CPEICTB
JUCTAaHLMOHHOIO B3aUMOJEUCTBUS B TEYCHHME IIEPBBIX TPEX JIET IIOCJIE€ BBOJA TAKOro Iipenapara B
IpakIaHCKHI 000pOT.

5. Exeronno He mo3aHee 1 ampensi MpOM3BOAUTENN JIEKAPCTBEHHBIX CPEACTB MM OpraHU3alluH,
OCYLIECTBIAIOIIME BBO3 JIEKAPCTBEHHBIX IpenapatoB B Poccuiickyro denepauuio, NpeACTABISAIOT B
(benepanbHbIl OpraH MCHOIHUTENIBHOM BIIACTH, OCYIIECTBISAIOMUN (PYHKIMU MO KOHTPOJIIO M HAA30py B
cepe 3ApaBOOXpAHEHHS, MPOTOKOJN HCHBITAHWNA MOCTYNMBIIETO B TEYCHHE MPEIIIECTBYIOLIETO
KaJCHJJApHOI'0 rojia B TPaKIaHCKUH 00OpOT JIEKAPCTBEHHOrO Ipernapara COMIACHO PETrHCTPallMOHHOMY
yIOCTOBEPEHHIO (Ha OJHY CEpHIO TOPrOBOIO HAWMEHOBAHMS C YyYETOM JICKAPCTBEHHOH (OPMBI OIHOMN
JO3UPOBKH), IMPOBOJMMBIX AKKPEIUTOBAHHBIMH B COOTBETCTBHHM C 3aKOHOAATENBCTBOM Poccuiickoi



Oenepanii 00  aKKpeAWTAMM B  HAINMOHAIBHONW CHUCTEME aKKpPEeIUTAIlUM  UCIBITATEIBHBIMU
nabopatopusmu (1ieHTpamu). [IpencTaBieHre MPOTOKOJNIA HCHBITAHUN, MPETyCMOTPEHHOTO HACTOSIICH
9YacThl0, B OTHOIICHWHU JIEKAPCTBEHHBIX IIPEMapaToB, YKa3aHHBIX B 4acTH 4.2 HACTOSIIEW CTaThH,
JIOMYCKaeTCsl OAWH pa3 B TPU roJia MPU yCIOBHH WX BBOJA B TpakaaHckuil 06opoT. [Ipu mpencrasiennn
MPOTOKOJIA UCTIBITAHUH, MPeaycMOTpeHHOr0 yacTsmMu 4 u 4.1 Hacrosmiel craThl, B eiepalibHbIN OpraH
WCTIOJIHUTEIPHON ~ BJIACTH, OCYIISCTBISIIOIIMKA (YHKIIMU 1O KOHTPOJIIO U Ham30py B cdepe
3paBOOXPAHEHHUs], IIPOTOKOJI UCIIBITAHUM, IPEyCMOTPEHHBIN HACTOALIEH YaCThblO, B YKAa3aHHBIM OpraH He
MPEACTABIISIETCS.

5.1. Tlpou3Bonurenu JIEKAPCTBEHHBIX CPEACTB WM OpraHu3allud, OCYILECTBIISIONIME BBO3 B
Poccuiickyro ®Denepanuio BBICOKOTEXHOJOTHUYHBIX JIEKAPCTBEHHBIX IIPENAPATOB, BMECTO IIPOTOKOJIA
UCIBITAHUN, TPEIYCMOTPEHHOTO YacThI0 S5 HACTOSIICH CTaThH, BIpPaBE MPEICTaBUTh B (eAepaibHBIN
OpraH WCIIOJHUTENbHON BIACTH, OCYIICCTBISIONIMN (YHKIMHM IO KOHTPOIIO W HAa30py B cdepe
3IpaBOOXPAHEHMS, CBEICHUS O JaTe€ W PETUCTPALMOHHOM HOMEpPE 3aKIIYEHUS O COOTBETCTBUHU
MPOU3BOJUTENS JICKAPCTBEHHBIX CPEACTB TPeOOBaHHWSAM TPaBWI HAAJEXKAIEeH MPOU3BOACTBEHHOM
MPAKTUKU WIN CepTU(UKATa COOTBETCTBUS MPOU3BOJCTBA JICKAPCTBEHHBIX CPEJCTB TPEOOBAHUSM MPABUIT
HaJUIe)Kallled IPOU3BOJACTBEHHOM INPAKTUKH EBpasuiiCKOro 3>KOHOMHYECKOIO COK03d, BBIIAHHOIO
YIIOJJTHOMOYEHHBIM OpPraHoOM TOCyJapcTBa - wieHa EBpa3uiickoro SKOHOMMYECKOTO COK03a, IS
MPOU3BOJICTBEHHON IIJIOMIAAKK (ITPOU3BOJICTBEHHBIX IUIOMIAI0K), OCYIICCTBIISIONICH MPOU3BOJICTBO
TOTOBOM JICKAPCTBEHHOUN ()OPMBI U BHITTYCKAIOIINUN KOHTPOJIb Ka4eCTBa JICKAPCTBEHHOTO Mpemnapara.

6. IlpowsBoauTenW JIEKAPCTBEHHBIX CPEACTB WM OPTaHM3AIUH, OCYIIECTBISIONINE BBO3
JIEKapCTBEHHBIX IpernaparoB B Poccuiickyro Penepanuro, HE MEHEE YEM 3a OAUH TOJ 10 IUIAHUPYEMBIX
MPUOCTAHOBJICHUSI WJIM TPEKpPAIEHUs MPOU3BOACTBA JIEKAPCTBEHHBIX IpENapaToB WM HMX BBO3a B
Poccuiickyro ®Denepaiiiio yBEIOMIISIIOT 00 O5TOM B DJIEKTPOHHOW Qopme QenepanbHblii  OpraH
UCTIOJIHUTENIPHON  BIIACTH, OCYIISCTBISIONMMK (YHKIIMU 1O KOHTPOJI U Haa3opy B cdepe
3paBoOOXpaHeHUs] U (eAepalbHBI OpraH HCIOJHUTEIBHON BIACTH, OCYIIECTBISIOMNN (QYHKIHU TIO
JIMLIEH3UPOBAHUIO IIPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB.

7. BBoa B rpakIaHCKUN OOOPOT KaKIOW CEpUU WIHM KaXIO0H MapTUU UMMYHOOHOJOTHYECKOTO
JIEKapCTBEHHOIO IIperapara, npous3BeIeHHoro B Poccuiickoin denepanuu Wik BBO3UMOTO B POCCUICKYTIO
@denepannio, OCYIIECTBISETCS HAa OCHOBAaHMHM pa3pelieHHs, BBIIAHHOTO (enepaabHbIM OpPraHoM
WCTIOJIHUTENIPHON  BIIACTH, OCYIIECTBISAIOMIMM (YHKIMH IO KOHTPOII U Ham3opy B cdepe
3[paBOOXpPAHEHMSI, HAa OCHOBAHWU BBIAAHHOTO (eAepallbHBIMU TOCYJapPCTBEHHBIMH OOJKETHBIMU
VUPEXKICHUSIMHU, YKa3aHHBIMH B 4YacTU 4 HACTOSIICH CTAaThbH, 3aKIIOYEHUS O COOTBETCTBUU CEPHUH WU
NapTUd UMMYHOOHMOJIOTHYECKOTO JIEKAPCTBEHHOTO Tpernapara TpeOOBaHHSAM, YCTAaHOBIECHHBIM IPH €ro
rocyapCcTBeHHON peructpanuu. [Topsaok BbIAauu paspelieHrs Ha BBOJ B TPXKIAHCKUN 00OpOT cepuu
WM TApTUA UIMMYHOOHOJIOTMYECKOTO JIEKAPCTBEHHOT'O Mpemnapara, a TakkKe MOPSA0K BbIIaYu YKa3aHHOTO
3aKIIOYEHUs] M pa3Mep IUIaThl 3a €ro Bblgady ycTtaHaBiauBawoTcs IlpaButensctBoM Poccuiickoit
denepauuu.

7.1. ®opma U MOPAIOK MPOBEJCHUS UCTBITAHUHN, yKa3aHHBIX B yacTsax 4, 4.1, 4.3 u 5 Hacrosei
CTaThbU, B TOM YHUCJE C MCHOJb30BAaHUEM CPEACTB JAUCTAHLIMOHHOIO B3aMMOJEHCTBUSI, YCTAaHABIMBAIOTCS
IIpaBuTenscTBOoM Poccuiickon Penepauuu.

8. 3a HempencTaBleHHWE WM HECBOEBPEMEHHOE IMPEACTaBICHHE JOKYMEHTOB M CBEACHHI,
npexycMoTpeHHbix uwactamu 1, 2, 4, 4.1, 43, 5 51 u 6 Hacrosmiel cTaThbd, MPOU3BOJUTEIU
JIEKAPCTBEHHBIX CPEJICTB M OpraHU3alliM, OCYUIECTBISIOIIME BBO3 JIEKAPCTBEHHBIX IPENApPATOB B
Poccuiickyro @enepanuio, HECYT OTBETCTBEHHOCTh B COOTBETCTBHHM C 3aKOHOAATENBLCTBOM Poccuiickon
denepauuu.

9. IlpeacraBneHne AOKYMEHTOB M CBEICHHUH, MPEIyCMOTPEHHBIX dacTsaMu 1, 2 u 4 Hactosuieit
CTaThbW, M TOJY4YEHUE TMPETYCMOTPEHHOTO 4YAaCThIO 7 HACTOAIIEH CTaThbU pa3pelieHdss Ha BBOJ
MMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO Tpenapara B TpakJaHCKU 00OpoT He TpeOyroTcs B
OTHOILLIEHUHM JIEKAPCTBEHHBIX I[penapaToB, MPEAHA3HAYEHHBIX Uil MPOBEACHUS  KIMHUYECKUX
MCCJIEIOBAHUI JIEKAPCTBEHHBIX IPENapaToB, MPOBEACHUS SKCHEPTHU3bl JIEKAPCTBEHHBIX CPEACTB IS



OCYILIECTBJIEHUS] TOCYJAapCTBEHHON PErMCTpallMy JIEKAPCTBEHHBIX IPENaparoB, a TAKKE B OTHOLICHUH
HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENapaToB, NPEJHA3HAYEHHBIX JUIsI OKa3aHWsS MEIULUHCKOU
IIOMOIIY M0 >KM3HEHHBIM IOKa3aHUSM KOHKPETHOTO MAallMeHTa WIM TIPyNIbl NAlUEHTOB, BBO3UMBIX B
Poccuiickyro @enepanuio B cooTBeTCTBUU ¢ yacTasmu 3 U 3.1 crateu 47 nHacrosmero denepanbHOTO
3aKOHa.

10. Ilpu BBISBICHHUU B IPa)kJaHCKOM O00OpOTE CEpUU WIM MApTUHU JIEKAPCTBEHHOIO Iperapara,
JOKYMEHTBI U CBEJIEHHS O KOTOPBIX, MpeaycMoTpeHHble yactsmu 1, 2, 4, 4.1, 4.3, 5 u 5.1 Hacrosmen
CTaThH, HE MPEJCTaBJICHbI B (hefepabHBI OpTraH UCIIOJHUTEIBHON BJIACTH, OCYIECTBISIONIMNA (QYHKIUN
[0 KOHTPOJIIO U HAa30py B cdepe 3ApaBOOXpPaHEHHUs, MO0 CepUU WM MAPTUH UMMYHOOHMOJIOTHYECKOTO
JICKApCTBEHHOTO Ipernapara, HE MMEIOUIMX pa3pelleHuss Ha BBOJ B TpaXIaHCKUHA 000poT,
NPEIYCMOTPEHHOIO YacThio 7 HACTOALICH cTaTbu, (eAepalabHbIi OpraH HCIOJHUTEIBHON BIIACTH,
OCYIIECTBIIIONIMI (YHKIIMA TI0 KOHTPOJIFO M Haa3opy B cdepe 3ApaBOOXpaHEHUs, B MOPSJIKE,
ycraHoBiaeHHOM lIpaButensctBom Poccuiickorn denepanuu, NIPUHUMAET PELICHUE O IPEKpaliCHUU
IPaXXJJaHCKOT'0 000pOTa TAaKUX CEPHU WIIM MAPTUH JI0 MPEJICTABICHUS YKa3aHHBIX JOKYMEHTOB M CBEACHUMN
7100 MOJTyYeHHsI YKa3aHHOTO pa3perieHHs.

Crarbsa 52.2. BBox B rpaxaaHcKkuil 000pOT JIEKapCTBEHHBIX IPENaparoB Ul BETEPHUHAPHOTO
IPUMEHEHHS

1. Tlepen BBOIOM B TpaXIAHCKH OOOPOT KaXIOW cepuu NpousBeneHHOro B Poccuiickoit
denepany  JEKapCTBEHHOI'O Mpemapara s BETEPHUHAPHOTO IMPUMEHEHHs, 3a HCKIIOYCHHEM
MMMYHOOHOJIOTHUECKOTO JIEKAPCTBEHHOr0 Tpernapara Jjs BEeTEpUHAPHOTO NMPUMEHEHUs, MPOU3BOIUTENh
TAKOro JIEKAPCTBEHHOI'O MpernapaTta MpeiCTaBiseT B YBEJOMUTEIBHOM MOpsAKe B (enepaibHblil opraH
UCIIOJIHUTEIBHON BIIACTH, OCYHIECTBISIONMH (PYHKIMU MO KOHTposo (Hag3opy) B cdepe oOpamieHus
JIEKapCTBEHHBIX CPEACTB Il BETEPUHAPHOI'O IPUMEHEHUS:

1) TOKyMEHT POU3BOAUTES JISKAPCTBEHHBIX CPEICTB, MOATBEPK QIO COOTBETCTBHE Ka4eCTBa
JIEKapCTBEHHOTO TMpenapaTa A BETEPHUHAPHOTO NPUMEHEHHs, BBOJAMMOIO B TPaXJAaHCKUH 00OpOT,
TpeOOBaHUSAM, YCTAHOBJIIEHHBIM IPU €T'0 FOCYJapCTBEHHON PEruCTpaIii;

2) TOATBEP)KICHUE YIOJHOMOYEHHOTO JIMIA TPOU3BOJAUTENS JIEKApPCTBEHHBIX CPEJICTB
COOTBETCTBUSl  JIGKAPCTBEHHOTO Ipemapara JUlsi  BETEPUHAPHOTO  MPUMEHEHHs  TpeOOBaHMSM,
YCTaQHOBJICHHBIM IIPH €r0 TOCYJapCTBEHHOMN perucTpaluu.

2. Ilepen BBOIOM B TpaXTaHCKUH OOOPOT KaKAOW CEepUM BBO3MMOTrO (IEpeMeIaeMoro) B
Poccuiickyro @enepannio JeKapCTBEHHOTO IpenapaTa Jyis BeTepUHApHOTO MPUMEHEHHs], 32 HCKIIOUeHUEM
MMMYHOOHOJIOTHUECKOT0 JICKApCTBEHHOIO IMpernapara il BETepUHAPHOTO NPUMEHEHHs, OpraHU3alus,
OCYIIECTBIISIIOIIAsE BBO3 (MEepeMeleHne) JIeKapCTBEHHOT O MpernapaTa Uil BeTepHHAPHOTO NMPUMEHEHUS B
Poccuiickyio ®enepauuio, MNpencTaBAseT B YBEJOMUTEIBHOM TMOpsAAKe B (eAepalabHbI  Oprax
UCIIOJIHUTEIBHON BIIACTH, OCYLIECTBISIONMH (PYHKIMU MO KOHTpoo (Hag3opy) B cdepe oOpamieHus
JIEKapCTBEHHBIX CPEACTB Il BETEPUHAPHOI'O IPUMEHEHUS:

1) TOKyMEHT IPOU3BOAUTES JICKAPCTBEHHBIX CPEICTB, MOATBEPKIAIOIIMI COOTBETCTBHE Ka4eCTBa
JIEKapCTBEHHOT0 IpenapaTa Ajs BETEPHUHAPHOTO NPUMEHEHHs, BBOJAUMOIO B TIPaXJAAHCKUH 0OOpOT,
TpeOOBaHUSAM, YCTAHOBJIEHHBIM IIPU €T'0 FOCYJapCTBEHHON PErucTpalii;

2) TOATBEP)KACHHUE JIMIA, YHOJIHOMOYEHHOTO JIep)KaTelieM WM BIaJENbIEM PErHCTPAMOHHOTO
yJIOCTOBEPEHMsI  JICKAPCTBEHHOI'O Ipemapara Uil BETEPUHAPHOIO IPUMEHEHHUs, COOTBETCTBUSA
JICKapCTBEHHOT'O Mperapara i BEeTePUHAPHOTO NMPUMEHEHUs TPeOOBAaHUSAM, YCTAaHOBJIEHHBIM IIPH €ro
rOCYJJapCTBEHHOM pErucTparuH.

3. BBoxg B rpaxaaHckuii obopor BBo3uMmoro (mepememnraemoro) B Poccuiickyro ®expeparuro
JIEKapCTBEHHOT'0 IpernapaTa JUlsi BETEPUHAPHOT O MPUMEHEHHS OCYIECTBISAETCS IPU HATUYMH 3aKITI0UCHUS
O COOTBETCTBUU HPOM3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBAaHUAM MpaBWJ HaJyIexariei
IIPOM3BO/ICTBEHHOHN MPAaKTHKH, BBIIAHHOTO YIOJHOMOYEHHBIM (e/lepalbHbIM OPraHOM HCIOJIHUTEIBHOM
BJIACTHU JUIsl IPOU3BOJICTBEHHOM IUIOLIA/IKK JIEKAPCTBEHHOTO Mpenapara Jijisi BETepUHAPHOTO IPUMEHEHUS,
BBOJMMOTO B I'Pa)/IaHCKHI 000pOT.



4. Jluno, YNOJHOMOYEHHOE [Ep/KaTeleM WINM BIAAEIbLEM PETUCTPALMOHHOIO YJIOCTOBEPEHMUS
JICKApCTBEHHOTO TpenapaTa Ul BETEPUHAPHOTO MPUMEHEHUs, JOJDKHO OBITh aTTeCTOBAHO B
YCTaHOBJICHHOM YIOJHOMOYEHHBIM (heZiepabHbIM OPraHOM HCIIOJHUTEIBHON BIIACTHU TOPSJIKE U UMETh
cTak pabOTBl HE MEHee 4YeM IISITh JIeT B O00JacTH MPOM3BOACTBA W (WJIM) KOHTPOJSI KadyecTBa
JIEKapCTBEHHBIX CPEJCTB JUO0 B 00JIACTH MOHUTOPUHTA 3()(HEKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHBIX
[IpenapaToB Ul BETEPUHAPHOI'O IPUMEHEHHUs, IPOBOJMMOIrO JEpXKAaTeleM WM  BIAJCIbLEM
PETUCTPAIIIOHHOTO YJIOCTOBEPEHHS JIEKAPCTBEHHOr'O Iperapara s BEeTEPUHAPHOTO NMPUMEHEHHs JH00
YIOJHOMOYEHHbIM HMMH IOPUIMYECKHM JIMLOM, BbICIIEEe OOpa30BaHUME COOTBETCTBEHHO IO OJHOU W3
crenuanbHocTell W (WIM) OJHOMY U3 HAalpaBJICHHH ITOATOTOBKU: OHWOJOrHs, OWOTEXHOJIOTHS,
BETEPUHApHUS, BETEPUHAPHO-CAaHWUTApHAas HJKCIEpPTH3a, KJIMHHUYECKAs MEIUIMHA, paJuallMOHHasd,
XUMHUYecKas u Ouojormueckas 3ammra, ¢apManus, QyHAaMeHTadbHas MEIUIMHA, XUMUYecKas
TEXHOJIOTHUSl, XUMHUSL.

5. Iopsnok mpencTaBieHUs] B COOTBETCTBUM C YacTAMU 1 M 2 HAcTOsIIEH CTaTbu JOKYMEHTOB U
CBEJICHUH O JIEKAPCTBEHHBIX IIpenaparax A BETEPUHAPHOIO NPHUMEHEHUs, BBOAUMBIX B I'DaXKJaHCKHUU
oboport, ycranaBnuBaercs [IpaBurensctBom Poccuiickoit eneparuu.

6. B oOTHOmEeHMM TepBBIX JBYX CEpHi JIEKApCTBEHHOIO IpenapaTta s BETEPHUHAPHOTO
IIPUMEHEHHUs], BIIEpBbIE MpPOU3BEACHHOr0 B Poccuiickoii Penepauvu WIM  BIEPBbIE BBO3UMOIO
(mepememaemoro) B Poccuiickyto ®enepamyio, B (enepanbHbIi OpraH HCIOJTHUTEIBLHON BIIACTH,
OCYIIECTBIISIIOMINN (YHKIMU IO KOHTpOJO (Ham3opy) B cdepe oOpalieHus JTeKapCTBEHHBIX CPEICTB IS
BETEpUHAPHOTO MPUMEHEHHUs, HAapAay C JOKYMEHTaMH, NMpPeIyCMOTPEHHBIMU yYacTsMu 1 u 2 HacTosmien
CTaTbH, MPEACTABIAIOTCS IPOTOKOJIBI UCIIBITAHUNA O COOTBETCTBUU 3TUX CEPHI JIEKAPCTBEHHOI'O MIpenapaTa
JUIsl BETEPUHAPHOI'O IPUMEHEHMS I10KA3aTENsIM KaueCTBa, IPELYCMOTPEHHBIM HOPMATUBHBIM JOKYMEHTOM
(manee - MPOTOKOJI UCTIBITAHUIT), TPOBOIUMBIX aKKPEIUTOBAHHBIMH B COOTBETCTBHH C 3aKOHOAATEIILCTBOM
Poccuiickoit @eneparun 00 akKpeIUTAalMU B HAMOHAJIBHON CHUCTEME aKKpeAWTAIMH UCTBITATEeIbHBIMU
naboparopusMu (LEHTPaMH).

7. ExxeronHo He moznaHee 1 ¢eBpaiiss NpOU3BOIUTENH JICKAPCTBEHHBIX CPEJCTB WM OpraHU3aINH,
OCYIIECTBIISIONINE BBO3 (IIEpEeMENICHNUE) JIEKAPCTBEHHBIX MPENapaToB il BETEPUHAPHOTO NPUMEHEHUS B
Poccuiickyto @enepanuio, TMpeaCTaBIsAOT B  (eAepajbHbIA  OpraH HCIOJHUTEIBHOW  BIIACTH,
OCYLIECTBIISIIOIINN (YHKIMU TI0 KOHTPOJO (Ham3opy) B cepe oOpalleHus JTeKapCTBEHHBIX CPEICTB IS
BETEPUHAPHOTO IPUMEHEHUs, IMPOTOKOJ HCIBITAHWM MOCTYNMBILIErO B TEUEHHE IOJa B TI'PAKIAHCKUUI
000pOT JICKapCTBEHHOT'O Mpenapara Ui BEeTCPUHAPHOTO NMPUMEHEHUS! KOHKPETHOTO MPOU3BOAMTENS (Ha
OJIHY CEpHUIO KaX/I0r0 TOPrOBOr0 HAMMEHOBAHUS C YUETOM JIEKAPCTBEHHOM (POPMBI, a /17151 IEKapCTBEHHOTO
npenapara Juis BEeTepUHAPHOTO IPUMEHEHHS, HE SBJISIOUIET0CS UMMYHOOHOIOTMYECKHM, TAK)KE C Y4ETOM
JO3UPOBKH), IMPOBOJMMBIX aKKPEIUTOBAHHBIMH B COOTBETCTBHHM C 33aKOHOJAATEILCTBOM Poccuiickoit
Qenepanu 00 aKKpeAUTAllMM B HAIMOHAIBHOW CHUCTEME AaKKPEIUTALMU  MCIBITATeIbHBIMU
1abopaTopusMu (LEHTPaMHu).

8. BBox B rpaxaaHckuii 000pOT HMMMYHOOHOJOIMYECKOI'O JIEKAPCTBEHHOTO NpenapaTta [uis
BETEPUHAPHOTO IPUMEHEHHUs, IpousBeneHHoro B Poccuiickoit ®enepauuu WM BBO3UMOIO
(mepememnraemoro) B Poccuiickyro denepanuio, ocyniecTBIsICTCS HA OCHOBAaHUU pa3pelleHHs, BbIIAHHOTO
(enepaqbHBIM OPraHOM UCTIOJIHUTEIBHOW BIIACTH, OCYIIECTBIISIOINM (YHKIIMU 110 KOHTPOJIIO (Ha130py) B
cdepe oOpaleHus JIEKApCTBEHHBIX CPEJICTB ISl BETEPUHAPHOTO MPUMEHEHMs. YKa3aHHOE paspelieHHe
BBIZIAETCA HA OCHOBAHMU IPOTOKOJIA HUCIBITAHUH, MPOBOJUMBIX aKKPEAUTOBAHHBIMM B COOTBETCTBUU C
3akoHoJaTenbcTBOM Poccuiickoit denepannn 06 akKpeaUTAIMM B HAIMOHAIBHOM CUCTEME aKKpeIUTalluu
OpraHu3alusAMM,  TMOABEJOMCTBEHHBIMH  (eiepalbHOMY  OpraHy  HCIOJHMUTEJIBHOM  BIIACTH,
OCYILECTBIISAIONIEMY (YHKIIMU IO BbIPAOOTKE TOCYJAPCTBEHHOW IOJUTHUKUA M HOPMATHBHO-IPAaBOBOMY
peryiaupoBaHHi0O B cdepe arpornpoOMBIIUIEHHOIO KOMIUIEKCA, BKJIOYas oOOpallleHHe JIeKapCTBEHHBIX
CPEICTB JUIsl BETEPUHAPHOTO NPUMEHEHHUs, Wi (eAepaJbHOMYy OpraHy MHCHOJHUTENbHON BIIACTH,
OCyIIECTBIIAIONIEMY (QYHKIMHU 110 KOHTpoJro (Haa3opy) B cdepe oOpaleHus JeKapCTBEHHBIX CPEACTB IS
BETEPHHAPHOT'O0 NPUMEHEHHs, a TaK)Ke JIOKYMEHTOB W CBEICHUH, NMPEIyCMOTPEHHBIX 4YacTbio 1 (mms
npernaparoB, Mpou3BeleHHBIX B Poccuiickoit denepanun) mim vacTeio 2 (Ui mpemaparoB, BBO3HMMBIX



(mepemeniaembix) B Poccuiickyro desepalinio) HaCTOSIIEH CTAThH.

9. Cpox BblIaYM pa3pelICHUs, YKa3aHHOTO B YacTH 8 HACTOSIEH CTaTbM, COCTaBISIET ISTh
pabouux nHEH cO JHA MPEACTaBICHUS MPOU3BOAUTENEM JICKAPCTBEHHBIX CPEACTB MM OpraHu3aluei,
OCYIIECTBIISIIONICH BBO3 (IEpeMEIICHUE) JIEKapCTBEHHOTO Mpenapara il BETEpUHAPHOTO MPUMEHEHUS B
Poccuiickyro @enepanuio, B herepaabHblii OpraH UCHOTHUTEIBHOM BIACTH, OCYIIECTBIIONNN (QyHKINN
1o KOHTpoJro (Haa3opy) B cdhepe oOpalieHus JeKapCTBEHHBIX CPEICTB Ui BETEPUHAPHOTO MPUMEHEHH,
JOKYMEHTOB, ITPEyCMOTPEHHBIX YaCThIO 8 HACTOSIIEH CTAaThH.

