[Toctanosnenue [IpaBurensctBa PO or 1 utons 2021 r. N 853
"O6 yTBepxeHuu IIpaBui BBO3a J1€KapCTBEHHBIX CPEACTB 11 MEAUIIMHCKOIO IPUMEHEHNUS B
Poccuiickyro @enepannio U NpU3HAHUN YTPATUBIIMMU CUITy HEKOTOPBIX aKTOB U OTICJIbHBIX I1OJIOKECHUN
HekoTopbix akToB [IpaBurensctBa Poccuiickoit deneparun’

B penakiyu [locranoienus [IpaBurensctBa PO ot 26 nekadpst 2022 r. N 2432

B coorBerctBum ¢ yacteio 1 crateu 47 denepansHoro 3akona "O0 oOpalieHHH JIeKapCTBEHHBIX
cpencts” IlpaButenscTBO Poccuiickoit @enepaiiy NOCTaHOBIISET:

1. YTBepauTh npunaraeMele:

IIpaBuna BBO3a JICKAPCTBEHHBIX CPEACTB Ul MEIUMLMHCKOTO INpUMEHEeHHs B Pocculickyro
denepanuio;

[IepeYCHb YTPATUBIIUX CUILY aKTOB M OTHENbHBIX I0JIOKEHUH akTOB [IpaBurensctBa Poccuiickoin
denepauuu.

2. Hacrosiiee nocraHoBiieHHE BCTymaeT B cuity ¢ 1 centsiopst 2021 .

[IpaBuiia, yTBepKACHHbBIE HACTOSIIIUM MTOCTAHOBICHHEM, AeHCTBYIOT 10 1 centsiops 2027 r.

[Ipencenarens I[IpaBurenbcrBa M. Muiyctun
Pocculickon @enepanuun



YTBEPKJEHBI
nocranoBjieHueM IlpaBuresbcTBa
Poccuiickoit @exepannu

ot 1 urons 2021 r. N 853

IIpaBu/1a BBO32a JIEKAPCTBEHHBIX CPEICTB I MeIMIMHCKOro npuMeHenus B Poccuiickyro
Denepanuio

1. Hacrosmue IlpaBuna ycraHaBiuMBarOT mNOpsAOK BBo3a B Poccuiickyro PDenepanuio
JICKapCTBEHHBIX CPEACTB JUISI MEIUIIMHCKOTO MPUMEHEHHUS, 32 UCKITIOUCHUEM JIEKapCTBEHHBIX IpenapaToB
B IIEJSIX OKa3aHUS TYMaHUTapHOH MOMOIIM (CONCHCTBHS) WIIM MOMOIIM TPU YPE3BBIYAMHBIX CHTYAIHSIX
(manee - IEKapCTBEHHBIC CPEICTBA).

Hacrosimue IlpaBuna He pacmpocCTpaHSIOTCS Ha BBO3 HApKOTHUYECKHX CPEACTB, MCHUXOTPOITHBIX
BEIIECTB U MX IPEKypPCOpPOB, BKIIOYEHHBIX B pasaen 2.12 "HapkoTuueckue CpeicTBa, NMCUXOTPOIHBIC
BEIIECTBA M MX MPEKYpPCOPHI' MEpevHs TOBAPOB, B OTHOLICHUM KOTOPBIX YCTAHOBJIEH Pa3peIIMTEIbHbIN
HOPSIIOK BBO3a Ha TaMOXXCHHYIO TeppUTOpUI0 EBpasmiickoro SKOHOMHYECKOTO COro3a M (WJIM) BBIBO3A C
TaMOXKEHHOH Teppuropuu EBpasuiickoro skoHomuueckoro corosa (mpuioxenue N 2 K pemieHuro
Komnerun EBpasuiickoii sxonomuueckoir komuccun ot 21 anpens 2015 r. N 30 "O mepax nerapugHoro
perynupoBaHus’), B MEPEYCHb HAPKOTHYECKUX CPEICTB, NCUXOTPOITHBIX BEUIECTB M HX HPEKYPCOPOB,
oJUIeXKauX KOHTpouto B Poccuiickon ®enepauyu, yTBEp:KICHHBIN INocTaHOBIeHUEM [IpaButenbcrBa
Poccuiickoit @enepannu ot 30 uronst 1998 r. N 681 "O0 yTBepkIeHNH NEepeyHs] HAPKOTUYECKUX CPEICTB,
NICUXOTPOITHBIX BELIECTB M MX MPEKypCOpOB, MOJUISKAIINX KOHTpomo B Poccuiickoit dexepauun”, u B
yTBepkJIeHHYI0 nocTaHoBieHueM IlpaBurtensctBa Poccuiickoit ®enepanuu ot 3 aBrycra 1996 r. N 930
HOMEHKJIATYpy CHJIbHOJEHCTBYIOIIMX U SIOBUTBIX BELIECTB, HE SBIAIOIUXCA IMPEKypcopaMu
HapKOTHYECKUX CPEJCTB M ICUXOTPONHBIX BEIIECTB, HA KOTOpBIE PACIPOCTPAHSETCsS MOPSJIO0K BBO3a B
Poccuiickyro ®enepauuio u BbiBO3a U3 Poccuiickoit ®enepanuu, yTBEP:KICHHBIA ITOCTAHOBICHUEM
ITpaButenscTBa Poccuiickoit deneparyu ot 16 mapra 1996 r. N 278.

2. BBo3uth JekapcTBeHHbIe cpeactBa B Poccuiickyro @enepanuio MOTYT  CIEAYHOIINE
IOPUINYECKHUE JTUIIA:

a) OpraHW3alud - TPOU3BOMUTEIH JIEKAPCTBEHHBIX CPEIACTB - JUIsi Ieled COOCTBEHHOTO
MIPOM3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB;

0) opraHu3aIy ONTOBOW TOPTOBJIH JIEKAPCTBEHHBIMHU CPEJICTBAMH;

