[Tpuka3z Munuctepctsa 3apaBooxpaneHusi PO ot 24 aprycra 2017 r. N 558n
"O6 yrBepxxaenun [IpaBui npoBeeHNs SIKCIIEPTU3HI JIEKAPCTBEHHBIX CPEACTB JJISI MEUIIMHCKOTO
INPUMEHEHHS U 0COOCHHOCTH SKCIEPTU3BI OTJCIBHBIX BUOB JICKAPCTBEHHBIX IPENapaToB IJis
MEIUIIMHCKOTO pUMEeHeHUs (pedepeHTHBIX JICKapCTBEHHBIX IPENapaToB, BOCIPOU3BEICHHBIX
JIEKapCTBEHHBIX MIPENapaToB, OMOJIOTUYECKUX JIEKAPCTBEHHBIX MPENapaToB, OMOaHaIOr OBBIX
(6MONOIOOHBIX) JIEKaPCTBEHHBIX MpenapaToB (0MOaHAIOrOB), FOMEONATHYECKUX JIEKAPCTBEHHBIX
NpernaparoB, JIEKapCTBEHHBIX PACTUTEIBHBIX MTPENapaToB, KOMOMHALIUI JICKAPCTBEHHBIX MPETapaToB),
(hopM 3aKIIFOUECHU KOMUCCHH DKCIIEPTOB" )

B penmakin [Iprkasa MunmcTepcTBa 3apaBooxpaneHns Poccuiickoit @eneparmmu ot 31 mapra 2025 r. N 1571

B cootBercTBUM ¢ yacThio 12 crateu 16 @enepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6
oOparennn JnekapcTBeHHbIX cpenactB” (CoOpanue 3akoHomatenbcTBa Poccuiickoit deneparuu, 2010,
N 16, cr. 1815; 2013, N 48, ct. 6165; 2014, N 52, ct. 7540) u nomnynkrom 5.2.145 [lonoxxeHus o
MunucrepctBe  3apaBooxpaHeHus  Poccuiickoi  @Denepauuu,  yTBEP:KIECHHOIO  ITOCTaHOBJIICHUEM
[TpaButensctBa Poccuiickoit ®@eneparu ot 19 umrons 2012 r. N 608 (CoOpanue 3akoHOIATEIHCTBA
Poccuiickoit ®eneparmu, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970; N 20, ct. 2477; N 22, cr. 2812;
N 45, ct. 5822; 2014, N 12, ct. 1296; N 26, ct. 3577; N 30, ct. 4307; N 37, ct. 4969; 2015, N 2, cr. 491,
N 12, ct. 1763; N 23, ct. 3333; 2016, N 2, cT. 325; N 9, cT. 1268; N 27, ct. 4497; N 28, ct. 4741; N 34,
ct. 5255; N 49, cr. 6922; 2017, N 7, ct. 1066; N 33, ct. 5202), npuka3biBato:

1. YTBepauTs:

[TpaBuna mpoBeaeHHUS SKCHEPTU3bI JICKAPCTBEHHBIX CPEJCTB JUISI MEIUIMHCKOTO NMPUMEHEHUsS U
O0COOEGHHOCTH OKCIEPTU3bl OTHENBHBIX BHUJAOB JICKAPCTBEHHBIX MPENaparoB Ui MEAULMHCKOTO
npuMeHeHUst  (peepeHTHBIX JIEKApCTBEHHBIX MpENaparoB, BOCIPOHM3BEICHHBIX  JIEKAPCTBEHHBIX
npenaparoB,  OMOJOTMYECKMX  JIEKAPCTBEHHBIX  IperapaToB, OWOAHAIOTOBBIX  (OMOMOMIO0OHBIX)
JIEKapCTBEHHBIX  mpemnaparoB  (OMOaHAJIOroB), TOMEONATHYECKUX  JICKAPCTBEHHBIX  MPEIaparos,
JICKaPCTBEHHBIX PACTHTENFHBIX NpEnaparoB, KOMOHMHAIMHA JIEKAPCTBEHHBIX IIPENapaToB) COIIACHO
npunoxennro N 1,

dopMy 3aKiIIOUEHHMs] KOMHCCHM OKCIIEPTOB IO pe3yjbTaTaM JSKCHEPTU3bl JOKYMEHTOB,
NPEJCTAaBICHHBIX JJIS ONpEAEICHUs BO3MOXHOCTH paccMaTpUBaTh JIEKAPCTBEHHBIM NpenapaTr uis
MEIUIIUHCKOTO TIPUMEHEHUs B KauecTBE Op(haHHOIO JIEKAPCTBEHHOI'O Mpenapara, COrjaacHO MPUII0KEHUIO
N 2;

(bopMy 3aKIIOYEHUS] KOMHCCUH SKCIIEPTOB 0 Pe3yJbTaTaM IKCIEPTU3bl NPEATIOKEHHBIX METOI0B
KOHTpPOJISI KayecTBa JIGKAPCTBEHHOTO CpencTBa M (WIM) KadecTBa IPEACTABICHHBIX 00pa3loB
JIEKApCTBEHHOTO CPEJCTBA C HCIOJB30BAHUEM 3TUX METOJIOB, SKCIEPTHU3bl OTHOILICHUS OXXKHUIAeMOM
M0JIB3bI coriacHo nmpuioxenuto N 3;

dopMy  3aKIIOYEHHS KOMHCCHUM  JKCIEPTOB IO  pe3yiabTaTaM  ASKCHEpTH3bl  KauyecTBa
bapmaneBTHUECKON CyOCTaHINK, TPOU3BEACHHOM A pean3anuu, coriaacHo npuioxeruio N 4;

dopMy 3aKiIIOUEHHMs KOMHCCHUM SKCIEpTOB IO pe3ysibTaTaM O3KCIEPTU3bl JOKYMEHTOB JUIS
MOJIyYeHHsI pa3pellieHus] Ha MPOBeIeHHE KIMHUYECKOIO HMCCIeIOBaHMS JIEKApCTBEHHOTO Mperapara Jyis
MEAULUHCKOTO MPUMEHEHMs coriacHo npuiokenuto N 5.

2. Ilpu3HaTh yTpaTUBIIUMU CHUITY:

nprka3 MUHUCTEPCTBA 3PaBOOXPAHEHHSI U COLMaTIbHOTO pa3BuTus Poccuiickoit @enepanuu ot 26
asrycta 2010 r. N 7501 "OG6 yTBepaeHUH NpaBU NPOBEACHUS SKCIIEPTU3bI JIEKAPCTBEHHBIX CPENICTB AJIS
MEIUIIMHCKOTO TIPUMEHEHUsT H (OpPMBI 3aKIIOYEHHS KOMHCCHM OJKCIepToB' (3aperncTpupoBaH
MunucrepcrBom roctunn Poccutickort @enepanun 31 arycra 2010 r., peructpanmonnsiit N 18315);

npuka3 MuHuctepcTBa 3apaBooxpaHeHust Poccuiickoit ®enepanuu ot 13 nexabps 2012 r.
N 1041n "O BHeceHHMH M3MEHEHUI B npuka3 MUHUCTEPCTBA 3/{paBOOXPAHEHHS U COLIMATIBHOTO Pa3BUTHS
Poccuiickoii ®enepauuu ot 26 asrycra 2010 r. N 750 "OO yTBep)kIeHHMH NpaBUI TPOBEACHUS



HKCHEPTH3BI JIEKAPCTBEHHBIX CPEACTB AJS MEIUIMHCKOTO NMPUMEHEHHUS U (OPMBI 3aKITIOUEHHUS] KOMUCCHU
skcnepToB” (3apeructpupoBad MuHucTepcTBOM tocTuinu Poccuiickoit @enepanuu 10 anpenst 2013 r.,
peructpanuonssiii N 28082);

npuka3 Munucrepctsa 3apaBooxpanenus Poccuiickoii @enepauuu ot 3 anpens 2014 r. N 1521 O
BHECCHMM M3MEHEHHUI B HEKOTOpPBIE MPHUKa3bl MUHHCTEPCTBA 3/[paBOOXPAHEHUS U COLIMATIBHOTO PAa3BUTHUS
Poccuiickoit ~ ®enepaumn u  MunucrepctBa  3apaBooxpaHeHus  Poccuiickont  ®denepaunn”
(3apeructpupoBan  MunucTepcTBOM toctuiiun  Poccuiickoit  ®enepanmun 10 wrons 2014 1,
peructpanuonnbiii N 32648).