10. Pa3permienne, ykazaHHOE B YacTH 8 HACTOSIICW CTaThH, BBIIACTCS B OTHOIICHUM KaXKIOW U3
NEepBbIX JIByX CepUil HMMMYHOOMOJIOTMYECKOTO JIEKApCTBEHHOro Tpenapara s BETEpUHAPHOIO
IPUMEHEHHUS, BIEpBbIe Ipou3BeeHHOro B Poccuiickonn ®denepauuyu WM BIEPBbIE  BBO3MMOIO
(mepememnraemoro) B Poccuiickyto @enepanuto. Takoe pasperieHre BbAACTCsS HA BECh CPOK OOpalIeHUs
CepUM HMMMYHOOHOJIOTMYECKOTO JIEKApCTBEHHOIO TMpemapara Julsi BETEPUHAPHOTO IPUMEHEHUs, B
OTHOLIEHUU KOTOPOX OHO BBIJAHO. B OTHOLIEHNH ITOCIEAYIOUX CEPUM OJHOTO TOPrOBOIO HAUMEHOBAHUS
MMMYHOOHOJIOTHUECKOTO JIEKAPCTBEHHOT'0 MpernapaTa i BETEPHHAPHOIO PUMEHEHUs, TPOU3BEIACHHOTO
B Poccuiickoii ®enepanmn mim BBo3uMoro (mepememiaemoro) B Poccuiickyro ®Penepanuio, Takoe
paspelieHue BBbIIAeTCd CPOKOM Ha Tpu roja. Ilopsmok BblgauuM paspellieHMs Ha BBOJ B I'PaKIAHCKUI
000pPOT UIMMYHOOHOJIOTHYECKOT'0 JIEKAPCTBEHHOT'O Mpenapara AJisi BETEPUHAPHOTO NIPUMEHEHHs, OPSI0K
BbIJIaYM TPOTOKOJA MWCIBITAaHUM, YyKa3aHHBIX B YacTW 8 HACTOSIIEH CTaThd, a TaKXKe METOJIuKa
ONpENEICHUsT pPa3MEepoB IUIAThl 3a BbIJAYy YKA3aHHOTO IIPOTOKOJA WCIBITAHUM YCTaHABIUBACTCS
[IpaBuTenscTBOoM Poccuiickon Penepanuu.

11. HWmmyHOOMOJOrMYECKHE JICKApCTBEHHBIE IIpenaparbl [Uis BETEPUHAPHOIO NPUMEHEHHS,
BBEJICHHbIE B IPAXAAHCKUH 000OPOT B COOTBETCTBUM C YAaCThIO 8 HACTOALIECH CTAaThH, MOUIEKAT XPAHEHHUIO,
[IEPEBO3KE, OTIIYCKY, pealln3aluy, repeaade, IPUMEHEHUIO 0 UCTEYEHUs CPOKa UX TOJHOCTH.

12. 3a HenpexacTaBieHHWE WM HECBOEBPEMEHHOE NPEACTaBICHHE JOKYMEHTOB M CBEJCHMH,
NPeIyCMOTPEHHBIX YacTsMu 1 - 3, 6 u 7 HacTosmeil cTaThy, TPOU3BOIUTENH JIEKAPCTBEHHBIX CPEICTB U
OpraHHM3alyy, OCYIIECTBISIONINE BBO3 (MepeMeIleHne) JIeKapCTBEHHBIX MPEenapaToB JAJs BETEPUHAPHOTO
npuMeHeHus B Pocculickyro denepanuio, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU € 3aKOHOJATEIbCTBOM
Poccutickon denepanuu.

13. IlpencraBieHue TOKyMEHTOB M CBECHUH, IPEAYCMOTPEHHBIX YacTsaMu 1 - 3, 6 u 7 HacTosmIeH
CTaThbd, W TMOJYyYCHHE pa3pellieHHs, YKa3aHHOIO B 4YacTH 8 HacToslled CcTaTbu, HE TpeOyloTcs B
OTHOILLIEHUM JIEKAPCTBEHHBIX IIPENapaToB Il BETEPUHAPHOIO INPUMEHEHMs, INPEJHA3HAYEHHBIX IS
BbIBO3a H3 Poccuiickoir ®Penepauuu, NpPOBEAEHUSA NOKIMHUYECKMX HCCICAOBAHUMN JIEKAPCTBEHHBIX
CPEICTB, KIMHUYECKUX HMCCIICJOBAHUN JICKAPCTBEHHBIX IPENAPATOB U1 BETCPUHAPHOIO INPUMEHEHUS U
BBO3a JUIA LIeJIel, yKa3aHHBIX B MyHKTE 5 yactu 1 crathu S50 Hactosmero denepaabHOro 3aKOHA, a TAKKE
00pa3loB JIEKAPCTBEHHBIX MpPENapaToB Uil BETEPUHAPHOTO TPHUMEHEHMs, IpeIHa3HAuYeHHBIX IS
IIPOBEACHUS OKCIIEPTU3bl JIEKAPCTBEHHBIX CPEACTB B LEIAX OCYLIECTBIEHUS TOCYJapCTBEHHOU
PErucTpaLyy JIEKApCTBEHHBIX MPENAapaToB Uil BETEPUHAPHOIO IIPUMEHEHUS UM BHECEHUs U3MCHEHUH B
PErCTPAaLlMOHHOE 0ChE HA JIEKAPCTBEHHBIN IIpenapar sk BETEPUHAPHOIO IIPUMEHEHHS.

Crarba 53. Ilponaxa, mepenada JIEKapCTBEHHBIX CPEACTB OPraHU3AIMsIMM ONTOBOH TOPIOBIU
JIEKapCTBEHHBIMU CPEICTBAMU

1. Opranu3anuu onToBON TOPTOBIHU JICKAPCTBEHHBIMH CPEAICTBAMH MOT'YT OCYLIECTBIISATh MPOJAKY
JIEKapCTBEHHBIX CPEJCTB WIM IepefaBaTb UX B YCTaHOBJIEHHOM 3aKOHOAATEIbCTBOM Poccuiickoi
denepanun nopsiake (3a HCKIIOYCHHEM (apMaleBTUYECKOW CyOCTaHIIMM CIMPTa 3THUIIOBOTO (3TaHONA) C
y4eToM TpeOOoBaHM YacTu 3 HACTOSIEH CTaTbU:

1) npyrum opraHu3anusiM ONTOBOI TOPTOBIH JEKAPCTBEHHBIMU CPEJICTBAMU,

2) IPOU3BOJUTEIISAM JISKAPCTBEHHBIX CPEJICTB JUIA 1ieJIel IIPOU3BOJICTBA JIEKAPCTBEHHBIX CPE/CTB;

3) anTeyHbIM OpraHU3alUsIM U BETEpUHAPHBIM alITEYHBIM OPraHU3aLUsM;

4) Hay4YHBIM OpraHU3aIMsAM JUIs HAyYHO-HCCIIEA0BATENbCKOH PaboTHI,

5) WHIUBHMIYaIBHBIM TPEANPUHUMATETSM, HMMEIOIIMM JIMICH3UI0 Ha (papManeBTHYECKYIO



NESITENbHOCTD UJIU JINLEH3UIO HA MEAUIIMHCKYIO IEATENBHOCTD,

6) MEIMIMHCKAM OpraHu3alysM, B TOM YHCIIE CO3JaHHBIM U 3apErHCTPUPOBAHHBIM B
COOTBETCTBUH C 3aKOHOJATEIBLCTBOM MHOCTPAHHOI'O TOCyapcTBa - wieHa OpraHusanuy SKOHOMUYECKOTO
COTPYJIHMYECTBA W  pa3BUTUd  HMHOCTPAaHHBIM  IOPUAMYECKMM  JUIAM,  HHIUBUAYaJIbHBIM
IIPEAIPUHUMATENAM, SBISIONIMMCS YYaCTHUKaMH MPOEKTa B COOTBETCTBUU ¢ DenepalbHbIM 3aKOHOM OT
29 utons 2015 roxa N 160-@3 "O mexayHapoIHOM MEIMIIMHCKOM KJIacTepe M BHECEHUH M3MEHEHUH B
OTIEJIbHBIE 3aKOHOATENbHbIE aKThl Poccuiickoit Denepanun’’, 1 BETEpUHAPHBIM OpPraHU3aLUsAM;

7) opraHu3alMsM M HHAMBHUIAYAJIBHBIM MNPEANPUHUMATEISM, OCYLICCTBISIONINM pa3BelCHNUE,
BBIPAIIMBAHUE U COACPIKAHNE )KUBOTHBIX (32 HCKIFOUCHUEM MPOIAXH UM (papMaleBTUIECKUX CyOCTaHIIUI
WK UX TIEpeayn).

2. OpraHuzalli ONTOBOM TOProBIW JEKAPCTBEHHBIMHU CPEACTBAMH HE BIPAaBE OCYIIECTBIATH
nponaxy (mepemady B YCTQHOBJICHHOM 3aKOHOJATENbCTBOM Poccuiickoit ®denepauuu  mopsake)
(apmaneBTHYECKO# CyOCTaHIIMU CIIUPTa STHIOBOrO (3TaHOIIA).

3. OpraHusaiyu ONTOBOW TOPTOBJIH JIEKAPCTBEHHBIMU CPEACTBAMU MOTYT OCYIIECTBIIATH MPOAAXKY
(mepenavy B YCTAaHOBJICHHOM 3aKOHOJATEIbCTBOM Poccuiickoit denmepaiiuu mopsjake) JICKapCTBEHHOTO
npenapara JUisi MEJULMHCKOIO IPUMEHEHUS C MEXIyHapOoAHbIM HENATEHTOBAaHHBIM HAMMEHOBAaHUEM
"Oranon"":

1) ropuUIMUYECKUM JIMI[AM, WMCIOIIUM JIMIEH3UI0 Ha (DapMalleBTHYECKYIO JCATCILHOCTh B cdepe
oOpallleHus JIEKAPCTBEHHBIX CPEICTB ISl METUIIMHCKOTO MPUMEHEHUS,

2) WHIUBHIYAIBHBIM TPEANPUHUMATENSAM, WMCIOIMIMM JIMICH3UI0 Ha (PapMaleBTUYECKYIO
JeATeNbHOCTD B c(hepe 0OpallleHus JIEKAPCTBEHHBIX CPEJCTB Il MEAULIMHCKOTO MPUMEHEHHUS;

3) MHAMBUAYATBHBIM MTPEIIPHHAMATENSM, HMEIOLIIM JIMICH3HIO Ha METUIIMHCKYIO AESTebHOCTD;

4) 1opuANYECKUM JIUIIaM, UMEIOLIHM JIMIICH3HIO Ha MEUIIMHCKYIO IS TeIbHOCTS,

5) MHOCTPaHHBIM FOPUIMYECKUM JIMIIAM U WHAWBUAYaJIbHBIM MPEIIPUHUMATEINSM, CO3JIaHHBIM U
3apETMCTPUPOBAHHBIM B COOTBETCTBUU C 3aKOHOAATEIBCTBOM MHOCTPAHHOIO TOCYAapcTBa - 4JIEHA
Opranuzanum 5KOHOMHMYECKOTO COTPYIHMUYECTBA WU Pa3BUTHUS, SBIAIOLIMMCS yYaCTHUKAMU IIPOEKTa B
coorBercTBUU ¢ DenepanbHbiM 3akoHOM 0T 29 mioHs 2015 roma N 160-®3 "O mexayHapoIHOM
MEAMIIMHCKOM KJIaCTepE M BHECEHUU M3MEHEHHH B OTHENbHBIE 3aKOHOAATENbHBIE aKThl Poccuiickoit
denepanun’

6) uchbITaTeNbHBIM JabopaTopusiM (LEHTpaM), MPOBOMSIIAM HCIBITAHUS B OOJIACTH KOHTPOJIS
KauecTBa JIEKAPCTBEHHBIX CPEJCTB, AKKPEAUTOBAHHBIM B COOTBETCTBUU C 3aKOHOAATEILCTBOM Poccuiickoit
®eneparun 06 akKpeAUTAIMM B HAIIMOHAJIBHON CHCTEME aKKpEeAUTALHH.

Crartbs 54. [IpaBuia onToBON TOProBIIH JIEKAPCTBEHHBIMH CPEICTBAMU

1. OnToBas TOProBist JIEKAPCTBEHHBIMU CPEICTBAMU OCYIIECTBISIETCS IPOM3BOAUTEISAMU
JIEKapCTBEHHBIX CPEJICTB U OpraHu3allisMU ONTOBOM TOPIOBIM JIEKAPCTBEHHBIMU CPENCTBAMHU I10
IpaBUIaM HaJUIeXkaled AUCTPUOBIOTOPCKON TMPaKTUKH, YTBEPXKAECHHBIM EBpa3uiickoil SKOHOMHUYECKON
KOMHUCCHEH, M IpaBUjaM XpaHEHUS JIEKapCTBEHHBIX CPEACTB, YTBEPKICHHBIM YIIOJHOMOYEHHBIM
(benepa’abHBIM OPraHOM UCIIOJHUTEILHON BIACTH.

2. Opranuszaiys ONTOBOH TOProBiIM JIEKAPCTBEHHBIMU CpEACTBAMHM 00s3aHa COOMIOJATh
npeJeNbHble CPOKU OTIPY3KH 3aTpeOOBaHHBIX aNTEYHON OpraHu3aliell JeKapCTBEHHBIX IpenapaToB Ui
MEAMLIMHCKOT0 PUMEHEHHS U HE BIIPAaBE OTKA3bIBaTh allTEUHONW OpraHU3aliy, C KOTOPOH y Hee 3aK/II0UeH
COOTBETCTBYIOIIUN JOTOBOP O MOCTaBKAX JIEKAPCTBEHHBIX IIPENAPATOB JJIsl MEAULIUMHCKOIO IPUMEHEHNS, B
IIOCTaBKE JICKAPCTBEHHBIX IPENapaToB A MEAUIMHCKOIO MPUMEHEHMs MPH HAIMYUHU 3aTpeOOBAaHHBIX
JIEKapCTBEHHBIX INPENapaTroB [Ulsi MEIULIUHCKOTO IPHUMEHEHUs y OpraHMU3allMd ONTOBOM TOPIOBIU
JIeKapCTBEHHbIMH cpencTBaMu. [IpenenbHble CPOKH OTIpy3KH 3aTpeOOBaHHBIX ANTEUHOW OpraHu3anue
JIEKapCTBEHHBIX IPENApaTOB JUIsl MEAULMHCKOIO INPUMEHEHMs B 3aBUCHMOCTH OT PAacIOJIOXKEHHs MecTa
OTIPY3KM  JIEKAPCTBEHHBIX IpEnapaTroB Uil  MEIULUHCKOTO IMPUMEHEHHUS  YCTaHaBJIMBAIOTCS
YIOJIHOMOYEHHBIM (heiepaIbHBIM OPraHOM HCTIOJIHUTEIbHOMN BIIACTH.

Crartbs 55. [lops 10k pO3HUUHON TOProBIIH JIEKAPCTBEHHBIMU NpenapaTamMmu

1. Po3HuuHasi TOProBis JIEKApCTBEHHBIMU NpenapaTaMM B KOJMYECTBAX, HEOOXOAMMBIX JUIs



BBITIOJTHEHUSI BpadeOHBIX ((enpamepckux) Ha3HAUYCHMH WJIM Ha3HAYCHUH CHENUATUCTOB B 00JAaCTH
BETCPpUHAPUM,  OCYLIECTBISIETCS  ANTEYHbIMM  OpPraHU3alUsAMU,  BETCPUHAPHBIMU  allTEYHBIMU
OpraHu3aIUsIMH, UHIUBUIYaIbHBIMU peANPUHUMATEISIMH, MMEIOIIUMHU JIMLEH3UI0 Ha
(bapManeBTHUECKYI0 JIEATENIbHOCTh, MEIUIIMHCKUMHU OpPraHM3alUsMH, HWMEIOIUMH JIMLEH3UI0 Ha
(bapMaIieBTHYECKYI0 JAEATENbHOCTh, U HMX OOOCOOJICHHBIMHU IOJPA3/EICHUSIMH, DPACIONOKEHHBIMUA B
CEJIbCKUX HACEJICHHBIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT allTEYHbIE OpraHU3allMM, U BETEPUHAPHBIMU
OpraHu3alUsIMM, UMEIOIMMH JIMIEH3MI0 Ha (DapMalleBTUUECKYIO JIeATeNbHOCTh. PasperneHa po3HUYHAs
TOProBiIs TOJBKO JIEKAPCTBEHHBIMHU IIpenapaTaMu, 3aperucTpupoBaHHbIMH B Pocculickoit denepanuu
m100 B COOTBETCTBUM C aKTaMH, COCTaBJSAIOMIMMHU TpaBo Coi03a, WIM HM3TOTOBJICHHBIMU aNTEYHBIMH
OpraHU3aLUsIMHU, BETEPUHAPHBIMU anTeYHbIMU OpraHu3alusIMy, UHIUBUIYaJIbHBIMU
OPEINPUHUMATESIMYE, HMEIOIIUMH JIMIIEH3UI0 Ha (apMaleBTUYECKYIO JeATeNbHOCTh. Po3HHMYHAas
TOProOBiIsA JICKAPCTBEHHBIMU IIpelaparamMy OCYLIECTBISAETCA 110 IIpaBUiIaM HaJJIeXalled anTe4yHOu
NPAaKTUKU, YTBEP)KIACHHBIM YIIOJIHOMOYEHHBIM (heiepajIbHBIM OPraHOM UCIIOJHUTENILHON BIACTH.

1.1. Po3Hu4YHas TOProBiIs JIEKAPCTBEHHBIMU MperaparaMH Ui MEAWIMHCKOrO MpHUMEHEHUs (3a
HCKIIIOYEHHEM JIEKapCTBEHHBIX IIPENapaToB, OTIIYCKAaEMbIX II0 PELENTY Ha JICKAPCTBEHHBIM IIperapar,
HAapKOTUYECKUX JICKAPCTBEHHBIX IPENapaTOB U ICUXOTPOIHBIX JICKAPCTBEHHBIX IPENapaToB, a TaKKe
CIUPTOCOJEPKAIIUX JIEKAPCTBEHHBIX MPENapaToB ¢ OOBEMHON [0Jei A3TUIOBOrO CHHMpTAa CBBIIIE 25
NPOLIGHTOB) MOXXET OCYLICCTBIIATHCS AaNTEYHBIMH OPraHM3alMsIMU  JHCTAHLIUOHHBIM  CIIOCOOOM.
PO3HMYHYIO TOProOBIIIO JIEKAPCTBEHHBIMU IIpErapaTaMu I MEIULUHCKOTO IPUMEHEHUs TUCTAaHIIMOHHBIM
CIOCOOOM MOT'YT OCYHIECTBJIATH aNTEeYHbIE OPraHM3allid, UMEIOIINE JIUICH3HI0 Ha (PapMaleBTUYECKYIO
NeSTeNbHOCTh W COOTBETCTBYIOIIEE paspelieHue ¢enepaibHOro opraHa HCIOJHUTENBHOW BIIACTH,
OCYILIECTBIISIONIET0 (DYHKIMU IO KOHTPOIIO M HAA30py B cdepe 3apaBooxpaHeHus. Ilopsaok Bblnauu
paspelieHus Ha OCYILIECTBIECHUE PO3HUYHON TOPrOBJIM JEKAPCTBEHHBIMU IIpENapaTaMy JIUCTAHIIMOHHBIM
Croco0oM, TpeOOBaHUS K alTEeYHbIM OpraHU3alMsiM, KOTOPble MOTYT OCYIIECTBIISATH TaKyl0 TOPTrOBIIO, U
MOPSIOK €€ OCYILECTBJICHUs, a TaKKe I[PaBWIa JOCTAaBKM JIEKAPCTBEHHBIX IIPENAPATOB IpakJaHaM
ycranaBnuBatorcss  [IpaButensctBoM  Poccuiickoit  ®epepaunu. HMuHdopmamus 00 oOmIaueHHBIX
(OTIYIIECHHBIX) U TOJyYSHHBIX JIEKAPCTBEHHBIX NpernapaTax BHOCUTCS B CHCTEMY MOHUTOPUHTA JBHYKCHHS
JIEKapCTBEHHBIX NpenapaToB A MEAULUHCKOrO NMPUMEHEHUs B MOpPsJIKE, MPEeIyCMOTPEHHOM 4acTbio 7
crathi 67 HacTosero denepaibHOTO 3aKOHA.

2. Buapl anteyHbIX OpraHM3aluii M TpaBWia OTIyCKa JIEKAPCTBEHHBIX IIpenapaToB JUis
MEIUIMHCKOTO MPUMEHEHMsI ANTEUYHbIMM OpraHU3alUsAMH{, HHIUBUAYaJIbHBIMU MPEAIPUHUMATEISMH,
MMEIOIIMMU JIMLEH3UIO Ha (papMaleBTUUECKYIO JAEATENIbHOCTD, a TAKXKe MPaBUiIa OTIYCKa JEKapCTBEHHbIX
[IpenapaToB Ui MEAULUHCKOIO IIPUMEHEHUS MEIULMHCKUMHU OpraHU3alUsIMU, UMEIOLIUMH JIMLICH3UIO Ha
(bapMaIeBTUYECKYIO JAEATENIbHOCTh, U HMX OOOCOOJICHHBIMHU IOJPA3/EICHUSIMH, DPACIONOKEHHBIMUA B
CEJIbCKUX HACEIICHHBIX ITyHKTaX, B KOTOPBIX OTCYTCTBYIOT aNTEYHbIC OPraHU3ALMH, YTBEPKIAIOTCA
YTIOJIHOMOYEHHBIM (heiepaIbHBIM OPraHOM UCTIOIIHUTEIBHOMN BIIACTH.

3. IIpaBuia OTMyCcKa HAPKOTUUECKUX CPEJCTB U ICUXOTPOIHBIX BELIECTB, 3aPETUCTPHUPOBAHHBIX B
KAaueCTBE JICKAPCTBEHHBIX IIPENApPATOB, JICKAPCTBEHHBIX IIPENapaToB, COIEPXKAIIUX HAPKOTHUYECKHUE
CpeAcTBa M IICHUXOTPOITHBbIE BEILIECTBA, YTBEPXKAAIOTCS YHOJIHOMOYEHHBIM (hefepabHbIM OpraHoM
UCIIOJIHUTENBHOW BJIACTH 10 COIJIACOBaHMIO C (hefepabHbIM OpPraHoM HCIIOJHUTENbHOM BIACTH,
YIIOJIHOMOYEHHBIM B chepe BHYTPEHHHX JIEI.

4. JlexapcTBeHHbIE IpenapaTbl Uil BETEPUHAPHOIO IMPUMEHEHHUs MOJUIeKAT  OTIIYCKY
BETEPUHAPHBIMM allTEYHBIMU OpraHU3alMsAMM, BETEPUHAPHBIMU OpraHU3alUsAMM, WHIUBUAYaJIbHBIMU
OpEeINPUHUMATEISIMY, HMEIOIMMHU  JIMLEH3UI0 Ha  (apMaleBTHYECKYI0 JAeATeNbHOCTh. OTIycK
JIEKApCTBEHHBIX IIPENApaToOB Ul BETCPUHAPHOIO IPUMEHEHUs OCYILECTBIIIETCS B COOTBETCTBUHU C
[IpaBUJIAaMU  HAJUICKALEH aNTeYHOM IMIPAKTUKMU JIEKAPCTBEHHBIX IIPENApaToOB [UIsi BETEPUHAPHOIO
NPUMEHEHHUs], YTBEPKJICHHBIMU YIIOJIHOMOYEHHBIM (he/iepajIbHbIM OPraHOM UCIIOJHUTENIHON BIACTH.

5. IlepedyeHb MEOUIMHCKUX OpraHM3aldi, MMEIOMIMX JIMIEH3UI0 Ha (apMaleBTUYECKYIO
JeSITebHOCTh, U UX 000COOJIEHHBIX MOAPA3ACICHUN, pACIOI0KEHHBIX B CEIbCKUX HACEIECHHBIX MyHKTAaX,
B KOTOPBIX OTCYTCTBYIOT aIllT€YHbIE OPraHM3alllM, a TaKXKe IEPEYeHb JIEKAPCTBEHHBIX IIPEINapaTos,



npojaxa KOTOPBIX MOXET OCYIIECTBIATHCS YKAa3aHHBIMHM OpraHU3alllsIMU M UX 000COOIEHHBIMU
MOJpa3ICIEHUSIMH, YCTaHABIMBAIOTCS UCTIOJIHUTEIBHBIME OpranaMu cyosekToB Poccuiickoit denepanuu.

6. AnTteyHble OpraHM3allH, WHAMBHIYaJbHbIC NPEINPUHUMATENH, HMEIOLINE JMLEH3UI0 Ha
(bapMarieBTHYECKYI0  JeSITEIbHOCTh, 00s3aHbl  oOecneyuBaTh  yTBepXkIeHHbI [IpaBUTEIHCTBOM
Poccuiickoit ®@enepanun u GopMupyemblii B YCTAHOBICHHOM MM HOPSJIKE MHUHUMAJIBHBIH aCCOPTUMEHT
JICKapCTBEHHBIX MPENapaToB, HEOOXOIUMBIX [T OKa3aHUs MEAUIMHCKOM MOMOILH.

7. AnTteyHble OpraHM3allvM, WHAMBHIYaJbHbIE NPEINPUHUMATENH, HMEIOLINE JMLEH3UI0 Ha
(apMarieBTHYECKYIO JIeSTeNbHOCTh, HApAIAY C JIEKapCTBEHHBIMH IpenapaTaMu UMEIOT MPaBo MpUOOpeTaTh
U TpoJaBaTh, B TOM YHCJIE TUCTAHIHMOHHBIM CIIOCOOOM, MEIUIMHCKHUE HU3JeNusi, Ne3UH(PUIHMPYIOLIIe
CpeACTBa, NPEAMEThl M CPEACTBA JIMYHOM TUTHMEHBI, MOCYAY IJIsi MEAWIMHCKUX LeJied, MpeaMeTsl U
CpeAcTBa, MpeAHAa3HAYCHHBIE JUIA yXOJa 32 OOJbHBIMU, HOBOPOXKICHHBIMH U JI€TbMH, HE JOCTHUTIINMU
BO3pacTa TpeX JET, OYKOBYIO ONTHUKY M CpEICTBAa yXoJa 3a HEW, MHUHEpaJbHbIe BOJbI, MPOIYKTHI
Je4yeOHOro, JIETCKOr0 M JUETHYECKOro NMUTAHHs, OMOJOrMYECKH aKTHUBHBbIE N00aBKH, map(iOMepHbIe U
KOCMETHYECKHUE CpEICTBA, MEIUIMHCKME W  CaHUTAPHO-NPOCBETUTENbHbIC IMEYaTHBIC W3AaHuS,
npeJHa3HauYeHHbIE I IPOHaraHabl 310pOBOro 00pasa KHU3HH.

8. JlesTenpHOCTh anTeuHblX opranuzanuii Boopyxennsix Cun Poccuiickoit @enepanuu, Apyrux
BOMCK, BOMHCKMX (POPMHMPOBAHUI M OPraHoB, B KOTOPBIX 3aKOHOjAATeNbCTBOM Poccuiickoit deaepanun
NPEIYCMOTPEHO TMPOXOXKJICHHE BOCHHOW CHIyKObl WM (enepaabHOH TroCylapCTBEHHOM —CITyXOBbI,
CBSI3aHHOM C TPaBOOXPAHUTEIBHOM JEATEIBHOCTBIO, periiaMeHTHpyeTcss HactosmuMm dDenepanbHbIM
3aKOHOM M YTBEP)KJICHHBIMH COOTBETCTBYIOIIUMH (hefepaJbHBIMU OpraHaMy HCIIOJHUTEIBHOM BIACTH
nojoxxkeHussMd. KoHTponb 3a COOMIOJEHHEM YKa3aHHBIMU aNTEYHBIMH OpPraHM3aLUsAMH  T1OJIOKEHHH
Hacrosiero deaepanbHOTO 3aKOHA OCYIIECTBIISIETCS COOTBETCTBYIOIIMMHU (heiepaibHbBIMU OpraHaMu
UCTIOJIHUTENBHOM BIIACTH.