B) WHOCTPAHHBIC pa3pa0dOTYMKH JIEKAPCTBEHHBIX CpPEACTB W HMHOCTPAaHHBIC MPOU3BOAUTEIH
JIEKapCTBEHHBIX CPECTB WU JIpyrue IOpUIMUYECKUE LA 110 MOPYyUYEHHIO pa3padoTUrKa JEKapCTBEHHOTO
CpeAcTBa Uil MPOBEACHUS KIMHUYECKMX HCCIEIOBAaHWN JICKApCTBEHHOTO NpenapaTa, perucTpaluud U
HKCHEPTHU3BI JIEKAPCTBEHHBIX CPEACTB, MpeIHa3HAuYCHHbIX U oOparienus B Poccuiickoit @enepanuu nim
Ha OOWeM pbIHKE JIEKapCTBEHHBIX CPEICTB B paMKax EBpa3uiickoro 3KOHOMHYECKOTO COI03a,
OCYLIECTBJICHUs] ~ TOCYJapCTBEHHOM  pEerucTpalMd  JIGKAPCTBEHHOrOo  IpemapaTa,  BKIIOYEHUS
dapmarieBTHYECKONH CyOCTaHLIMM B TOCYJAapPCTBEHHBIH PEECTp JIEKApCTBEHHBIX CPEICTB U KOHTPOJI
KauyecTBa JICKAPCTBEHHBIX CPEACTB MpPH HAIMYMHM 3aKIOYeHUs (pa3pelmTeNbHOrO JIOKYMEHTA),
oopmienHoro MunuctepcTBoM 3apaBooxpanenus Poccuiickoit deaepanuu B COOTBETCTBUH C PELICHUEM
Komnerun EBpasuiickoil sxkoHomuueckoi komuccuu ot 16 mas 2012r. N45 "O enunoit dopme
3aKJIFOYCHUS]  (Pa3pelIUTeNbHOIO JOKYMEHTa) Ha BBO3, BBIBO3 W TpPaH3UT OTACIBHBIX TOBAapOB,
BKJIIOYEHHBIX B €MHBI MEpeYeHb TOBAapOB, K KOTOPHIM MPHUMEHSIOTCS Mepbl HeTapu(pHOro
peryaupoBaHusl B TOPIOBJIE C TPEThUMM CTPaHaMH, U METOAMYECKMX YKa3aHUSAX IO €€ 3arloJHEHUIo"
(maJiee - 3aKIIFOUCHUE);

r) Hay4YHO-HCCIIEJIOBATEIILCKHE OpraHW3aluy, OO0pa3oBaTENbHBIC OPTraHM3allMU  BBICIIETO
00pa30BaHUs M MPOU3BOJIUTENH JIEKAPCTBEHHBIX CPEACTB - JIs Pa3pabOTKH, MCCIEJOBAHUM, KOHTPOJIS
0e30macHOCTH, KauecTBa U 3(PEKTUBHOCTH JEKAPCTBEHHBIX CPEACTB IIPU HATMUUHU 3aKITIOUEHUS,



1) MEIMIMHCKHE OpraHW3allid, a TaKKe OpPraHW3aluy, yKa3aHHble B MOANyHKTax "'a" - 'Tr
HACTOSIIEro IyHKTA, I OKa3aHUS MEIMLMHCKOW IOMOIIYU IO >KM3HEHHBIM ITOKA3aHUSM KOHKPETHOTO
naryenTa Ju00 OKa3zaHUs METUIIMHCKON MOMOIIM OrpaHMYEHHOMY KOHTHHICHTY MAalMEHTOB C PEIKOW U
(ur) 0c000 TSDKEINIOH MATOJIOrUeH MPU HAJTHYUH 3aKITFOYCHHUS.

3. BBo3 B Poccuiickyro ®eznepanuio KOHKPETHOW TMapTUU 3aperHCTPUPOBAHHBIX H  (WIIH)
HE3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, IMPEIHA3HAYCHHBIX JUI IPOBEACHUS KIMHUYECKHUX
UCCICAOBAHUN  JICKAPCTBEHHBIX  IIPENAparoB,  KOHKPETHOM  IApTUM  HE3apErHMCTPUPOBAHHBIX
JIEKApCTBEHHBIX CPEACTB I NPOBEACHUS DKCIEPTU3BI JICKAPCTBEHHBIX CPEACTB B LEIAX PETUCTpalUU U
HKCHEPTH3HI JIEKAPCTBEHHBIX CPEACTB, MpeIHa3HaueHHbIX 171 oOparienus B Poccuiickoit @enepanuu nin
Ha OOLeM pbIHKE JIEKapCTBEHHBIX CPEICTB B paMKax EBpa3uiickoro 3SKOHOMHYECKOTO COI03a,
OCYILLECTBIICHU  TOCYJApPCTBEHHOM  pErucTpaliyd  JICKAPCTBEHHBIX  IIPENaparoB,  BKIIIOYECHMS
¢dapmarieBTHYECKOH CyOCTaHLIIMM B TOCYJApCTBEHHBIM peecTp JIEKaPCTBEHHBIX CPEACTB, KOHKPETHOH
[IapTUU HE3apEerUCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB I OKa3aHUS MEIULMHCKOW IIOMOIIMU 10
JKA3HEHHBIM IIOKa3aHMSAM KOHKPETHOIO ITallMeHTa WU JUId  OKa3aHWs MEAULIMHCKOM IIOMOINU
OrPaHUYCHHOMY KOHTHMHIEHTY MAI[MCHTOB C PeAKod u (W) 0Cco00 TSDKEJOM MaToJIOTHEeH B pamKax
nesrenbHocTH  DOHOA NOANEPKKUM JETEM C  TKEIbIMU  KU3HEYIPOXKAIOIUMU U XPOHUYECKUMHU
3a0oyieBaHUsAMH, B TOM 4Hcie penkumu (opdanHbiMu) 3a0oneBanusimu, "“Kpyr noOpa" (manee
COOTBETCTBEHHO - KOHKPETHAs MapTHs JIGKAPCTBEHHBIX cpeacTB, MOHJI) MOXKET OCYIIECTBISTHCS Ha
OCHOBAHMH 3aKJIFOYCHHUS IO 3asIBICHUSAM IOPUIMYECKUX JIMII, YKA3aHHBIX B MOANMYHKTax "a" - """ myHkTa 2
HacTosiux [IpaBui.

JlexapcTBeHHbIE cpe/icTBa MOTYT ObITh BBe3eHbI B Poccuiickyio @enepaliuio B LeNsAX, YKa3aHHBIX B
MyHKTe 5 HacTosmux [IpaBui.

4. 3anpemaetcs BB0o3 B Poccuiickyro @enepanuto hanbcuumpoBaHHbIX, HEI0OPOKAYECTBEHHBIX,
KOHTpa(aKTHBIX JIEKapCTBEHHBIX CPEICTB.