3. Hacrosmuii npuka3z Bctynaer B cuity ¢ 1 suBapst 2018 roga.

Bpuo Munucrtpa WN.H. KarpamaHnsx

3apeructpupoBano B Muntocte PO 18 nexabps 2017 r.
Perucrpaunonnsiii N 49287

IIpunoxenne N 1

K npuka3sy MHHHCTEpPCTBA 31PaBO0XPaHeHHUs
Poccuiickoit @exepannu

ot 24 aBrycrta 2017 r. N 558n

IIpaBusa npoBegeHNs IKCIEPTU3HI JIEKAPCTBEHHBIX CPEICTB /ISl MeIMUMHCKOr0 MPUMEHEeHHUS U
0CO0EHHOCTH IKCIEPTH3HI OTAEJIbHBIX BHI0B JIEKAPCTBEHHBIX NPENapaToB AJIs1 MeIUIIHHCKOI 0
npuMeHeHus (pe)epeHTHBIX JTeKAPCTBEHHBIX MPENapaToB, BOCIPON3BeIeHHBIX JIEKAPCTBEHHBIX
NpenapaToB, GHOJIOTHYECKHUX JIEKAPCTBEHHBIX NMPEeNnapaToB, 6M0aHAJIOrOBbIX (0HOMOT00HBIX)
JIEKAPCTBEHHBIX MPenapaToB (0M0aHAJIOrOB), TOMeONATHYECKUX JIEKAPCTBEHHBIX MPENapaTos,
JIEKAPCTBEHHBIX PACTUTEJILHBIX NPENapaToB, KOMOWHAIUIA JIEKAPCTBEHHBIX NMPeNnapaToB)

|. O0uIMe moJIoKeHus

1. Yrparun cuny ¢ 30 mast 2025 r. - [Ipuka3 Munzapasa Poccun ot 31 mapra 2025 r. N 157H

2. DKCrepTr3a JISKapCTBEHHBIX CPEACTB ISl MEJAUIIMHCKOTO PUMEHEHHsI (1ajiee COOTBETCTBEHHO -
JKCIIEPTU3a  JIEKAPCTBEHHBIX  CPEICTB, JIGKAPCTBEHHBIC CPEICTBA) MPOBOJMUTCS  (peliepabHbIM
rOCYJJapCTBEHHBIM OIO/KETHBIM YyupekaeHueM 'HaydHbI LEHTp SKCIEpTU3bl CPEACTB MEAULIMHCKOTO
npuMeHeHus© MuHHCTEpCTBa 3apaBooxpaHeHus Poccuiickoit ®Denepaumu  (manmee - dKCIEpTHOE
yUpeXJeHHE) Ha OCHOBaHMHU 3alaHus MHHUCTEpCTBa 3apaBooxpaHeHus Poccuiickoii depepauyu u
OCHOBBIBACTCSI HAa MPHUHIMIIAX 3aKOHHOCTH, COOJIIOJICHUs MpaB M CBOOOJ YelloBeKa M TpaKJaHHWHA, TpaB
IOPUJIMYECKOr0 JIMIA, HE3aBUCHUMOCTH OJKCHepTa, OOBEKTUBHOCTH, BCECTOPOHHOCTH U  MOJHOTHI
UCCJICIOBAHUM, IIPOBOJMMBIX C HCIIOJB30BAHUEM COBPEMEHHBIX JOCTHKECHUN HAyKH M TEXHUKH,
OTBETCTBEHHOCTH HKCIIEPTHOI'O YUPEKICHUS U DKCIIEPTOB 3a IIPOBEICHUE U KAYE€CTBO JKCIIEPTU3BI.

3. DKcrepTu3a JIeKapCTBEHHBIX CPEJICTB BKIIOUAET B CEOSL:

1) sKcmepTU3y MOKYMEHTOB, IMPEICTaBICHHBIX JUIS OINpPEICICHUS BO3MOXKHOCTH PacCMaTpUBaTh
JIEKapCTBEHHbIN mpenapaTr i MEAMLIMHCKOrO NPHUMEHEHUS B KauecTBe OpP(aHHOTO JIEKaPCTBEHHOI'O
IIpernapara;

2) 9KCHepTH3y MPEJIOKESHHBIX METOJIOB KOHTPOJS KayecTBa JIEKAPCTBEHHOTO CpeAcTBa U (W)
Ka4ecTBa MPECTaBICHHBIX 00Pa3loB JIEKaPCTBEHHOI'O CPECTBA C MCIIOIb30BaHHEM ITHX METOJIOB (1anee
- DKCTIEPTH3a Ka4eCcTBa JIEKapCTBEHHOTO CPE/CTBA);

3) DOKCcmepTu3y OTHOMICHHS OKUAAEMOH TONB3bI K BO3MOXKHOMY PHUCKY IPUMEHEHUS
JIEKapCTBEHHOI'O IIperapara.



4. DKcrnepTH3a JIEKapCTBEHHBIX CPEJICTB MPOBOJUTCS B COOTBETCTBUU C BBIJAHHBIM MUH3IpaBOM
Poccun 3amaHneM KOMHCCHEH SKCHEPTOB, COCTOSIEH W3 Tpex M Oojiee 3KCIEpTOB, Ha3HAUYCHHBIX
PYKOBOAUTENEM SKCIIEPTHOT'O YUPESKIACHUS (Iajaee - KOMUCCHUS SKCIIEPTOB).

B coctaB KomHccHU 3KCIEPTOB MO PELICHHUIO PYKOBOAUTEINS SKCIEPTHOTO YUPEHKACHUS MOTYT
OBITh BKJIIOUEHBI B KA4eCTBE HKCIEPTOB JIUIIA, HE pabOTaIoONIMe B HKCHEPTHOM YUPEKIACHUH, €CIU UX
CriellMaibHble 3HAHUS HEOOXOIAMMBI JUIS MPOBEACHHS SKCHEPTU3bl U TAaKHE HKCIEPTHl OTCYTCTBYIOT B
HKCHEPTHOM YUPEKJICHHH.

PykoBoaMTENNb 3KCIIEPTHOTO YUPEXKIECHHUS 00ECIIeUnBAET MIPOBEACHNE IKCIEPTH3BI JICKAPCTBEHHBIX
CPE/CTB B COOTBETCTBUU C BhIJaHHBIM MuH31paBoM Poccun 3a1anuem.

5. Ilpu mpoBeneHMM SKCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB IKCHEPT HE MOXKET HAaXOAMTHCS B
KaKoi-11M00 3aBHCHMOCTH OT JIMIA, HA3HAUMBIIETO 3Ty SKCIEPTU3Y, pPa3pabOTUMKa JIEKapCTBEHHOI'O
CpeACTBa WU JAPYT'UX 3aUHTEPECOBAHHBIX B PE3YJIbTATaX SKCIEPTU3bI JIUII.

B cnywyae ecnu sKcmepTy M3BECTHBI OOCTOSITENBCTBA, MPEMATCTBYIOIIUE €ro MPUBICUYECHUIO K
NPOBEACHUIO HKCHEPTH3bl MO0 HE NO3BOJSAIOIIKME €My CoONoJaTh MPUHLUIBL €€ IPOBEICHHUS,
YCTAQHOBJICHHbIE MYHKTOM 2 Hactosimux I[IpaBui, skcmepT cooOmaer o0 yKa3aHHOM OOCTOSITEIbCTBE
PYKOBOJIUTEIIO SKCIIEPTHOTO YUPEHKICHHUS.

6. Ilepen HayamoM TPOBENEHHsS HKCHEPTH3bl  JIGKAPCTBEHHBIX  CPEJCTB  MPOBOJUTCS
OpPraHU3allMOHHOE  3aceJaHue KOMMCCHUHM  JKCIEpPTOB, KOTOpoe  O(GOpMIsieTcs  MPOTOKOJIOM,
MOJMMCHIBAEMBIM BCEMHU IKCIEPTAMHU, U HA KOTOPOM KCIEPTHI:

1) uzbuparot npejcenarenss KOMUCCHH KCIIEPTOB U €€ OTBETCTBEHHOT'O CEKpeTaps;

2) OnpeeNsIOT MOPAA0K pad0OThl KOMHCCHH SKCIIEPTOB U MPHHATHS €10 PEIICHUH;

3) ompenessfoT OCHOBHBIC HamlpaBlieHHs paOOTBHl AIKCIEPTOB, a TAaKKe MOPSIOK U yCIOBHS
OpraHu3anuu paboThl IKCIEPTOB;

4) yTBepXIAIOT KaJCHJIApHBIHA IJIaH PadOThl KOMHCCUH SKCHEPTOB UCXOJS U3 CPOKa MPOBEACHHUS
HKCHEPTHU3HI JIEKAPCTBEHHOTO CPEJICTBA.

7. Ilpencenarenb KOMUCCUU HKCIIEPTOB:

1) mpoBoaMT 3aceaHNs] KOMUCCHUU SKCIIEPTOB M MOANMCHIBACT MPOTOKOJIBI JAHHBIX 3aCEeIaHNH;

2) KOHTPOJHMPYET BBITIOJIHEHWE JKCIEPTaMH, BXO/IIMMU B COCTaB KOMHCCHH, ITaHA PaOOTHI
KOMHCCHUU OKCIEPTOB M MPUHHUMAET PEUIeHHS O BHECEHHMM B HEro W3MEHEHWH HCXOJs U3 CpoKa
MIPOBEAEHUS SKCIIEPTU3HI JIEKAPCTBEHHOTO CPEJICTBA,;

3) ¢dopmupyer, Ipu HEOOXOIUMOCTH, SKCHEPTHBIC I'PYIMIBI B COCTABE KOMHCCHH JKCIIEPTOB IO
OCHOBHBIM HaIIPaBJIECHUSM HKCIIEPTHU3HI JIEKAPCTBEHHOTO CPE/ICTBA;

4) mpeacTaBISeT PYKOBOAUTENIO SKCHEPTHOTO YUPEXKICHHS YTBEPXKICHHbIE Ha 3acelaHHsiX
KOMHCCUU 3KCIIEPTOB MpPEUIOKEHUsI 00 U3MEHEHUH €€ COCTaBa, MopsKa paboThl KOMUCCUU 3KCIIEPTOB U
NIPUHATHUS €10 PEeILICHHH.

8. OTBeTCTBEHHBIN CEKpeTaph KOMUCCHH SKCIEPTOB:

1) opranusyeT NpoBelIeHHE 3acelaHHii KOMUCCHU SKCIEPTOB M O(GOPMIIIET MPOTOKOJIBI JaHHBIX
3aceJaHuu,

2) TOArOTaBIMBACT Ui PACCMOTPEHHS HAa 3aCEJaHUSX KOMHCCHH JKCIIEPTOB IOCTYIHUBIIUE
IpeUIoKEeHUsT 00 W3MEHEHMM €€ COCTaBa, MopsAaKka paboTbl KOMUCCHM SKCHEPTOB U MPUHATHA €10
peLIeHuH;

3) o0o0m@aer MHEHHS W BBIBOJBI SKCHEPTOB IO pPE3yJIbTaTaM OJKCIEPTHU3bl JIEKAPCTBEHHOTO
CpeAcTBa M 00eCreunBaeT MOATOTOBKY 3aKIIOYEHUSI KOMUCCUH SKCIIEPTOB.