9. He npumensiercs ¢ 1 suBaps 2021 r. - @enepanbhslii 3akoH ot 3 anpens 2020 r. Ne 105-03

Crartbsa 55.1. He npumensiercs ¢ 1 mapra 2026 r. - deaepanbhbiii 3akoH oT 20 okTs10pst 2022 1. Ne

405-03

Crartbs 56. M3roToBieHNEe U OTITYCK JIEKAPCTBEHHBIX MPENapaToB

1. HWzrortoBieHHE JEKAapCTBEHHBIX IPENapaToB AaNTEYHbBIMU OpraHU3alMsIMU, BETEpPUHAPHBIMU
anTeYHBIMH  OpraHU3alUsAMM, MMEIOUIMMM JIMIEH3HI0 Ha  (apMaleBTHYECKYI0 JIeATENbHOCTb,
OCYILECTBIIIETCSI MO peLenTaM Ha JIEKapCTBEHHbIE IMpernaparbl, MO TpPeOOBAHUSAM MEIUIIMHCKUX
OpraHu3aluii, BETCpUHAPHBIX OpraHM3allMii WM OpraHu3aiuii (MHIMBHIYAIBHBIX MpPEANpUHUMATENCH),
OCYILECTBIISIONNX Pa3BEACHUE, BBIPAIIMBAHNE U COJEP’KAaHHE JKUBOTHBIX, B COOTBETCTBHM C IPABUIAMHU
U3TOTOBJIGHUSI W OTIYCKa JICKApPCTBEHHBIX IPENapaToB, YTBEPXKACHHBIMU  YHOJIHOMOYECHHBIM
(benepa’abHBIM OPraHOM UCIIOIHUTEILHON BIIACTH.

2. Ilpu U3roToBJIEHUH JIEKAPCTBEHHBIX MpENapaToB anTeYHbIMU OPraHU3ALMSIMU, BETEPUHAPHBIMU
anTeYHbIMH  OpraHU3aLMUsAMM, HMMEIOUIMMM JIMIEH3HI0 Ha  (apMaleBTHUYECKYI0 JIEATENbHOCTb,
UCIIONIB3YIOTCSl JICKapCTBEHHbIE npemapatsl U (wnm) QapmarieBTuueckne CyOCTaHIMH, BKIIOYCHHBIC
COOTBETCTBEHHO B T'OCYAAPCTBEHHBIA pEECTp JIEKAPCTBEHHBIX CPEICTB /ISl MEAUIMHCKOIO MPUMEHEHHUS,
rOCYJJapCTBEHHBIM pEecTp JIEKapCTBEHHBIX CPEACTB JJIsl BETEPUHAPHOIO MPUMEHEHUs, €IUHBIH peecTp
3apEerUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpeJICTB EBpa3uiickoro 3KOHOMHUYECKOTO COI03a, €IUHBII peecTp
3apEerUCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX MpenapaToB EBpa3uiickoro 3KOHOMHUYECKOT0 COr3a
B YCTaHOBJIEHHOM nopsiike. He nomyckaercst u3sroToBIeHUE allTEYHBIMU OpPraHU3alusIMU, BETEPUHAPHBIMU
anTeYHbIMH  OpPraHU3aLUsAMM, MMEIOUIMMM JIMIEH3HI0 Ha  (apMaleBTHUYECKYIO  JIeATENbHOCTD,
JIEKapCTBEHHBIX IpPEenapaToB, 3aperucTpUpoBaHHbBIX B Poccuiickoit dexepaunu 1mb0 B COOTBETCTBUU C
akTamu, coctaBisomiuMu  npaBo Coroza. Ilpu  HM3roToBleHHMM JIEKApCTBEHHBIX MpenapaToB Jis
BETEPUHAPHOTO IMPUMEHEHHsI JIONyCKAeTCS  MCIOJIb30BaHUE IPOU3BENEHHBIX U1  pealn3aluu
(dapmalnieBTUYECKMX CyOCTaHLIMH, BKIIIOYEHHBIX B TOCYAAPCTBEHHBIH pEECTp JIEKapCTBEHHBIX CPEJCTB
YIOJIHOMOYEHHbIM (pe/lepallbHbIM OPraHOM HCIIOJIHUTENIBHOM BJIACTH, OCYILECTBIISIONIUM BeJICHHUE
rOCyJJapCTBEHHOT' O peecTpa JIeKapCTBEHHBIX CPECTB Ul MEIUIIMHCKOTO IPUMEHEHUS.

3. MapkupoBKa JEKapCTBEHHBIX IPENapaToB, H3TOTOBJICHHBIX AaNTEYHbIMU OpPTraHU3ALUSIMHU,



BETCPUHAPHBIMH  ANTEYHBIMUA  OpPraHW3alUsAMH, UMEIONIMMH JIMIEH3UI0 Ha  (PapManeBTUIECKYIO
NeSTeNbHOCTh, U O(QOPMIICHHE TAaKUX TMPENnaparoB JIOJDKHBI COOTBETCTBOBATH MpaBWiIaM, YKa3aHHBIM B
yacTu 1 HacTosIIEeH CTaTHH.

4. AnreuyHble OpraHu3alliM, BETEpPUHApPHBIC ANTEYHbIE OpPraHU3alMH, MMEIOIIUE JHUIEH3UIO Ha
(hapMaleBTHYECKYIO EATETbHOCTh, HECYT OTBETCTBEHHOCTH 32 HECOOIOACHHE MPABUI M3TOTOBJICHUS U
OTIIyCKa JIEKapCTBEHHBIX IIPENapaToB B COOTBETCTBUU C 3aKOHOAATenbCTBOM Pocculickoit denepanum.

CraTbs 57. 3anpelieHre Ipoaaku OTAENIbHBIX JIEKaPCTBEHHBIX CPENICTB

1. 3anpenaercs npojiaxa danbcuuIUpOBaHHBIX JIEKAPCTBEHHBIX CpEnCTB,
HE00POKAYECTBECHHBIX JIEKAPCTBEHHBIX CPEACTB, KOHTPA(AKTHBIX IEKAPCTBEHHBIX CPEICTB.

2. 3ampeniaercs mpojaka:

1) JiekapCTBEHHBIX MPEMaparoB JJIs MEIUIIMHCKOTO TMPHUMEHEHHS, B OTHONICHHH KOTOPHIX B
CUCTEME MOHHUTOPUHIA [IBWKEHHUS JICKAPCTBEHHBIX IMpenaparoB [Uisi MEIUWLHUHCKOTO MPUMEHEHUS
OTCYTCTBYIOT CBEJICHUSI O HAHECCHUU CPEICTB MACHTU(UKAIIMU U (M) CBEACHHUS O BBOJIC B IPAXKIaHCKUI
000poT;

2) JCKapCTBCHHBIX MPEMapaToB Ui MEIMIIMHCKOTO TPUMEHCHHUS, B OTHOIICHHU KOTOPBIX
ocyIliecTBlieHa OJOKHMPOBKAa BHECEHHUS B CUCTEMY MOHHTOPHHIA JBHKEHUS JIEKAPCTBEHHBIX IMPEMapaToOB
JUIS MEIUIMHCKOTO TMPUMEHEHHsI CBEACHHWI O BBOJE B TpaXXJaHCKU 000poT, 00 obopore wiu o
IpeKpaeHu 060poTa;

3) JIeKapCTBEHHBIX MPENApaToB Ui MEAUIMHCKOTO TPUMCHCHHUsS, TNPUMEHEHHE KOTOPBIX
MIPUOCTAHOBIICHO IO PEIICHHUIO YIIOJHOMOUYEHHOTO (heJiepaabHOro OpraHa UCIIOTHUTEIHHON BIACTH;

4) 7eKapCTBEHHBIX MPENapaToB I MEAUIIMHCKOTO MPUMEHEHHUS, TPaXKIAHCKHH 000pOT KOTOPBIX
MIpEeKpalieH;

5) JleKapCTBEHHBIX MPEMapPaTOB JIJIsl METUIIMHCKOTO MPUMEHEHHsI, CPOK TOJHOCTH KOTOPBIX HCTEK;

6) JeKapCTBEHHBIX MPEMapaToB I MEAMIIMHCKOTO MPUMEHEHHUS, B OTHOIICHHH KOTOPBIX HE
coOro/ieHbl TpeOoBaHUsl, OMpeelieHHbIe Ha OCHOBAaHMH YacTd S5 craThu 67 Hacrosimero denepanbHOTO
3aKOHa.

3. JeiicTBre MONOKEHHUM YacTH 2 HACTOSMICH CTaThU HE PACHpPOCTPAHSETCS Ha JICKApCTBEHHBIC
mpemnaparsl, ykazaHHbie B yacTu 7.1 ctatbu 67 HacTosmiero denepaibHOTO 3aKOHA.

4. Tlopanok MPUMEHEHHs TOJNIOKEHUH YacTh 2 HACTOSIIEH CTaTbU M CPOKH MPUMEHEHHUS TaKOTO
nopsaka ycranasinuparorcs [IpasurensctBom Poccuiickon ®denepanuu.

Cratba 58. XpaHeHue 1ekapCcTBEHHBIX CPEICTB

1. XpaHeHue JEKapCTBEHHBIX CPEACTB OCYLIECTBISIETCS MPOU3BOIUTENSAMUA JIEKAPCTBEHHBIX
CPEZICTB, OpraHU3alMsIMU ONTOBOW TOPIOBJIM JIEKAPCTBEHHBIMU CPEJICTBAMH, alITEYHBIMH OPTaHU3ALUSIMHU,
BETEpPUHAPHBIMU AaNTEYHBIMU OPraHU3alUUsAMH, WHAWBUAYAJbHBIMU MNPEANPUHUMATENAMH, HMEIOIIUMU
JTUIEH3UI0 Ha (DapMaleBTHUECKYIO MEATeNbHOCTh WM JHUIEH3UI0 Ha MEIUIMHCKYIO JIesITeNbHOCTS,
MEIMLUUHCKUMU OpraHu3alysIMH, BETEPUHAPHBIMM OpPraHU3ALMUSAIMU M UHBIMM  OpraHu3alUsIMu,
OCYIIECTBISIONUMHU OOpaIlleHHe JEKaPCTBEHHBIX CPEJCTB. XpPaHEHUE JIEKAPCTBEHHBIX CPEACTB JUIS
BETEPUHAPHOTO MPUMEHEHHUsSI OpPraHU3alMSIMU W WHIUBUIYAIbHBIMM NPEINPUHUMATENSIMU B CIyYasXx,
€CJIM OHM HCHOJIB3YIOTCS HCKIIIOUUTENBbHO MPHU Pa3BEICHUHU, BBIPALIMBAHUM, COJACPKAHUM U JICUCHUU
JKUBOTHBIX, MOYKET OCYIIECTBIIATHCA O€3 MOTyUeHUS TMIEH3UN Ha (GapMalleBTUYECKYIO 1€ATEIbHOCTb.

2. IlpaBuma XxpaHeHUS  JIEKAPCTBEHHBIX CPEACTB  YTBEPXKIAIOTCS  COOTBETCTBYIOIIUM
YIOJTHOMOYEHHBIM (peiepaibHbIM OPraHOM HCIIOIHUTEIBHOMN BIIACTH.

3. XpaHeHHe HApPKOTUYECKUX JIEKAPCTBEHHBIX CPEICTB, MCUXOTPOMHBIX JEKAPCTBEHHBIX CPEACTB,
paanodapMaleBTUUECKUX  JIEKAPCTBEHHBIX  CPEICTB  OCYIISCTBISIETCSI B COOTBETCTBUH  C
3aKoHoxaTenbcTBoM Poccuiickon denepannu.

Cratba 58.1. IlpenMeTHO-KOIMYECTBEHHBIA YYeT JIEKQPCTBEHHBIX CPEICTB ISl MEAUIIMHCKOTO

MIPUMEHEHHUS

1. TIlepeueHb I€KapCTBEHHBIX CPEACTB [JIsI MEAMIIMHCKOTO TMPUMEHEHHS, MOJIeKaIINX
MPEIMETHO-KOJIMYECTBEHHOMY ~ y4YeTy, VYTBEPXKAAeTCs YIMOJTHOMOYEHHBIM (elepallbHbIM  OpraHom
HWCTIOIHUTECIHHON BIACTH.



2. Tlopsifmok BKIIOYEHHUS JEKAPCTBEHHBIX CPEJCTB JUI MEIMIMHCKOTO NMPUMEHEHHUS B NEepeuyeHb
JIEKAPCTBEHHBIX CPEACTB I MEAULUHCKOIO NMPUMEHEHHUs, INOJICKAIUX [IPEIMETHO-KOJINYECTBEHHOMY
y4YeTy, YCTaHaBIMBACTCS YIOJIHOMOYEHHBIM (elepalbHbIM OpraHOM HCIOJHUTEIbHONM BIIACTH IO
COTJIACOBAaHUIO ¢ (erepaTbHBIM OpPraHOM HCIIOJHUTEIbHOM BJIACTH, YIOJHOMOUYEHHBIM B cdepe
BHYTPEHHUX JICIL.

3. IlpeaMeTHO-KOJMYECTBEHHBIH yUeT JIEKAPCTBEHHBIX CPEICTB U MEIUIIMHCKOTO MPUMEHEHUS
BEIyT IPOU3BOJUTENM JIEKAPCTBEHHBIX CPEICTB, OPraHU3allMd ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMU
CPEICTBAMH, aIlTeYHbIE OpPraHU3ALMM, MHAMBUIyaJIbHbIC IPEANPUHUMATENIN, UMEIOIIME JIMLICH3UIO Ha
(apMaleBTHYECKYIO JESATEIbHOCTh WM JIMLEH3UI0 Ha MEIUIMHCKYIO AEATENIbHOCTh, M MEIUIIMHCKUE
OpraHu3aliy, OCYIIECTBIISIONNE O0paIIeHue JIEKAPCTBEHHBIX CPEJICTB IS MEIUIIMHCKOIO IPUMEHEHUS,
IyTEM PErucTpaluy JIOOBIX CBS3aHHBIX C WX OOpAIlleHHWEM OIepanuil, Ipu KOTOPBIX HM3MEHSETCS HUX
KOJIMUECTBO M (MJIM) COCTOSIHUE, B CIICIHAJIBHBIX XKYypHAJIaX ydeTa Onepanui, CBI3aHHBIX ¢ oOpalieHHeM
JIEKaPCTBEHHBIX CPEJICTB ULl MEAMIMHCKOTO TPUMEHEHHsI (1ajee - CrelralbHbIC KypPHAIIbI).

4. TlpaBuna perucTpalnuy ONEpalyii, CBS3aHHBIX C OOpalleHHEM JIEKAPCTBEHHBIX CPEICTB JUIA
MEJIULUHCKOIO IPUMEHEHHUs, BKJIIOYCHHBIX B IIEPEUYEHb JICKAPCTBEHHBIX CPEACTB Ul MEIULIUMHCKOIO
IIPUMEHEHHUS], NOMJIEKAIIUX [TPEAMETHO-KOJINYECTBEHHOMY y4eTy, B CIELUAJIbHBIX XypHAJIaX U IIpaBUia
BEJICHUS U XPaHEHHS CHELMANbHBIX KYPHAJIOB YTBEPXKIAIOTCS YIIOJTHOMOUYEHHBIM (pesiepaibHbIM OpraHoM
UCIIOJIHUTEJIBHON BJIACTH.

5. Kontponbp 3a cobirofeHHeM MpaBWJl PETHCTPALUMU OINEpaluii, CBSI3aHHBIX C OOpalleHHeM
JIEKapCTBEHHBIX CPEACTB I MEJULMHCKOIO IPHUMEHECHMS, BKIIOUYECHHBIX B IIEPEUCHb JIEKAPCTBEHHBIX
CPEICTB JUId MEIULUHCKOIO IIPUMEHEHHMs, IOMIEXKAIIUX IPEIMETHO-KOIMYECTBEHHOMY Y4YeTy, B
CIeLMANIbHBIX JKypHaJax, a TAKKe 3a COOMOACHUEM MPaBUII BEACHUS M XpPaHEHUs CIEIMAIbHbIX )KYPHAIOB
BO3JIaraeTcsi Ha YMOJHOMOYEHHbIE (e/iepabHble OpraHbl MCIOJHUTENbHON BJIACTH M HCIOJIHUTENbHBIC
opranel cyOwsekToB Poccuiickoit ®enepanuu, OCYIIECTBISIONIME JMIEH3UPOBAHHE IPOM3BOICTBA
JIEKapCTBEHHBIX CPEACTB, (hapMaleBTHUECKOW JEATENIbHOCTH W MEAMLMHCKOW JIeATeIbHOCTH, |
OCYLIECTBIISIECTCSA B paMKaX JIMLIEH3MOHHOI'O KOHTPOJIA.

I'naBa 11. YHMYTOKEeHMe JIEKAPCTBEHHBIX CPEACTB

Cratbsa 59. OcHOBaHHS U IOPSATIOK YHUUTOXKECHUS JICKAPCTBEHHBIX CPEJICTB

1. HepoOpokadecTBeHHbIE JIEKApPCTBEHHBIE CpeACTBa, (ambCUPUIIMPOBAHHBIE JIEKAPCTBEHHBIC
CpeICTBa TOJJIekKAT W3IBATHIO U3 OOpalleHuss W YHUYTOXKEHUIO B TIOPSAKE, YCTAaHOBIEHHOM
[IpaButenscTBOM Poccuiickoit ®@enepanyu. OcCHOBaHHWEM MJii YHMUTOXXEHHUS JIEKAPCTBEHHBIX CPENICTB
SIBJISIETCS] PELIEHUE BJIJIEIIblIa JIEKAPCTBEHHBIX CPEJICTB, PELICHUE COOTBETCTBYIOLIETO YIIOJHOMOYEHHOTO
benepalbHOTO OpraHa UCIIOJHUTENBHON BIACTH WM PEIICHUE Cy/a.

2. KontpadakTHbie IeKapCTBEHHBIE CPEJICTBA MOAJICKAT UIBATHIO U3 OOpAIICHHS U YHUUTOKEHHUIO
no pemieHuto cyaa. [lopsaok yHUUYTOXEHHSI KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEACTB yCTAHABIUBACTCS
[IpaBuTenscTBoM Poccuiickon Penepauuu.

3. Pacxonmpl, cBsi3aHHBIE C YHUYTOXKCHHEM KOHTpPA(aKTHBIX JIEKAPCTBEHHBIX CPEACTB,
HEJOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEACTB, (PambCUPUIIUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB,
BO3MEIIAIOTCS UX BIIAJCIIBLICM.

4. Bnapnenen J1eKapCTBEHHBIX CPENCTB JODKEH MPEICTaBUTh B YIMOJTHOMOUYEHHBINH (enepaabHbIN
OpraH MCIIOJHUTEIbHOM BJIACTM JOKYMEHT WJIM 3aBEPEHHYIO B YCTAHOBJIEHHOM IIOPSJKE €ro KOIUIO,
MOJATBEPKIA0IINE (PaKT YHUUTOKEHUS JIGKAPCTBEHHBIX CPECTB.

5. CoOTBETCTBYIOIIMI yHNOJTHOMOYEHHBIN (enepanbHblii OpraH HCHOJHUTENBHON BIACTH,
NPUHSBIIMKA pelieHue 00 YHUYTOXKEHUHM JIEKaPCTBEHHBIX CPENICTB, OCYIIECTBISET KOHTPOJb 3a HX
YHUUYTOKEHUEM.

6. VYHUYTOXEHHE JIEKAPCTBEHHBIX CPEACTB MPOUZBOJAUTCA OPTaHU3ALUSIMU, HMEIOUMMHU
COOTBETCTBYIOIIYIO JIUIIEH3UIO, Ha CIEIMAIbHO 000PYIOBaHHBIX IJIOMIA/IKAX, MOJUIOHAX U B CHEIHUAIBHO
000py/IOBaHHBIX MOMEUICHHUSIX C COONMOJeHHEM TpeOOBaHMI B 00JacTH OXpaHbl OKPY’KAIOIIEH Cpelbl B



COOTBETCTBUH € 3aKOHOJATenbCcTBOM Poccuiickoit denepannu.

7. HapxoTudeckue JEKapCTBEHHbIE CPEICTBA, ICHUXOTPOIIHBIE JIEKAPCTBEHHBIE CPEACTBA,
paanodapManeBTUUECKUE  JICKQpPCTBEHHBIE ~ CPEACTBA  YHUYTOXKAIOTCS B COOTBETCTBUM  C
3akoHoaTenbCcTBOM Pocculickon denepanum.

I'naBa 12. 'ocynapcTBeHHOe pery/iipoBaHMe LIeH HA JIeKapCTBEHHbIE NpenapaTthl JJIs
MeIULUHCKOI0 NPUMeHeHH

Cratesn 60. T'ocymapcTBeHHOE peryJiupoBaHHE II€H Ha JICKApCTBEHHBIC TMpemapaThl IS
MEIUIMHCKOTO MPUMEHEHHUS

1. T'ocynapcTBeHHOE pETYJIMPOBAHME LIEH Ha JIEKAPCTBEHHBIC Mpenaparbl sl MEIULUHCKOTO
MIPUMEHEHHUSI OCYILECTBIISAETCS OCPEICTBOM:

1) yrBepkaenus IIpaButensctBoM Poccuiickoit Denepannu nepedns KU3HCHHO HEOOXOIUMBIX U
BOXHEHIINX JICKAPCTBEHHBIX MpEnapaToB, KOTOPBIH (opMHUpyeTcs W HE pexe OIHOr0 pa3a B TOJ
[IEpECMAaTPUBAECTCS B YCTAHOBJIIEHHOM MM MOPAJKE HAa OCHOBE KOMIUIEKCHOM OLEHKH JIEKapCTBEHHBIX
MperapaToB, BKIIOYAs aHAIN3 CBEJCHHUI O CPABHUTEIBHON KIMHUYECKOH 2P PEKTUBHOCTH U O€30MaCHOCTH
JIEKaPCTBEHHOTI'O CPEJICTBA, OLEHKY SKOHOMHYECKHUX MOCIEICTBUI IPUMEHEHUS JIEKAPCTBEHHOI'O CPEACTBA
Y U3y4YEHUE JONOJHUTENBHBIX MOCIEICTBUI IPUMEHEHHUS JIEKAPCTBEHHOTO CPEACTBA,;

2) YTBEpXKICHHS METOJIMKH pacueTa IMPEISIbHBIX OTIYCKHBIX IICH MPOU3BOAUTENCH Ha
JIEKapCTBCHHBIC TMpenapaThl, BKIIOYCHHBIE B TMEPEYCHb JKU3HEHHO HEOOXOJMMBIX M BaKHEUIINX
JIEKapCTBEHHBIX MPENapaToB, a TAK)Ke BHEAPEHUS MEXaHHU3MOB (DOPMHpPOBaAHHS CHCTEMBI pedepEeHTHBIX
LICH;

3) TOCYIapCTBEHHOH pEruCTpalMd TpEJCTbHBIX OTIMYCKHBIX IIEH MPOU3BOJAUTENICH Ha
JIEKapCTBCHHBIC TMpenaparhl, BKIIOYCHHBIE B TMEPEYCHb JKU3HEHHO HEOOXOJUMBIX M BaKHEUIINX
JIEKapCTBEHHBIX MPENapaToB;

4) BelmeHHsS TOCYJIApCTBEHHOTO pEecTpa NPEACTbHBIX OTIYCKHBIX IIGH IPOM3BOJUTEIICH Ha
JEKapCTBEHHBIEC TMpenaparhl, BKIIOYCHHBIE B TMEpPEYCHb JKU3HEHHO HEOOXOJUMBIX M BaKHEUIINX
JIEKapCTBEHHBIX MPENapaToB;

5) yTBep)KICHHS METOJUKH YCTAHOBJICHHS HCIOJHHUTEIBHBIMH OpraHaMu cyObekToB Poccuiickoit
denepanun MpeneabHBIX Pa3MEPOB ONTOBBIX HA0ABOK U MPEAENbHBIX pa3MEepOB POSHUYHBIX HAJI0aBOK K
(haKTUYECKUM OTITYCKHBIM II€HaM, YCTaHOBIIEHHBIM IMPOU3BOJAUTEISIMHU JIEKAPCTBEHHBIX TpENaparoB, Ha
JEKapCTBEHHBIC TMpenapaThl, BKIIOYCHHBIE B TMEPEYCHb JKU3HEHHO HEOOXOJMMBIX M BaKHEUIINX
JIEKapCTBEHHBIX MPENapaToB;

6) ycTaHOBJICHHS TPEACIbHBIX Pa3MEPOB ONTOBBIX HAJ0ABOK U MPEICIbHBIX Pa3MEPOB PO3ZHUYHBIX
HanA0aBOK K (DaKTMYECKUM OTITyCKHBIM II€HaM, YCTaHOBIIEHHBIM MPOU3BOJUTENSIMU JIEKAPCTBEHHBIX
MpermapaToB, Ha JICKAPCTBEHHBIE Mpenaparhbl, BKIIOYEHHBIE B IMEPEYCHb >KU3HEHHO HEOOXOIUMBIX U
BAXKHEHUILUX JIEKAPCTBEHHBIX IIPENApaToB;

6.1) ompenenenus IlpaBurenscTBoM Poccuiickoit dexepanuu mopsaka IEHOOOpa3oBaHUs Ha
HE3apEruCTPUPOBAHHBIC JIEKAPCTBEHHBIE MPENApaThl JJIsI MEAULMHCKOIO PUMEHEHUS, KOTOPbIE BBE3EHBI
B Poccuiickyro ®Penepauuro i OKa3aHUS MEAUUMHCKOM IMOMOLIM I10 >KU3HEHHBIM ITOKA3aHUSIM
KOHKPETHOI'O IMAallMEHTa U MEXKIYHApOAHBIE HEMATEHTOBAHHBIEC, WIM I'PYIIIUPOBOYHbBIEC, WIM XUMUUYECKUE
HAUMEHOBAHUS KOTOPBIX COJIEPIKATCS B IEPEUHE KU3HEHHO HEOOXOAMMBIX U BRXKHEHUIIUX JIEKAPCTBEHHBIX
[pernaparos;

7) yTBEepKICHHS TOpSAIKA BBIAAYM TPEANUCAHUNA HCHOJHUTEIBHBIM OpraHaM CyObEeKTOB
Poccuiickoit @enepanuu 0 NPUBEICHUN B COOTBETCTBUE C 3aKOHOAATENLCTBOM Poccuiickonn denepauuu
pemieHnid 00 YCTaHOBJIEHHWH TPEICIbHBIX pa3MEpPOB ONTOBLIX HAAO0ABOK M MPEACNBHBIX Pa3MEpPOB
PO3HUYHBIX Han0aBOK K (DaKTUYECKUM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM MPOU3BOIUTEISMU
JIEKapCTBEHHBIX MpErnaparoB, Ha JIEKAPCTBEHHBIC IIPEaparhbl, BKIIOUYCHHBIE B IIEPEYEHb KU3HEHHO
HEOOXOMUMBIX W BAXKHEHUIIMX JIEKAPCTBEHHBIX IMPENapaToB, €CIM OHHM MPHUHATHl C HapylIeHUEM
3akoHogarenscTBa Poccuiickonn ®Penepaunu, B NOpsAKe, yCTaHOBIEHHOM lIpaBurensctBoM Poccuiickoi



®enepanuy;

8) HampaBieHHS YINOJHOMOYEHHBIM  (efepalbHbIM OpraHOM  HCIIOJHHUTEILHONH  BIACTH
UCTIOJHUTEIbHBIM oOpraHaM cyObekToB Poccuiickoii ®exepanuu mNpeanvcaHuil O NPHUBEICHUU B
COOTBETCTBUE C  3aKkoHomarenbCcTBOM  Poccuiickorr  @enepauyuu  NOPUHATBIX € HapyLICHHUEM
3akoHoJarenbcTBa Poccuiickoit depepanuu perieHuii 00 yCTaHOBICHUH MPEAETbHBIX Pa3MEPOB ONTOBBIX
Ha/0aBOK M TPEACTbHBIX Pa3MEpPOB PO3HMYHBIX HAJ0ABOK K IIEHaM Ha JIEKapCTBEHHBIC Iperaparhl,
BKJIIOYECHHBIE B IEPEUEHB )KU3HEHHO HEOOXOAUMBIX U BXKHEUIIHNX JIEKAPCTBEHHBIX MTPETIAPATOB,;

9) ocymectBiaeHusi (eaeparbHOr0 TOCYIApCTBEHHOIO Haa3opa B cdepe  oOparieHus
JIEKAPCTBEHHBIX CPEACTB M PETHOHAIBHOIO TOCYJApPCTBEHHOI'O KOHTPOJIS 34 IPUMEHEHUEM LIEH Ha
JICKapCTBEHHbIE  Mpenaparbl  COOTBETCTBEHHO  YIOJIHOMOYEHHBIMH  (pellepalbHbIMH  OpraHaMu
MCIIOJHUTEIBHOM BJIACTH M UCIOJHUTEIBHBIMU OpraHaMu cyObekToB Poccuiickoit deaepannu coriacHo
UX KOMIIETECHIIUHU B NOPsAKE, ycTaHOBIEHHOM IIpaBurensctBoM Pocculickoit @enepanuy;

10) mnpumeHeHHS TIPEIyCMOTPEHHBIX 3aKOHOAATeNbcTBOM Poccuiickoit ®Denepammu  Mep
OTBETCTBEHHOCTH 32 HapylIeHHEe MOopsAKa IeHO0O0pa30BaHMs Ha JIEKAPCTBEHHBIE IpenapaThl, BKIOYEHHbIE
B IIEPEUYCHb )KU3HEHHO HEOOXOIMMBIX M BaKHEHUIIHMX JIEKAPCTBEHHBIX MIPEIapaToB.