5. JlexapcTBeHHBIE Mpemaparbl s MEIUIMHCKOIO TPUMEHEHUS MOTYT OBbITh BBE3EHBI B
Poccuiickyro @enepanuio 1Jis JUYHOTO UCTIONB30BAaHMS U HHBIX HEKOMMEPUECKUX Liesel 6e3 3aKIoueHus,
€CJIM OHU IIPEAHA3HAYCHBI JUIA:

a) JMYHOTO HCIOJB30BaHUs (PU3UYECKHMHU JMIaMH, NpHOBIBIIMME B Poccuiickyto denepanuto.
IIpu »>tom BBO3 B Poccuiickyro denepauuro JIEKapCTBEHHBIX  IIPENapaTroB,  COIAEPIKALIUX
cWibHOMEHCTBYOIMEe ¥ (MIM) SOOBUTHIE BEIIECTBA, BKIIOYCHHBIE COOTBETCTBEHHO B  CITMCOK
CHJIbHOJICHCTBYIOIMX BELECTB JUIA Iesielt cTaTh 234 1 qpyrux craTeid YToJIoBHOTO Kojiekca Poccuiickoit
denepanyy ¥ B CIUCOK SAOBUTHIX BELIECTB JUIS Lieel cTaTbu 234 U Ipyrux cTatell YToJIOBHOTO KOJEKca
Poccuiickoit denepaunu, yrBepxkacHHble noctaHoBiaeHueM lIpaBurensctBa Poccuiickoii denepaunu ot
29 nexabps 2007 r. N 964 "O06 yTBepX A€HUU CIUCKOB CHUIHHOJCHCTBYIOIINUX U SAOBHUTHIX BEIIECTB IS
neneit crarbu 234 u npyrux crareil YronoBHoro koaekca Poccuiickoil denepanuy, a Takke KpyHmHOTO
pasmepa CHJIBHOJCHCTBYIOIIMX BewIeCTB JuId wLened crtatbu 234 VYrosnoBHoro kozekca Poccuiickoii
depepanun’, ocymecTBISETCS TNPH HATWYMU JOKYMEHTOB (3aBEpCHHBIX KOMUH JOKYMEHTOB WIIU
3aBEPEHHBIX BBIMUCOK W3 HHX), IMOATBEPKAAONMX Ha3HaYeHUE (U3NYECKOMY JHMIy YKa3aHHBIX
JIEKapCTBEHHBIX IPENapaToB, 3a MCKIYCHUEM JIEKAPCTBEHHBIX IIPENApaToB, 3aperMCTPUPOBAHHBIX B
Poccuiickoit denepaunn u ormyckaemblx B Poccuiickoit denepaunn 0e3 peuenta Ha JIEKapCTBEHHBIN
npenapar. YKa3aHHbIC JOKyMEHTHI (MX 3aBEpCHHBIC KOIWHU WM 3aBEPCHHBIC BBIMUCKH M3 HUX) JOJDKHBI
COIEpXKaTh CBEACHUSA O HAMMEHOBAaHUU M KOJIMYECTBE HA3HAYEHHOIO JIEKaPCTBEHHOrO Ipemnapara. B
clly4yae eClii TaKue JTOKYMEHTHI (X 3aBepeHHBIC KOIMH WM 3aBEPEHHBIC BBITHUCKH U3 HUX) COCTABIICHBI HA
MHOCTPAHHOM S3bIKE, K HUM IIpUJIAaraeTcs HOTapUaJIbHO 3aBEPEHHBIN I1EPEBOJ] HA PYCCKUHN S3BIK;

0) wucnonb3oBaHMs pabOTHUKAMHU  JTUITIOMATHYECKOTO  KOPIyca MM  IPEICTABUTEISIMH
MEXKIyHapOAHBIX OpraHu3alui, akkpeauroBanHelX B Poccuiickoit denepanuy;

B) JICYCHUS MACCAXUPOB M WICHOB OJKHIIAKEH TPAHCIOPTHBIX CPEACTB, IMOE3THBIX Opuramg u
BOJIUTENIEH TPAaHCHOPTHBIX CPEIACTB, MNPHUOBIBIIMX HAa TaMOXEHHYIO Tepputoputo EBpasuiickoro
HKOHOMHYECKOTO CO03a (B amnTedkax IMepBOi MOMOIIM 3THUX TPAHCIIOPTHBIX CPEICTB B OrPAaHUYCHHOM
KOJIMYECTBE, ONPE/ICIIEHHOM 3aKOHO/IaTeIbCTBOM TOCYIapCTBa UX PETHCTPAIHH);



T) JCYCHUS YYaCTHUKOB O(UIMATBHBIX MEXIyHAPOIHBIX KYJIBTYPHBIX, CIIOPTHBHBIX MEPOTPHUITUI
Y YYaCTHUKOB MEXIYHAPOIHBIX IKCIIEAUITUIA.

6. [ monmydeHus IOpUIMYECKUAM JIMIOM, yKa3aHHBIM B MyHKTe 2 Hactosuuux [IpaBun (manee -
3asBHUTEIb), 3aKJIIOUCHUS 3asABUTENb MPEACTaBIICT B MUHHUCTEPCTBO 37paBoOXpaHeHus Poccuiickoii
denepany ¢ TOMOIIBIO (perepabHOM rocyAapcTBEHHOW MH(OPMAIMOHHON cUCTeMbl "EnuHBINA mopTai
TOCYAapCTBECHHBIX M MYHUIMNANBHBIX ycayr (pynkumid)" (mamee - enuHblid mopramn) B Qopme
AIIEKTPOHHOTO JIOKYMEHTA, MOJIIMCAHHOTO AJICKTPOHHOW MOANMUCHI0 (MIPOCTOM 3JIEKTPOHHOW MOAIKCHIO,
1100 YCUJIEHHOHN KBaJTU(UIIUPOBAHHON AIEKTPOHHOMU MOJIHUCBHIO, 1100 YCUJIEHHOHN
HEKBaJTH(PUUUPOBAHHON 3JEKTPOHHOH MOANUCHIO, CepTU(UKAT KIt04a MPOBEPKH KOTOPOW CO3JaH U
UCIIOJIb3YETCs B UHPPACTPYKTYPE, obecrieunBaronie MH(POPMALMOHHO-TEXHOJIOTHIECKOE
B3aUMOJICHCTBUE MH(OPMAIMOHHBIX CHCTEM, HCIOJB3YEMBIX U MPEJOCTaBICHUS TOCYAAPCTBEHHBIX U
MYHULUOAIBHBIX YCIYI B 3JEKTPOHHOW Qopme, B ycranoBieHHOM IlpaButensctBoM Poccuiickoii
denepanyu mopsake), 3asBicHHE (C yKazaHHMEM HAMMCHOBAHMS JIEKApPCTBEHHOro mpernapara u (Wim)
(dapmaneBTHUECKO CyOCTaHIINHU, JIEKApCTBEHHON ()OPMBI, 103bI, KOHIICHTpAIlUH, (JaCOBKH, HANMEHOBAHUS
OpraHM3aluy - TPOU3BOIUTENS JIEKApCTBEHHOro mpemnapata u (i) QapmaieBTuueckod cyOCTaHIIHH,
CTpaHbI MPOM3BOJCTBA JIGKAPCTBEHHOro mpenapara W (wim) ¢apmaneBTHYECKOi cyOcraHumu) (manee -
3asBJICHUE) C MPWIOKEHHEM CIEIYIOUIMX JOKYMEHTOB B 3JEKTPOHHOH (hopme (makera 3JIEKTPOHHBIX
JIOKYMEHTOB):