9. DOkcmepT NHpu TMPOBEJCHUU TMOPYYEHHOW €My PYKOBOJMUTEIEM OHKCIEPTHOTO YUPEKICHUS
HKCHEPTU3BI JIEKAPCTBEHHOT'O CPEJCTBA 00s3aH:

1) mpoBecTH TMOJHOE HCCIIEJOBAHUE TIPEICTABICHHBIX €My OOBEKTOB, MaTEpPHAaJOB, JdaTh
00OCHOBAaHHOE€ M OOBEKTUBHOE 3aKIIOYEHHWE MO T[IOCTABJICHHBIM TIEpell HUM BONpOCaM MU
MOTHBHPOBAHHOE 3aKJIIOUYEHUE O HEBO3MOXKHOCTH IPOBEIEHUS UM 3KCIIEPTU3bI JIEKAPCTBEHHOI'O CPEACTBA,
€CIIM TIOCTABJICHHBIC BOIPOCHl BBIXOJAAT 3a TMpeleNbl CIEeHUAIbHBIX 3HAHUH OJKCHepTa, OOBEKTHI
UCCIIEIOBaHUIM W MaTepHajbl HENPUToJHbl WIM HEJOCTaTOYHBI JUIS MPOBEACHUS HCCIEIOBaHUN M Jlauu



3aKJIIOYEHUsI JTMOO COBPEMEHHBI YPOBEHb PAa3BUTHSI HAYKH HE IMO3BOJSET OTBETUTh Ha IOCTABJICHHBIC
BOTIPOCHI,

2) CaMOCTOSITENILHO OIICHUBATh PE3yJIbTAaThl UCCICAOBAHUM, MOJYYCHHBIC MM JIMYHO U JIPYTUMH
HKCTIEpTaMU, OTBETCTBEHHO U TOYHO (POPMYIIMPOBATH BHIBOJIBI B MIPE/IesiaX CBOCH KOMIIETEHIINH;

3) He pasriiamarb CBEJCHHUS, KOTOPHIC CTajl €My M3BECTHBI B CBSI3U C MPOBEICHHUEM SKCIEPTU3BI
JICKApCTBEHHOTO CPEZCTBA, a TAKXKe CBEJCHHUS, COCTABIAIONIME T'OCYJApCTBEHHYIO, KOMMEPUECKYIO WIIH
MHYIO OXpaHAEMYIO0 3aKOHOM TaiiHy;

4) cobnronaTh yCTAaHOBIICHHBIC CPOKH U MOPSIOK MIPOBEICHHS YKCIIEPTU3HI;

5) obecnieynTh COXPaHHOCTH MPEACTABICHHBIX OOBEKTOB HCCIICIOBAHUI U MaTEPUAIIOB.

10. Dkcnept He Brpase:

1) npoBOAMTH SKCIEPTU3Y JIEKAPCTBEHHOI'O CPEJCTBA MO OOPAILCHHIO HEMOCPEACTBEHHO K HEMY
OpraHu3alui Ui GU3NIECKUX JInI;

2) caMOCTOSITENIbHO COOMPATh MaTepPUAIIBI JJIs TPOBEIICHUS SKCIICPTH3BI JIEKAPCTBEHHOT'O CPENICTBA,;

3) MPOBOJUTH AKCIIEPTHU3Y JIEKAPCTBEHHOT'O CPEJICTBA B KAUECTBE HETOCYAapPCTBEHHOT'O DKCIIEPTa.

11. Ilpu mpoBeAECHHMH SKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB HE JIOMyCKaeTcs HCTpeOoBaHUE
HKCIEPTOM Yy 3asBHUTENs JUOO MHBIX JIMI] MaTEpUAIOB, HEOOXOMUMBIX Ul IPOBEIEHHs dKCIepTusbl. B
Cllyyae HEJOCTaTOYHOCTH TPEACTABICHHBIX SKCIEPTYy MaTepHAIOB B JIMYHBIA KaOWHET 3asBUTENS B
eIMHOW TOCYJIapCTBEHHON HH(OpMAIMOHHOW cHucTeMe B cdepe 3apaBoOXpaHeHHs (majiee - eauHas
CHCTEMa) SKCIEPTHBIM YUPEXKICHUEM HAIPABIISETCS 3aIPOC O MPEICTABICHUH HEOOXOJUMBIX MaTePHAJIOB,
TOJIITMCAHHBIA PYKOBOAMTENEM (YIIOJIHOMOYESHHBIM JIMIIOM) SKCIIEPTHOTO YUPEXKCHHUS C UCIIOIb30BaHHEM
YCUJICEHHOH KBaJIM(HIMPOBAHHOW 3JIEKTPOHHOH noanucu (dactb 4 crateu 16 dexepanpHOro 3akoHa ot 12
ampenst 2010 r. N 61-®3 "O6 oOpameHnn nekapcTBeHHbIX cpencts’ (nanee - denepanbHblil 3aK0H OT 12
arpenst 2010 r. N 61-@3).

[IpencraBieHue 3asBUTENIEM OTBETOB Ha 3alpOChl AKCIEPTHOTO YUPEKICHUS OCYIIECTBIISETCS B
cootBeTcTBUH ¢ yacTamu 4 1-43 crateu 16 denepanbHoro 3akona ot 12 anpens 2010 r. N 61-03.

12. B cimyuae HEOOXOOMMOCTH 3KCIIEPT BIIpaBe XOJAaTallCTBOBATh B MUCHBMEHHOH (opme mepen
PYKOBOJUTENEM 3KCIIEPTHOTO YUPESKJICHUS O MPUBJICUEHUU K MPOBEACHUIO IKCIEPTU3HI JEKAPCTBEHHOIO
CpeZACTBa IPYTHX HKCIEPTOB.

13. Kax/plii sKcriepT, BXOIAIMIMNA B COCTaB KOMUCCHUU 3KCIIEPTOB, KOTOPOH MOPYUYEHO MPOBEJCHUE
HKCHEPTHU3bl JIEKAPCTBEHHOTO CpPEJCTBA, HE3aBUCHMO U CaMOCTOSTEIBHO IPOBOAMUT HCCIEAOBAHUS,
OLIEHMBAET PEe3yJIbTaThl, MOJYYEHHbIE MM JIMYHO U JPYTUMH JKCHEpTaMH, U (OPMYIUPYET BBHIBOIBI
OTHOCHTEJIbHO MTOCTABJICHHBIX BOIIPOCOB B MpeesaX CBOUX CIELHAIbHBIX 3HAHUH.

14. DxcnepTsl, BXOAALIME B COCTaB KOMUCCHUU HKCIEPTOB, MPEAYIPERKAAIOTCS 00 OTBETCTBEHHOCTH
B COOTBETCTBUHU C 3aKOHOJaTenbcTBOM Poccuiickoit ®denepanmu 3a fgady 3aKIIOYEHHs, COIEPIKALIETo
HeoOocHOBaHHbBIE U (1K) Qarnbcu(UIIMPOBAHHBIC BBIBOJIBI, O YEM OHU JIAIOT MOJITHCKY.

15. Pe3ynbTaThl 3KCIEPTU3bl JIEKAPCTBEHHOI'O CpeicTBa O(GOPMIISIOTCS 3aKII0UEHHEM KOMHUCCHUU
110 COOTBETCTBYOLIEH (OopMe, YTBEP)KACHHOI HACTOSIIIMM NPUKa30oM (J1asiee - 3aKII0ueHHeE).

16. BbIBOIBI 3KCIEPTOB, COAEPXKAIIMECSs B 3aKIIOYEHUH, JOJDKHBI ObITh OJHO3HAYHBIMHU,
MOHATHBIMU, HAYYHO OOOCHOBAHHBIMHU CO CCBUIKAMH Ha CBEAEHHUS M JaHHbIE, OIMyOIMKOBaHHBIE B
CTEeLUATU3UPOBAHHBIX NT€YATHBIX U3/1aHUSX.

17. 3akmrouenue ¢opmupyercss B (QopMe 3IEKTPOHHOIO JIOKYMEHTa M IOJIMHUCHIBAETCS
YCUJICHHBIMH ~ KBANIU(DUIIUPOBAHHBIMHM  DJICKTPOHHBIMU TOANUCAMHU NpeJcenaTess, OTBETCTBEHHOIO
CeKpeTapsi U OCTAJIbHBIX YJICHOB KOMHUCCHM IKCIEPTOB C yKa3aHHEM HUX JOJDKHOCTH, (haMUIIMU, UMEHH,
ordyecTBa (mocneaHee NpH Hanuuyuu). Kaxnmas CTpaHWIa 3aKIIOUCHHsS HYMEpyeTcsh M 3aBepseTcs
YCUJICHHON KBaJU(UUUPOBAHHON 3JEKTPOHHOM MOAMMCHIO OTBETCTBEHHOI'O CEKpeTapsi KOMHCCHU
HKCHEepTOB. BHECeHnEe N3MEHEHUH B 3aK/IIOUEHHE HE JIOMTyCKAaeTCsl.