2. B ycnoBusix ype3BbIYaiiHOW CHTyallu U (WJIM) MPU BOSHUKHOBEHUH YrPO3bl PACIPOCTPAHCHUS
3a00JIeBaHUs, MPEACTABIISIONIEI0 OMACHOCTh JUIS OKPYKAIOIIMX, a TaKkXkKe B clydae, €Clii B TEUCHHE
TPUAUATH KaJCHJIApHbIX OHeW nocie npuHsatusa [IpasurensctBoM Poccuiickont denepanuu pemieHus o
IIPOBEJCHUU MOHUTOPUHIA PO3HUYHBIX LIEH HA JIEKAPCTBEHHBIC IIPENApaThl, HE BKIIIOUCHHBIC B IIEPCUYCHb
KU3HEHHO HEOOXOJMMBIX M BaXHEHIIMX JIEKapCTBEHHBIX IPENaparoB, Ha TEPPUTOPHUAX CYyObEKTOB
Pocculickoii denepanuu BBISBIECH POCT PO3HUYHBIX LIEH HAa YKa3aHHbBIC JICKAPCTBEHHBIC Iperaparbl Ha
TpuaUaTh npoueHToB u 6oinee, [IpaButensctBo Poccuiickoit denepariny BpaBe yCTaHOBUTD MpeEIEIbHbIE
OTIIyCKHBIE LIEHBI IMPOM3BOIUTENIEH HA YKA3aHHBIC JICKAPCTBEHHBIEC IIpENaparsl, NPEACIIbHbIE pa3sMephl
OITOBBIX HA/J0aBOK U Tpe/ebHbIC pa3Mepbl PO3HUYHBIX HAJI0ABOK K (PAaKTHUECKUM OTIYCKHBIM II€HaM
IIPOU3BOJUTENIEN HA YKAa3aHHBIC JICKaPCTBEHHBIE IIpenaparsl. [lepeueHs JIeKapCTBEHHBIX IIpENapaToB, HE
BKJIIOYEHHBIX B IepeYeHb JKM3HEHHO HEOOXOAMMBIX M BaKHEHIINX JIEKapCTBEHHBIX IPENnaparoB, H
nopsok ero popmupoBanus onpeaensitorcs [IpasutensctBom Poccuiickoit @enepanuu.

3. B TeueHue neBsHOCTa KaleHAAPHBIX JHEW co AHA yTBepkaeHus IIpaBurensctBoM Poccuiickoit
denepanyu nepeyHs, yKazaHHOrO B YacTH 2 HACTOALICH CTaThbU, HE JOMYCKAIOTCS pealu3alus U OTIIyCK
BKJIIOYCHHBIX B HETO JICKAPCTBEHHBIX IMPENapaToB IO LIEHAM, IPEBBIIAIOIIKUM I[PEAEIbHBIE OTIIYCKHBIE
LIEHbl TIPOU3BOJAUTEIICH HA YyKa3aHHBIC JICKAPCTBCHHBIC IIPEMaparthbl, IPEACIbHbIE pa3MeEpPbl ONTOBBIX
HaJ0aBOK U TMpe/eNibHbIE pa3Mephl PO3HUYHBIX HAA0aBOK K (DaKTUYECKUM OTIYCKHBIM IIeHaM
NPOM3BOAUTENICH Ha YyKa3aHHbIE JIEKAPCTBEHHBIE IIpernaparbl C Y4YeTOM Hajlora Ha J00aBICHHYIO
CTOMMOCTb.

Crarbsa 61. T'ocynapcTBeHHass perucTpauusi U MepeperucTpanus MpeaebHbIX OTIYCKHBIX ILIEH

IIPOU3BOJUTENICH Ha JICKAPCTBEHHBIC IIpEnaparhl, BKIIOUYECHHbIE B IIEPEYEHb KU3HEHHO
HEOOXOIUMBIX M BaXXHEHIIMX JIEKAPCTBEHHBIX MTPENapaToB

1. IlpenenbHas OTMyCKHAs IIeHAa MPOM3BOAUTEINS Ha JIGKAPCTBEHHBINM Ipenapar, BKIIOYEHHBIH B
NepeYeHb JKU3HEHHO HEOOXOOMMBIX M  BKHEHIIMX JIEKAPCTBEHHBIX IpENnapaTtoB, MOJJIEKHUT
rOCyJapCTBEHHOM pErucTpalyy B Nopsiuke, ycraHoBieHHOM IIpaBurensctBoM Poccuiickon denepauuy,
Ha OCHOBAaHMM HaNpaBJIEHHOTO MOCPEICTBOM €IMHOTO MOpTaja B YIOJIHOMOYEHHBIN (eliepanbHblii opran
UCTIOJHUTENBHOM  BJIACTH WJIM  JHUYHBIH KAaOMHET  YHOJHOMOYEHHOro  (elepajbHOro  opraHa
UCIIOJHUTEIbHOM BJACTU B €IMHOW CHCTEME, MOAMMCAHHOIO YCWJIEHHOH KBalIU(DUIIMPOBAHHOM
JJIEKTPOHHOU IIOANMCBHIO 3asBJICHUS JEp)KaTelld WM BIAJEIbLa PErUCTPALMOHHOIO YAOCTOBEPEHUS
JIEKapCTBEHHOT O Ipernapara (YIoJIHOMOYEHHOTO MM JIAI).

2. 3aperucTpupoBaHHas NpeJeibHas OTIYCKHass IIeHAa MPOM3BOJIUTENS HA JIEKapCTBEHHBIH
npernapar, BKJIIOUEHHBIH B IepeueHb JKU3HEHHO HEOOXOMUMBIX M BaKHEHIIHMX JIEKapCTBEHHBIX
[penapaToB, MOKET ObITh MEPEPErUCTPUPOBAHA B CTOPOHY YBEIMYEHUS OJUH pa3 B KaJICHIaPHOM roJy Ha
OCHOBAHMHU HaNpaBJeHHOro 10 1 OKTAOpsSs Kaxaoro roja MOCPEACTBOM €AMHOIO IopTaja B
YIOJIHOMOYECHHBIH  (efiepalbHBIi  OpraH  UCHOJHUTENBHOM  BJAacTH MAM  JIMYHBIA  KaOMHET



YIOJIHOMOYEHHOTO (pe/lepallbHOr0 OpraHa HMCIOJHHUTEIBHOM BIIACTH B €JUHON CHCTEME, MOAMMCAHHOTO
YCUJICHHON KBaJU(HUIIMPOBAHHONW HIIEKTPOHHON IOAMUCHIO 3asBIICHUS Jep)KaTess WIM BIAAesblla
PETUCTPALMOHHOrO yI0CTOBEPEHUS JIEKAPCTBEHHOTO Ipenapara (yImoJIHOMOYEHHOTO MM JIUIIA).

3. 3aperucTpupoBaHHas NpeeNbHass OTIYCKHAas II€HAa MPOM3BOJIUTENS Ha JICKapCTBEHHBIH
npernapar, BKJIIOUYEHHBIH B IEpeueHb JKU3HEHHO HEOOXOMUMBIX M BAXKHEHIIHMX JIEKaPCTBEHHBIX
IPEnaparoB, MOXET ObITh MEPEepPeruCTPUPOBaHA B CTOPOHY CHID)KEHUS HAa OCHOBAaHUHM HAIPABICHHOTO
MOCPEJICTBOM €MHOTO TMOpTaja B YIOJHOMOYCHHBIN (enepanbHblii opraH HCIOJHUTEIFHON BIACTH WIH
JIMYHBIA KaOMHET YHOJIHOMOYEHHOro (heiepajbHOr0 OpraHa MCHOJHUTEIbHOM BIACTH B €IMHON cUCTeMeE,
MOJIMUCAHHOTO YCHJIEHHOM KBaNU(UIMPOBAHHON SJEKTPOHHOIN MOANUCHIO 3asBICHUS JepiKaTels WM
BJIaJICTIbIIa PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JIGKAPCTBEHHOTO npernapaTa (YIoIHOMOUYEHHOTO UM JIMLIA).

4. JlepxaTenb WM BJaJeNell PErHCTPAMOHHOIO YJOCTOBEPEHHUS JIEKAPCTBEHHOTO Mpenapara
(YHOJIHOMOUYEHHOE MM JIMIIO) OO0s3aH HANPaBUTh IOCPEJCTBOM EAMHOTO IMOpTaja B YIOJHOMOYCHHBIN
(benepanbHbI OpraH UCIOJHUTELHONW BIIACTH WM JIMYHBIA KaOMHET YIOJHOMOYEHHOTro (eaepaabHOro
OpraHa HCIOJHHUTEIBbHOM BJIACTH B €JUHOM CHCTEME NOJNMCAHHOE YCWICHHOW KBaJU(HUIIMPOBAHHOU
JJIEKTPOHHOU IOJIUCHIO 3asBJICHUE O IEPEPErUCTPALMM 3apErMCTPUPOBAHHOM IPEACIBHON OTIIYCKHOM
LICHBI IPOU3BOIUTENS Ha JICKAPCTBEHHBIH Mpenapar, BKJIUYEHHBINH B IIepeUeHb )KU3HEHHO HEOOXOIUMBIX U
BAKHEWILNX JICKAPCTBEHHBIX IIPENApPaTOB, B CTOPOHY CHUKECHUS B CICAYIOIIUX CIydasx:

1) cHuWXeHME IIeHbl B UHOCTPAHHOM BaJIFOTE Ha JICKAPCTBEHHBIH Mpenapar B CTpaHe MPOU3BOIUTEIIS
u (umm) B cTpaHax, B KOTOPBIX JICKAPCTBEHHBIN Tpemapar 3aperucTpUpoBaH W (MJIM) B KOTOpBIC
IIOCTABJISAETCS IPOU3BOUTEIIEM,

2) CHIDKCHHE IIeH Ha pe(epeHTHBIE JICKAPCTBEHHBIE Nperaparsl B COOTBETCTBHU C MYHKTOM 1
HacTosmied dYacTh (11 COOTBETCTBYIOIIMX BOCIIPOM3BEACHHBIX, OHOAHAIOTOBBIX (OHOMOJIO0OHBIX)
JIEKapCTBEHHBIX IPEIapaToB);

3) mpeBBIIIEHUE MPENEeTbHON OTIYCKHOW IIEHbI Ha MEpPBbI BOCIPOU3BEICHHBIH, OMOAHATIOTOBBIH
(6MONO0OHBIN) JEKAPCTBEHHBI TpenapaT WHOCTPAHHOTO NPOW3BOJCTBA HAJ| MPEACTBHOW OTIYCKHOM
IIEHOW TPOM3BOUTENS Ha BTOPOH BOCHPOM3BEICHHBIN, OMOaHAIOTOBBIN (OMOMOMOOHBIN) JIeKapCTBEHHBIH
[penapar, pacCYUTaHHOM B COOTBETCTBUU C METOAMKOM, yTBepkKaeHHOHN IIpaBurenscrBom Poccuiickoin
denepanuy;

4) mpeBbILICHUE TPEISIFHON OTITYCKHOW LIEHBI Ha MEPBBIA BOCHPOMU3BEACHHBIN, OMOaHAIOTOBBIN
(OMONO00HBIN) JIEKAPCTBEHHBIA IpenapaT MpPOU3BOAUTENS TocyAapcTBa - 4ieHa EBpasmiickoro
JKOHOMHUYECKOIO  COX03a HaJ IPEAeIbHOW  OTIYCKHOM LICHOW IPOM3BOJAUTENS HA  BTOpPOH
BOCIIPOM3BE/ICHHBIH, OMOaHANOroBblii (OMOMOMOOHBIN) JIEKapCTBEHHBIN IpemapaT MpOM3BOAUTENS
rocyjgapcrsa - ujeHa EBpasuiiCKOro 5KOHOMHUYECKOIO COH03a, pAacCYUTAHHOM B COOTBETCTBUH C
METOAMKOM, yTBepKaeHHOH [IpaBuTenscTBoM Poccuiickon @enepanuu.

4.1. B ciydae, eciid OT UMEHHU JepiKarTels WM BIaJeNbla PEerMCTPallMOHHOTO YJIOCTOBEPEHUS
JICKapCTBEHHOT0 TMpernapara JeHCTBYeT ero mnpeacTaButTenb ((usnmyeckoe IHIO), YHOIHOMOYCHHBIN
JIeCTBOBaTh HA OCHOBAaHMHU JIOBEPEHHOCTH B 3JEKTPOHHOU (pOopMe B MAIIMHOYUTAEMOM BUJE, 3asIBICHUS,
yKa3aHHbIe B 4acTsAX 1-4 HacTosuel cTaTbH, MOTYT OBITh MOJAIMHUCAHbI YCUJICHHOW KBaJIM(UIIMPOBAHHON
3JIEKTPOHHOHN MOMUCHIO 00 YCUTICHHOW HEKBaTU()UIIUPOBAHHOM 371€KTPOHHOM NOJIHCHIO.

5. Tlopsmox  mepeperucTpalMd — 3aperUCTPUPOBAHHBIX  HPEIEIbHBIX  OTIYCKHBIX  IIEH
NPOM3BOIUTENICH Ha JIEKapCTBEHHBIE Ipenaparhbl, BKIIOUYEHHbIC B MEPEYCHb KU3HEHHO HEOOXOIUMBIX U
BOXHEHIIMX JIEKAPCTBEHHBIX IMPEMNapaTroB, B ClyyasX, MPEIYCMOTPEHHBIX 4YacTsIMH 2 - 4 HacTosmiel
craTtby, ycra"asnusaercs [IpasurensctBoM Poccutickon denepanuu.

6. DKOHOMUYECKUH aHaJIu3 IMpelesIbHOM OTIYCKHOM LIEHbI MPOU3BOAUTENS HA JIEKAPCTBEHHBIH
npernapar, BKJIIOUEHHBIH B IEpeueHb JKU3HEHHO HEOOXOMUMBIX W BaKHEHIIHMX JIEKapPCTBEHHBIX
[IpenaparoB, IIpU €€ TOCYNapCTBEHHOM PErMCTpaldyd WU  IEPEPEerucTpalvu  OCYLIECTBIIACTCS
denepanabHbIM  OpPraHOM  MCIIOJIHUTEIBHOM BIACTH, OCYLIECTBISIOMIMM (YHKUUU 10 MPHUHATHIO
HOPMAaTHUBHBIX MPAaBOBBIX AaKTOB M KOHTPOJIO 3a COOJIIOJICHHEM 3aKOHOZATeNbCTBA B cdepe
TOCY/IapCTBEHHOTO PEryJIMpOBaHus 1eH (TaprdoB) Ha ToBaphI (YCIIyTH).

7. Pacder mpenenbHBIX OTIYCKHBIX II€H, YKa3aHHBIX B 4acTsaX 1 M 2 HacTosIeH cTaTh, NpU UX



rOCyJapCTBEHHOM PErUCTPAaLMU WIH IEPEPETUCTPALUU OCYIECTBIIAECTCS B COOTBETCTBUM C METOIUKOMH,
yrBepxkacHHOU [IpaButenscTBoM Poccuiickoit denepani U yUUTHIBAIOLIEH B TOM YHCIIE:

1) cobnroeHne OanaHca MHTEPECOB MOTPEOUTENEH JEKapCTBEHHBIX NPENaparoB, BKIOYCHHBIX B
NepeYeHb >KU3HEHHO HEOOXOIMMBIX M BaXHEWIIMX JIEKAPCTBEHHBIX NpENapaToB, M MPOH3BOIUTEICH
JICKApCTBEHHBIX TPENapaToB, BKIIOYCHHBIX B IEPEYCHb JKU3HEHHO HEOOXOIUMBIX M BaKHEHIINX
JIEKapCTBEHHBIX IIPENAPATOB,;

2) (akTHYECKyI0 OTHYCKHYIO ILIEHY Ha JIeKapcTBEHHBbIe mpemnapaThl B Poccuiickoit denepanum,
LIEHy BBO3a JICKapCTBEHHBIX IpernapatoB B Poccuiickyro Penepanuio, a TakKe LIECHbI HA aHAJIOTMYHBIE
JIEKapCTBEHHBIE Tpenaparthl, Haxosmecs B oopamiennu B Poccuiickoii @enepanmy,

3) 3arpaThl TPOM3BOAUTENS JIEKAPCTBEHHOIO Iperiapara Ha IIPOU3BOJICTBO W PEAM3aIHIO
JIEKapCTBEHHOIO IIperapara,

4) ueHy Ha JIEKapCTBEHHBIH Mpernapar, ero eHy B CTpaHe MPOM3BOJHUTEIIS U B CTPaHaX, B KOTOPHIX
JICKapCTBEHHBII ITpenapar 3aperucTpupoBaH U (M) B KOTOPbIE IOCTABISECTCS IPOU3BOUTEIIEM.

8. He nomyckaroTcs peanusanusi U OTIYCK JIEKAPCTBEHHBIX IPENapaToB, BKIIOUCHHBIX B MEPEUCHb
KU3HEHHO HEOOXOAMMBIX M BaKHEHIIUX JIEKAPCTBEHHBIX NPENapaToB, Ha KOTOpPbIE MPOU3BOJUTEISIMU
JICKApCTBEHHBIX IIpenaparoB HE 3aperuCTpUpOBAaHa IIpeZCiIbHAs OTIIyCKHas LeHa, peanu3anus
IIPOU3BOJUTENSAMU JIEKAPCTBEHHBIX IIPENApaToOB IO LIEHAM, IPEBBIMIAIOIIMM 3aPETUCTPUPOBAHHBIE WU
[IEPEPETUCTPUPOBAHHBIEC MPEJEIIbHBIE OTIIYCKHBIE LIEHBI HA JIEKAPCTBEHHBIC IPENapaThl C y4ETOM Hajlora
Ha J100aBJIEHHYIO CTOUMOCTb.

9.  OcobeHHOCTHM  TOCYJapCTBEHHOTO  DPErYJIMPOBAHUS  IPENENbHBIX  OTIYCKHBIX  IIEH
MPOM3BOIUTENICH Ha JIEKapCTBEHHBIE Iperaparhl, BKIIOUYEHHBIE B MEPEYCHb KU3HEHHO HEOOXOIUMBIX U
BOXKHEHIINX JICKAPCTBEHHBIX IPENapaToB, B 3aBUCHMOCTH OT JKOHOMHYECKMX M (WJIM) COIMATBbHBIX
KpUTepueB (M3MEHEHHUE YCIOBH, MOpSIKAa M CTOMMOCTH TPOW3BOJCTBA JIEKAPCTBEHHBIX IPEIapaToB,
UCTOJIb30BAaHME HOBBIX ()OpPM, METOJOB U CIOCOOOB TOCYJAapCTBEHHOI'O pEryJIMpPOBaHUS II€H Ha
JIeKapCTBEHHbIE IIpernaparhl, B TOM YHCJIE Ha OCHOBE MeXaHH3Ma pe(epeHTHOro IeHOOOpa3oBaHUs,
U3MEHEHUHN MOpPsiiKa OKa3aHUs MEIULMHCKOM MOMOIIY, U3MEHEHHE Kypca MHOCTPAHHOM BaJOTHI U WHBIE
U3MeHeHus) ycraHaBimBatotes [IpaBurensctBoM Poccuiickoit deneparyn.

Crarba 62. ['ocynapcTBeHHBIM peecTp NpeAeibHBIX OTIHYCKHBIX II€H MpPOM3BOJIUTENCH Ha

JIeKapCTBEHHbIE IMperaparhbl, BKIIOYEHHBIE B IEPEYeHb >KU3HEHHO HEOOXOIUMBIX U
BAKHEWILINX JICKAPCTBEHHBIX IIPENapaToB

1. 3aperucTpupoBaHHbIE WM IE€PEPETUCTPUPOBAHHBIE IpENENbHbIE  OTIYCKHBIE  IEHBI
MPOM3BOIUTENICH Ha JIEKAaPCTBEHHBIE Iperaparhl, BKIIOUYEHHbIE B MEPEYCHb KU3HEHHO HEOOXOIUMBIX U
BOKHEUIINUX JICKAPCTBEHHBIX IIPENAparoB, IIOJIEKAT BKIOYCHUIO B TOCYJApCTBEHHBIM peecTp
IIPEACIBHBIX OTIIYCKHBIX LI€H IIPOU3BOAUTEINIEH HA JICKAPCTBEHHBIE IIPENAPaThl, BKIIOUECHHBIE B [IEPCUYCHb
KU3HEHHO HEOOXOMMBIX U BaXKHEHILINX JIeKapCTBEHHBIX MIPENapaToB.

2. I'ocynapcTBEHHBIH peecTp HpeAebHBIX OTIYCKHBIX IIEH MPOM3BOAUTENECH Ha JIEKapCTBEHHBIE
npenaparhl, BKIIOYEHHBIE B MEPEYCHb JKU3HEHHO HEOOXOAMMBIX U BAKHEHIIMX JIEKapCTBEHHBIX
IpenapaToB, COJEPXKUT B ceOe clenyrolyo HHHOpMaIHIo:

1) HauMeHOBaHUE JIePXKATEINS WIH BIaJelblla PETUCTPALIMOHHOTO YJOCTOBEPEHHUS JIEKaPCTBEHHOTO
penapara, HauMEHOBAaHHME IIPOU3BOAMTEISA JIEKAPCTBEHHOIO IIpenapara, CBEACHUS O PErucTpanuu
JlepKatels WIM BIaJeiblia PETUCTPAMOHHOIO yIOCTOBEPEHMS JIEKAPCTBEHHOIO IIPErapara, CBEACHUS O
pEerucTpanyy MpOU3BOJUTENSA JIEKAPCTBEHHOIO Ipenapara s MEJUUUHCKOrO IMPUMEHEHUS B KaueCTBE
HaJIOTOTUIATENbIIMKA B CTPAHE PEruCTpauy (U POCCUHCKHUX IOPUAMYECKUX JIUIL - UACHTU(DUKAIIMOHHBIN
HoMep Hanoromarensimka (MMHH), ans uMHOCTpaHHBIX FOPUIMYECKHX JIUII - CTpaHa PErHCTPAlHH,
HAaVMEHOBAHUE PErUCTPUPYIOLIErO OpraHa, pEruCTPalMOHHBIM HOMEp, KO HAJIOrOILIATE bIINKA B CTpaHe
peructpauuy (MHKOPIIOpPALMK) WM €ro aHajor), MECTO HaXOXICHUS IPOU3BOJICTBEHHBIX IUIOLIAJIOK,
Y4acTBYIOIIMX B IMPOLECCE MPOU3BOACTBA JIEKAPCTBEHHOI'O Ipenapara, ¢ yKa3aHUEM CTaJuU Ipouecca
IIPOU3BOJCTBA,;

2) HauMEHOBaHWE JIEKAPCTBEHHOro Tpermapara (MEXIyHapoOAHOE HEMaTCHTOBAHHOE, WU
TPYIIIUPOBOYHOE, WIIM XUMHYECKOE U TOPrOBOE HANMEHOBAHUS);



3) HOMEep PEerucTPAIOHHOTO yI0CTOBEPEHHSI JIEKAPCTBEHHOTO TIpernapara,

4) nexapcTBeHHasi (hopma C yKa3zaHUEM JO3UPOBKH JIGKAPCTBEHHOTO TperapaTa U ero KOJIM4ecTBa
BO BTOPHYHOH (IOTPEOUTETBCKOMN) YIIaKOBKE, a TAK)KE KOMIUIEKTHOCTB;

5) 3aperucTpupoBaHHas MpeelibHast OTIYCKHAs LICHA Ha JIGKApCTBEHHBIN MpenapaT B pyoIIsx;

6) mara ¥ HOMEp NpHKas3a YMOJHOMOYEHHOro (helepalibHOrO OpraHa WCIOJHUTEIBHOW BIACTH O
rOCyJapCTBEHHOM PEruCTPALMK WU MEPEPErUCTPALUU MIPEACIBHON OTILYCKHOM LIEHBbI HA JIEKAPCTBEHHBIN
npernapar, BKJIIOUYEHHBIH B IEpeueHb JKU3HEHHO HEOOXOMUMBIX W BAXKHEHIIMX JIEKAPCTBEHHBIX
[Ipenaparos;

6.1) nara BCTyIUICHUS B CHJIYy IIPUKa3a YIOJIHOMOUYCHHOTO (peaepaibHOro oprana MCIOJHUTEIBHOM
BJIACTU O TOCYJAapCTBEHHOM PpEruCTpaluy WM IEePEePEeruCTpaluy IPEACIbHOM OTIIyCKHOM LEHBI
IIPOM3BOJIMUTEINSL HAa JICKAPCTBEHHBIN INpemnapar, BKIIOUEHHBIH B IEpeueHb >KU3HEHHO HEOOXOIUMBIX U
BAKHEUILINX JICKAPCTBEHHBIX IIPENapaTos;

7) WTPUXOBOM KOJI, HAHECEHHBIII Ha BTOPHYHYIO (MMOTPEOUTENILCKYIO) YIIAKOBKY JICKAPCTBEHHOTO
[penapara;

8) Kox NeKapCTBEHHOro Iperaparta 10 aHaTOMO-TEPaNeBTHYECKO-XMUMHUUECKON KiaccHu(UKaLuy,
PEKOMEHI0BaHHOM BceMupHOU opranusanuei 34paBoOXpaHeHUs .

3. T'ocymapcTBeHHas perucTpanus WIM TepeperucTpanuss NpeAeibHbIX OTIYCKHBIX IIE€H Ha
JICKapCTBEHHbIC TIpenapaThl, BKIIOYEHHBIE B IEPEYCHb JKU3HEHHO HEOOXOAMMBIX U BaKHEHIINX
JIEKAPCTBEHHBIX IIPENapaToB, BEIEHUE TOCYAAPCTBEHHOIO peecTpa IMPENEIbHBIX OTIYCKHBIX LE€H
MIPOM3BOIUTENICH Ha JIEKApCTBEHHBIE Iperaparhl, BKIIOUYEHHBIC B MEPEYCHb KU3HEHHO HEOOXOIUMBIX U
BAKHEUILINX JICKAPCTBEHHBIX IPENAapaToOB, OCYLIECTBIIAIOTCA B IIOPSAJKE, YCTaHOBIEHHOM [IpaBuTenscTBoM
Poccutickon denepanuu.