a) IPOEKT 3aKJIIOYCHUS,

0) 000CHOBaHME KOJIMYECTBA BBO3HMBIX JICKAPCTBEHHBIX NMpenapaToB U (MiH) GpapManeBTHICCKUX
cyoctanimii. OOOCHOBaHME KOJIMYECTBA BBO3MMBIX JIGKAPCTBEHHBIX CPEJICTB B LENAX pa3pabOTKH,
UCCIIEIOBaHUM, KOHTpOJS 0€30macHOCTH, KayecTBa M 3((EKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB
OIIpENENIIeTCS] MCXONs M3 TEXHOJIOTHYECKOH CXeMBbl NpPOM3BOJCTBA JIEKAPCTBEHHOrO Npenapata u
MaTepuanbHOro OanaHca (MPOM3BOJCTBEHHOM PELENTYpPhI), COCTaBICHHOTO M0 JaHHBIM MPOMBIIIICHHOTO
periameHnTa (TEXHOJIOTMYECKMX HHCTPYKLHUI) IO MPOM3BOJACTBY JIEKAPCTBEHHBIX CPEICTB WIIM €ro
NpOEKTa, M TMPEACTaBISETCS B BUAE BBITUCOK W3 IPOMBIILICHHOTO pErjaMeHTa (TEeXHOJIOTHYECKHX
WHCTPYKIHI) MM WX MTPOEKTOB, BBINMCOK U3 HOPMATHBHOM JOKyMEHTAuK (HOPMAaTHBHOTO JOKYMEHTA T10
Ka4eCTBy) WM HMX IIPOEKTOB, COJACp)KAIIMX HH(MOPMALUIO O KOJMYECTBE JIEKAPCTBEHHOIO CPEICTBA,
HEOOXOIMMOT'0 JJIsl TIPOBEJCHUS HCIBITAHUN KayecTBa MO COOTBETCTBYIOUIMM IOKa3aTeNsM, CCHUIOK Ha
dapmakomneiiHple CTaTbu TOCYJapCTBEHHOM (apmakomneu, QapMmakorneiiHble CTaTbu (apMaKoreu
EBpa3uiickoro SKOHOMHYECKOTO COI03a WM 3apyOeXHbIX ¢apMakoneid M pacyeToB HSKCHEPTHOIO
YUPEXKACHUS, OCYIIECTBISIOMIEIO S3KCIEPTU3Y JIEeKapCTBEHHbIX cpeAcTB. OOOCHOBaHHME KOJUYECTBA
BBO3UMBIX  JIEKAPCTBEHHBIX IpENaparoB B IENAX MPOBEACHUS KIMHUYECKHX  HCCIEIOBaHUN
JIEKapCTBEHHOTO MpenapaTa onpeAessieTcs NCX0/As U3 YCIOBUN MPUMEHEHHUs JIEKapCTBEHHOTO Mpernapara B
paMKax MpoBeJIeHHs KIMHUYECKOrO MCCIEIOBAHUS M MPECTABISACTCS B BUJIE CBEACHUI O cCXeMe Ipuema,
J103aX, KOHLIEHTpanusaX, (acoBke, KpaTHOCTH TpueMa, JJIMTEJBHOCTH IEpPUOAa IMPUMEHEHHUS
JIEKapCTBEHHOTO IMperapara B KIMHUYECKOM HCCIEIOBAHUM, KOJIMYECTBE MALMEHTOB, MPUHUMAIOIIUX
ydacTHe B KIMHMYECKOM HCCIEIOBAaHMM, WM HMHBIX JIOKYMEHTOB, MOJATBEPXKIAIOUIMX HEOOXOIMMOCTb
BBO3a JIEKAPCTBEHHOTO MpenapaTa B 3asiBIICHHOM 00beMe;

B) KONUWM JIOroBopa (KOHTpakra), NMpUJIOXKEeHHs U (WIM) JOMOJHEHUS K HEMYy, a B Cllydac
OTCYTCTBHUS J1oroBopa (KOHTpaKTa) - KO MHOTO JJOKYMEHTa, IMOJITBEP KJAI0IIero HaMepeHHs: CTOpoH (B
cllydyae y4acTHs 2 uin 0oJiee CTOPOH);

I') KOIUY JIOKYMEHTOB, TIOATBEP)KJAIONINX KA4eCTBO JICKAPCTBEHHOTO Ipenapara (3a HCKII0OYEHUEM
cillydass BBO3a JIEKAPCTBEHHOI'O IIpernapara Jjsl OKa3aHUs MEIUIMHCKOM IOMOIIM MO >XU3HEHHBIM
MOKa3aHUAM KOHKPETHOTO MalueHTa JUOO0 OKa3aHWs MEAMLIMHCKOM IOMOIIM OrpaHMYEHHOMY
KOHTUHI'EHTY MAIMeHTOB C peaKod M (wim) ocobo TshKeNnod marojorueit) u (mnm) QapManeBTHYECKHX
cyOcTaHIMii, BBIJIAHHBIX OpraHu3alMedl - MPOM3BOAUTENIEM JICKAPCTBEHHBIX CPEACTB WM HHOM
OpraHu3alue, ymoJHOMOUYEHHON Ha MOATBEP)KICHNUE KauecTBa JIEKApCTBEHHBIX CPEACTB B COOTBETCTBUU
C 3aKOHOJATEJIbCTBOM CTpPaHbl NMPOUCXOXKICHHS JIEKAPCTBEHHOI'O CPEJCTBA, COJAEpXallie MOoKa3aTesln
(XapaKTEepHUCTHKH) C yKa3aHWEM MeCTa MPOU3BOJICTBA KOHKPETHOT'O JISKAPCTBEHHOT'O CPE/ICTRA,;



1) B Cilydae BBO3a KOHKPETHOW MAapTHH 3apETHCTPUPOBAHHBIX M (MJIM) HE3aperuCTPHUPOBAHHBIX
JICKapCTBEHHBIX  CPEICTB, NPEIHA3HAYCHHBIX JUIS  TMPOBEACHHUS  KIMHUYECKUX  HCCIICAOBAHHN
JICKapCTBEHHBIX TIIPENaparoB, KOMUHM JOKyMeHTOB (Makerel W (wim) (¢ororpaduu  YNaKoBOK),
MOATBEPXKAAIOMINX HAUISKAIIYI0 MAPKUPOBKY JICKAPCTBEHHBIX CPEJICTB, 00YCIOBIUBAIOLIYIO HX IETICBOE
UCIIOJIb30BAHUE UCKITIOYUTENIFHO B KIIMHUYECKUX UCCIICOBAHUSX;

€) B Cly4ae BBO3a JICKQPCTBCHHOI'O Iperapara s OKa3aHWs MEIMLIUHCKOH IOMOIIY 10
YKU3HCHHBIM ITOKa3aHUSIM KOHKPETHOTO MallMeHTa!