18. YHsieH KOMHCCHHU 3KCIIEPTOB B Cy4yae HECOIJacUsl C BBIBOJAMH IKCHEPTHU3bI JIEKAPCTBEHHOTO
CPE/ICTBA, M3JIOKEHHBIMHM B 3aKIIOUCHHMH, OPOPMIISIET CBOE MHEHHE B BUJE 3JEKTPOHHOIO JIOKYMEHTA,
MOJIMMCAHHOTO YCUJICHHOW KBaJIMIIMPOBAHHOM 3JEKTPOHHON MOANUCHI0, ¢ 0OOCHOBAHUEM MPUYUH TaKOTO
HECOTJIacHs.



JIOKyMEHT, B KOTOPOM H3JI0KEHO MHEHHE SKCIIEPTa, HECOTJIACHOIO C BBIBOJAMHU JKCIIEPTH3BI,
NpUjIaraeTcs K 3aKII0YCHHUIO U SIBIISETCS €r0 HEOTHEMIIEMOM YacThIo.

19. A63ar yrpatun cuny ¢ 30 mas 2025 r. - IIpuka3z Munsnpasa Poccun ot 31 mapra 2025 r. N
157H

K 3akiaroueHuro mo pesyjbTaraM 3KCIEPTU3bl KauecTBa JIEKAPCTBEHHOT'O CPEJCTBA MpUIIararoTcs
MIPOTOKOJIBI POBEICHHBIX B XOJI¢ TaHHOW 3KCIIEPTU3bI UCCIICIOBAHUMN (MCTIBITAHMIA).

20. B ciayyasx HeIOCTaTOYHOM OOOCHOBAHHOCTHM WJIM HETOJIHOTHI 3aKJIIOYCHMs, HATUYMsA B HEM
NPOTHUBOPEUYUBBIX JAaHHBIX, (hanbCcU(UKAIMN BBIBOJIOB SKCIIEPTU3BI JIEKAPCTBEHHOT'O CPEICTBA, COKPBITUS
or MunsznpaBa Poccum OCHOBaHMM I OTBOJA 3KCIEPTAa BCIEACTBUE €r0 3aMHTEPECOBAHHOCTH B
pe3yibTaTax COOTBETCTBYIOIIEH OSKCIEPTU3bl, HAIWYMS JaHHBIX O NPSAMOM JIMOO KOCBEHHOM
BMEIIATEIBCTBE B MPOLIECC COOTBETCTBYIOUICH SKCIEPTHU3BI JIMII, HE YYACTBYIOIIMX B €€ MPOBEIECHUU, HO
OKa3aBIIMX BIIMSHUE HA MPOLECC M Pe3ylbTaThl ee MpoBelneHHs, Mun3apaBom Poccum HasHawyaercs
MOBTOPHAs! SKCIIEPTU3A JIEKAPCTBEHHOT'O CPECTBA.

[ToBTOpHAst 3KcrepTU3a JIEKAPCTBEHHOTO CPEACTBAa IMPOBOAUTCS B MOPSAKE, YCTAaHOBJICHHOM
HactosmuMu [IpaBunmamu, C ydeToM pe3yiabTaTOB paHee MPOBEICHHON HSKCHEPTH3bl B  CPOK,
ycTaHoBNIeHHBI Mun3apaBoM Poccun v He npeBbIIAIOMIUN TPUALIATH paboyuX JAHEH CO THS MOTyYCHHS
HKCHEPTHHIM YUPEXKJIECHHEM B JIMYHOM KaOMHETE B €IMHON CHUCTEME 33/1aHUsl Ha MPOBEIACHUE MOBTOPHOM
HKCIEPTHU3bl JIEKAPCTBEHHOI'O CPEJICTBA, MOANUCAHHOTO YCHJIEHHOW KBaJM(HUIIMPOBAHHOW 3JEKTPOHHOM
MOJIIHCHIO.

21. YckopeHHas mpoleIypa 3KCIepTU3bl JIEKapCTBEHHBIX CPEJCTB MPUMEHSETCS] B OTHOILICHHUH .

1) ophaHHBIX TeKapCTBEHHBIX MPEMAPATOB;

2) TepBBIX TpeX JIEKapCTBEHHBIX IpPENapaToB, perucTpupyeMbix B Poccuiickoit depepamyu B
KayecTBE BOCIPOU3BEACHHBIX JICKAPCTBEHHBIX IPENapaToB, OYEPETHOCTh KOTOPBIX OIpENeNseTcsl B
COOTBETCTBMM C HOMEPOM U JIaTOH BXOJAIIMX 3asABJICHUH O TOCYJApCTBEHHOM perucTpanuu
JIEKapCTBEHHBIX MpPENapaToB B pPaMKax OJHOTO MEXIyHApOIHOTO HENaTeHTOBAHHOTO HAaMMEHOBaHMS
JIEKapCTBEHHOTO MpenapaTa Wiv IpyniupoBOYHOI0 HAUMEHOBAHUS JIEKAPCTBEHHOT'O TpenapaTa;

3) JIeKapCTBEHHBIX MpENaparoB, MPEIHA3HAYEHHBIX HCKIIOYUTENBHO JUIS  MPUMEHEHUS
HECOBEPILLICHHOJIETHUMHU I'PakJaHAMH.

22. YcKOpeHHas mpollelypa SKCHEepPTH3bl JEKAPCTBEHHBIX CPEICTB B IENAX TOCYAapCTBEHHOU
perucTpaIyy JeKapCTBEHHBIX MpenapaToB HE MPUMEHSIETCS B OTHOLLICHHUHN .

1) OnoaHanoroBeIx (OMOMOJOOHBIX) JIEKAPCTBEHHBIX MPenapaToB (0MOaHAIOTOB);

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

3) BOCHPOM3BEICHHBIX JICKQPCTBEHHBIX IpenapatoB (3a HCKIIOYEHHEM TEPBBIX  TPEX
peructpupyembix B Poccuiickoit @enepaniuu B kKadyecTBE BOCIPOU3BEIEHHBIX JIEKAPCTBEHHBIX MPENapaToB
M JICKapCTBEHHBIX  IMpenapaToB,  IpeJHA3HAUYEHHBIX  HCKIIOYUTENBHO s  NPUMEHEHHUs
HECOBEPILCHHOJICTHUMH T'PaKIaHaAMHM);

4) HOBBIX KOMOMHAIIMI 3apPErHCTPUPOBAHHBIX PaHEE JIEKAPCTBEHHBIX MTPENIapaToB,;

5) nexapCTBEHHBIX IpENapaToB, 3apeTHCTPUPOBAHHBIX paHee, HO IMPOU3BEACHHBIX B JAPYIUX
JIEKapCTBEHHBIX (POPMax B COOTBETCTBUHU C MEPEYHEM HAUMEHOBAHUI JIEKAPCTBEHHBIX (HOPM U B HOBOM
JI03UPOBKE.

23. YcKOpeHHas mpolenypa 3KCIEpPTHU3bl JEKAPCTBEHHBIX CPEJICTB MPOBOIAMTCS IKCHEPTHBIM
YUpEXJIEHHUEM B CpOK, YCTaHOBJEHHbIM Mun3apaBom Poccunm B 3amaHuM Ha MPOBEACHUE TaKOH
HKCHEPTH3bl B COOTBETCTBHHU C 4acThio 3 cTaThu 26 PenepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-03
C YU4ETOM CJIEYIOLINX CPOKOB:

1) oskcnepTH3a IOKYMEHTOB, COAEPKAIMXCS B PETMCTPALIMOHHOM JIOChE Ha JICKApCTBEHHBIH
npenapar, IPOBOAUTCS B CPOK, HE NMPEBBIIAIONINNA AECATH pabOunX THEH;

2) DKCTIepTH3a Ka4ecTBa JICKAPCTBEHHOTO CPEJICTBA M SKCIEPTH3a OTHOIICHUS O’KUIAEMOH TIOJIB3bI
K BO3MO>KHOMY PUCKY IPUMEHEHHs JIEKapCTBEHHOTO Ipernapara MpoBOJATCS B CPOK, HE MPEBBIMIAIOIINN
HIECTUAECATH pabounx THEH.



Il. DxcnepTH3a 10KYMEHTOB, PeICTABJIEHHBIX /ISl ONpe/eeHUs] BO3MOKHOCTH PaccMaTPpUBATh
JIEKAPCTBEHHBIH NMpenapar B KauecTBe 0p¢aHHOro0 JIEeKAPCTBEHHOI0 NMpenapara

24. DkcriepTr3a JOKYMEHTOB, MPEICTABICHHBIX JJIS ONpEAeTICHUsT BO3MOXXHOCTH PacCMaTpHBATh
JICKapCTBEHHBIN mpenapaTr i MEAMLIUHCKOTrO NPHUMEHEHUS B KadecTBe Op(aHHOTO JIEKAPCTBEHHOI'O
npernapara, COCTaBJICHHE KOMHCCHUEH SKCIEPTOB 3aKIIOUEHHS O BO3MOXKHOCTH WIIM HEBO3MOXXKHOCTHU
paccMaTpuBaTh JIGKAPCTBEHHBIM Npenapar A MEJUIMHCKOTO NPUMEHEHHUS B KauecTBE Op(aHHOTO
JICKApCTBEHHOTO Iperapara W HampaBjeHUE B JUYHBIA KaObuHer MuH3napaBa Poccum B enuHON cucteme
JAHHOTO  3aKIIOYeHHst B (QOpME  AJNEKTPOHHOIO  JOKYMEHTa,  HOJNHUCAHHOIO  YCHUJICHHOM
KBAJTM(HUIIMPOBAHHON SJIEKTPOHHOM MOJNKMCHIO, OCYLIECTBISIOTCS B CPOK, HE MPEBBILAIOIINNA TPUALATH
pabouux AHEW CO JHSA HANpaBICHUS B JMUHBIA KaOWHET SKCHEPTHOIO YUYPEXKIEHHUS B €JUHOH cucreme
3amaHus Munsapasa Poccuu u ciieiyromux JOKyMEHTOB U CBEJICHUN