Crarbs 63. YcraHOBJIEHHE MCIONHUTEIBHBIMH OpraHamu cyObekToB Poccuiickoit ®denepaunu

NpeJeNbHBIX pa3MEepoB ONTOBBIX HAA0AaBOK M TPEAETbHBIX Pa3MEPOB PO3HUYHBIX
Ha/10aBOK K (DaKTUYECKUM OTIYCKHBIM II€HaM, YCTaHOBJIEHHBIM IPOU3BOAUTEISIMU
JIEKApCTBEHHBIX IIPENApaToOB, Ha JICKAPCTBEHHBIEC IPENapaThl, BKIOYCHHBIE B IIEPEYECHB
KU3HEHHO HEOOXOMMBIX M BaKHEHIIHNX JIEKAPCTBEHHBIX MPENapaToB

1. UcnonuurensHble opransl cyObekToB Poccuiickoil denepanuu ycTaHaBIMBAIOT MpeebHbIE
pa3Mepsl ONTOBBIX HA/0ABOK U Mpe/eibHbIe pa3Mepbl PO3HMUHBIX HAA0aBOK K (DAKTHYECKUM OTITYCKHBIM
nenam (0e3 ydera Hajmora Ha JOOaBJICHHYIO CTOMMOCTH), YCTaHOBJICHHBIM IPOU3BOJHUTEISIMHU
JIEKApCTBEHHBIX IIPENApaToB, Ha JICKAPCTBEHHBIC IIpenapaThl, BKIIOYCHHBIE B IEPEYCHb KU3HEHHO
HEOOXOIMMBIX U BaXKHEHIINX JIEKAPCTBEHHBIX MPENapaToB, B COOTBETCTBUU C YTBEP)KICHHOM B MOPSIIKE,
YCTaHOBJIEHHOM IIpaBuTeabCTBOM Poccuiickon ®denepanny, METOAUKOMN YCTaHOBJICHUS
UCTIOJIHUTENbHBIMUA OpraHamMu cy0bekToB Poccuiickoii @enepanuu NpelenbHBIX pa3MEpoB ONTOBBIX
HaJ0aBOK M MpPEIENbHBIX pa3MEpoB PO3HUYHBIX HAJ0aBOK K (DaKTUUYECKUM OTIYCKHBIM LIEHAM,
YCTaHOBJICHHBIM IIPOM3BOJUTEISAMU JICKAPCTBEHHBIX IIPENaparoB, Ha JIEKAPCTBEHHBIC IIPEMaparsl,
BKJIIOYEHHBIE B IepeUCHb )KU3HEHHO HEOOXOAUMBIX U BaXKHEHIINX JIGKAPCTBEHHBIX NpenapaToB. [IpoekTsl
pELICHNI MCIIOJIHUTENBHBIX OpPraHoB CyOBeKTOB Poccuiickoit ®enepanmuu 00 ycTaHOBICHUU H (M)
M3MEHEHHH NPEeJeNbHBIX Pa3MEpPOB ONTOBBIX HAa/l0aBOK U MPEIEIbHBIX pa3MEpOB PO3HUYHBIX Ha/10aBOK K
(aKTHUECKUM OTIYCKHBIM 1I€HAM, YCTaHOBJICHHBIM MPOM3BOJIUTENSIMH JIEKAPCTBEHHBIX IpENaparoB, Ha
JICKapCTBEHHbIE TpenapaThl, BKIIOYEHHbIE B IE€PEYCHb JKU3HEHHO HEOOXOAMMBIX U BaKHEHIINX
JIEKapCTBEHHBIX IpenapaToB, IMOJAJEKAT COINIACOBAHUIO C YIOJHOMOYEHHBIM (eepalbHbIM OpPraHoOM
MCTIOJHUTEIBHOM BJIACTH, OCYLIECTBIISIOMUM (YHKIUHU MO MPUHATHIO HOPMATHBHBIX IPABOBBIX aKTOB U
KOHTPOJIO 3a COONIONEHHEM 3aKOHOJATelbCcTBa B c(epe TOCyAapCTBEHHOTO pPEryJupOBaHUS IIeH
(tapudoB) Ha ToBaps! (yciuyru), B nopsake, ycranoBieHHoM [IpaButensctBoM Poccuiickoii deneparym.

2. OpraHu3anuy ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMH CpEACTBAMH, allTE€UHble OpraHU3aLUH,
WHJMBUyallbHbIE TNPEANPUHUMATENH, HMEIOLIME JUIEH3UI0 Ha (apMaleBTUYECKy0 JesITeIbHOCTb,
MEIMIMHCKUE OpraHu3aliy, HMEIOIIMe JMIEH3UI0 Ha (DapMaleBTUUECKYI0 JEATeNIbHOCTh, U UX
000cOOJIEHHbIE TOJpPA3JIC/ICHNs, PACIONIOKEHHbIE B CEIbCKUX HACEJICHHBIX IIYHKTaX, B KOTOPBIX
OTCYTCTBYIOT aNTEUHbIE OpraHU3alliM, OCYIUECTBIAIOT pEANU3ALUI0 JICKAPCTBEHHBIX IIPENapaTos,



BKJIIOYCHHBIX B TIE€PEYEHb JKU3HEHHO HEOOXOIMMBIX M BAXHEHUIIMX JICKApCTBEHHBIX IPENapaTroB, IO
[IEHaM, KOTOpble (OPMUPYIOTCS B COOTBETCTBUM C TMOPSAIKOM, YCTaHOBIEHHBIM [IpaBUTENbCTBOM
Poccuiickoit ®enepanuu, 1 ypoBeHb KOTOPhIX (0€3 yueTa Hasiora Ha J00aBJICHHYIO CTOUMOCTD) HE JIOJIKCH
NPEBBILIATh CyMMY (DaKTUYECKOH OTMYCKHOM LIEHBI, YCTAHOBJCHHOW MPOM3BOAUTENIEM JIEKAPCTBEHHOI'O
[mpenapara, He IPEBBIIANIIECH 3apEerUCTPUPOBAHHON WIM IEPEPErUCTPUPOBAHHON  IIPENEIBHOMN
OTIIYCKHOH LIEHBI MPOM3BOAMTENS (HA ATy peaH3alliy JICKAPCTBEHHOTO MpernapaTa MpOU3BOAUTENICM), U
pa3Mepa onToBOI HanOaBKU M (WIM) pa3Mepa PO3HUYHOW HaJ0aBKH, HE MPEBBIIIAIONIMX COOTBETCTBEHHO
pasmepa TpeleabHONW ONTOBOWM HamO0aBku u (MiIM) pa3Mepa MPEAeibHON PO3HUYHOW HaJI0aBKH,
YCTaHOBJIIEHHBIX B cyObekTe Poccuiickoit deneparuu.

3. HcnonnurensHble opranbl cyobekToB Poccuiickoit denepanuu pasmeniaor B cetd "MHTepHer”
MHPOPMALIMIO O 3apPETUCTPHPOBAHHBIX IPENENbHBIX OTIYCKHBIX LI€HaX IPOU3BOAMTENCH Ha
JICKapCTBEHHBIC TIpenapaThl, BKIIOYEHHbIE B IEPEYCHb JKU3HEHHO HEOOXOAMMBIX U BaKHEHIINX
JICKapCTBEHHBIX MpenapaToB, 00 YCTaHOBJIEHHBIX B cyObekre Poccuiickoit depepanuu mnpeaeabHBIX
pa3mepax ONTOBBIX HaJ0aBOK M (MJIM) MpEAEIbHBIX pa3Mepax PO3SHUYHBIX HA/J0aBOK K YCTaHOBIICHHBIM
IPOM3BOIUTENISIMU JICKAPCTBEHHBIX MNpenapaToB (PAKTUYECKHM OTIYCKHBIM IIEHAaM Ha JIEKapCTBEHHbBIC
npenaparhl, BKIIOYEHHBIE B IEPEYCHb JKU3HEHHO HEOOXOAMMBIX U BaKHEHIIMX JIEKapCTBEHHBIX
[IpenaparoB, a TaKXKe O CyMMeE 3aperMCTPUPOBAHHBIX IIPEACIBHBIX OTIIYCKHBIX LIEH IPOU3BOAUTENICH Ha
JICKapCTBEHHbIE TIpenapaThl, BKIIOYEHHBIE B IE€PEYCHb JKU3HEHHO HEOOXOAMMBIX U BaKHEHIINX
JICKapCTBEHHBIX TIpernapaToB, YCTaHOBJIEHHbIX B cyOwbekTe Poccuiickoit @enepanuu mpeaeabHbIX
pa3MepoB ONTOBBIX HA/0ABOK M MPEACIbHBIX Pa3MEpPOB PO3HUYHBIX HA/I0ABOK M HAJOra Ha JOOABJICHHYIO
croumocTh. VHbopmanus, NperycMOTpeHHas HACTOALICH 4YacTblo, JOJDKHA HAaXOOUTHCS TakkKe B
anTEeYHbIX OPTaHU3AIMIX B JOCTYMHOM JUIS BCEX 3aMHTEPECOBAHHBIX JIUII (hOpME U OOHOBIATHCS MO Mepe
ee pa3MelleHHs HCIIOTHUTENbHBIMU opranamu cyobekToB Poccuiickoii @eneparun B cetn "MHTepHeT".

4. Yrpatuna cuiy ¢ 1 mapra 2020 r. - @enepanbhslii 3akoH ot 27 nexadps 2019 r. Ne 475-03

I'naBa 13. MoHuTOPHMHT 3¢ (PeKTHBHOCTH U 6€30MACHOCTH J1eKAPCTBEHHbIX NPeNnapaTos,
Haxoasuxcs B oOpamenun B Poceniickoit Penepannn

Crartbs 64. ®apmakoHaazop

1. JIekapcTBeHHBIE Mpenapathl, HaxoAsdIMecs B oopamenuu B Poccuiickoii @enepanuu, noanexar
MOHUTOPUHTY 3((PEKTUBHOCTH M OE30MAaCHOCTH B ILENAX BBIABICHHUS BO3MOXHBIX HETaTUBHBIX
MIOCJIEACTBUM HMX NPUMEHEHUS, MHIMBUAYAJIbHOM HEINEPEHOCUMOCTH, MNPEAYNPEKICHUS MEAULUHCKUAX
pabOTHUKOB, CHENMAIMCTOB B 00JACTH BETEpUHAPUH, MAIMEHTOB WU BJIAJENIbLIEB JKUBOTHBIX M HUX
3alUTHI OT IPUMEHEHUS TaKHUX JIEKAPCTBEHHBIX MPENapaToB.

2. ®apMakoOHAI30p OCYIIECTBISIETCS COOTBETCTBYIOLIUM YIIOJHOMOUYEHHBIM (heaepaabHbIM
OpPraHOM MHCIIOJHHUTEIbHON BJIACTH B YCTAHOBJICHHOM MM IOPAIKE C y4eTOM TpeOOBAHUN HACTOSILETro
@enepalbHOTO 3aKOHA W aKTOB, cocTaBsitomMx npaso Coros3a, MyTeM aHajlu3a IPeloCTaBIsIeMOU
cyObekTaMH 0OpalleHus JIEKapCTBEHHBIX CPEJICTB MH(POpMALUU O MOOOYHBIX AEUCTBUAX, HEXKETATEIbHBIX
peaKuusaX, CEpbE3HBIX HEXKEJATENbHBIX PEaKUUsAX, HENPEABUACHHBIX HEXKENATENIbHBIX peakuusix Mpu
NPUMEHEHUH JIEKapCTBEHHBIX IpernapaToB, 00 MHIMBHUIYaJbHOH HEMEPEHOCUMOCTH, OTCYTCTBUHU
3(pGEKTUBHOCTH JICKApPCTBEHHBIX IpenapaToB, a Takke 00 uHBIX (akrax U 00CTOSTENbCTBAX,
NPEJCTABIAIOMINX YIpo3y JKM3HM WM 3[J0POBBIO 4YeloBeKa JHOO >KUBOTHOTO MpPHU MPUMEHEHUHU
JIEKapCTBEHHBIX MPEMNapaToB U BHIABICHHBIX Ha BCEX ATanax OOpalleHUs JICKApCTBEHHBIX MPENapaToB B
Poccutickoi denepanuu U Apyrux rocygapcrBax.

3. CyObeKThl o0palleHus IEKapCTBEHHBIX CPEACTB B MOPSJIKE, YCTAHOBIEHHOM YIOJIHOMOYEHHBIM
(benepanabHBIM OPraHOM UCIOJIHUTENBHON BIIACTH, 0053aHbl COOOIIATh B YIIOJTHOMOYEHHBIH (eepaabHbIi
OpraH HCIOJHUTEIbHOM BIACTH O TOOOYHBIX JEHCTBUAX, HEXKENaTeJIbHbIX PpEaKUUsIX, CEepbe3HbIX
HEXEJIATEJIbHbIX ~ PEAKLMAX, HENPEIBHUJIEHHBIX  HEXKEJATENbHbIX PpEaKkUMsIX Ipd  IPUMEHEHUU
JIEKapCTBEHHBIX MpPErnapaTtoB, 00 HWHAMBUIYAIbHON HENEPEeHOCHUMOCTH, OTCYTCTBUHM 3(P(PEKTUBHOCTH
JIEKapCTBEHHBIX IpPENapaToB, a Takke 00 MHBIX (aKkTax U OOCTOSATEIbCTBAX, MPEJICTABISAIOUIMX YIpO3Y



KU3HU WJIU 30POBBIO YEJIOBEKa JIMOO >XMBOTHOTO IMPH NPUMEHEHUH JIEKAPCTBEHHBIX NpEnaparoB U
BBISIBJIGHHBIX Ha BCEX JTamax oOpaleHHsl JIeKapCTBEHHBIX IpenapatoB B Poccuiickoit denepanmu u
JAPYTUX rOCy1apCTBax.

4. JlepkaTenu WIM BIAAENbLbl PErMCTPALIMOHHBIX YJOCTOBEPEHHUM JIEKAPCTBEHHBIX IPENApaToB,
IOpUINYECKUE JIMIA, HA UMs KOTOPBIX BBIJAHBI Pa3pelICHUs HAa IPOBEACHUE KIMHUYECKUX UCCIENOBaHUN
B Poccuiickoit ®enepanyu, 1100 YHOJHOMOYEHHBIE MMHU JpPyrue IOpUIMYECKHE JHUIAa B paMKax
obecrieyeHus1 0€30MaCHOCTH JICKAPCTBEHHBIX NPENapaToB B MOPSKE, YCTAHOBICHHOM COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM (heZiepabHbIM OpPraHOM HCIOJHUTENILHOM BIAcTH, OO0S3aHBl OCYLIECTBIISATH MPHUEM,
yueT, o0paboTKy, aHaJu3 M XpaHEHHWE IMOCTYMAIOUIMX B HUX aapec OT CyOBEKTOB oOpalieHus
JICKApCTBEHHBIX CPEACTB W OPraHOB TOCYIApPCTBEHHON BIIACTH COOOIIEHUI O MOOOYHBIX JEHCTBHUSX,
HEXEJATENIbHBIX PEAKLUAX, CEPbE3HBIX HEXKENATEIbHbIX U HENPEABUICHHBIX HEXEIATEIbHbIX PEaKLMIX
Ipd TNPUMEHEHHH JIEKAPCTBEHHBIX NpenapaToB, 00 OCOOCHHOCTSAX MX B3aHMMOACWUCTBUS C JAPYTHMH
JICKapCTBEHHBIMH TIperapaTaMy, HWHIMBHUIYaJbHOH HENEPEeHOCHMMOCTH, a Takke 00 HHBIX (akTax H
00CTOSTENBCTBAX, MPEJICTABISAIONINX YIPO3y XH3HM MM 3I0POBBIO YeNOBEKa JHMOO >KUBOTHOTO WIIU
BIMAIONIMX HAa M3MECHEHHME OTHOILUCHMS OXUAACMOM IOJb3bl K BO3MOXHOMY pPHUCKY IIPUMEHEHMS
JIEKapCTBEHHBIX IIPENApaTOB.

5. Ilpu BeIABIEHMHM HMH(OpPMAIMM O CEPbE3HBIX HEXKENIATENbHBIX PEaKIHUsIX U HENpeaBHICHHBIX
HEXKEJIaTeNbHbIX PEAaKUUsAX INpU TNPUMEHEHUHM JIEKAPCTBEHHBIX IpenapaToB, 00 OCOOCHHOCTSAX UX
B3aUMOJICICTBUA C JIPYTMMH JICKAPCTBEHHBIMU IIperaparaMy, HHIMBUAYAJIbHOM HEIEPEHOCUMOCTH, a
Takxke 00 MHBIX (PaKTax M 0OCTOATENBCTBAX, BIUSAIOUINX HA U3MEHEHHUE OTHOLICHHS 0)KMAaeMO TOMb3bI K
BO3MOXKHOMY PpHUCKYy IIPUMEHEHHs JIEKAPCTBEHHBIX IIPENaparoB, JACp)KaTelad WIA  BIAJCIbLbI
PErUCTPALIMOHHBIX YIOCTOBEPEHHUM JIEKAPCTBEHHBIX IIPENApaTOB, IOPUAMYECKUE JIMLA, HA UM KOTOPBIX
BBbIJIaHBl pa3pelleHUs] Ha MpPOBEACHUE KIMHUYECKUX uccienoBanuii B Poccuiickoit denepaunu, 1md0
YIOJIHOMOYEHHbIE HMMHU Jpyrue IOpUAMYECKHe JHIa o00s3aHbl NPUHATH MEphl, HANpaBlICHHbIE Ha
YCTPAaHEHHE  HETaTUBHBIX  IIOCIEICTBUM  INPUMEHEHHs  TaKUX  JICKAPCTBEHHBIX  IIPENAparos,
NpeaynpexaeHue NPUYMHEHUS Bpela *KHU3HU WM 3/I0pPOBBIO YeJOBEKa JHOO0 JKMBOTHOTO, 3AIIUTY UX OT
NPUMEHEHHsI TaKUX JIEKAPCTBEHHBIX MPENapaToB, HA JOMOJIHUTENIBHBIA cOOp AaHHBIX 00 APPEKTUBHOCTH
1 0€30MacCHOCTH TaKHMX JIEKAPCTBEHHBIX MPETapaToB.

6. 3a HecooOIIeHNE TN COKPBITHE MH(DOPMAIIUH, TPETYCMOTPEHHOM YacThio 3 HACTOSILEH CTAaThH,
JEepKaTeId WM BIAJENbIBl  PETUCTPALMOHHBIX  YAOCTOBEPEHUM JICKAPCTBEHHBIX  IIPENApaToOB,
IOpUINYECKUE JIMIA, HA UMs KOTOPBIX BBIJAHBl Pa3pelICHUs Ha IPOBEACHUE KIMHUYECKUX UCCIENOBaHUN
B Poccuiickoit ®enepauuu, MO0 YHNOJTHOMOYEHHbIE MMM JpYrHe IOpUAMYECKHE JIMIA, a TaKKe
JOJDKHOCTHBIE JIMIIA, KOTOPhIM 3Ta HMH(OpMaLMs cTaja M3BECTHA IO POAYy HUX MNpodeccHoHaTbHON
JEeATEIbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU € 3aKOHOATENbCTBOM Pocculickon Penepannu.

7. IIpu noay4eHUn yIoJIHOMOYEHHBIM (peiepalbHbIM OPraHOM HMCIIOJHUTEIBHOM BIACTH B paMKax
OCYILLIECTBIICHUsI UM (papMaKOHAA30pa JOKA3aTelIbCTB O HECOOTBETCTBMM JIEKAPCTBEHHOrO IIperapara
YCTQHOBJICHHBIM TpeOOBAHUSAM WM TMPH MOJy4YeHUM HHPOPMALMM O HECOOTBETCTBUM MAAHHBIX 00
3pPEKTUBHOCTH U O 0E30MaCHOCTH JICKApCTBEHHOIO IMpernapara JaHHbIM O JIEKAPCTBEHHOM Ipernapare,
COZIepIKAIIMMCSl B MHCTPYKIIMH 10 €r0 IPUMEHEHUIO (B TOM YHCIIC BBISBICHHBIX B XOJC OCYIIECTBICHHS
(apmakoHa30pa KOHTPOJILHO-HA30PHBIMUA OpraHaMH WHOCTPAHHBIX T'OCYJAapCTB), YIOJHOMOYEHHBIH
(benepanbHbI OpraH MCIOJHUTEIBHON BIACTH B YCTAaHOBJICHHOM UM IOPSJIKE pacCMaTpUBAET BONPOC O
IIPUOCTAHOBJICHUY IIPUMEHEHHS TAKOI' O JIEKAPCTBEHHOT' O IIpenapara.

Crarbsa 65. [IpuocraHoBieHHEe NPUMEHEHHUs JIEKAPCTBEHHOrO IpenapaTta IJisi BETepUHAPHOTrO

IIPUMEHEHHUS

1. IIpu nomyueHur UHGOPMALIMU O HEXKEJIATENbHBIX PEAKLUUAX MPU NPUMEHEHUH JIEKAPCTBEHHOTO
rmpenapara, HE YyKa3aHHBIX B HHCTPYKLUMHU [0 IPUMEHEHHUIO JIEKAPCTBEHHOI'O IIpernapara, CEpbe3HbIX
HEXKEJAaTeNbHbIX peakiusX, 00 OCOOEHHOCTSAX €ro B3aUMOICWUCTBUS C JPYTUMH JIEKAPCTBEHHBIMU
nmpenaparaMy, KOTOpbI€ MOIYT IPEICTaBIAThH Yrpo3y KU3HU WM 3J0POBBIO KMBOTHOIO, a TaKXKE O
HECOOTBETCTBUM JAHHBIX 00 3(h(heKTUBHOCTH U O GE30MACHOCTH JIEKAPCTBEHHOTrO MpernapaTa AaHHBIM O
JIEKApCTBEHHOM IIpenapare, COIEpKAIIMMCS B HMHCTPYKLHMHM II0 €ro IMPUMEHEHHIO, B TOM YHUCIE OT



YIOJHOMOYEHHBIX OPraHOB MHOCTPAHHBIX TOCYJapCTB, 0OMEH KOTOPOW OCYIIECTBISETCS B COOTBETCTBUH
C COIJALICHUSAMU MEXIY YHOJHOMOYEHHBIM (heAepabHBIM OpPraHOM HCIIOJIHUTENBHOW BIIACTH U
YIOJIHOMOYEHHBIMH OpraHaMH HMHOCTPAHHBIX TOCYJApCTB, YIOJIHOMOYEHHBIH (enepaabHblii OpraH
WCTIOJIHUTENBHOM BJIACTH paccMaTpPUBAET BOIPOC O BO3MOXKHOCTU MPHUOCTAHOBIICHHS OOpAIICHUS TaKOTO
JICKapCTBEHHOTO IMpenapaTa B MOpPsJAKE, YCTaHOBJICHHOM YIIOJHOMOUYEHHBIM (heaepaqbHbIM OpraHoM
UCTIOJIHUTEIBHOM BIIACTH.

2. Ilpyu HEWCHOMHEHMH WM HEHAAJIEKAIIEM HCIIOJHEHUH Jep)KaTelNsIMU WM BlaieiIbllaMu
PETUCTPAIIMOHHBIX yJIOCTOBEPEHHMI JIEKAPCTBEHHBIX IMPENapaTroB Uil BETEPUHAPHOTO NPUMEHEHHS,
IOPUIMYECKUMHU JIMI[AMH, Ha HMS KOTOPBIX BBIIaHBI pa3pelleHUs HAa NPOBEACHUE KIMHHUYECKUX
uccnenopanuii B Poccuiickoi @enepauuy, WIM YIOJHOMOYEHHBIMU HMMH JIPYTUMHU HOPUAUYECKUMU
TUIaMHU 00sI3aHHOCTEH, YCTAaHOBIEHHBIX 4YacTsMu 3 U 4 ctatbu 64 Hacrosimiero denepalibHOTO 3aKOHA,
nu00 B ciyyae HEBBINOJHEHHS MPEIIHCAHUs, BBIIAHHOTO YHOJHOMOYEHHBIM (herepaibHbIM OpraHoOM
WCTIOJIHUTEJIBHOM BJIACTH MO UTOraM OCYILECTBIICHHUS! BHIOOPOYHOTO KOHTPOJISI Ka4eCTBa JIGKAPCTBEHHOI'O
npernapara, yHOJIHOMOYEHHBIM (erepabHblii OpraH HMCIIOJHUTENBHOW BJIACTH B YCTAHOBJICHHOM MM
MOPSI/IKE paccMaTpUBAET BOIIPOC O NPUOCTAHOBJICHWM NPUMEHEHHs TaKOro JEKapCTBEHHOrO Iperapara
111 BETePUHAPHOTO IPUMEHEHHUSL.

3. Yrpatuna cuny c 1 suBaps 2026 r. - @enepanbhblii 3akoH ot 30 stHBapst 2024 1. Ne 1-03

4. YTONHOMOYEHHBIH (QeaepanbHblii OpraH HCHOJIHUTEIbHOM BJIACTH MpPU HATUYUU y HErO
CBEJICHUI O HECOOTBETCTBUHU MPOU3BOIUTENS JIEKAPCTBEHHBIX CPE/ICTB TPEOOBAHUAM MPAaBHII Ha yIexaneit
NPOM3BOACTBEHHOW MPAaKTUKU ¥ (WIM) O HapyIICHHH JIMIEH3MOHHBIX TpPEOOBaHUH, KOTOphIE OBLIU
BBISIBJIGHBl B XOJ€ TPOBEJEHHUS WHCIEKTHUPOBAHUS TPOU3BOJMUTENS JIEKAPCTBEHHBIX CPEACTB WU
OCYILECTBJICHUSI JIMLIEH3MOHHOTO KOHTPOJS B chepe MpOM3BOJCTBA JEKAPCTBEHHBIX CPENCTB U NPHBEITH
WIA MOTYT HPUBECTH K MPOU3BOJCTBY JIEKAPCTBEHHBIX IPENapaToB JJsl BETEPUHAPHOIO MPHUMEHEHMS,
NPUYUHUBIINX WM CIIOCOOHBIX NPHUUYMHUTH BPEA KU3HM MM 370POBBIO KUBOTHBIX, PaccMaTpHBaeT
BONPOC O MPUOCTAHOBJICHUH peaM3alii U MPUMEHEHHS JICKapCTBEHHBIX MPENapaToB AJisi BETEpUHAPHOTO
NPUMEHEHHS B YCTAaHOBJICHHOM UM TOPSIJIKE B CIEAYIOIINX CIydasx:

1) coctaB m (WIM) TEXHOJOTHS MPOHM3BOACTBA JIEKAPCTBEHHOI'O Mpenapara Juis BETCPHHAPHOTO
npuMeHeHus (C omMcaHHeM CTaauii MPOW3BOJCTBA) OTIMYAIOTCS OT 3aSBJICHHBIX B PETUCTPALIMOHHOM
JOChE;

2) JIeKapCTBEHHBIN Tpernapar Al BETepUHAPHOTO MPUMEHEHNUS IIPOU3BE/ICH Ha MPOU3BOICTBEHHOM
IUIOILAJIKE, HE YKa3aHHOM B PETUCTPALlMOHHOM JIOCKE,;

3) y TpOU3BOIUTENS JIEKAPCTBEHHBIX CPEJACTB OTCYTCTBYIOT JOKYMEHTBI, MOATBEPIKAAIOIINE
COOTBETCTBUE KadyecTBa JICKAPCTBEHHOTO IIperapara JJisi BETEPUHAPHOTO MPUMEHEHHs, BBOJMMOTO B
rpakJaHCKHI 000pOT, TpeOOBAHUM, YCTAaHOBICHHBIM IIPU €0 rOCYAapCTBEHHON PErucTpaluy,

4) TpOW3BOJMTENIEM JIGKAPCTBEHHBIX CPEACTB B  COMVIACOBAHHBIH C  COOTBETCTBYIOIINM
YIIOJIHOMOYEHHBIM (peiepajbHbIM OPraHOM MCIOJHMTENbHOM BIAcCTU CPOK HE YCTPaHEHbl HapyIICHUS
TpeOOBaHMH NpaBWJ HaJyIeXKalleld MPOU3BOACTBEHHOW NPAKTHKH M (WIM) JHLIEH3HOHHBIX TPeOOBaHUIA,
KOTOpbl€ ObLIM BBIABICHBI B XOJAE INPOBEICHHS HWHCIEKTUPOBAHHUS HPOM3BOJIUTENS JICKAPCTBEHHBIX
CPEACTB WJIN OCYLIECTBJICHHUS JIMIEH3MOHHOI'O KOHTPOJI B c(hepe MpOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB
U TpHUBEIM WJIM MOTYT IMPHUBECTH K INPOU3BOJACTBY JIEKAPCTBEHHBIX NpPENapaToB Js BETEPUHAPHOIO
NPUMEHEHHs], IPUYMHUBIIMX WM CIIOCOOHBIX MPUYUHUTH BPE KU3HHU WIH 3JOPOBBIO KUBOTHBIX.