KOMUsSI TMPOTOKOJIA 3aKIIOYCHHS BpaueOHON Komuccuu JrO0 KOHCHIMyMa Bpadeil (emepaabHOTO
yupexaeHus (BpaueOHOW KOMUCCHHU JIMOO KOHCHJIMyMa Bpadel CTPYKTYPHOTO MOJpPA3ZCICHUS HAyYHOTO
WM 00pa30BaTeIbHOrO (eaepalbHOr0 YUPEKICHHUS), B KOTOPOM OKa3bIBaCTCS MEAMLUHCKAs MTOMOIb
HalKEHTY, MOAMUCAHHOTO PYKOBOJIHMTEIEM yUYpekaeHUs (PyKOBOIHUTENEM CTPYKTYPHOTO IMOJpPa3elICHUS
HAYYHOI'O0 WM O00pa3oBaTEIbHOTO (elepaibHOrO YUPEXKICHHUS, JHIIOM, HCIOJHSIOMNM O00sS3aHHOCTH
PYKOBOAMTENS YUPEKICHHUS, JTHOO YIOIHOMOYECHHBIM JIMIIOM B JIOJDKHOCTH HE HWKE PYKOBOJHTEIS
CTPYKTYPHOTO TOJpPAa3JCICHUs] HAy4YHOIO WM O00pa3oBaTeNbHOrO (eaepabHOTO YUPEIKACHHS, €ro
3aMecTUTeNsl, B chepy AesSTeIbHOCTH KOTOPOTrO BXOST BOIPOCH! OpPraHU3alMi MEIUIIMHCKON TOMOIIH), O
Ha3HAYCHUH NALMEHTY HEe3apEerHCTPUPOBAHHOIO JIEKAPCTBEHHOTO Tperapara JJsl OKa3aHUsl MEIUIMHCKOM
MIOMOIIH TIO XM3HEHHBIM MOKa3aHWsIM (C yKa3aHMEM TOPrOBOTO HaMMEHOBaHHMs JIMOO MEXTyHApPOIHOIO
HEIaTCHTOBAHHOTO  HAMMCHOBAHMs,  JICKAPCTBEHHOW  (OpMBI,  JO3UPOBKM M  KOJMYECTBA
HE3aperuCTPUPOBAHHOTO JICKAPCTBEHHOTO Tpernapata U 000CHOBaHHEM HEOOXOIMMOCTH €ro BBO3a), WU
oOpailieHre YMOJIHOMOYEHHOTO HCIOJHUTEIBHOrO opraHa cyObekra Poccuiickoit ®epepamuu o
HEOOXOAMMOCTH BBO3a HE3apETHCTPUPOBAHHOTO JIEKAPCTBEHHOTO TIpenapara Jjisl OKa3aHUsl METUIIMHCKON
MOMOIIM IO >KU3HEHHBIM TNOKa3aHUsM KOHKPETHOTO TMAaIMEeHTa C NPWIOKEHHEM KOMUHU IPOTOKOJA
peuieHus BpavyeOHOW KOMHCCHMM JHOO KOHCHJIMyMa Bpadel ydpexnaeHus cyObekra Poccuiickoi
denepanuy, B KOTOPOM OKa3bIBACTCS MEIUIIMHCKAs MOMOINb MAalMEHTY, MOJMHCAHHOTO PYKOBOIUTEIEM
YUPEXKICHUS JIMOO  JIUIIOM, UCIOJHSIONMM  €ro  OOS3aHHOCTH, O Ha3HAYCHUHM  MAIMeHTy
HE3aperuCTPUPOBAHHOTO JICKAPCTBEHHOTO TIperapaTa Uil OKa3aHUs MEIMIMHCKOH IOMOIIM 10
KM3HEHHBIM TOKa3aHUsM (C  yKa3aHWeM TOPrOBOIO HAWMEHOBAHUS JHOO  MEXITyHApPOIHOTO
HEIIaTeHTOBAHHOTO  HAMMCHOBAHMs,  JICKAPCTBEHHOW  (OpMBI,  JO3UPOBKH M  KOJHYECTBA
HE3aperuCTPUPOBAHHOTO JICKAPCTBEHHOT'O Iperapara), WiH KOMUs pelleHus dKcnepTHoro coBera donnma
00 oOecrieueHNH KOHKPETHOTO peOCHKA C TSHKENBIM JKU3HEYTPOKAIONIMM U XPOHUYECKUM 3a00JIEBaHHEM,
B TOM uucie peakuM (opdaHHbIM) 3a00JieBaHMEM, B OTHOIIEHHMH KOTOporo DOHAOM peanuszyercs
JONOJTHUTENBHBI MEXaHWU3M OpraHu3alMi H (PUHAHCOBOTO OOECHECUCHMs OKa3aHWs MEAUIMHCKON
nomoun (pu HEoOXoaMMOCTH 3a npenenamu Poccuiickoit denepanuu), odecrieueHns 1eKapCTBEHHBIMU
npenaparaMid M MEIUIIMHCKUMHU H3JCIUSMH, B TOM YHCIE HE 3aperucTpHpOBaHHBIMU B Poccuiickoit
depepanun, U TEXHUYECKHMMHU CPEICTBAMH peaOMINTAIlMH, HE BXOAAIIMMHU B (efepalbHbI MEepeucHb
pPECadMIMTAIIMOHHBIX MEPONPUATHH, TEXHUYECKUX CPEACTB PEaOHIUTAIUH ¥ YCIYT, HPEI0CTaBISIEMbIX
uHBaNUIy (manee - MOJJEPXKKA), WM KOHKPETHOTO TPaKAaHMHA C TKEIBIM JKU3HEYTPOXKAIOUIMM U
XPOHHYECKHM 3a00JIeBaHUEM, B TOM 4YHUCIEe peakuM (opdaHHBIM) 3a00JIeBaHUEM, KOTOPBIM IOJTydal
HOJIEPKKY B pamKax jaesteapbHoctH PoHna 10 moctikeHus uM 18-nmeTHero Bo3pacta M oOecrieueHHe
OKa3aHUsI MOJICPIKKU KOTOPOMY ocymiecTBisieTcss DOHIOM B TeUeHHE OJJHOTO rojia MOCIIe JOCTHKEHHUS UM
18-netHero Bo3pacra (mamee - getH ¢ opdaHHBIMH 3a00JE€BaHUSIMH), HE3aPETUCTPHPOBAHHBIM
JICKapCTBEHHBIM MpenapaToM (C  yKa3aHHEM TOProBOTO HAaMMEHOBaHHs JIMOO MEXITyHapOIHOIO
HEIaTCHTOBAHHOTO  HAMMCHOBAHMS,  JIGKAPCTBEHHOW  (OpMBI,  JO3UPOBKH M KOJHYECTBA
HE3aperucTpUPOBAHHOTO JIGKAPCTBEHHOTO TIpernapara);

KOMHUSl TMAacropTa WM CBHICTENLCTBA O POXICHUM TNAlMeHTa, KOTOPOMY Ha3HaueH
He3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIH Mpenapar sl OKa3aHUsl MEIUIIMHCKON MOMOIIH IO KU3HEHHBIM
MIOKa3aHUSIM.