1) 3asBICHUE O PU3HAHUY JIEKAPCTBEHHOTO Tpernapara oppaHHBIM JICKAPCTBEHHBIM IIPENapaTomM,
coctaBieHHoe Mo Qopme, yTBepKIeHHOH Mun3apaBom Poccuu, ToANMUCAaHHOE  YCHIIGHHOM
KBaJTU(HUIIUPOBAHHON 3JIEKTPOHHOM MOJMHMCHIO YHOJTHOMOUYEHHOIO MPEICTABUTENS IOPUIMUECKOTO JIUIA,
JEUCTBYIOLIET0 B COOCTBEHHBIX HMHTEpEcax WM YIOJHOMOUYEHHOIO MNPEACTaBISATh WHTEPECH APYroro
topuandeckoro ymna (myHkt 1 gactu 1 crateu 20 @enepansHoro 3akona ot 12 anpens 2010 r. N 61-03,
noanyHkr 5.2.1483 nynkra 5 [Tonoxkenus o MunucTepcTBe 3apaBooxpanenus Poccuiickoit deneparuu,
YTBEpKJICHHOTO TIocTaHoBIeHUeM [IpaBurenbcTBa Poccuiickoit ®eneparuu ot 19 urons 2012 r. N 608);

2) KomMs JIOKYMEHTa Ha PYCCKOM S3bIKE, 3aBEPEHHOIO B YCTAHOBJICHHOM TIOPSAKE |
MOJTBEPKAAIOIETO PAaBOMOYHOCTh 3asBUTENS IOJaBaTh 3asBICHUE O NPU3HAHUM JIEKAPCTBEHHOI'O
npenapara opdaHHBIM JEKapCTBEHHBIM MpenaparoM (IpH HEOOXOJMMOCTH);

3) obocHOBaHMe op(haHHOCTH 3a00JeBaHUS, HE OTHECEHHOTO B COOTBETCTBHU ¢ DenepabHbIM
3akoHOM 0T 21 Hoa6ps 2011 r. N 323-03 "O6 ocHoBax oOxpaHbl 370pOBbs IpaxaaH B Poccuiickoii
denepanmu” x penkum (opdaHHbIM) 3a00i€BaHHSIM, B TOM YHCIIE TOAPOOHAs HHQPOPMALHS O
JMAarHOCTHUKE, MPO(UIAKTUKE WM JICYEHUH TaKOro 3a00JIeBaHuS,

4) yTBEep)KICHHAs WHCTPYKIMS IO MEIUIIMHCKOMY TPHUMEHEHHIO JIEKapCTBEHHOTO Ipernapara,
3aperucTpUpPOBaHHOTO B coOTBeTCTBUU ¢ DenepanbHbiM 3akoHOM oT 12 ampens 2010 r. N 61-®3, wnun
o0Iasi XapakTepUCTUKA JIEKAPCTBEHHOTO IMpernapara, 3aperUCTPUPOBAHHOTO B COOTBETCTBUU C aKTaMH,
COCTaBJIIOUIMMH NPaBo EBpa3smiickoro sSKOHOMUYECKOTo coto3a (mpu Hanuyuu) (MyHKT 4 dactu 1 crathu
20 ®depepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-D3);

5) MHCTPYKIMS MO MEIUIIMHCKOMY NPUMEHEHHMIO MM KpaTKas XapaKTepUCTUKA JIEKAPCTBEHHOTO
npenapara, yTBepyKACHHbIE B CTpaHe MPOU3BOIUTENS (TIPH HAIMYWH);

6) KOmMHM JOKyMEHTOB, 3aBEPCHHBIX B YCTAHOBJICHHOM IOPSAKE W TIOATBEPKIAIOIIUX (HaKT
perucTpaly JIEKApCTBEHHOIO NpenapaTa B HWHOCTPAHHBIX TOCYJapcTBax B KayecTBE OP(aHHOrO
JIEKapCTBEHHOTO Ipenapara (pu HaJIu4duHu);

7) TMPOEKT XapaKTEPUCTHKH HE3aperMCTPUPOBAHHOIO JIEKAPCTBEHHOTO IIperapaTa, COAEpIKallero
CIIE/TyFOIIIIE MUHIMAJIbHBIE CBEACHUS O HE3apErHCTPUPOBAHHOM JIEKaPCTBEHHOM TIpenapare (JomycKaeTcs
NpPEJCTAaBICHUE TPOEKTa XaPaKTEPUCTUKU HE3apEerMCTPUPOBAHHOIO JICKApPCTBEHHOI'O Iperapara,
COCTAaBJIGHHOTO B COOTBETCTBHUM C JOCTYNHBIMM JaHHBIMM IO TPOBEIEHHBIM KIMHUYECKUM
UCCIICIOBAaHUSM JIEKAPCTBEHHOIO IMperapara W JOKIMHUYECKUM MCCIIEJOBAHUSAM JIEKaPCTBEHHOTO
CpelcTBa HAa MOMEHT MOAAa4YM 3asBJIECHUS O NPU3HAHUM JIEKAPCTBEHHOrO Impenapara oOpQaHHBIM
JIEKapCTBEHHBIM IPENapaToM):

HaUMEHOBAaHHE  JICKQpCTBEHHOTO  mpemnapara  (MEeXIyHapOJHOE  HENaTeHTOBAHHOE, WU
IPYIIIHPOBOYHOE, WIIM XUMHYECKOE U TOPrOBOE HANMEHOBAHUS);

JeKapcTBeHHas (opMa C yKa3aHHEM HAaUMEHOBAaHUM M KOJIMYECTBEHHOI'O COCTaBa JICHCTBYIOIIMX
BEILECTB U KaYECTBEHHOI'0 COCTaBa BCIIOMOTATEIbHBIX BEHIECTB (MIPU HEOOXOAUMOCTH KOJIMYECTBEHHOTO
COCTaBa BCIIOMOTATEIIbHBIX BELIECTB);



¢bapmakoruHaMuKa U (papMaKOKUHETHKA,

MOKa3aHusA Uil NPUMEHEHHUS,

MIPOTUBOIOKA3aHMSI [JIs1 IPUMEHEHHS,

BO3MOJKHBIE MTOOOYHBIE JIEWCTBUS U HEXKEJATENbHbIE PEaKIMH MPU NPUMEHEHUHU JIEKAPCTBEHHOTO
npernapara JUisi MEJUIIMHCKOTO TPUMEHEHHS;

HAalMEHOBAHMS W aJpeca IPOU3BOJCTBEHHBIX IUIOMIAJOK IPOU3BOIMTENS JIEKAPCTBEHHOTO
npemnapara,

CBECHUS O pa3paboTYMKe JIEKapCTBEHHOTO CpencTBa  (Iepikarene  perucTpaloHHOTO
yJIOCTOBEPCHHS);

8) cBemeHMss O TEKylIeM CcTaTyce pa3pabOTKuM He3aperucTPUPOBAHHOIO JIEKAPCTBEHHOTO
npernapara, a TaKke IUIaH ero pa3paboTKy,

9) 0030pbI JOKIMHUYECKHX HCCIIEOBAHU JICKAPCTBEHHBIX CPEJICTB U KIIMHHUYECKUX MCCIIEIOBAHUIMA
HE3aperucTPUPOBAHHOTO JIEKAPCTBEHHOT O MIPerapara, J0CTYIHbIE Ha JIeHb M10/1a41 3asiBJICHHS;

10) oTueThl O MNPOBEACHHBIX JOKIMHUYECKUX MCCICAOBAHUAX JICKAPCTBEHHOTO CpPEACTBA H
KJIMHUYECKUX MCCIICIOBaHUAX HE3aperuCTPUPOBAHHOTO JICKAPCTBEHHOr0 Npenapara (pyu HaJlnuuHm);

11) pexBU3UTHI JOKYMEHTA, IIOATBEPKIAIOIIETO YILIATy FOCYAapCTBEHHOM MOULTHHEL.

25. B ciydae HeOCTaTOYHOCTH NPEICTaBICHHBIX MAaTEPUAJIOB B LEJSAX MPOBEACHUS IKCHEPTH3BI
IUIL  OTIpeNieNIeHUs] BO3MOXKHOCTH pPacCMaTpHUBaTh JIGKAPCTBEHHBIM Ipernapar [yl MEAULMHCKOTrO
NPUMEHEHHs B KauecTBE Op(aHHOTrO JIEKAPCTBEHHOTO MperapaTa dKCIEPTHOE YUpexkIeHHe HAIpaBysIeT B
JUYHBIA KaOMHET 3asBUTENI B €JMHOM CHCTEMe 3ampoc O IMpeICTaBIeHUH HEOOXOAMMBIX MaTepHalioB,
MOJIIMCAHHBIA PYKOBOAMTENEM (YIIOJIHOMOYEHHBIM JIMIIOM) DKCIIEPTHOTO YUPEXKCHHUS C CIOIb30BaHHEM
YCUJICEHHOH KBaJIM(HUIMPOBAHHON 3JeKTpOoHHOH noanucu (dactb 2 crateu 20 dexepanpHOro 3akoHa ot 12
arpenst 2010 r. N 61-@3).

[IpencraBiaenue 3asBUTENIEM OTBETa Ha 3alpPOC OCYIIECTBISIETCS B COOTBETCTBUH C YacThIO 2
cratbu 20 @enepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-D3.