7. B nopsiake, nmpeyCMOTPEHHOM 4acTbio 4 HAcTOsIEH cTaTbH, YIOJTHOMOYEHHBIH (penepanbHbIi
OpraH HCIIOJHUTEIbHON BJIACTH pacCMaTpUBAET BOIPOC O MPHOCTAHOBIEHUH peaU3allii U MPUMEHEHUS
JIEKapCTBEHHOT'O Iperapara Juis BETEPUHAPHOTO NPUMEHEHMS B CIIyyae BBISBICHHUS B IPaXkJaHCKOM
000poTe CepuM JEKAapCTBEHHOTO Ipernapara JJis BETEPUHAPHOTO NMPUMEHEHHs, TOKYMEHTBI U CBEICHUS O
KOTOpOM, mpenycMoTpeHHble yacTamMu 1 - 3 u 6 cratbu 52.2 Hactosimero denepanbHOro 3akoHa, HE
NPEJICTaBJICHbI B YKa3aHHBIA OpraH, JIMOO Cepur HMMYHOOUOJIOTMUECKOTO JIEKApCTBEHHOTO Npenapara ajs
BETEPUHAPHOTO TMPHMEHEHHs, HE HMEIOIIEH pa3peleHus, MpelyCMOTPEHHOIo 4acThio 8 craTbu 52.2
Hacrosimero PenepaabHOro 3akoHa. B yka3zaHHOM cilydae yMHOJTHOMOYEHHBIM (enepaiabHbIl Oprax
MCTIOJIHUTEIBHOW BJIACTH MPUHUMAET PELICHHE O NMPUOCTAHOBJICHUHU pEAM3allMi U NPUMEHEHUs TaKHX



cepuil 0 TpEACTaBICHUS YKa3aHHBIX JIOKYMEHTOB M CBEACHUH MO0 10 MOJYy4YEeHHs YKa3aHHOTO
pa3peleHus.

Crartbs 66. Madopmanus o pesynbraTax GpapMakoHaa3opa

VYNOTHOMOYEHHBIM  (enepanbHblii  OpraH  HUCHOJIHHUTENBHOM  BJIACTH,  OCYILECTBIISIOLIMMA
(dapmMakoHaa30p, MO €ro pe3yjbTaTaM pa3MellaeT Ha CBoeM OQUIMaIbHOM caiiTe B cetu ' HHTepHer"
UH(POPMAIIHIO O

1) BBISBICHUM HOBBIX IOATBEPXKICHHBIX JaHHBIX O TOOOYHBIX JEHCTBUIX, HEXKEIaTeIbHBIX
peaKuusaX, CEpbE3HbIX HEXKEJATENbHBIX PEaKLUsAX, HENPEABUACHHBIX HEXKENATENbHbIX pEeakUusix Mpu
IIPUMEHEHHH JIEKAPCTBEHHOTI'O NIpENapara, B TOM YKCJIE BIUAIOLIMX HA OTHOLIEHUE OKUJAEMOW IOJb3bI K
BO3MOXXHOMY PUCKY IIPUMEHEHUS JaHHOTO JIEKAPCTBEHHOIO IIpenapara,

2) IPUHSTBIX PEIICHUAX O BHECEHUH M3MEHEHHI B MHCTPYKLUIO 110 IPUMEHEHHIO JICKAPCTBEHHOTO
npernapara, O IPUOCTAHOBJICHUM NMPUMEHEHHs JICKapCTBEHHOTO Ipernapara, 00 M3BATHM U3 OOpalieHus
JIEKapCTBEHHOT'O MpenapaTa Wik 0 BO300HOBIECHUH TPUMEHEHHS JIEKapCTBEHHOTO Mpernapara.

I'naBa 14. Uudopmanus o JiekapcTBeHHbIX npenaparax. CucTeMa MOHUTOPHMHIA IBHKEHUS
JIEKAPCTBEHHBIX NIPEeNnapaToB AJI MeJUIHHCKOI0 NIPUMEHEeHUA

Crarbsa 67. Mudopmanus o JekapCTBEHHBIX mpenaparax. CucremMa MOHUTOPHHIA JABHKCHHS
JICKapCTBEHHBIX MPENapaToB Uil MEAULIMHCKOTO IPUMEHEHUS

1. ndopmanusa o JEKapCTBEHHBIX MpenapaTtax, OTIYCKaeMbIX 0 PELENnTy Ha JIeKapCTBEHHBIN
npernapar, JOJDKHA COAEP)KAaThCS TOJNBKO B CIEHUATM3WPOBAHHBIX HM3IAHUAX, NPEIHA3HAYCHHBIX JUIS
MEIMLMHCKUX, (apMaleBTHYeCKuX pabOTHUKOB, CIIELUAINCTOB B 001acTu BerepuHapuu. Mupopmanus o
JIEKapCTBEHHBIX Npernaparax JJis CIEIHaINCTOB B 00JACTH OOpaIleHHUs JeKapCTBEHHBIX CPEJICTB MOXKET
coZiepKaTbCsl B MOHOTrpausX, CIPaBOYHMKAX, HAYYHBIX CTaThsIX, B JIOKJIAJaXx Ha KOHIrpeccax,
KOH(pEpEeHIMIX, CHUMIIO3MyMaX, HAy4YHbIX COBETaX, a TakXe B MHCTPYKIHUSAX IO MPUMEHEHHUIO
JIeKapCTBEHHBIX IPENapaToB.

2. ndpopmanuss o0 JeKapCTBEHHBIX NpenapaTax, OTIyCKaeMbIX 0e3 pelenTa Ha JIEKapCTBEHHBIN
npenapar, MOXET COJIepKaTbCsl B IMyONIMKaUMAX W OOBSABICHUSX CPEICTB MAaccoBOM HH(opMaru,
CTMELMATU3UPOBAHHBIX W OOLIMX IMEYaTHBIX H3JaHMAX, MHCTPYKIMAX MO NMPUMEHEHHUIO JIEKapCTBEHHBIX
IpenapaToB, UHBIX U3JJAHUAX CyOBEKTOB OOpAIEHUs JIEKAPCTBEHHBIX CPEJCTB. PexinaMHble MaTepHasbl O
JIEKapCTBEHHOM IIperapare, OTIyckaeMoM 0e3 pelLenTa Ha JIEKapCTBEHHBIH Ipernapar, JIOKHBI
COOTBETCTBOBATh MHCTPYKIIMHU 110 IPUMEHEHUIO JIEKaPCTBEHHOTO Mperapara.

3. JlomyckaeTcs HCHOJb30BAaHUE JIIOOBIX MaTEpHAIbHBIX HOCUTENIEH, IMO3BOJISIONIMX XPaHUTH,
nepeaaBaTh U MCIOIb30BaTh HH(GOPMAIIMIO O JISKApCTBEHHBIX MpenapaTax 0e3 ee HCKaKeHMUS.

4, Ina ueneil uaeHTHU(UKAUM YHAKOBOK JIEKAPCTBEHHBIX IIPENaparoB s MEAMIMHCKOTO
NPUMEHEHHsI TPOU3BOJUTENN JIEKAPCTBEHHBIX CPEJICTB B TMOPSJIKE, ycTaHOBIeHHOM [IpaBUTEnbCTBOM
Poccwuiickoit @enepanyu, HAHOCAT Ha MEPBUYHYIO YIMAKOBKY (B OTHOIICHHH JIGKAPCTBEHHBIX MpPENapaToB
JUIS. METUIIMHCKOTO TPUMEHEHHS, JJIsl KOTOPBIX HE MPeAyCMOTPEHA BTOPUYHAS YINAKOBKA) M BTOPHYHYIO
(MOTPEeOHUTENECKY0) YIAKOBKY JIGKAPCTBEHHBIX TPENapaToB Uil MEIUIMHCKOTO NPUMEHEHHUS CpPEICTBa
UACHTUHUKAIIMY, 34 HCKIIOYEHUEM JIEKAPCTBEHHBIX IMPENapaToB Uil MEIULIMHCKOTO INPUMEHEHHUs,
MPOU3BOJIUMBIX JJIsi MPOBEACHUS KIMHUYECKHX HCCIEAOBAaHUM, 3KCIIOPTA, JIEKAPCTBEHHBIX MpenapaToB
JUI MEIUIIMHCKOTO NPHMEHEHMs, YKa3aHHBIX B 4YacTsax 5 u 8 crarteu 13 Hactosmiero denepanbHOro
3aKOHa, paanoQapMalleBTUIECKUX JEKAPCTBEHHBIX MPENapaToB, BHICOKOTEXHOJIOIMYHBIX JIEKAPCTBEHHBIX
IpenapaToB, KOTOPbIE MPOM3BEACHBl MAJIbIMU CEpPUSIMH, COCTOST U3 OJHOM WM HECKOJBKUX J103
BBICOKOTEXHOJIOTMYHOI'O JIEKAPCTBEHHOr'0 Ipernapara, HpeHa3HAYeHbl I KOHKPETHOro MallueHTa,
UMEIOT KOPOTKHH CPOK TOIHOCTH (10 AEBSHOCTAa KaJICHIAPHBIX AHEH) M (MiIHM) TeMIepaTypHBIH PeXuM
XpaHeHUs ¥ TpaHcnopTupoBaHus MuHyc 60 rpagyco Llenbcust wnm HUXe, MUSABOK MEJUIIMHCKUAX U T'a30B
MEIUIUHCKUX. [[71s IeKapCTBEHHBIX MPenapaToB ¢ MEXKIyHApOIHbIM HENATCHTOBAaHHBIM HAaUMEHOBAHUEM
"DraHon" CpeNCTBO MACHTH(HUKALUN HAHOCUTCS Ha BTOPUYHYIO (IOTPEOUTENBCKYI0) YIAKOBKY B Ciydae,
€clIM Takas YIaKOBKa SIBISETCS WHIUBHIYAJIbHOH BTOPUYHON (IMOTPEOMTENBCKON) YMAaKOBKOW 3TOTO



JICKAPCTBEHHOT'O Tpernapara, a B ClIy4ae OTCYTCTBHUS BTOPHUYHOW (HOTPEOUTENHCKOI) YHMAKOBKH WM
HAJINYMS YMAKOBKM, B KOTOPOW HaxoAuTcs Ooyee OJHOM EIUHMIBI YKa3aHHOTO JIEKAPCTBEHHOTO
npernapara B IepBHYHON YIIaKOBKE, CPEICTBO UACHTU(UKAIIMY HAHOCUTCS Ha MIEPBUYHYIO YIIAKOBKY.

5. XapakTepuCTHKU CpEACTBA HICHTH(UKALMU, TOPAJOK €ro HaHEeCeHHs M TpeOOBaHUS K
CTpyKType U (opMaTy HHPOpPMALKH, KOTOPYIO COAEPXKUT CPEIACTBO HACHTH(HKALNHU, OINpPEHCIISIOTCS
[IpaBuTenscTBoM Poccuiickon @enepauuu.

6. Co3nmaHue, pa3BUTHME M OKCIUTyaTalusi CHUCTEMbl MOHMTOPHHIA JABIKCHHS JICKApPCTBEHHBIX
[IpenapaTroB Uil MEJULUUHCKOIO IIPUMEHEHUs OCYIUECTBIISIOTCA Ha OCHOBAHUM COIVIALLIEHHUA O
roCyJapCTBEHHO-YaCTHOM IIAPTHEPCTBE, 3aK/IIOYEHHOIO MEXIY POCCHHCKUM IOPUAUYECKUM JIMLIOM U
Poccuiickoii ®@eneparueif, oT UMEHU KOTOPOH BBICTyHAeT (eepaibHbIil OpraH UCIIOIHUTEILHON BIIACTH,
OCYILECTBIIAIONINM (PYHKIMM 1O BBIPAOOTKE TOCYNApCTBEHHON MOJIMTUKA M HOPMATHBHO-IIPABOBOMY
peryaupoBaHHIo B chepe BHYTPEHHEH TOPrOBIM. YKa3aHHOE COIIALICHHE 3aKII0UaeTCs B COOTBETCTBHH C
®enepanbubiM 3akoHOM OT 13 mrona 2015 roga N 224-03 "O rocynapcTBeHHO-4aCTHOM MAapTHEPCTBE,
MYHULIMIIAJIBHO-4aCTHOM NapTHepcTBe B Poccuiickoit denepanny 1 BHECCHUU U3MEHEHUN B OTACIBHbIC
3aKOHOJaTenbHble akTbl Poccuiickoit ®Penepauuu” C ydeToM YycCTaHaBIUBaeMbIX IIpaBuUTENbCTBOM
Poccuiickoit @enepauyu mopsiika CO3AaHusl, pa3BUTHs, BBOJA B DKCIUIYaTALUIO, SKCILTyaTalluud U BbBIBOJA
U3 SKCIIyaTalluud CHCTEMbl MOHUTOPHUHIA JIBMJKEHUS JIEKAPCTBEHHBIX MPENapaToB A MEIULUHCKOTO
OPUMEHEHHs, TOpsAJIKa TMpeloCTaBiIeHUss HMH(OpMauK, coaepkaleiics B CHUCTEME MOHHTOPUHIA
JOBUKEHMS JIEKapCTBEHHBIX IPENaparoB JUIsl MEJAULMHCKOTO MPUMEHEHHs, W TNOpAIKAa B3aUMOJCHCTBUSA
yKa3aHHOM  CHCTEMBl C  HMHBIMH  TOCYJAQpPCTBEHHBIMH  HH(POPMALMOHHBIMH  CHUCTEMaMH U
MH(POPMAIIMOHHBIMHM CUCTEMaMH IOPUINYECKUX JIUI U MHAUBUAYAIBHBIX MPEIpUHUMATENEH, yKa3aHHbBIX
B vacTsax 7/ u 10 nacrosmedt crarbu. Poccuiickoe ropuamyeckoe JIMIO, YKa3aHHOE B HACTOSIIEH 4YacTH,
OCYLIECTBIISIET (PYHKIMHU ONEpaTropa CHCTEMbl MOHUTOPHHIA JABMXKEHHS JIEKAPCTBEHHBIX MPENapaToB A
MeauuuHcKoro npumeHenus. lIpunsatue IlpasurenscrBom Poccuiickont denepanuu pelieHuil 0 3aMeHe
YKa3aHHOTO OIepaTopa WM MpPEeKpalleHUH OCYLIECTBICHHUS UM (DYHKIMI oreparopa HE JOIMyCKaeTcs B
TEYEHUE CPOKa JACUCTBUS COTIIALICHUS, YKA3aHHOIO B HACTOSAIIEH YaCTH.

6.1. Oneparop cucTeMbl MOHUTOPUHTA JABMXKEHHS JICKAPCTBEHHBIX MPENapaToB Il MEAUIIMHCKOTO
NpUMEHEHHsT IEHTPAIM30BaHHO obOecneunBaeT (QopmupoBaHue (TeHepalnuio) KoJa MPOBEPKH C
UCTIOJIb30BAHUEM TEXHUYECKHX CpeACTB (OPMHUPOBAHMA KOAA NPOBEPKH U OKas3bIBAET YCIYTH I10
MPEJOCTABICHUIO KOJOB MAapKUPOBKM, HEOOXOAMMBIX IJsi (POPMUPOBAHMS CPEIACTB HAECHTH(QUKALUU U
o0ecrieyeHnss MOHUTOPHHTA JIBIDKEHUS JIEKAPCTBEHHBIX IPENapaToB JUIsl MEAMLIMHCKOTO MPUMEHEHUS.
Pasmep miarel 3a OKazaHHME TakuUX YCIYI M IOPSJOK €€ B3MMAaHHS YCTAHABIIMBAIOTCS HOPMATHBHBIM
npaBoBbIM akToM [IpaBurtenscTBa Poccuiickoit @denepannu, npuHUMaeMbIM Ha OCHOBAaHMM YacTu 4 cTaTbu
20.1 ®enepanbHoro 3akoHa ot 28 nexabps 2009 roma N 381-d3 "OO6 ocHOBax ToCyAapCTBEHHOTO
perynupoBaHusl TOproBoil aestensHocTd B Poccuiickoit deneparuu’. V3smeHeHne pa3mepa yKa3aHHOM
IJIaThl B TEYCHUE CPOKa JACUCTBUSA COIVIALLEHUS O TOCYAAPCTBEHHO-4YAaCTHOM IIApPTHEPCTBE, YKA3aHHOIO B
yacTu 6 HacTosIIel cTaTbH, HE JOITYCKAETCs.

6.2. Oneparop cUCTeMbl MOHUTOPUHTA ABMXKEHHS JICKAPCTBEHHBIX MPENapaToB Il MEAUIMHCKOTO
NPUMEHEHHsI OCYILIECTBISET CBOM (PYHKIMH B COOTBETCTBUM C HacTosmMM DenepanbHbIM 3aKOHOM,
®enepanbubiM 3akoHOM OT 13 mrosig 2015 roga N 224-03 "O rocynapcTBeHHO-4aCTHOM MapTHEPCTBE,
MYHULIMIIAJIBHO-4aCTHOM INapTHepcTBe B Poccuiickoit denepanny U BHECCHUU U3MEHEHUN B OTHACIBHBIC
3aKoHoJaTenbHble akThl Poccuiickoit denepanuu’ M coriameHueM, YKa3aHHbIM B 4acTH 6 HacTosmiel
craTby. IIpyu 3TOM B TedeHHE CPOKA NEUCTBUSA TAKOIO COIJIALICHUSA HE JOIYCKAKTC:

1) u3MeHEeHWe CYIIECTBEHHBIX YCJIOBHH TAaKOTO COTJIAIICHHS B YacTH YMEHBIIEHHS CPOKa €ro
NecTBUS M M3MEHEHHs o0beMa (PUHAHCOBBIX 0053aTENbCTB €ro CTOPOH, 3a HCKIIIOYEHHEM Ciydas,
ykazaHHoro B noanyHkre 1 myHkra 2 crateu 450 I'pasknanckoro konekca Poccuiickoit @enepanuu;

2) W3MEHEHHWE MpOIEeHTa OOIIero KOJUYECTBAa TOJOCOB, NPUXOIIIIMXCS Ha JOJIM, KOTOpHIE
COCTaBJISIFOT YCTaBHBIM KalMTall Oleparopa U B OTHOIIEHHH KOTopbiX Poccuiickas ®enepaumns u (1im)
rocyJapCcTBEHHasl KOPIOpaLKs UMEIOT IIPaBO MPSIMOr0 U KOCBEHHOT'O PACIIOPSKEHUS.

7. FOpuanyeckue nuna 1 MHIMBUIYyalIbHbIE MPENPUHUMATENH, OCYIECTBISAIONINE TPOU3BOACTBO,



xpaHenue, BBO3 B Poccuiickyro ®enepanuro, OTIYCK, pealu3alyio, Iepenady, IPUMEHEHUE U
YHUUYTOXEHHE JICKAPCTBEHHBIX MPEMapaToB Uil MEIULMHCKOTO PUMEHEHUs, 00ECTIEYBAIOT B MOPSIKE
B cocraBe, KoTopble ycraHoBieHbl IlpaBurensctBoM Poccuiickonn ®enepanuu ¢ yd4eToM BuUIA
OCYIIECTBIISIEMO HMH JIeSITEIbHOCTH, BHECEHHE HWH(POpPMAalMU O JEKAapCTBEHHBIX NpenapaTax s
MEJIUIMHCKOTO NPUMEHEHHUS B CHCTEMY MOHMTOPHMHIA JIBUKEHHMS JIEKaPCTBEHHBIX IIPENapaToB s
MEUIIMHCKOTO PUMEHEHUS.

7.1. JlexapcTBeHHblE Ipenaparbl s MEIUIUHCKOTO NPUMEHEHUS, IpEIHAa3HAUYEHHbIE Ui
oOecrieyeHus1 JUL, OOJBHBIX reMO(UINel, MYyKOBHCUHIO30M, THIMO(MHU3APHBIM HAHU3MOM, OO0JIE3HBIO
['omie, 370KayecCTBEHHBIMH HOBOOOPA30BaHUSIMMU JTHM(OUIHOM, KpPOBETBOPHOW W POACTBEHHBIX WM
TKaHeH, pacCesIHHBIM CKJIEPO30M, JIMII TIOCIIEe TPAHCILIAHTAIIMU OPraHOB U (WJIM) TKaHEH, MPOU3BEICHHBIC
1o 31 nexabpst 2019 rona, a Takke WHBIEC JEKAPCTBEHHbIE Mpemnaparhbl A MEAUIUHCKOTO MPUMEHEHH,
npousBezeHHbie g0 1 wmrons 2020 roma, moxaiexaT XpaHEHMIO, IEPEBO3Ke, OTIYCKY, pealu3alu,
nepenaye, NPUMEHEHHUIO Oe3 HAaHECEHUsl CPEICTB WACHTU(HUKAIMM 0 UCTEUCHUS CPOKA MX T'OJHOCTH.
[TpaButenscTBO Poccuiickoit deneparuy BrpaBe yCTAHOBUTh OCOOCHHOCTH BBOJA B TPAXKIAHCKUN 000POT
JICKApCTBEHHBIX IPErnapaTroB A MEAULMHCKOIO NPHUMEHEHHMs, NMPOU3BEACHHBIX B mepuon ¢ 1 urons
2020 roga mo 1 oktsa6ps 2020 roga. B nensix BBoAa B TpaskJaHCKH 00OPOT JIEKapCTBEHHBIE TMpenapaThl
JUISL MEIMLIMHCKOTO IIPUMEHEHHS], 3a UCKIIIOUEHUEM JIEKAPCTBEHHBIX MPENAapaToB, NMPEJHA3HAYEHHBIX AJIS
obecrieyeHus1 JUL, OOJIBHBIX TreMO(UINel, MYyKOBHCLUHIO030M, THIMO(GHU3aPHBIM HAHU3MOM, OOJIE3HBIO
['omre, 370KaYecTBEHHBIMH HOBOOOpPA30BaHUSIMU JTUM(OUIHOM, KpPOBETBOPHOW W POACTBEHHBIX WM
TKaHeH, pacCesTHHBIM CKJIEPO30M, JIMII TIOCIe TPAHCIUIAHTAIMU OPTaHOB U (WIJIM) TKaHEH, MPOU3BEICHHBIC
3a npenenamu tepputopun Poccuiickoit ®enepanuu 10 1 oktsabps 2020 roga, MoryT OBITH BBE3CHBI B
Poccuiickyto @enepaumio n1o 1 suBaps 2021 roma B mopsiike, ycTaHoBieHHOM IlpaBuTenbcTBOM
Poccuiickoii @enepanuu, 6e3 HaHECEHUsI CPECTB UACHTHU(HUKAINH.

8. Opranumzanuss HHPOPMALMOHHOTO B3aUMOJECWCTBUS CHUCTEMbl MOHUTOPHMHIA JBIKCHHS
JIEKapCTBEHHBIX IMPENapaTroB JUIsl MEAULMHCKOTO MPUMEHEHHS C MHBIMH TOCYJIapCTBEHHBIMU
MHPOPMALIMOHHBIMM CHUCTEMaMH 00ecreunBaeTcs B TOM YHCIE MOCPEACTBOM HH(PaCTpyKTypHl,
oOecrieunBaromeil MHMOPMALMOHHO-TEXHOJOTHUECKOE B3aWMOJIEHCTBHE HH(POPMALMOHHBIX CHCTEM,
UCIIOJIb3YEMBIX JUIsl TPEJOCTaBIEHUS TOCYIApPCTBEHHBIX M MYHULUIAIBHBIX YCIYT M HCIOJHEHUS
rOCYJJapCTBEHHBIX U MYHHUILIMIIAIBHBIX (YHKIUN B 3JIEKTPOHHOU (hopMme.

9. Nndopmanus, coaeprkaiiascs B CUCTEME MOHUTOPUHTA JIBUKEHHUS JIEKAPCTBEHHBIX MpenapaToB
JUI MEMIIMHCKOTO NMPUMEHEHUs, ABIsgeTcs HH(popMalueld orpaHMYEHHOTO JOCTYINa B COOTBETCTBUHU CO
ctarbeit 9 denepanpHoro 3akoHa ot 27 utoist 2006 roga N 149-d3 "O6 nndopmaruu, nHHOPMAITHOHHBIX
TEXHOJIOTUAX U O 3aluTe MH(opMauu', 3a UCKIIOYeHHEM MH(OPMAIUH, HEJIOMyCTUMOCTb OIpaHHYCHHS
JIOCTyNa K KOTOpOil ycTaHOBIeHa (enepaabHbIMU 3aKOHaMH, a Takke HMH(OpMaIluM, OTHECEHHOM
IIpaBurensctBoM Poccuiickont Penepauyuu B COOTBETCTBUM ¢ HacrosAmuM (DenepalbHbIM 3aKOHOM K
obmenoctynHoi unpopmarmu. O6mmeaocTynHas UH(GOpMAIHs, COAEPIKAIIAACA B CUCTEME MOHUTOPUHIA
JBUKEHUS  JIGKAPCTBEHHBIX MpEnaparoB JAi MEAMLIMHCKOIO IPUMEHEHHs, pa3Mellaercsi B
UH(POPMAIIMOHHO-TEIICKOMMYHUKaMOHHOU cetn "HMHTepHeT" (B TOM uuciie B (hOpMe OTKPHITHIX JaHHbBIX)
B IIOpsAKe, ycTaHOBJIEHHOM [IpaBurensctBoM Pocculickon denepanuu.

9.1. Hoctyn Kk uHbOpMaLMH, COAEPIKAIIENHCS B CUCTEME MOHUTOPHUHIA JBM)KEHUS JICKApPCTBEHHBIX
IpenaparoB JUIsi MEAMLMHCKOTO IMPHMEHEHHs, OOecleyrBaeTcs OlepaTopoM CHUCTEMbl MOHHTOPUHIA
JBUKEHUS JIEKAPCTBEHHBIX IPENaparoB Ul MEAULMHCKOIO IMPUMEHEHHS B IOPSJKE, YCTAaHOBICHHOM
IIpaBurensctBoM Poccuiickoin Pexepanuy, B COOTBETCTBUM C 3aKOHONATEILCTBOM Poccuiickoit
Qeneparun 060  uHGOpMauuHM, HMHOOPMALMOHHBIX TEXHOJOTHAX M O 3amMre uHpOpMaluy,
3aKkoHOJaTenbCTBOM  Poccuiickont  ®denepanuu 0 TOCYJapCTBEHHOM TalHE, 3aKOHOJATEIbCTBOM
Poccuiickoii denepanuu 0 KOMMEPYECKOM U MHOM OXpaHsAEMON 3aKOHOM TalHE U C y4E€TOM IOJIOKEHUHN
Hacrosimienn cratbu. lIpaBurensctBo Poccuiickon @enepanuu BIpaBe YCTAaHABIMBATL IEPCUYCHb
JIEKapCTBEHHBIX NPENapaToB Uil MEAUIIMHCKOTO MPUMEHEHHsI M (MITH) TPYIIN JIGKaPCTBEHHBIX MPENapaToB
JUIS METUIIMHCKOTO MPUMEHEHHMs M OCOOCHHOCTH JOCTyna K WHGOpMAalMM O TaKuUX JIEKapCTBEHHBIX
npenaparax, CoiepxXalleics B CHCTEME€ MOHUTOPMHIA IBW)KEHHS JIEKapCTBEHHBIX IIPENaparoB Ul



MEUIIMHCKOTO PUMEHEHUS.

9.2. Tlomp3oBaTeny CHCTEMBbl MOHMTOPHHTA JBIKEHHS JIEKAPCTBEHHBIX IpEMapaTroB JUis
MEIUIUHCKOTO TMPUMEHEHHUs 00JIaJaloT MpaBOM JOCTyna K WH(OpPMAalWHU, COAepXKalleics B CHCTEME
MOHHUTOPHHIA JABWKEHHUS JIEKAPCTBEHHBIX IIPENapaTtoB Al MEAMIMHCKOIO IPUMEHEHUs, C Y4ETOM
OTpaHUYEHUHN [OCTyNna K yKa3aHHOH HMH(pOpManMu U ee Mocieaylomeil oO0paboTKe, yCTaHOBICHHBIX
HacrosmuM  @DeneparabHbIM 3aKOHOM M WHBIMM HOPMAaTUBHBIMU IIPaBOBBIMH aKTaMu Poccuiickoit
depnepanuu.