He pnomyckaercss TOBTOpPHOE Mpe/CTaBlICHHE YKa3aHHBIX IPOTOKOJOB PEHICHUH BpadeOHBIX
KOMHCCHI JTHOO KOHCHJIMYMOB Bpaueif, €Clii 10 HUM BBIAAHO 3aKIIOYeHHE paHee (KpoMme pemeHHi
BpayeOHBIX KOMHUCCUI JTHOO KOHCHJIMYMOB Bpaueil, B KOTOPBIX MpPOINHCAHbI JIEKAPCTBEHHBIC MperapaThl



MOXXM3HEHHO HWJIH JUIS JUTMTENILHOM Teparnuu 3a00JIeBaHus);

) B Ciyyac BBO3a JICKAPCTBCHHOIO TMperapara JJisi OKa3aHUS MEIUIMHCKOW ITOMOIIH
OTPaHUYCHHOMY KOHTHMHIEHTY MAI[MCHTOB C PeAKOd M (M) 0co00 TSDKENIOM MaToIOTHEeH B pamKax
nesrenbHOocTH DOHIA - KOMUS pEHIeHUs HKCHepTHOro coBeta PoHAa 0 (GOpPMUPOBAHUM pe3epBa
JICKapCTBEHHBIX MPENapaToB B LIESIX HE3aMEUIUTEILHOI0 00eCTIeYeHHUs HEOTIpe IeIeHHON TPYIIBI AeTel ¢
opdanHbpIME  3a0oneBaHMsAMH (C yKazaHHEM TOPrOBOTO HAaWMEHOBAHUS JHOO MEXKIYHApPOJIHOTO
HEMaTeHTOBAHHOI'O HAMMEHOBAHUS, JIEKApCTBEHHOH (hOpMBI, 103UPOBKH, 0OBEMOB, MOAJESKAIIUX BBO3Y,
3a0oneBanuss (COCTOSIHMS) TALMEHTOB, JJIsl OrPAaHMYCHHOTO KOHTHHTEHTa KOTOPBIX BBO3HTCS
JIEKapCTBEHHBIH Mpenapar).

7. BBo3 He 3apeructpupoBaHHoro B Poccuiickoil @enepanuu JIEKapCTBEHHOIO Ipenapara Jyis
OKa3aHWsl MEIUIIMHCKOW IMMOMOIIM OrPAaHWYCHHOMY KOHTHHIEHTY MAalMEHTOB C peakod W (Wim) oco0o
TSDKEJIOM marojioruedd (3a MCKIIOYCHHEM CIIydyacB BBO3a JIGKAPCTBCHHBIX MpENapaTroB ISl OKa3aHUs
MEIUIIMHCKOW TTOMOIIY OTrPaHUYEHHOMY KOHTHHIEHTY MAIlMEHTOB C peAKOod W (i) ocobo TshKeIoin
nmarojorued B paMKax JestenbHocTH  DoOHma) OCYHIECTBIISICTCS HA OCHOBAaHMU  3aKJIFOUCHHS,
MOArOTOBJIEHHOTO BO HcnojiHeHue akrta llpaBurenscrBa Poccuiickoii ®enepauuu, B KOTOPOM
YKa3blBalOTCA  IOPUAUYECKOE  JMLIO, OCyluecTBisomee BBO3 B Poccuiickyro  dDenepaunuro
HE3aperucTPUPOBAHHOIO JIEKAPCTBEHHOIO IIperapaTa, MeXyHapOAHbIC HEITATCHTOBAHHBIC HAUMEHOBAHMS
JICKapCTBEHHBIX MpenapaToB, UX (GOpMBbI, TO3UPOBKH, 0OBEMBI, IOUIEKAIIIE BBO3Y, a TaKXkKe 3a00/IeBaHNe
(cocTosIHME) TALMEHTOB, JJISl OTPAaHMYCHHOTO KOHTHHT€HTa KOTOPBIX BBOZUTCS JIGKapPCTBEHHBIN Mpemnapar.

HOpunuueckoe nuno, ykasanHoe B akte [IpaBurensctBa Poccuiickoit @enepanuu, B TeueHue 3
pabouux JHEH co JHSA ero M3AaHus MpeacTaBiseT B MHHUCTEpCTBO 3apaBooxpaHeHus Poccuiickoi
®enepanuy NOCPEACTBOM €IUHOTO MOPTAJIA 3asBICHUE, A TAKXKE JOKYMEHTBHI, YKA3aHHBIC B IOJIIYHKTaX
"a" u "B" myHkTa 6 Hactosmumx [IpaBui. B 3asBneHun yka3plBaroTcs HOMep U jata akta IIpaBuTtenscTBa
Pocculickon ®denepanuu.

PaccMmoTpenue mpeacTaBiIeHHBIX JOKYMEHTOB U IPUHATHE IO HUM PELICHHs OCYIIECTBISIOTCS B
COOTBETCTBUH € MyHKTOM 9 HacTosmux [IpaBu.

8. Jlna BbIAAUM 3aKIIOYEHHs 3asBUTENb BIpaBe IPEACTABUTh KONHMHM CBUICTENBCTBA O
roCyJapCTBEHHOW PEruCTpald U CBUJAETEIbCTBA O IIOCTAHOBKE HA y4eT B HAJIOTOBOM OpraHe, a TaKKe
KOIMM paspeiieHuss MuHucrepctBa 3apaBooxpaHeHus Pocculickonn ®Penepanuu Ha INPOBEINCHUE
KJIMHUYECKOTO WCCIIEAOBaHUS JIEKapCTBEHHOTO rmpemnapara (B ciydae BBO3a KOHKPETHOW TMapTUU
JIEKapCTBEHHBIX  CPEACTB, IPEJHA3HAYEHHBIX Ul MPOBEACHUS  KIMHUYECKUX  HCCIENOBaHUMN
JICKapCTBEHHBIX IpenapaTroB) IO COOCTBEHHOW WHHUIMATHBE. MMHHUCTEPCTBO 3JPaBOOXPAHCHUS
Poccuiickoit ®enepauuu He BOpaBe TpeOOBaTh y 3asBUTENS IPEJICTABICHUS KOMHMM yKa3aHHBIX
JIOKyMEHTOB.