Cpok, ykazaHHblii B myHKTe 24 Hactosmux [IpaBui, mpuocTaHaBIMBaeTCsl CO JHS HANpPaBICHUS
3asBUTENIO B €ro JMYHBIA KaOWHET B €JMHOIM CHCTeMe 3ampoca SKCHEPTHOIO YUPEKICHUS [0 JAHSA
HalpaBJICHUs 3asBUTENIEM B JIMYHBIN KaOMHET HKCIEPTHOTO YUPEKICHHS B €IMHON CHCTEME OTBETa Ha
3alpoC W HE YYUTHIBACTCA TMPH HMCUYUCICHHMHM CpOKa MPOBEICHHUS OSKCIEPTU3bl JOKYMEHTOB,
NPEJCTAaBICHHBIX JJIS ONpeAETCHUs BO3MOXHOCTH paccMaTpUBaTh JIEKApCTBEHHBIM NpenapaTr uis
MEIUIUHCKOTO IPUMEHEHHSI B KaueCTBE Op(PaHHOT0 JIEKapCTBEHHOT' O Ipernapara.

26. 1o pe3ynbTaTram 3KCHEPTU3bl JOKYMEHTOB, MIPEACTABICHHBIX AJIS ONpPEAEICHNUs BO3MOXHOCTH
paccMaTpuBaTh JIEKapCTBEHHBIM IMpermapar B KauecTBe Op(GAHHOTO JIEKAPCTBEHHOI'O Ipernapara
oopmitsiercs 3akiroueHue 1o Gpopme cornacHo npuinokeHuto N 2 kK HacTosIeMy pUKa3zy.

I11. DkcnepTH3a KayecTBA JIEKAPCTBEHHOI0 CPeICTBA M IKCIEPTH32 OTHOLIEHHUS 05KUAaeMOM
M0JIb3bI K BO3MOKHOMY PHCKY NPUMeHEHHUs! JIeKAPCTBEHHOI 0 Mpenapara JUIsi MeJUIMHCKOI 0
NpUMeHeHHs

27. DkcmepTH3a KauecTBa JIEKAPCTBEHHOTO CpPEIACTBA M JKCIEPTH3a OTHOIICHUS OKHUIaeMOU
MOJIb3bI K BO3MOKHOMY PUCKY MPUMEHEHUS JIEKapCTBEHHOIO Ipenapara Jijisi MEIULIUHCKOTO TPUMEHEHUS,
COCTABJICHUE KOMHCCHUSIMU SKCIEPTOB 3aKIIOUEHHM N0 pe3yibTaraM MPOBEIECHHBIX HKCIEPTU3 U
HAIpaBJICHUE 3TUX 3aKIIOUEHUH, MOANUCAHHBIX YCUJICHHBIMH KBATU(DUIIMPOBAHHBIMU SJICKTPOHHBIMU
MOJMUCSAMH, B JUYHBIN KaOuHeT Mun3zapaBa Poccuu B eAMHON CHUCTEME OCYIIECTBISIOTCA B CPOK, HE
MPEBBIIIAIONINI CTa JeCATH pabouyux THEH cO [HS HampaBlieHUS B JUYHBIA KaOMHET AKCHEPTHOTO
YUpEeXKICHUSI B EIUHOM CHCTeME COOTBETCTBYIOMIEro 3amaHus Mwun3zapaBa Poccun u HE0oOXOIMMBIX
JIOKYMEHTOB.

28. B TeueHuwe neBSHOCTa AHEW co AHS moiydeHuss MwunzapaBom Poccun yBemomieHus B
ANEKTPOHHON (OopMe O MONTYYCHHH 3asBUTEIIEM PEIICHUS O MPOBEACHUU DKCIEPTHU3, MPEAYCMOTPEHHBIX



yacteio 1 crateu 23 denepanpHoro 3akona ot 12 ampenst 2010 r. N 61-®3, 3asBuTeNns MpEACTABISET B
HKCHEPTHOE YUPESKICHHUE Ui HMPOBENEHHs SKCIEPTU3bl KauecTBa JIEKAPCTBEHHOTO CPENCTBa 0OpasIibl
JICKapCTBEHHOTO TIpenapaTta Uil MEIUIMHCKOIO NPUMEHEHUS, IMPOU3BEJCHHOTO B COOTBETCTBUU C
TpeOOBaHUSMH ONBITHO-IIPOMBINUICHHOTO H (WJIM) MPOMBIIUIEHHOTO PErJIAMEHTOB, YTBEPXKICHHBIX
PYKOBOJUTENEM MPOU3BOJUTEINS JICKAPCTBEHHBIX CPECTB, @ TAKXKE B COOTBETCTBYIOIIMX CIyYastx 00pasLibl
(dapmarieBTHUECKON CyOCTaHIIMHU, TECT-IITaMMa MUKPOOPTaHU3MOB, KYJIbTYphl KJIETOK, 00pa3ibl BEUIECTB,
NPUMEHSEMBIX JUIi KOHTPOJS KayecTBa JIEKAPCTBEHHOTO CPEACTBA IIyTeM CpaBHEHHS C HUMU
HCCIIEIyeMOTO JIEKAaPCTBEHHOT'O CPEACTBA, CIEHU(HUECKUE PEareHTbl, HEOOXOAUMBIEC AJS NPOBEACHUS
UCTIBITAaHUN 00pa310B JIEKAPCTBEHHBIX MPENapaToB, B KOJMUECTBAX, HEOOXOIUMBIX JJIS1 BOCIIPOU3BEICHHUS
METO/I0B KOHTPOJIs KauecTBa (4acth 2 crathu 23 DenepanbpHoro 3akona ot 12 anpens 2010 r. N 61-D3).

[Ipu mnomydyeHun oOpa3LOB JIEKAPCTBEHHOTO IMpenapata W (papmaneBTHYECKOH CyOcTaHIK
HKCHEPTHOE YUPESKJCHUE HANpaBiIsAeT B JIMUHBIM KaOMHET 3asABUTENS B €IMHON CHCTEME YBEIOMIICHHE,
MOJTBEPXKIAIOIIEe MOTYUSHHUE YKa3aHHbBIX 00pasloB.

29. VkazaHHblii B ab63aue nepBoM myHkTa 28 Hactosmux IlpaBuin cpok ans mpeacTaBieHHUs
3asBUTEJIEM O00pa3lOB JIEKAPCTBEHHOIO Ipernapara U (papMaleBTUYeCKOil CyOCTaHIIMU He BKJIIOYACTCS B
CPOK MPOBEICHUS SKCIIEPTU3, IPETyCMOTPEHHBIX MyHKTOM 27 Hactosmux [IpaBui.

30. Yrpartun cuny ¢ 1 suBaps 2026 r. - [lpuka3 Munsapasa Poccun ot 31 mapta 2025 r. N 157H

31. Yrparun cuny ¢ 1 suBaps 2026 r. - [lpuka3 Munsapasa Poccun ot 31 mapta 2025 r. N 157H

32. Pemrenrie 0 MpOBEICHUHU SKCIEPTH3bI KauecTBa JICKAPCTBEHHBIX CPEACTB M (MIJIM) SKCIEPTU3BI
OTHOIICHHS OXHJIAeMOW IOJIb3bI K BO3MOXXHOMY PUCKY HMPHUMEHEHHs JIEKapCTBEHHOrO Mpemnapata s
MEIUIUHCKOTO TMPUMEHEHHs] NMPHUHUMAETCS B COOTBETCTBUM C YTBepKIAeHHOM Mun3zapaBom Poccumn
KJaccu(uKanuel M3MEeHEHHUH, BHOCUMBIX B JOKYMEHTBI, COJepXKalliecsi B PErMCTPallMOHHOM JI0ChE Ha
3aperuCTPUPOBAHHBIN JIeKapcTBeHHBIN mpenapar (4acTb 2 crateu 30 denepanpHOro 3akoHa ot 12 ampers
2010 r. N 61-®3, nmoanynkt 5.2.149 nynkra 5 IlonmoxkeHuss o MUHHUCTEpPCTBE 3ApaBOOXPAHEHUS
Poccuiickoit @enepannu, yrBepxkaeHHOro nocrasosiaenuem [IpaBurenscrBa Poccuiickoit @enepauun ot
19 urons 2012 r. N 608).

33. Yrpartun cuny ¢ 1 suBaps 2026 r. - [lpuka3 Munsapasa Poccun ot 31 mapta 2025 r. N 157H

34. OnmnpeneneHue B3aMMO3aMEHSEMOCTH JIEKAPCTBEHHOI'O Ipernapara s MEAUIUHCKOIo
NPUMEHEHHs B paMKaX KCIEPTHU3bl KaueCTBa JICKAPCTBEHHOTO CPENICTBA M (MJIN) DKCIIEPTU3bI OTHOLICHUS
0’KUaeMOM TOJIb3bI K BO3MOKHOMY PHCKY MPUMEHEHHsI JIEKApCTBEHHOIO Ipernapara OCYIIECTBIISIETCS B
COOTBETCTBUU C nocTanoBieHueM [IpasurensctBa Poccuiickoit @enepanuu ot 5 centsiops 2020 r. N 1360
"O mopsaKe OmpeaesieHUs] B3aUMMO3aMEHSIEMOCTH JICKApCTBEHHBIX IpenapaToB Uil METUIIMHCKOTO
npUMEHEeHHs .