9.3. @enepanbHble OpraHbl HCIOJHUTENILHOW BJIACTH W HCIOJHUTEIBHBIE OpPraHbl CyOBEKTOB
Poccuiickoii denepanuu B uensax, onpeaeneHHslx lIpaBurensctBoM Poccuiickoit depepanuu, UMEOT
IpaBoO J0CTyna K umHpOpMalLuu O CyOBEeKTax OOpalleHHs JIEKapCTBEHHBIX CPEICTB, O JIEKAPCTBEHHBIX
npenaparax U 006 060poTe TaKuX JIEKAPCTBEHHBIX MPENapaToB, HEOOXOIMMOMN IS BBIIIOJHEHUS 3a7a4d U
OCYLIECTBJICHUS! (YHKIMH, BO3JIOKEHHBIX Ha (erepasbHble OpraHbl HCHOJIHUTENBHOW BIIACTH U
UCTIOJIHUTENbHBIE OpraHbl cyObekToB Poccuiickoit @enepanuu, cTaTucTHUecKod uHpopManmu o
JICKapCTBEHHBIX INpernaparax U o0 ux obopoTe, a Takxke K odmenoctynHoil nHpopmauuu. CoctaB 3TOi
uHGOpPMALMKU ONpEIeNseTcs COrjalleHus MU 00 HH(OPMAIMOHHOM B3aMMOJEHCTBHHM, 3aKIIOYCHHBIMU
OIIEpaTOPOM CHCTEMbl MOHMTOPHMHIA [JBMKEHMS JIEKAPCTBEHHBIX IIPEMApaToB Uil MEIULUHCKOrO
npUMEHEeHHs ¢ (enepajJbHBIMI OpraHaMH HCIIOJHUTENBbHONW BIACTH WJIM HMCIIOJHHUTEIbHBIMH OpraHaMu
cyobektoB  Poccuiickoii  @enepauuu M QenepanbHbBIM  OPraHOM — HCIOJHHUTENIBHOM  BJacTH,
OCYIIECTBIIIONIMM  (QYHKIMH 10 BbBIpaOOTKE M peanu3alMd TOCYJapCTBEHHONW TMOJMTUKUA U
HOPMAaTHUBHO-TIPABOBOMY PETYJIMPOBAHUIO B cpepe 31paBOOXpaHEHHUS.

9.4. CyOwekT oOpaleHus JIEKapCTBEHHBIX CPEJICTB MMEET MpaBo AOCTyna K HHpopmamuu 00
onepalnysax ¢ JIEKapCTBEHHBIMU IpenaparaMu JUisi MEIUIMHCKOTO INPUMEHEHHMs], COBEPLICHHBIX ATUM
CyOBbeKTOM 00OpaleHHsl JIeKapCTBEHHBIX CPECTB, a TAKXKE K 00LIEA0CTYTHON HH(OPMAIHH.

9.5. Omeparop cucTeMbl MOHUTOPUHTA JABM)KEHHS JIEKAPCTBEHHBIX MPENapaToB Il MEAUIUHCKOTO
NpUMEHEeHHsT 00flalaeT MpaBOM JIOCTyNna K HH(pOpMaluu, CoJepXkalleiics B CHUCTEME MOHHMTOpPUHIA
JBWDKEHUS JICKAPCTBEHHBIX MpenapaToB JUIsi MEIUIIMHCKOTO NPHUMEHEHHs, BKIIOYas HHGPOpMAIHIO
OIPaHUYEHHOI0 JOCTYIA, C BO3MOXKHOCTBIO €€ 00pabOTKH, B TOM YHCIIE €€ IPeJOCTaBICHUS U
pacnpocTpaHeHusi, o0ecneueHns: JOCTyna K HeH M OKazaHHs YCIyr C ee HCIOJbh30BaHHeM (nanee -
00paboTKa).

9.6. Omneparop cucTeMbl MOHUTOPUHTA JABMKEHHS JIEKAPCTBEHHBIX MPENapaToB Il MEAUIIMTHCKOTO
IIPUMEHEHHSI MOKET OCYIIECTBIATh 00paboTKy MH(OPMALMU OrpaHUYEHHOIo JOCTYyNa, colepKalleiics B
CUCTEME MOHMTOPHMHIA JBMKEHUS JIEKAPCTBEHHBIX NPENAparoB IS MEIULMHCKOTO NPUMEHEHMS, INPU
yCIOBUU 0053aTENIbHOTO 00€3IMYMBaHMUs Tako HHGOpPMAIMU B COOTBETCTBUH C YTBEPXKAAEMBIMU
¢denepanabHBIM OPraHOM HCIOJHUTENBHOM BIIACTH, OCYLIECTBISIOMUM (YHKIMM IO BBIPaOOTKE U
peanu3alliM TOCYJapCTBEHHOM NOJMTUKM M HOPMAaTHBHO-NIPABOBOMY DETYJIMpPOBaHHIO B cdepe
30paBOOXPAHEHMs], [0 COIVIACOBAHMIO C  (pellepalbHBIM  OpPraHOM  HCIIOJIHUTEJILHOW  BIIACTH,
OCYIECTBIISIONUM (PYHKIIUH 110 KOHTPOJIIO U HAA30pY B chepe nH(POpMAIMOHHBIX TEXHOJIOTHI U CBSA3H, U
(benepanabHbBIM OPraHOM UCTIOJIHUTENBHOM BIACTU B 001acTH oOecreyeHus: 6e30MacHOCTH TPEOOBAHUSAMH K
00e3TMYMBAHUIO TaKOW MHPOPMALMU U METOAaMH 00e3MuuMBaHusl Takoil mHpopmanuu. OGe3nuyeHHas
uHpOpMalys, NOITy4YeHHas B pe3yJbTaTe yKa3aHHOW 00pabOTKU U coeprkaliascs B CUCTeME MOHUTOPUHTa
JBIDKCHUS JIGKAPCTBEHHBIX IpErnapaTtoB il MEIUIMHCKOTO TNPUMEHEHUus, SBisercs HH(opMaruen
orpaHu4eHHoro jocryna. O6e3nuueHHas HHPOpMaLus, JOCTYH K KOTOpoi OblI oOecredeH onepaTopom
CUCTEMbl MOHUTOPHUHIA JIBUJKEHUS JIEKAPCTBEHHBIX IIPENApaToB AJI MEIUIMHCKOTO IPUMEHEHHS B LIEJAX
OKa3aHUs YyCIyI C €€ HCIOJb30BAaHUEM, IOJUIEKUT XPAaHEHHIO B CUCTEME MOHUTOPUHIA [IBU)KCHMS
JIEKapCTBEHHBIX MPENapaToB Il MEJUIIMHCKOTO IPUMEHEHHS HE MEHEE IIATH JIET C JaThl IPEJOCTaBICHUS
JocTyna K o0e3nrueHHONM MHQpOpMaluu, ¥ Ha Hee HE PacIpOCTpaHsTCS TpeOoBaHMSA K MH(OpMAILUU
OrPaHUYEHHOT0 JOCTYTa, YCTAHOBJIEHHBIE HACTOALIEH CTaThEN.

9.7. Oneparop cuCTeMbl MOHUTOPUHTA ABMXKEHHS JICKAPCTBECHHBIX MPENapaToB Il MEAUIMHCKOTO
IIPUMEHEHHSI MOKET OCYHIECTBIATh 00paboTKy MH(OPMALMU OrpaHMYEHHOIo JOCTYyIa, cojeprKalieiics B
CUCTEME MOHUTOPUHIA [BW)XCHMS JIEKAPCTBEHHBIX IPENaparoB Uil MEJULMHCKOIO IPUMEHEHMS,



MOJYYeHHOH OT cyObekTa OOpalleHHs JIEKapCTBEHHBIX CPEJCTB, 3apErMCTPUPOBAHHOTO B CUCTEME
MOHUTOPHMHIA [BWKCHMS JICKAPCTBEHHBIX IIpEnaparoB JUIsd  MEAMIMHCKOIO  IIPUMEHEHHS U
NPEJCTaBUBLIETO B HEE CBEAEHUs, B HHTEpecax M IO IOPYUYEHHIO TaKOro cyOBeKTa oOparieHus
JICKapCTBEHHBIX CPEJCTB 03 00e31nYnBaHusl HHPOPMALIMU OIrPaHHYEHHOTO JI0CTYTIA.

9.8. Omeparop cucTeMbl MOHUTOPUHTA JABMXKEHHS JICKAPCTBECHHBIX MPENapaToB Il MEAUIUHCKOTO
IIPUMEHEHMs BIIPaBE OKa3blBaThb HA HEAUCKPUMHUHALMOHHOM OCHOBE YCIYI'M C MCIOJIB30BAHUEM
00e3nuYeHHo HH(OpMaIuK, CcoAepKalleicss B CHCTEME MOHUTOPHMHIA JIBUKCHHUS JIEKapCTBEHHBIX
IpenapaToB Uil MEIUIMHCKOTO PUMEHEHUS, CyOBbeKTaM OOpaIlleHus JIEKAPCTBEHHBIX CPENICTB, MOPSIO0K
U CTOMMOCTb OKa3aHHUs KOTOPBIX OIPEHEIAIOTCS ONEepaTOpPOM CUCTEMbl MOHMUTOPUHIA JIBUXKCHMS
JIEKAPCTBEHHBIX IIPENapaToB I MEIULMHCKOIO IPUMEHEHMS, C y4EeTOM OrPaHMYEHHM JocTyna K
00e3IMYeHHON MH(OPMAIK, YCTAaHOBJIEHHBIX HACTOALICH CTaTheil. YKa3aHHBIE MOPSAAOK U CTOUMOCTh
OKa3aHMs TAKUX YCIYI Pa3MEILAIOTCS ONEepaTOpOM CUCTEMbl MOHUTOPHHIA JIBUKCHMS JIEKAPCTBEHHBIX
[IpenaparoB AJIis1 MEIULMHCKOrO IIPUMEHEHUS Ha CaliTe CUCTEMbl MOHUTOPHUHIA JBUYKEHUS JIEKAPCTBEHHBIX
IpernaparoB A MEAWLIUHCKOrO MPUMEHEHHs B HH(POPMALMOHHO-TEIIEKOMMYHUKAIIMOHHONH —CETH
"UuTepHeTr" M MOAJEKAT KOHTPOJIIO B COOTBETCTBMM C AHTUMOHOIIOJIBHBIM 3aKOHOJATEIECTBOM
Poccuiickoii ®enepanuu. YKa3zaHHbIE HOPSAOK U CTOMMOCTb OKa3aHUS TaKUX YCIYr JOOJDKHBI OBITh
€IMHBIMU JUTSI BCEX JIMIL, OOPAIalOIUXCs 32 OKa3aHUEM YCIYTH B OTHOLICHUU OJIMHAKOBBIX BHJA, 00beMa
u cocraBa mnpenocraBisgeMoil uHpopmanuu. CyObekram o0OpalleHHs JIEKapCTBEHHBIX CPENICTB
3ampeniaeTcss MNpefOoCTaBlIsATh M PAaCHpPOCTPAHATh HHPOPMALMIO, TOIYYEHHYIO B COOTBETCTBHU C
HACTOSIIEH 4aCThIO.

10. IlpousBoauTenb JEKapCTBEHHBIX CPEACTB, JepiKaresib JHUOO0 Biafeel] PerucTparuoHHOTO
YAOCTOBEPEHUS JIEKapCTBEHHOI'O IIperapara WX [PEICTAaBUTEIBCTBO WHOCTPAHHOM OpraHu3alui,
ABJISIOLICHCS Jep)KaTesieM JHOO0 BJaJeNblieM PEerucTPalMOHHOIO YAOCTOBEPEHUS JIEKaAPCTBEHHOTO
npenapara, Ha teppuropuu Pocculickonn ®denepanuu, 3aperuCTPUPOBAHHBIE B CUCTEME MOHUTOPUHIA
JBUKECHUS JICKAPCTBEHHBIX IIPENApaToB I MEAULMHCKOIO IPUMEHEHUS M IIPEACTAaBUBIIME B Hee
CBE/ICHUS] O HAHECEHHM CPEICTB MIACHTU(UKAIIMM HA YMAKOBKU JIEKAPCTBEHHBIX IPENapaTroB, HapsIy C
uHpopmanuelt, ykazaHHOM B wactu 9.4 Hacroseill cTaTbd, MOJYy4YaeT COJAEPKAILyICs B CHUCTEME
MOHUTOpPHUHTA JIBUKEHHUS JIEKAPCTBEHHBIX IpENapaTtoB A MEIUIMHCKOTO MPUMEHEHHs WH(POpPMALHUIO
OTPaHUYEHHOTO JOCTyIa O CEPUAX U MAPTUAX ITHUX JIEKAPCTBEHHBIX MpErnaparoB 0e3BO3ME3IHO U BIPaBE
OCYILIECTBIISITh CAMOCTOSITETIBHO MJIM MOpydYaTh 0OpabOTKy Takoil MH(pOpMAIMM TOJIBKO B COOCTBEHHBIX
uHTepecax. Ilpu 3Tom mocTynm kK Takod MH(OpMAnMM WIM pe3ylbTaraM ee OOpabOTKH HMMEET TOJBKO
TAaHHBIA CyOBEKT 0OpalleHHs JIEKApCTBEHHBIX CPEACTB WJIM JIMIO, KOTOPOMY OH MOpPYdYUI OOpaboTKy.
CocraB mpenocTaBigeMO B COOTBETCTBHMM C HACTOSIIEH dYacThlo WHGPOpPMAIUU ONpEAenseTcs
[IpaBuTenscTBoM Poccuiickon Penepauuu.

11. 3a npou3BOACTBO WK MPOJAXKy JEKAPCTBEHHBIX MPENaparoB Uil MEIUIIMHCKOTO IPUMEHEHHUs
0e3 HaHeceHHs CPEICTB HAECHTH(HKALMM, ¢ HapyIIEHUEM YCTAHOBJIEHHOIO MOpsIKAa MX HAHECEHUusd, a
TaKK€ 3a HECBOCBPEMEHHOE BHECEHUE JAHHBIX B CUCTEMY MOHUTOPHMHIA JBUXKCHHUS JIEKAPCTBEHHBIX
[IPEenaparoB Il MEAULMHCKOTO IPUMEHEHHUs UJIM BHECCHUE B HEE HEAOCTOBEPHBIX JAHHBIX IOPUIUUYECKUE
JMLa U WHAMBHUIYaJbHbIC MPEINPUHUMATENH, YKa3aHHble B 4acTiIX 4 M 7 HAcCTOsIIEH CTaThbH, HECYT
OTBETCTBEHHOCTb B COOTBETCTBUU € 3aKOHOJATENLCTBOM Pocculickon Penepanui.

12. TlpaButensctBo Poccuiickoii ®enepanuu BOpaBe YCTaHOBUTh OCOOEHHOCTH BHEIPEHUS
CUCTEMbl MOHMUTOPUHIA [BI)KCHHs JIEKAPCTBEHHBIX IPENApPaTOB M1 MEIULUHCKOIO IPUMEHEHHS,
BKJIIOYasi CPOKM €€ BHEAPEHUs, B OTHOLICHUU JIEKAPCTBEHHBIX IIPEnaparoB Mg MEIULMHCKOrO
IPUMEHEHHs], BKJIIOYCHHBIX B IE€PEYCHb >KU3HEHHO HEOOXOIUMBIX M BaKHEHIIMX JIEKapCTBEHHBIX
[penapaToB, JIEKAPCTBEHHBIX IpenapaToB, MpPEJHA3HAYEHHBIX JUId OOecledeHus: JHL, OOJbHBIX
reMopuiIned, MYKOBHUCLHJIO30M, TUNO(U3apHBIM HaHU3MOM, Ooje3Hbio ['omie, 3710KaueCTBEHHBIMU
HOBOOOPA30BaHUAMH JTUM(OUAHOHN, KPOBETBOPHONW M POJICTBEHHBIX UM TKAaHEH, pacCEsSHHBIM CKJIEPO30M,
JMI[ TIOCTE TPAHCIUIAHTALMM OpraHoB W (WJIM) TKaHEH, HHBIX JIGKapCTBEHHBIX IpenapaTroB ISt
MEIULUHCKOTO IPUMEHEHUS.

I'naBa 14.1. OrpannyeHusi, HajlaraeMble Ha OPraHU3AUH, OCYLIECTBIIAIOLIHE /1eSITeJIbHOCTD 110



00palIeHNI0 JIEKaPCTBEHHBIX CPeICTB

Crarbs 67.1. OrpannueHus, HanaraeMble MU OCYILECTBICHUH JESITEIBHOCTH B chepe oOparieHus
JICKapCTBEHHBIX CPEJICTB

1. Oprasumzanyu, 3aHAMAOIIMEcs pa3paOdOTKOHM, npou3BoAcTBOM u (WiM) peaau3anuei
JICKapCTBEHHBIX MpEenapaToB sl MEAULIMHCKOTO MPUMEHEHHs, OpraHu3aliy, o0jJafalomuye npaBaMu Ha
UCTOJIb30BAHME TOPrOBOTO HAUMEHOBAHUS JIEKAPCTBEHHOI'O MpernapaTa sl MEAULUHCKOTO MPUMEHEHHU,
OpraHM3allii ONTOBOM TOPrOBIHM JICKAPCTBEHHBIMH CPEICTBAMH, aNTeyHble oOpraHuzammu (ux
NPEJCTaBUTENN, MHbIC (PU3NYECKUE M IOPHIMYECKUE JIUIA, OCYILECTBIIAIOUINE CBOIO JESTEIbHOCTH OT
UMCHHU DITUX OpPraHU3alui) B OTHOLICHUM MEIMIMHCKAX PAOOTHHKOB M PYKOBOIUTEICH MEIUIIMHCKHX
OpraHu3aluil He BIPABE!

1) BpyuaTh MojAapKH, BHIIIAYMBATH JCHEKHBIC CPEACTBa (32 MCKIIOYEHHEM BO3HArPaXKICHHUH 110
JOrOBOpaM MpU TPOBEACHUM KIMHMUYECKHX HCCICAOBAaHMM JIEKAPCTBEHHBIX IMpenapaToB Ui
MEIMLMHCKOTO TPHUMEHEHMs, BO3HArPa)X/JICHUH, CBA3aHHBIX C OCYLIECTBICHHEM MEIUIIMHCKUM
pPabOTHHKOM TEJaroruyeckoil u (W) HAyYHOH JESITENbHOCTH), B TOM YUCIIE OIUIAYMBaTh Pa3BJICUYCHHS,
OTABIX, TPOE3JI K MECTy OT/bIXa, a TAKXKe MPHUBICKATh K YYaCTHIO B Pa3BJIEKATEIbHBIX MEPONPUATHSIX,
MPOBOJIMMBIX 32 CUET CBOUX CPEJICTB,;

2) 3aKioyaTh COIJIAIICHHWS O HA3HAUYCHHM WM DPEKOMEHJAIMM IalMeHTaM JIEKapCTBEHHBIX
NpenaparoB Uil MEJUIMHCKOTO MPUMEHEHUs (32 MCKIIIOYCHUEM JIOTOBOPOB O MPOBEIACHUM KIMHUYECKHX
UCCJICJOBAaHHI JIGKaPCTBEHHBIX MTPENapaToB Ui MEJUIIMHCKOTO IIPUMEHEHUS);

3) mpesocTaBIIsATh 00pa3Ibl JIEKAPCTBEHHBIX MPETApaToB Il MEJUIIMHCKOTO IPUMEHEHHUS B LIENISX
BpyYeHHsI TalnueHTaM (32 MCKIIOUYCHHEM CJIydYacB, CBS3aHHBIX C TPOBEJACHUEM KIMHUYECKHX
UCCIIeJOBAaHHH JIGKaPCTBEHHBIX MTPENapaToB U MEJUIIMHCKOTO IIPUMEHEHUS);

4) TpenoCcTaBIsATh HENOCTOBEPHYIO H (WJIM) HENONHYH HH(POPMALHUIO O JIEKapCTBEHHBIX
npernaparax i MeIUIIMHCKOTO IPUMEHEHUS,

5) mocemare ux B pabouee Bpemsi Ha padOYMX MECTaX, 3a MCKIFOUYCHHUEM CIy4aeB, CBSI3aHHBIX C
MIPOBEACHUEM KIMHUYECKUX UCCIIEOBAHUH JIGKAPCTBEHHBIX MPENapaToB sl MEIUIIMHCKOTO IPUMEHEHUS,
C ydacTHE€M B TMOpSJAKE, YCTAaHOBJICHHOM PYKOBOJWTENIEM MEIUIIMHCKOM OpraHu3alyM, B COOpaHHIX
MEIMLMHCKUX paOOTHUKOB M  MHBIX MEpONPHUATHUAX, HANpPaBIEHHbIX HA IOBBIIEHHE  UX
npoeCCHOHATBLHOTO YPOBHS WM Ha MpPEJOCTaBIeHHE WH(POpPMAlMM, CBS3aHHOM C OCYIIECTBICHHEM
MOHUTOpPHUHTra 6€30MaCHOCTH JIEKAPCTBEHHBIX MTPENapaToB,;

6) moOy»/1aTh K BHINMCHIBAHUIO JIEKAPCTBEHHBIX MPENapaToB Ui MEIUIMHCKOTO MPUMEHEHUS Ha
OnaHkax, cojepKalux MH(OPMAIMIO PEKIAMHOTO XapakTepa, a TakKe Ha PeLenTypHbIX OJlaHKax, Ha
KOTOPBIX 3apaHee HaleyaTaHO HaWMEHOBaHUE JIEKapCTBEHHOTO IIpernapara JUlsi MEIUIMHCKOIro
IPUMEHEHHUS.

2. Opranusalyy, yKazaHHble B a03arie IepBoM 4acTu 1 HacTosIIeH cTaTby, U UX NPEACTaBUTENN B
OTHOIIEHUHU (hapMaleBTHUECKUX PAOOTHUKOB U PYKOBOAMTENEH allTE€YHbIX OPraHU3aluil He BIpaBe:

1) Bpy4aTh HOAApKH, BBHIIUIAYMBATh JCHEKHBIC CPEICTBA, B TOM YHCIIE OIUIAYMBATH Pa3BJICUCHHUS,
OTIBIX, NPOE31 K MECTY OTAbIXa, WU MPHUBJIEKATh K YYaCTHIO B pa3BICKATEIbHBIX MEPONPHUATHUSX,
IPOBOJIUMBIX 32 CYET CBOUX CPEJICTB,;

2) TpPEeAOCTaBIATh OOpa3lbl JICKAPCTBEHHBIX NPENapaToB IS MEIUIWHCKOTO MPUMEHEHHS IS
BpPYYCHUS HACEJICHUIO;

3) 3aKmoYaTh COIVIAIIEHHS O TPEUIOKCHUM HACEICHUIO OIPENCICHHBIX JIEKapCTBEHHBIX
IpernaparoB Ui MEAULMHCKOTO IPUMEHEHHUS,

4) TmpenocTaBIATh HENOCTOBEPHYH M (WJIM) HENONHYH HH(POPMALUIO O JEKapCTBEHHBIX
npenapartax Juis MEJIWLIUHCKOrO MPUMEHEHMs, B TOM 4YHCIE HMMEIOLIMX OJMHAKOBOE MEXIyHAapOIHOE
HEMaTeHTOBAHHOE HAMMEHOBAHUE.

Crarba 67.2. TpeGoBaHMs K OpraHu3allMd M HPOBEACHUIO HAYYHBIX MEPONPUATHH, HHBIX

MEpONPUATHH,  HANpaBICHHbIX HA  MOBBIIMICHHE MPO(ECCHOHANIBHOIO  YPOBHS
MEIMLMHCKUX paOOTHUKOB WJIM Ha TMpelocTaBieHue WHGPOpMalMK, CBA3aHHOW ¢



OCYILECTBIIEHUEM MOHUTOPHHTA 0€30MaCHOCTH JIEKAPCTBEHHBIX IPEMapaToB

1. TIpu npoBeeHNH HAYYHBIX MEPOIPUATHH, HHBIX MEPOIPHUITHH, HANPaBICHHBIX Ha MOBBIIICHUE
npo(eCCUOHATBHOTO YPOBHS MEAMIMHCKUX pPAaOOTHUKOB MM Ha MPEJOCTaBICHUE CBS3aHHOU C
OCYILECTBIIEHUEM MOHUTOPUHTA OE30MIaCHOCTH JIEKAPCTBEHHBIX NpenapaToB WH(GOPMAIMH, OPTaHU3yEeMbIX
OpraHM3aIsaIMH, yKa3aHHBIMH B a03arie nepBoM 4actu 1 crateu 67.1 Hactosiero deaepanbHOro 3aKOHA,
UX MpEeACTaBUTEISIMU U (MiH) (PHHAHCHPYEMBIX 32 CYET CPEACTB 3THUX OPraHU3aLUi U MX MPEICTaBUTEICH,
3arperaeTcss MPensTCTBOBAaTh YYAacTHUIO B YKAa3aHHBIX MEpONPHUATUSX MHBIX OpraHU3alHii, KOTOpbIe
MPOU3BOJAT WIHM PEATU3yIOT JIEKAPCTBEHHBIE MpenapaTsl Uil MEAMLIMHCKOTO NMPUMEHEHHUS CO CXO0XKHUM
MEXaHU3MOM (PapMaKOJIOrHUECKOro JIeHCTBUSA, TMO0 CO3/1aBaTh AUCKPUMHHALMOHHBIE YCIOBHS JUIS OJTHUX
YYaCTHHUKOB 10 CPABHEHUIO C APYTUMHU YUaCTHHUKAMHU, @ UMEHHO:

1) npenocTaBNATh pa3IMuHOE KOJMYECTBO BPEMEHH ISl BBICTYIUICHHI YYaCTHUKOB, Pa3IMYHbIC MO
pasmepy 3aHMMaeMOM IUIOIIATu MecTa s JEMOHCTPAlUd OO0pa3lioB JEKAPCTBEHHBIX HpEnapaToB JUIs
MEIUIUHCKOTO TPHUMEHEHHs] MM PEKJIaMHbIX MaTepHalloB O JIGKapCTBEHHBIX Mpenaparax Juis
MEIUIUHCKOTO MPUMEHEHHs] Ha SKCHO3MIMAX, CTEH/AX, 32 MCKIIOUYEHUEM CIIy4yaeB, €CIM TaKHE YCIOBHS
3aKpeIUIeHbl B COTJIALICHUAX ITHX OpraHM3alui, WX HpeAcTaBuTeNie 0 (PMHAHCUPOBAHUM yKa3aHHBIX
MEPONPUATHI U 00YCIIOBICHBI Pa3INYHBIMU 3aTPaTaMi YYaCTHUKOB HA MX OpPraHU3alMIo;

2) yCTaHaBIIMBAaTh pa3Mep B3HOCA JUIsl YYAaCTHHKOB MEPONPUSATHI, yKa3aHHBIX B a03alle MmepBOM
HACTOSALIEN YaCTH, MIPEBBIIAIOIIUN CYMMY 3aTpaT Ha OPraHU3alUI0 YKa3aHHBIX MEPONPUATHNA U BEyLIUI
K HEOOOCHOBAHHOMY OI'PaHUUYEHHIO YMCIIA UX YYaCTHUKOB.

2. Opranuszanuy, ykazaHHble B a03aie nepBoM yactu 1 ctateu 67.1 Hactosimero ®enepaabHOrO
3aKOHa, WX TPEJICTaBUTENH, OCYLICCTBIIONIME OpraHu3anuio u (wim) GuHaHCHpOBaHUE MEpPONPHATHIH,
yKa3aHHBIX B 4acTH 1 HacTosIel ctaTbu, 00s3aHbl 00eCceunBaTh JOCTYN K HH(GOPMAIIMHU O J1aTe, MEeCTe U
BPEMEHU TIPOBEJEHMsI YKa3aHHBIX MEpOIPUATHH, IJIaHaX, MporpaMMax TIPOBEJCHUS YyKa3aHHbBIX
MEpONPUATHI M TeMax, IIAaHUPYEMBIX JIi PACCMOTPEHMs], COCTaBE€ UX YYAaCTHUKOB ITyTE€M pa3MelCHHs
COOTBETCTBYIOLIEH MH(POPMALUK HA CBOMX O(QHIMANbHBIX caiiTax B ceTu "VMHTepHET' He MO3JHee JBYX
MECSIIIEB IO Hayaja MPOBEACHUS YKa3aHHBIX MEPOIIPUATHUH.