9. MuHuctepcTBo 3apaBooxpaHeHusi Poccuiickoit denepanu B CpoK, HE MPEBBIIAONIMA 5
pabouux AHEH co AHA MOCTYIJICHUS JOKYMEHTOB, yKa3aHHbIX B MyHKTaxX 6 u 7 Hactosmux [IpaBui:

a) TIPOBOJUT MPOBEPKY MOJIHOTHI U TOCTOBEPHOCTH CBEIICHUH, COACPIKAIIUXCS B TPEICTABICHHBIX
3asiBUTEJIEM JIOKYMEHTax, a B ClIy4ac €CIU 3asBUTEIb HE MPEACTABUI KOIMIO pa3penieHus MuHucrepcrsa
Ha TPOBEJICHUE KIMHHYECKOTO HMCCIIEIOBaHUS JICKAPCTBEHHOTO Tpenapara (B ciiydae BBO3a KOHKPETHOM
[apTUU JIEKapCTBEHHBIX CPEICTB, IPEIAHA3HAYCHHBIX Ul IIPOBEACHUS KIMHUYECKUX HCCIENOBaHUN
JICKapCTBEHHBIX IIPEMapaToB), TAaKXKe MPOBEPKY HAIMYUS YKA3aHHOTO pa3pelleHHs y 3asBUTENS Ha
OCHOBAHUM [AHHBIX PEECTPa BBINAHHBIX pa3pEUICHUN HAa IPOBEACHUE KIMHUYECKUX HCCIIEIOBAHUN
JIEKapCTBEHHBIX IIPENAPATOB,;

0) 3ampammBaeT 1 MoJy4aeT B HOPSIKE MEKBEJOMCTBEHHOTI'O HH()OPMALIMOHHOTO B3aUMOICHCTBHSI
ot denepanbHOii HaOroBoil cityx0bl MH(OpMaIUIO 0 (haKTe BHECEHUsI CBEACHUI 0 3asBUTeNe B ENuHBIN
rOCYJJapCTBEHHBIN peecTp IOPUIAMYECKUX JIUI U O (aKTe MOCTAHOBKM 3asBUTEINII HA Y4€T B HAJIOTOBOM
OpraHe, €Cid 3asBUTCIIb HE IPEICTABWJI KOIUN CBHUACTEIBCTBA O TIOCYJAPCTBEHHOW PETUCTPALUU U
CBUJICTEIBCTBA O IIOCTAHOBKE HA Y4Y€T B HAJIOTOBOM OPIaHE;

B) MIPUHUMAET PEUICHUE O BbIJAaye 3aKIIOYCHUS WM PElIeHHe 00 OTKa3e B BhIJaue 3aKIIOUCHHS C
YKa3aHHEM IIPUYMH OTKa3a,



I) HampawJsieT B JIMYHBIA KaOMHET 3asBUTEIs HAa €IMHOM IMopTaje B (opMe DICKTPOHHOTO
JOKYMEHTA, TOMUCAHHOIO YCUJICHHOW KBATM(PUIMPOBAHHON JIEKTPOHHOH MOAMMUCHIO, 3aKIIOUCHHE WITH
yBeIOMJIEHHE 00 OTKa3e B BbIJIau€ 3aKJIIOUEHUS C yKa3aHHEM IIPUYUH TAaKOTO OTKa3a.

10. Otka3 B BbIaye 3aKJIIOYCHUS HE SBJISCTCS MPEMATCTBUEM JUIsl TIOBTOPHOTO IPEICTaBICHUS
JTOKYMEHTOB M CBEJCHHH B COOTBETCTBUU C IyYHKTOM 6 Hactosmux IIpaBui mocne ycTpaHeHHs MPUYHH,
IIOCJIYKUBIINX OCHOBAHHMEM JJIs OTKA3a.

11. I1nara 3a BblAauy 3aKJIIOUYEHUS HE B3UMAECTCS.

12. OcHoBanueM I 0TKa3a B BbIIaue 3aKIIOYCHUS SBIISIOTCS CIEAYIOIINE OOCTOSTEIbCTBA:

a) HaJIMYME HEMOJHBIX WM HEJOCTOBEPHBIX CBEACHHH B JOKYMEHTaX, IPEICTaBIIEMBbIX
3asiBUTEJIEM JUIS IIOIYyYEHHUs 3aKIIIOUCHUS;

0) JeKapCTBEHHOE CPEJICTBO, 3asBICHHOE s BBo3a B Poccuiickyro dexepauuio s uenei
MEIULMHCKOrO IIPUMEHEHUs, 3alPEIICHO K MEJUIIMHCKOMY IIPUMEHEHUIO Ha TeppuTopuu EBpasuiickoro
SKOHOMHUYECKOI'O COH034;

B) IOpUAMYECKOE JIMIO, IPEACTaBHBIIEE 3asBJICHUE M JOKYMEHTBHI ISl IeJeld IMOJy4YeHUs
3aKIIIOYEHUS! B COOTBETCTBUU C MYHKTOM / HacTosumx lIpaBui, He yKa3aHO B COOTBETCTBYIOIIEM aKTe
IIpaBurensctBa Poccuiickoit Penepanuy Kak JIMLO, YIIOJHOMOYEHHOE HA BBO3 HE 3apPErUCTPUPOBAHHOIO B
Poccuiickoii  ®@enepauuu  JIEKAPCTBEHHOIO  Ipenapara Uil OKa3aHWs MEIMIMHCKOM  IOMOIIU
OrpaHUYCHHOMY KOHTHHICHTY MAIUEHTOB C PEIKOM U (MJTH) 0CO00 TSKEIION MaTOJIOTUEH.

13. MuHuctepcTBO 3apaBooxpaHeHusi Poccuiickoil ®enepanuu BeIeT peecTp BBIJAHHBIX
3aKJIIOYEHUH B DJICKTPOHHOM BHJE B YCTAaHOBJIEHHOM MM IOpPSIKE, KOTOPbI HOCUT MH(POPMAMOHHBINA
XapakxTep.