35. [lo pe3ynbTaraM 3KCHEpPTHU3bl KaueCTBa JIEKAPCTBEHHOI'O CPEICTBA, HKCIEPTHU3bI OTHOLICHUS
0’KUaeMOM MO0JIb3bl K BOZMOXKHOMY PUCKY NPHUMEHEHHsI JIEKapCTBEHHOTO Mpernapata Ui MEeAULUHCKOTO
npUMeHeHHs, opopMIIsieTcs 3aKIUeHue 1o Gopme corsiacHo npuiokeHuto N 3 K HacToseMy NpuKasy.

BbIBOIBI 3KCHIEPTOB O B3aUMO3aMEHSEMOCTH WM HEB3aMMO3aMEHSIEMOCTH JIEKapCTBEHHOTO
npenapara, CIelaHHble B pe3yJbTaTe 3TOr0 CpPaBHEHHs, OQOPMISIOTCS B BHUIEC MPUIOKEHUS K
3aKIIIOYEHUI0, 0hOPMIISIEMOTO B COOTBETCTBUU C npuiioxkeHneM N 3 Kk HacToseMy npuKasy.

36. Yrparui cuiy ¢ 30 mast 2025 r. - [Ipuka3z Munsnpasa Poccun ot 31 mapra 2025 r. N 157H

IV. DkenepTu3a kauecTBa (papmaneBTHYECKOl CyOCTAHIINH, IPOU3BEAEHHOM /s pean3auuu

37. DkcnepTu3a KauecTBa yka3aHHOW B yacTu 1 cratbu 34 denepanbHOro 3akoHa oT 12 ampens
2010 r. N 61-®3 ¢apmaneBTHUECKON CyOCTaHLUHU, COCTABIECHHE KOMUCCHEH HKCIEPTOB 3aKIIOYECHUI 1O
pe3yJbTaTaM 3TOM HKCHEpPTH3bl, MOANUCAHME MX YCHWJICHHBIMH KBAIU(UIMPOBAHHBIMU SJIECKTPOHHBIMU
HOJNKUCSIMH, HAlpaBICHUE JAaHHBIX 3aKIIOYEHUN B JIMYHBIA KaOMHET YNOJHOMOYEHHOro (enepanbHOro
OpraHa HCIIOJIHUTEIBHOW BJIACTH B €IUHOM CHCTEME OCYIIECTBISIIOTCS B CPOK, HE IPEBBILAIOIINN
TpUAUATH pabouuX JHEH CO JTHS HamlpaBieHUS B JUYHBIA KaOMHET 3KCIEPTHOTO YUPEXKJIEHHUS B €AUHOM
CHCTEME COOTBETCTBYIOLIETO 3a/1aHUs YIIOJTHOMOYEHHOTO (pe/iepalbHOr0 OpraHa CHOIHUTEIbHOM BIACTH,



MOJIMUCAHHOTO YCHJICHHON KBaJU(HUIMPOBAHHOW AJIEKTPOHHOW IMOAIMMUCHIO, M CIEAYIOMIUX JOKYMEHTOB
(cBenenwmii) (wacth 2 cratbu 34 denepanpHoro 3akona ot 12 anpens 2010 r. N 61-03):

1) cBemeHust 0 Aare MPENOCTABICHUS W PETUCTPALIMOHHOM HOMEpPE JIMIICH3UU Ha MPOHM3BOJCTBO
JIEKApCTBEHHBIX CPEJCTB MJIM CBEJCHHS O JIaTe MPEIOCTaBICHUS U PErUCTPAIMOHHOM HOMEpPE 3aKIIIOYCHHUS
O COOTBETCTBHM NPOM3BOIUTENS JIGKAPCTBEHHBIX CPEACTB TPeOOBAaHUAM MpaBWI  HaJyIexarei
MPOM3BOJICTBEHHOW MPAKTHKH, BBIJAHHBIX (IIPEIOCTABICHHBIX) YIIOITHOMOYCHHBIM (peiepaIbHbIM OpraHOM
WCTIOJIHUTENIBHOM BJIACTH, B CIIy4yae, €CJIM MPOHM3BOJICTBO JICKAPCTBEHHOTO CPEACTBA OCYIIECTBISETCS B
Poccwuiickoit denepaunn (mynkr 1 gactu 2 crarbum 34 ®enepansHoro 3akoHa ot 12 ampens 2010 r.
N 61-D3);

2) Konus JIOKYMEHTAa, BBIJAHHOTO YIHOJHOMOYCHHBIM OPraHOM CTPaHbl IMPOWU3BOIUTEINS
JICKApCTBEHHOTO CPEZCTBA U MOJATBEPKIAIOIIETO pa3pellieHne MPOU3BOICTBA JIEKAPCTBEHHOTO CPEJICTBA, U
€ro IMepeBOoJi Ha PYCCKHUIl S3bIK, 3aBEPEHHBIC B YCTAHOBJICHHOM IOPSJIKE, a TAKXKEe KOMUS 3aKIIOUEHUS O
COOTBETCTBUHM  IPOU3BOAMUTENS  JIGKAPCTBEHHBIX CPEICTB  TpPeOOBaHMAM TMpaBWI  HajJeKalei
IIPOU3BO/ICTBEHHOMN MPAKTHKH, BBIIAHHOTO YIOJIHOMOYEHHBIM (e/lepalbHbIM OPraHOM HCIOJIHUTEIBHOM
BJIACTH, JIMOO KONMS pEIICHHs YHNOJHOMOYEHHOro (eepajibHOro OpraHa HCIOJHUTEIbHONW BJIACTH O
NpoBeACHUH (papMaleBTUYECKON MHCIEKIIUH MTPOU3BOJICTBA JICKAPCTBEHHBIX CPEJACTB Ul MEIUIIMHCKOTO
NPUMEHEHHsI Ha COOTBETCTBHE TPEOOBAHUSAM IMpaBWJI HaJUIeXkKalleld NPOU3BOACTBEHHOW MPAKTUKU
EBpa3uiickoro 3KOHOMHYECKOIO COI03a. YKa3aHHbIE JOKYMEHTHl NPEACTaBIAIOTCA B Cilydae, €CiH
MPOM3BOCTBO JIEKAPCTBEHHOIO CPEACTBA OCYIECTBIsIETCs 3a npezenamMu Poccuiickoii denepanun (myHKT
2 yactu 2 ctathu 34 DenepanprHoro 3akoHa ot 12 ampenst 2010 r. N 61-D3);

3) TOKYMEHT, COJepIKaIlIni CIEAYIOINe CBEACHHS O (papMalleBTUIECKON CyOCTaHIIH:

HalMEHOBaHHe (hapMaleBTHUECKON CyOCTaHIINH, €€ CTPYKTypa, oOlie CBOMCTRa,;

HalMEHOBAHHE U aJIpec IPOU3BOIUTEII,

TEXHOJIOTUSI MPOU3BOJCTBA C OMHMCAHUEM CTaJuil MPOM3BOJACTBA U METOAOB KOHTPOJII Ha BCEX
CTaJUsIX MPOU3BOJICTBA;

oIMcaHue pa3paboTKH Mpolecca MpOU3BO/ICTRA,

ONMCaHWE KOHTPOJS KPUTHMUECKHX CTaguil Tpolecca IPOU3BOACTBA M IPOMEXKYTOUHOM
POAYKIIHH;

JOKyMEHTaJIbHOE MOATBEpIKIACHUE (BaTUIAINs) TPOIIECCOB U (MIIN) UX OICHKA;

CBOWCTBA M CTPYKTYpa JEHCTBYIOIINX BEIIECTB;

XapaKTepUCTHUKA IPUMECEeH;

crienuuKanys Ha papMaleBTHYECKYI0 CyOCTaHIIUIO U €e 000CHOBAHUE;

aHAJMTUYECKHE METOAMKH, HCHOJb3yeMble TIPM  OCYILIECTBJIECHHMM KOHTPOJS  KauyecTBa
(bapmaleBTUYECKON CyOCTaHIINH;

JOKyMEHTaJbHOE TOATBEpXKACHHE (BalnAanysl) aHAJTUTUYECKUX METOIMK, HCIOJIb3YEMBIX MpU
OCYILECTBIEHIH KOHTPOJIS KauecTBa (papmManeBTUUeCcKoi CyOCTaHIu;

pe3yJbTaThl aHanu3a cepuil papmarneBTHYECKOl cyOcTaHIIUY;

NepevyeHb CTaHAAPTHHIX OOpPa3LlOB WM BEIECTB, UCIOJb3YEMBIX MPU OCYLIECTBICHUHM KOHTPOJIS
Ka4yecTBa,

OIMCaHME XAPAKTEPUCTUK U CBOUCTB YIIAaKOBOYHBIX MAaT€PHAJIOB U YKYIOPOUYHBIX CPEJICTB;

JTaHHbIE O CTaOMIILHOCTH (papMaleBTHUECKOM cyOcTaHIuy;

CPOK I'OIHOCTH;

4) TOKYMEHT, CO/IepKAINii CBEICHUSI O PErUCTPALUU IPOU3BOIUTEIS JIGKAPCTBEHHBIX CPEACTB IS
MEIUIIMHCKOTO TMPUMEHEHUS! B Ka4eCTBE HAJIOTOIUIATEINBIINKA B CTpaHe peructpauuu (s poCCUHCKHX
IOPUAMYECKUX JIMIl - WACHTH(UKAIMOHHBIH HoMep Hamororuiatensimuka (MHH), ams mHOCTpaHHBIX
IOPUIMYECKUX JIML] - CTPaHa PEerucTpalny, HAMMEHOBaHUE PErUCTPUPYIOLIET0 OpraHa, perucTpalMoHHbIHN
HOMEp, KOJI HAJIOTOTUIATEIbIIMKA B CTPaHEe PEerucTpaiy (MHKOPIOPALMK) MK €ro aHaJIor).