3. Mudopmanus o mpoBEACHUU MEPOIPHUATUH, YKa3aHHBIX B YaCTH 1 HaCTOAIIEH CTaTbu, B CPOK,
YCTAHOBJICHHBI 4YacThl0 2 HACTOsILIEH CTaTbM, JOJDKHA OBITh HampaBiieHa B (eaepasibHBIA Oprat
UCTIOJTHUTEIBHOM  BJIACTH, OCYILECTBISAIOUIMA (YHKIMM 10 KOHTPOJIIO U Hag3opy B chepe
3paBOOXPAHEHUs, Ul IMOCIEIYIOIEro pa3MelleHnss ee Ha O(QUIMATbHOM caifiTe 3TOro opraHa B CeTH
"UuTepHer".

I'naBa 15. OTBeTCTBEHHOCTH 32 HAPYIIEHUE 3aKOHOAaTeAbcTBA Poccuiickoii @egepanuu npu
o0palIeHNH JIEeKapCTBEHHBIX CPEeICTB M BO3MeELIeHNEe BPeia, IPHYNHEHHOI0 310POBBI0 IPaKIaH
BCJIEACTBHE IPUMEHEHN JIEKAPCTBEHHBIX NPenapaTos

CraTbs 68. OTBETCTBEHHOCTh 3a HApyIIEHUE 3aKoHOMAaTenbcTBa Poccuiickoit denepannu mpu
oOpallleHU ! JIEKAPCTBEHHBIX CPEICTB
1. Hapymenue 3akoHomarenbcTBa Poccuiickoit ®Depepanuu mpu 0OpalleHUH JIEKapCTBEHHBIX
CPeICTB BJIeYeT 3a COOOM OTBETCTBEHHOCTh B COOTBETCTBHHM C 3aKOHOJATENbCTBOM Poccuiickoii
Oenepanun.
2. 3a HempeICTaBJICHUE WM HECBOCBPEMEHHOE MpeICTaBlcHHe HHpopMaIu U (MIH) JTOKyMEHTOB
1100 TpeCcTaBICHUE HETIOCTOBEPHBIX MH(POPMALUK U (MJIM) JTOKYMEHTOB, MPEIYCMOTPEHHBIX HACTOSIIHM
denepalbHBIM 3aKOHOM, CYOBEKTHl OOpallleHus JEKapCTBEHHBIX CPEACTB HECYT OTBETCTBEHHOCTH B
COOTBETCTBUU € 3aKOHOJATeNbCTBOM Poccuiickont denepanni.
CraTba 69. Bo3memienue Bpena, MPUYMHEHHOTO 3I0POBBIO TPAXKJaH BCIEACTBHE NMPUMEHEHUS
JIEKapCTBEHHBIX IIpenapaToB
1. ITpousBoauTEND JEKAPCTBEHHOTO Mpernapara 00s3aH BO3MECTUTh BPE, IPUUUHEHHBIN 3I0POBBIO
rpakJaH BCJIECICTBUE IPUMEHEHUS JIEKAPCTBEHHOIO IIPENapara, €Ccjid J0Ka3aHo, YTo:
1) snexkapCcTBEHHBIM Ipenapat MPUMEHSUICS 10 Ha3HAYCHHIO B COOTBETCTBHM C MHCTPYKIHUEH IO



NPUMEHEHHIO JIEKAPCTBEHHOIO Iperapara M NPUYMHOW Bpena SBHUJICS BBOJ B TPaKIAHCKUH 00OpOT
He100pOKaYeCTBEHHOT'0 JIEKAPCTBEHHOTO MIpernapara,

2) Bpel 3I0pOBbIO TNPHYMHEH BCIEACTBUE HEIOCTOBEpHOW HH(GOPMALUK, COACpIKAIICHCS B
MHCTPYKLHHU [0 IPUMEHEHHUIO JIEKAPCTBEHHOI'O Ipenapara, W3aHHON IPOU3BOAUTENEM JIEKAPCTBEHHOTO
npernapara.

2. B cnmyuae, eciu Bpea 30pOBbIO Ipax/laH MPUYMHEH BCIEACTBHE NPUMEHEHHUS JIEKAPCTBEHHOTO
Ipenapara, MNPHUILEINIEr0 B HErOJHOCTh B pPEe3y/ibTaTe HAapyLICHHUs IPAaBWII XPAHEHUS JIEKAPCTBEHHBIX
CPEICTB, IPaBWJ ONTOBOI TOProOBIM JIEKAPCTBEHHBIMHU IperapaTaMmi, MpaBUJI OTIyCKa JIEKAPCTBEHHBIX
[IPENnapaToB, IpaBWJI HU3TOTOBJIEHMS U OTIIyCKa JIEKAPCTBEHHBIX IpPENaparoB, BO3MEILEHUE Bpeaa
OCYILIECTBJIIETCS COOTBETCTBEHHO OpraHM3allMedl ONTOBOM TOPIOBJIM JIEKAPCTBEHHBIMU CPEICTBAMH,
anNTeYHON  OpraHM3alMel, WHIMBUAYAJIbHBIM IpEANPUHUMATENEM, HMEIOUIMMH JIMLEH3UI0 Ha
(bapManeBTUUECKYI0 AEATENbHOCTh WM JIMIEH3UI0O HA MEIUIIMHCKYIO JeSTeIbHOCTb, MEAUIUHCKON
OpraHu3aiueif, HMCIONICH JHIICH3UI0 Ha (apMalEeBTUUCCKYIO JESATEIbHOCTh (€€ 000COOJICHHBIM
[I0JIpa3icIEHUEM, PACIIONIOKEHHBIM B CEJIbCKOM HACEJIIEHHOM ITyHKTE, B KOTOPOM OTCYTCTBYET alTeyHas
OpraHM3aius), 10MyCTUBIIMMH IPOJIAKy MM OTITYCK TAKOT'O JIEKAPCTBEHHOT'O Mperapara.

3. Bosmemenue Bpeda, NPUYMHEHHOTO 3J0POBBI0 TPAXKAAH BCIEACTBUE IPUMEHEHUSA
JICKapCTBEHHBIX MpPENapaToB MM COBEPIICHUS IMPOTUBONPABHBIX JEHCTBUI cyOBeKTaMH OOpaleHUs
JIEKAPCTBEHHBIX CPEICTB, OCYILIECTBISAECTCA B COOTBETCTBUM C 3aKOHOJATENBLCTBOM Poccuiickoin
denepauuu.

I'maBa 16. 3aka04YnTeIbHBIE MOJI0KEHUAS

Crarbs 70. O npu3HaHUU YTPATUBIIUMU CHITY OTJACIBHBIX 3aKOHOJATEIBHBIX aKTOB (TIOJIOKEHUIA

3aKOHOJIaTebHBIX akTOB) Poccuiickoit deneparuu

[Tpu3HaTh yTpaTUBIIUMU CHITY:

1) ®enepanpubiii 3akoH or 22 uroHa 1998 roma N 86-®3 "O nexapcTBEHHBIX CpeACTBax'
(Cobpanue 3akoHomatenbcTBa Poccutickoit @enepanuu, 1998, N 26, ct. 3006);

2) ®enepanbublii 3akoH oT 2 siHBaps 2000 roga N 5-D3 "O BHeceHUU U3MEHEHHUS U JIOTIOJHEHUHN B
®enepanbhbiii  3akoH 'O nekapcTBeHHBbIX cpeactBax’”  (CoOpanue 3akoHomaTenbcTBa Poccuiickoit
®enepanun, 2000, N 2, ct. 126);

3) cratbio 40 denepanbroro 3akoHa ot 10 sHBaps 2003 roxa N 15-d3 "O BHeceHMH U3MEHEHUH U
JOTIOJTHEHWI B HEKOTOpBIE 3aKOHOJaTelbHble akThl Poccuiickoit dexepanuu B CBSI3U C MPUHATHEM
denepanpHoro 3akoHa 'O JIMICH3UPOBAaHWU  OTHCIBHBIX BHIOB jestenbHocTH  (CoOpanue
3akoHojarenbcTBa Poccuiickoit @enepanuu, 2003, N 2, ct. 167);

4) crarbto 31 ®denepansHoro 3akoHa ot 30 utoHs 2003 roga N 86-03 "O BHeceHHH M3MEHEHUH
JIOTIONTHEHUN B HEKOTOpBIE 3aKOHOJATeNbHbIE akThl Poccuiickoit denepanuu, TpU3HAHUKA YTPATUBIIUMU
CWIIy OTIENbHBIX 3aKOHOJATENbHBIX akTOB Poccuiickoit ®exepanuu, NPeaOCTaBICHUU OTACTBHBIX
rapaHTUil COTpyIHUKAM OPTraHOB BHYTPEHHHX JI€J]l, OPTraHOB MO KOHTPOJIIO 32 000POTOM HAPKOTHUYECKUX
CPEJICTB U MCUXOTPOIMHBIX BEIISCTB M YIPA3AHIAEMBIX (peiepabHBIX OPraHOB HAJIOTOBOMU IMOJIUIIUU B CBS3HU
C OCYIICCTBJICHHEM Mep IO COBEPIICHCTBOBAHUIO rocyaapcTBeHHoro ympasieHus (CoOpanue
3akoHojatenbcTBa Poccuniickoit ®enepannu, 2003, N 27, ct. 2700);

5) crareto 101 ®PenepanbHoro 3akoHa ot 22 aprycta 2004 roma N 122-©3 "O BHeceHuu
W3MECHEHUI B 3aKOHOJATeIbHBIE aKkThl Poccuiickoii ®Dexepanii W NPU3HAHUU YTPATUBLIIUMHU CHUILY
HEKOTOPBIX 3aKOHOJATENbHBIX akTOB Poccuiickoit denepanuu B CBA3M C MpHUHATHEM (eaepatbHBIX
3akoHOB "O BHeceHUM W3MEeHeHMW U fomoiHeHuid B DenepanbHblii 3akoH OO0 OOMMX MPUHIMIIAX
OpraHM3allii 3aKOHOJATEIbHBIX (IIPEICTABUTEIBHBIX) M HUCIOJIHUTEIBHBIX OPraHOB TOCYIapCTBEHHOM
BiIactu cyObekToB Poccuiickoit ®enepamuu” u "OO0 o00mMX NOPUHLMIAX OPraHU3aLUN MECTHOTO
camoynpasiieHusi B Poccuiickoii ®enepanuu’ (CoOpanue 3akoHojarenbcTBa Poccuiickort ®enepariuu,
2004, N 35, cr. 3607);

6) cratbro 28 denepanpHoro 3akona ot 18 nekadps 2006 roma N 231-D3 "O BBeeHUM B IeHCTBHE



yacTd ueTBepTod ['paxkmanckoro kozaekca Poccuiickoii ®eneparuu” (CoOpaHue 3aKOHOAATEIHCTBA
Poccwuiickoit @enepannmu, 2006, N 52, ct. 5497).

Cratea 71. Berynienue B cuily Hacrosiero @enepanbHOro 3aKoHa

1. Hacrosimit @enepanbHblil 3aK0oH BeTymaeT B cuity ¢ 1 centsiopst 2010 rona.

2. JlekapCTBEHHBIE CpEICTBA, 3apPETHCTPUPOBAHHBIC 10 MHS BCTYIUICHHS B CHIJIy HACTOSIIETO
®denepaabHOTO 3aKOHA, MOJJICKAT BKIIOYEHHIO B FOCYJAPCTBEHHBIE PEECTPHI JIEKAPCTBEHHBIX CPEACTB C
BHECEHHEM YKa3aHHBIX B 4dacTu 1 crtateu 33 Hactosimiero denepalbHOTO 3aKOHA CBEICHUH 00 3TUX
JIEKapCTBEHHBIX CPEACTBaX 0€3 MPOXOXKACHUS BHOBb MPOIEAYPHl TOCYNapCTBEHHOW pPETUCTPALlUU
JIEKAPCTBEHHBIX ITPENapaToB.

3. I'ocynapcTBeHHasl perucTpanys JeKapCcTBeHHBIX MPENapaToB, 3a UCKIOYECHUEM JIEKapCTBEHHBIX
MpenaparoB s MEAUIIMHCKOIO MPUMEHEHHMs], MPEACTABICHHBIX HA YKA3aHHYIO PErUCTPALMIO A0 IHS
BCTYIUIEHUSI B cuily HacTosiero denepaibHOro 3aKOHa, OCYIIECTBISIETCS B COOTBETCTBUU C HACTOSIIIMM
®denepanbHbIM 3aKOHOM Ha OCHOBAHMM JOKYMEHTOB M JIaHHBIX, MPEJICTABICHHBIX J0 JHS BCTYIUICHHS B
cuity Hacrosiniero deaepabHOro 3aKOHa.

3.1. TocynapcTBeHHas perucTpaius JIeKapCTBEHHBIX MPENnapaToB A MEIUIIMHCKOTO IPUMEHEHUS,
MPEACTABICHHBIX HA TOCYJAapPCTBEHHYIO PErUCTPALMI0 [0 JAHS BCTYIUICHUS B CHJIy HACTOSILIEro
®denepanbHOTO 3aKOHA, U TOCYJAPCTBEHHAS PETUCTPALIMS JIEKAPCTBEHHBIX MPENapaToB sl MEIULIMHCKOTO
MIPUMEHEHHUS], MPEJICTABJIEHHBIX HAa JKCHEPTHU3Y JICKAPCTBEHHBIX CPEIACTB 10 JHS BCTYIUICHUS B CUITY
Hacrosimiero denepaibHOrO 3aKOHAa B LENSAX MX NOCIEAYIOHIEH TOCyAapCTBEHHOM pPErucTpalyi,
OCYILIECTBIISIOTCS HA OCHOBAHMU JOKYMEHTOB M JAHHBIX, MPEICTaBICHHBIX J0 AHS BCTYIUICHHS B CHUITY
Hacrosimero ®enepanbHOro 3akoHa, a TaKXKe 3asBICHHS O TOCYJapCTBEHHOM perucrpanuu
JIEKApCTBEHHOI'0 Tpenapara, MPEeACTaBICHHOTO MPOU3BOAUTENEM JIEKAPCTBEHHBIX MPENapaTroB WU
YHOJIHOMOYEHHBIM MM JIMIIOM B COOTBETCTBUM C HACTOSIINM DeepaibHbIM 3aKOHOM B YIIOJTHOMOYEHHBIH
denepanbHbIl opraH ucnodHUTENbHOM Biactd g0 1 mapra 2011 roma, ©e3 TpeOGoOBaHMS yILIIAThHI
rOCyJIapCTBEHHOM IMOUUIMHBI, MPEIYCMOTPEHHON 3aKOHOAATENLCTBOM Poccuiickoit denepaunn 0 Hajmorax
u cOopax.

3.2. TloaTBepkaeHWE TOCYAAPCTBEHHOM pEruCTpallMd JIEKAPCTBEHHBIX MpEnaparoB IS
MEIUIMHCKOTO MPUMEHEHMS, MPEICTAaBIECHHBIX UIsl MOATBEPKACHUSI TOCYJapCTBEHHON pPETUCTpaluu J10
IHS BCTYIUIEHHS B CcWiy Hacrtosimero ®eaepalbHOrO0 3aKOHA, M MOATBEPKIEHUE TOCYIApPCTBEHHOMN
pErucTpalui JIEKAPCTBEHHBIX MpPenapaTroB Uil MEAMIIMHCKOTO MPUMEHEHHUs, TMpEeACTaBICHHBIX Ha
AKCIIEPTU3Y JEKAPCTBEHHBIX CPEACTB 0 JHS BCTYIUIEHUS B CWIy HacTosiiero deaepalbHOro 3aKOHA B
LEesAX TMOCJEAYIOEro MOATBEPKACHUS HX TOCYJapCTBEHHOM pEerucTpaluy, OCYIIECTBISIOTCA Ha
OCHOBaHUM JIOKYMEHTOB W JaHHbBIX, MPEJICTAaBIECHHBIX [0 [JHSA BCTYIUIEHHS B CHIJIy HACTOSILETO
@denepanbHOrO 3aKOHA, a TaKXe 3asBJICHHUS O MOATBEPKIECHUU TOCYAApPCTBEHHOM pPEruCTpaluu
JIEKAPCTBEHHOI'0 Tpernapara, MPEeACTABICHHOTO MNPOU3BOAUTENEM JIEKAPCTBEHHBIX NPEMapaToB WU
YHOJIHOMOYEHHBIM MM JIMIOM B COOTBETCTBUM C HACTOSIINM DeepabHbIM 3aKOHOM B YIIOJHOMOYEHHBIH
denepanbHbIil opraH ucnoiHUTENbHOM Biacth g0 1 mapra 2011 roma, Ge3 TpeOGoBaHMS yIJIaThI
rOCyJIapCTBEHHOM MOUUIMHBI, PEIyCMOTPEHHOM 3aKOHOAATENLCTBOM Poccuiickoit denepaunn 0 Hajmorax
u cOopax.

3.3. [Ilpunsthe pemieHus O BHECEHWHM W3MEHEHHMH B JOKYMEHTBHI, COJEpXKaliuecs B
PErUCTPAallMOHHOM JOCh€ Ha 3aperuCTPUPOBAHHBINA JIEKAPCTBEHHBIM Mpernapar Uil MEIULHUHCKOro
MPUMEHEHUsI U TPEJICTaBICHHbIE O JHS BCTYIUIGHHS B CHIIy HacTosiiero denepaibHOro 3akoHa, U
MIPUHSATUE PELIECHUS O BHECEHUH U3MEHEHUI B JJOKYMEHTBI, COJIEpKAILIUECS B PETUCTPAIMOHHOM JOChE Ha
3apEerucTpUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar AJii MEIMLIUHCKOTO IPUMEHEHUSI U IIPE/ICTAaBIICHHbIE Ha
AKCIIEPTU3Y JIEKAPCTBEHHBIX CPEJICTB A0 JAHS BCTYIUIEHHMS B cuily Hacrosiero ®denepanbHOro 3akoHa,
OCYILIECTBIISIIOTCSI HA OCHOBAaHUU JOKYMEHTOB M JAHHBIX, MPEACTABICHHBIX J0 JHS BCTYIUICHHUS B CHUITY
Hactosimiero denepalbHOrO 3aKOHA, a TaKXKe 3asBJICHUS O BHECEHUM W3MEHEHUM B JOKYMEHTHI,
coJiepKalliecs: B PErHCTPAlMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN NpenapaTr s
MEIUIMHCKOTO TMPUMEHEHMs], MPEACTABICHHOIO MPOU3BOAUTENIEM JIEKAPCTBEHHBIX IMPENapaToB WU
YIIOJIHOMOYEHHBIM UM JIMLIOM B COOTBETCTBUM € HacTosUM DenepaibHbIM 3aKOHOM B YIIOJTHOMOYEHHBIHN



¢benepanbHbIl OopraH WCHONHHUTENbHOM Biactd g0 1 mapra 2011 roma, ©e3 TpeOOBaHHS yIIAThHI
rOCy/IapCTBEHHOM MOUUIMHBI, MPEIYCMOTPEHHON 3aKOHOAATENBCTBOM Poccuiickoit denepaunu 0 HajIorax
u cOopax.

3.4. Bbraua paspeumieHMd Ha TPOBEJCHHE KIMHUYECKMX HCCIEIOBAaHMN JIEKapCTBEHHBIX
IpenaparoB Il MEIUIMHCKOTO NPUMEHEHHUS MO 3asBJICHUSAM, MOJAHHBIM 10 IHS BCTYIUICHHS B CHITY
Hacrosero denepanbHOro 3aKOHA, a TAaKXKe IO 3asBJICHHUSAM, MOJAHHBIM I1OCIIE JHS BCTYIUICHUS B CHITY
Hacrosero deaepanbHOrO 3aKOHAa Ha OCHOBAHMHU 3KCIIEPTU3, MPOBEACHHBIX 10 JHS BCTYIUJICHUS B CHITY
Hacrosimero denepasbHOrO 3aKOHA, OCYIIECTBIIETCS B COOTBETCTBUU C HactosiuM DenepanbHbIM
3aKOHOM Ha OCHOBaHHMHU JJOKYMEHTOB U JAaHHBIX, IPEICTABICHHBIX WM MOJIYYEHHBIX 10 THS BCTYIUJICHUS B
cuity Hactosimero denepanbHOrO 3aKOHA, a TaKkKe HAa OCHOBAHHMM KOIHUH IPEIBAPUTEIBHOTO JOrOBOpA
00513aTeILHOTO CTPaXOBAHUS KHU3HH, 3/10POBbS NALIMEHTOB, YUYAaCTBYIOIIMX B KIMHUYECKOM HCCIIEIOBAaHUN
JICKapCTBEHHOT'O TpenapaTta Ui MEIUIUHCKOrO NPUMEHEHHUs, WM KOIUH JIOrOBOpa 00s3aTeNbHOrO
CTpaxOBaHMs JKW3HHU, 370pPOBbs MAIMEHTOB, YYACTBYIOIIMX B KIMHUYECKOM HCCIICOBAaHUH
JICKApCTBEHHOTO Iperapara A MEAULMHCKOrO MPUMEHEHHs, JUOO Mpe[CTaBICHHON KOIUHU J0roBOpa
00513aTeIbHOTO CTPaxOBaHUs, 3aKJIIOYEHHOTO B COOTBETCTBMM C THUIIOBBIMU IpaBHJIAMH 005S3aTEIHHOTIO
CTpaxoBaHMs, C YyKa3aHHEM NpPEAeIbHONH YMCIEHHOCTH MAIMEeHTOB, YYacTBYIOIIMX B KIMHMYECKOM
MCCIIEIOBAaHUM JIEKAPCTBEHHOI'O Mperapara sl MEeIUIMHCKOro NMpUMEHEeHUs, 0e3 TpeOOBaHMs YIUIaThI
rOCyJIapCTBEHHOM MOUUIMHBI, PEIYCMOTPEHHOM 3aKOHOAATENLCTBOM Poccuiickoit denepaunn 0 Hajmorax
u cOopax.

3.5. 3aperucTpupoBaHHbIE B HMHOCTPAaHHOM BalIOTE€ OO JHS BCTYIJICHUS B CHJIy HACTOSILErO
denepanbHOro 3aKOHa MpeesIbHbIE OTIYCKHBIE 1I€Hbl MHOCTPAHHBIX MPOU3BOAMUTENEH HA JIEKApCTBEHHBIE
npenaparthl, BKIIOYEHHbIE B MEPEYCHb JKU3HEHHO HEOOXOAMMBIX U BaKHEHIIMX JIEKapCTBEHHBIX
npenapaToB, MojajexkaT rnepecuery B pyonu no kypcy LlentpanbHoro 6anka Poccuiickoit ®@enepanun Ha
nary, ycraHoBieHHyto IlpaButensctBoM Poccuiickoit ®denepaunnu, 6e3 NpeacTaBieHHs 3asBICHUS O
nepecyeTe LEeHbl C BHECEHHEM COOTBETCTBYIOIIMX M3MEHEHHWH B rOCYJapCTBEHHBIN peecTp MpeaeibHbIX
OTHYCKHBIX IIEH MPOU3BOJMTENEH Ha JICKapCTBEHHbBIE Mpernaparhbl, BKIIOYCHHbIE B IEPEUCHb >KU3HEHHO
HEOOXOIMMBIX U BaXKHEHIINX JIEKaPCTBEHHBIX MTPENapaToB.

3.6. 3aperucTpupoBaHHBIE 10 JHS BCTYIUJICHHS B CHIIy Hacrosuero @®enepanbHOT0 3aKOHA
npefenbHble  OTIYCKHBIE II€Hbl POCCHHCKMX TMPOM3BOJIUTENECH Ha JIEKapCTBEHHBIE IIpEnaparsl,
BKJIIOYEHHBIE B TI€pEUeHb JKU3HEHHO HEOOXOAMMBIX M BaXXHEWIIMX JIEKAPCTBEHHBIX MpEnapaTos,
nojuiexar uHuekcamu ¢ 1 HosOps 2010 roma ucxonas W3 MPOTHO3UPYEMOIO YPOBHS HHQIIALUH,
ycraHoBieHHOTro ®PenepanbHbiM 3akoHOM oT 2 nekadpst 2009 roga N 308-D3 "O denepanbHoM OromxkeTe
Ha 2010 rox u na muianoBsiii nepuog 2011 u 2012 rogos” Ha 2011 rog.

3.7. ITocne 1 mapta 2011 roga He nomycKaloTCs MPOU3BOJACTBO U BBO3 B Poccuiickyro denepanuio
JIEKapCTBEHHBIX MPENnapaToB B yIaKOBKaX ¢ MapKUPOBKOMW, KOTOpasi Obljla HAHECEHA /10 JHS BCTYIJICHUS B
cuiy Hacrosimero ®denepanpHoro 3akoHa. [lo uMcCTeyeHHMH YKa3aHHOTO CpOKa JaHHbBIE JIEKApCTBEHHbBIE
npenapaThl MOTYT OTITYCKaThCsl, peaIn30BbIBAThCS, MepelaBaTbCs U MPUMEHSATHCS 10 UCTEUECHHUS UX CPOKa
TOJHOCTH.

4. Co nmHs BCTyIUleHHs B cuily Hacrosuiero ®enepanbHoro 3akoHa u no 30 ampens 2011 roga
BKJIIOYHUTENBHO JOMYCKAETCs MPOBEIEHUE SKCIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB IKCIEPTAMHU IKCIIEPTHOTIO
YUPEXKJEHUS 10 TMPOXOXKICHUS UMM aTTeCTalldd B MOPSAJKE, YCTAHOBJICHHOM YIOJIHOMOYEHHBIM
(benepanabHBIM OPraHOM UCIIOJHUTEILHON BIACTH.

5. Co nHs BerymiieHus B cuily Hactosimero ®dexepanbHoro 3akoHa u no 31 nexabps 2013 roxa
BKJIIOYUTENIBHO OCYILIECTBIISICTCS MEPEeXo] K MPOU3BOJCTBY JICKAPCTBEHHBIX CPEICTB B COOTBETCTBHH C
IpaBUJIaMM OpraHU3allMy MPOM3BOACTBA U KOHTPOJIS KayecTBa JIEKAPCTBEHHBIX CPEACTB, YKAa3aHHBIMHU B
gyactu 1 crateu 45 wnHactosmiero @enepanpHOro 3akoHa, B MOMHOM oObeme. Cpoku mepexoja
NPOM3BOJICTBA JICKAPCTBEHHBIX CPEACTB K MX IPOU3BOACTBY B COOTBETCTBUM C KOHKPETHBIMU
TpeOOBaHUSAMU JAHHBIX MPABWII, BKIIOYas CPOKU aTTECTAI[MM YIOJHOMOYEHHBIX JIMILI, YKa3aHHbIX B 4aCTAX
6 u 7 crateu 45 Hactosiero ®denepanbHoro 3akoHa, ycraHaBiuBaroTcs IlpaButensctBoM Poccuiickoit
denepanun.



6. JluneHsun Ha TPOM3BOJICTBO JIEKAPCTBEHHBIX CPEICTB, BhlMaHHble 10 1 stHBaps 2014 rona,
neiictBytor nocie 1 suBapst 2014 roma m10 UCTEUEHHs] CPOKa MX JACUCTBHS MPU YCIOBUU COOTBETCTBHS
JUIEH3MaTa IpaBUjaM OpraHu3alliyd IPOM3BOJACTBA M KOHTPOJS KadecTBAa JIEKAPCTBEHHBIX CPENCTB,
yKa3aHHBIM B yacTH 1 cratbu 45 Hacrosuiero denepanbHOro 3aKOHa.

7. ®opmupoBaHME TOCYJAapCTBEHHOI'O 33JaHUsI Ha IPOBEIEHHE SKCIEPTU3bl JIEKAPCTBEHHBIX
cpeactB (eaepadbHOMY TOCYIAapPCTBEHHOMY OIOPKETHOMY YUPEKICHHUIO MO IMPOBEACHUIO SKCIEPTU3HI
JICKapCTBEHHBIX CPEICTB U (pUHAHCOBOE OOecreueHHe BBIIOJIHEHUS ATOTO 3a/aHUsl OCYLIECTBISIOTCS B
nopsizike, ycranoBieHHoM DenepanbubiM 3akoHOM oT 12 stHBaps 1996 roga N 7-@3 "O HekoMMepuecKux
OpraHu3alusIx .

IIpesunent Poccutickon denepanuun . Mensenes

Mocksa, Kpemib
12 ampens 2010 r.
N 61-®3