14. CeneHusi, coeprkaliyecs: B 3aKIIOUEHHSIX, €KEHEeNbHO, He M03/JHEe MepBOro pabovero JH;
KaJICHAAPHOW HENEeNM, MPEACTaBISAIOTCS MUHUCTEpCTBOM 3ApaBooxpaHeHus: Poccuiickoit Penepauuu B
TaMOXXEHHBIE OpraHbl B DJIEKTPOHHOM BHJAE IOCPEACTBOM  HCIIOJIB30BAHUS E€IUHOM  CHCTEMBI
MEKBEIOMCTBEHHOT'O DJIEKTPOHHOI'O B3aUMOIEHCTBHUS.

15. Opranusanuy, ocymecTBuBInue BB03 B Poccuiickyio @enepariuio J1eKapcTBEeHHBIX IpenapaTos,
[IPEJHA3HAYEHHBIX [UI1 OKa3aHUs MEIULMHCKONW IIOMOIIM [0 >KM3HEHHBIM IIOKa3aHWUAM KOHKPETHOI'O
MalMEeHTa, a TaKXXe OpraHu3alliM, OCYIIECTBUBIIME BBO3 HE 3aperMCTpUpOBaHHOrO B Poccuiickoit
Qenepanuy  JIGKapCTBEHHOIO IIpenapara il OKa3aHUs MEIHULMHCKOW IIOMOLIYM OTrPaHUYEHHOMY
KOHTUHI'EHTY MAlMEHTOB C penKkoi u (M) ocobo TspKenoi maroiorueii, B TeueHne 10 pabounx aHei co
JIHs TIOJIy4CHUS JICKApCTBEHHBIX IPENapaToB MEAULMHCKON OpraHu3aluel, B KOTOPOM OKAa3bIBaeTCs
MEJMLMHCKasT MOMOIIb MAIMeHTy, YBEAOMIISIIOT 00 3ToM MMHHUCTEPCTBO 3/paBooxpaHeHus: Poccuiickoit
denepauun B (HopMe SIIEKTPOHHOTO JOKYMEHTa, MOJIHMCAHHOTO JJICKTPOHHOW IMOAMUCHI0 (TIPOCTOi
AJIEKTPOHHON MOJMUCHIO, JUOO YCHIEHHOW KBaJM(PHUIMPOBAHHON HIIEKTPOHHON MOJMHCHIO, JTHOO
YCUJIEHHON HEKBaIU(UIMPOBAHHOW SIICKTPOHHOH MOJIITHCHIO).



YTBEPKJAEH

nocranoBjieHueM IlpaBuresbcTBa
Poccuiickoit @exepannu

ot 1 urons 2021 r. N 853

Ilepeuenn
YTPATUBIIMX CHJIY AKTOB M OTAeJbHBIX M0J0KeHHH aKkToB IIpaBurenbcrBa Poccuiickoit @enepanmnu

1. IloctanoBnenue IlpaButensctBa Poccuiickoit @enepamuu ot 29 centsops 2010r. N 771 "O
MOpPsi/IKE BBO3a JIEKAPCTBEHHBIX CPEJCTB I MEJULIMHCKOTO MPUMEHEHHsI Ha Teppuropuio Poccuiickoit
®enepanun’ (Codbpanue 3akoHomarenbctBa Poccuiickoii @eneparuu, 2010, N 41, cr. 5235).

2. Tlocranosnenue IlpaBurensctBa Poccuiickoii ®enepanuu ot 3 wmrons 2011r. N 441 "O
BHECCHUU U3MEHEHUN B HEKOTOpBIE akThl IIpaBurenscTBa Poccuiickoit denepanuu 1o Bopocam BBO3a Ha
tepputoputo Poccuiickoii denepanuu JIEKApCTBEHHBIX CPEACTB JII MEIUIMHCKOTO TMPUMEHEHHUS '
(Cobpanue 3akoHomatenbcTBa Poccuiickoit @enepanuu, 2011, N 24, ct. 3494).

3. Ilynkt 4 u3MeHeHui, KoTopble BHOCATCS B akThl [IpaBurenscrBa Poccuiickoit @enepanuu mo
BOIPOCAM TPEAOCTABICHHUS TOCYJapCTBEHHBIX YCIyr B cdepe oOpalleHus JIeKapCTBEHHBIX CPEICTB,
YTBEp)KJICHHbIX TocTaHoBiIeHueM [IpaBurensctBa Poccuiickoit ®eneparnuu ot 5 nexabps 2011 r. N 1001
"O BHeceHMM HM3MEHEHMI B HekoTopble akThl [IpaButenscrBa Poccuiickoit @enepanuu 1Mo BOIpocaM
NpeI0CTaBICHUS TOCYAapCTBEHHBIX YCIyr B cdepe oOpamieHus: jiekapcrBeHHbIX cpeactB” (CoOpanue
3akoHoJaTebcTBa Poccuiickoit @enepanuu, 2011, N 50, cr. 7390).

4. ITynkt 128 u3meHeHui, KoTopble BHOCATCS B akThl [IpaBurensctBa Poccuiickoit @enepanuu mo
BOMpOCaM JiesTeNIbHOCTH MuHHUCTEepCcTBa 37paBooxpaHeHust Poccuiickoit ®exnepauuu, yTBepxkIEHHBIX
nocraHosieHueM llpaButensctBa Poccuiickoit ®@eneparu ot 4 centsiOps 2012 r. N 882 "O BHecenun
u3MeHeHul B Hekoropble akThl [IpaButenbcrBa Poccuiickoit denepanuu 1o BOIpPOCAM JIEATEIBHOCTH
MunucrepctBa 3apaBooxpanenust Poccuiickoit @enepanmn” (Cobpanue 3akoHonmatenbcTBa Poccuiickoi
deneparun, 2012, N 37, cr. 5002).

5. Ilynkr 28 w3meHeHMi, KOTOpble BHOCATCA B akThl [IpaButennctBa Poccuiickoit @enepanmu,
yTBEep)KIeHHbIX noctaHoBieHueM [IpasurensctBa Poccuiickoit @enepanuuu ot 15 oktsadps 2014 r. N 1054
"O BHeceHMHM HW3MEHEHHMH B HekoTopble akThl [IpaButenbcrBa Poccmiickoit ®enepanun” (CobOpanue
3akoHOJaTenbcTBa Poccuiickoit @enepanuu, 2014, N 43, cr. 5892).

6. IlocranoBnenue IIpaButensctBa Poccuiickoit @enepamun ot 28 nexadps 2016 r. N 1515 "O
BHECEHHMM M3MEHEeHHs B MyHKT 9 [IpaBui BB0O3a JI€KapCTBEHHBIX CPEJCTB /ISl MEIUIIMHCKOTO TPUMEHEHUS
Ha Ttepputoputo Poccuiickort deneparuu’ (Codpanue 3akonomatenscrBa Poccuiickoii deneparu, 2017,
N 2, ct. 346).