38. B Teuenue nsATHaguaTH pabouyux AHEW cO JHs MoJydeHus perieHuss Munszapasa Poccun o
HaNpaBJICHUU B OKCIEPTHOE YUYpeXJACHUE 3aJaHusi Ha TPOBEJCHHE HKCHEPTH3bl KauyecTBa
dapmarieBTHYECKON CyOCTaHLMM, TPOM3BEAECHHON Ui peaau3alldd, 3asBUTENb IPEJCTAaBIsACT B



HKCTIIEPTHOE YUPEkACHUE ISl IPOBEACHUS JAHHOW SKCIEPTU3bI 00pa3ibl (papMareBTHIeCKOi CyOCTaHIIH
B KOJINYECTBE, HEOOXOAMMOM JUIsl BOCIIPOU3BEICHHSI METOIOB KOHTPOJISI Ka4eCTBa.

DKCIIepTHOE  YYPEXKACHHE TpU TMONYYCHHH O0pas3ioB (apMaleBTUYECKOW CyOCTaHIINH,
MIPOU3BEJICHHOM Uil pealn3aliy, B TOT )K€ JEHb HAIpaBIsSeT B JIMYHBIM KaOMHET 3asBUTENS B €IMHOU
cHCTEME YBEIOMIIEHHUE, MTOITBEPKAAOIIEE MMOTyUYeHHE ITUX 00pa3IoB.

Cpoxk ai1st peACcTaBICHUS 3asBUTENIEM 00paslioB (apMalleBTHUECKON CyOCTaHIINH, TPOU3BEICHHOM
UL pealu3aliy, HE BKIIOYAEeTCS B CPOK IMPOBEACHHUS OHKCIEPTHU3bl KadyecTBa (apMalleBTHUECKON
CyOCTaHIIMH, TPOU3BEIACHHON ISl peasIn3alliu.

39. Yrparun cuny ¢ 30 mas 2025 r. - [Ipukaz Munsapasa Poccun ot 31 mapra 2025 r. N 157H

V. JKkcnepTru3a J0OKYMEHTOB JIsl OJIy4YeHHUsl pa3pellieHisl HA NPOoBeeHNue KIMHNYECKOro
HCCJICOBAHNS JIeKAPCTBEHHOI 0 Npenapara AJs MeAHIMHCKOI0 IPUMEHEeHHUs!.

40. IlpoBemeHue HKCHEPTH3bl JOKYMEHTOB [UIi TOJYYEHHUS pAa3pelIeHUs] Ha MPOBEICHHUE
KJIMHUYECKOTO HCCIICZOBAHUS JIEKAPCTBEHHOI'O IMperapara, COCTAaBICHHE KOMHCCHEH HKCIEpPTOB
3aKIIIOYEHUSI O BO3MOYKHOCTH MJIM HEBO3MOXKHOCTH NPOBEACHUS TAKOTO KIMHUYECKOIO MCCIEIOBAHUS IO
¢dopme cornacHo mpuiokeHuto N 5 K HacrosimieMy NpHUKasy, MOAMHMCAHUE 3aKIIOUEHUH yCHUICHHBIMU
KBaJTM(HUIMPOBAHHBIMU 3JIEKTPOHHBIMU MHOJNHMCSIMU W HANpPaBICHHE IAHHBIX 3aKIIOYCHUN B JIUYHBINA
kaOuHeT MuH3apaBa Poccun B enMHON crcTeMe OCYIIECTBISIOTCS B CPOK, HE MPEBBIMIAIONINN ABAALIATH
AT pabouMx JHEH CO JHS HANpaBJCHUS B JIMYHBIA KaOMHET HKCHEPTHOTO YUPEXKICHHS B €IUHON
cucreme 3a1aHust Mun3apaBa Poccun ¢ npuitokeHueM CIeayonmX JOKyMEHTOB!

1) mpoTOKON KIMHUYECKOTO WCCIICAOBAaHMS JIEKAPCTBEHHOTO TMperapara Jis MEAUIUHCKOTO
IPUMEHEHHUS;

2) Opomurtopy uccienoBarens (Ui 3aperUCTPUPOBAHHOTO JIEKAPCTBEHHOTO IpernapaTa JIOMyCTHMO
3aMEHUTbH 0/I00PEHHOI 001IIel XapaKTepUCTUKOH JIEKapCTBEHHOT'O IIperapara, eciu TaKo! JeKapCTBEHHbIH
npenapaTr 3aperucTpUpoBaH B COOTBETCTBUM C aKTaMH, COCTaBJSIOIIMMHU TpaBo EBpasuiickoro
HSKOHOMHYECKOIO0 COI03a, M €ro MpHMEHEHHE B KIMHHUYECKOM HCCIIEJJOBAaHUM HE MPOTHBOPEUHT
0JI00pEeHHOH 00IIIeH XapaKTEePUCTHKE JIEKAPCTBEHHOTO TIperapara);

3) mH(bOpMaNUIO O COCTaBe JEKAPCTBEHHOTO Ipenapara s MEIMIUHCKOTO NpHMeHeHus (3a
UCKITIOYEHHEM OMOJIOTMYECKUX JIEKaPCTBEHHBIX MTPENapaToB);

4) MOKYMEHT, COCTaBJICHHBIH MPOU3BOIUTEIEM JIEKAPCTBEHHOTO TpenapaTta Uil MEIHIUHCKOTO
NPUMEHEHHsST W COZAEpKaIluil TMoka3arenu (XapakTepHCTHKH), a TaKXKe CBEICHHS O JIEKapCTBEHHOM
mpenapare Ui MEIUIIMHCKOTO MNPHUMEHEHMs, MPOU3BEJCHHOM JJs MPOBEACHUS KIMHHUYECKHX
Uccie0BaHui (3a HCKITIOYEHUEM OMOJIOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB);

5) IHOKyMEHTHI W CBEICHHUS, IPEIyCMOTPEHHbIE TIpaBWJIAaMH IPOBEICHHS HCCIICIOBAHUI
OMOJIOTUYECKUX JIEKAPCTBEHHBIX CPEICTB, YTBEP)KICHHBIMH EBpa3uiickol 3KOHOMHYECKOH KoMuccuein
(moanyukt 11! wactu 2 crateu 39 denepansHoro 3akona ot 12 anpens 2010 r. N 61-d3).

41. Yrpatun cuiy ¢ 1 suBapst 2026 r. - [Ipuka3 Munszapasa Poccun ot 31 mapra 2025 r. N 157H

V1. Oco0eHHOCTH IKCTIEPTH3bI OT/AEIbHBIX BUAOB JIEKAPCTBEHHBIX NPeNapaTos

42. Tlpu npoBeNEeHUM OHKCIEPTH3bl OTHOIICHUS OXHUIAEMOH IOJIb3bI K BO3MOXHOMY PHUCKY
NPUMEHEHHs] BOCIPOW3BEACHHOTO W OHMOaHAIOroBoro (OMOMomo0HOT0) JIEKapCTBEHHOTO Npernapara
OCYILECTBIIICTCSI CPaBHEHHE HWHCTPYKLIMU [0 MPUMEHEHHIO BOCIPOU3BEJICHHOTO U OHMOaHAJIOrOBOTO
(6Mono00HOr0) JEKapCTBEHHOrO Iperapara C WHCTPYKUMEW 10 NPUMEHEHUIO pedepeHTHOro
JIEKapCTBEHHOI'0 IIpernapara.

B ciydyae Hamuuus B MHCTPYKUMHM 110 IPUMEHEHHUIO BOCIIPOM3BEIACHHOIO JIEKAPCTBEHHOIO
npernapara JIONOJHUTENIbHBIX IOKa3aHUM, peXHMa [TO3MPOBAHUS, MYTH BBEACHHS BBIBOJ KOMHCCHH
OKCIEPTOB O TOM, YTO OXXHMJAeMmas I0JIb3a IPHUMEHEHUs JIEKAPCTBEHHOI'O Ipenapara HE IPEBBIILAET
BO3MOKHBI PUCK INPUMEHEHMs JIEKApCTBEHHOrO Ipernapara, (OpMHPYETCs Ha OCHOBAaHMU PE3yJIbTaTOB



COOTBETCTBYIOIINUX KIMHUYECKUX UCCIIEIOBAHUH JIEKAPCTBECHHBIX MPENapaToB.

43. TIpoBeneHue SKCIEPTU3BI Ka4ecTBa OMOJIOTMYECKOTO JICKAPCTBEHHOTO TIperapara, B TOM YHCIe
MOJTy4€HHOTO M3 KPOBH, IUIa3Mbl KPOBH YEJIOBEKA, OCYIIECTBISACTCS C y4eToM TpeOoBanmii Permenus
Cosera EBpaswuiickoii skoHOMu4eckoi komuccuu oT 3 Hos0pst 2016 r. N 89 "O6 yrBepxnenun IIpasun
MPOBEJICHUSI MCCIICIOBAaHUI OHMOJIOTMUECKUX JIEKAPCTBEHHBIX cpeacTB EBpa3uiickoro 3KOHOMHUYECKOTO
coI03a.

44. Tlpu npoBeJCHHH OHKCIEPTHU3Bl OTHOIICHUS OXUAAEMOH TOJBb3bI K BO3MOXKHOMY DPHCKY
MPUMEHEHHs] KOMOWHAIMI paHee 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX IMPENapaToB B YAaCTH OLICHKH
pe3yNbTaTOB JOKIMHUYECKUX MCCIEIOBAHUN JIEKAPCTBEHHBIX CPEICTB, YUUTHIBAIOTCS

1) pe3yabTaThl COOCTBEHHBIX JOKIMHUYCCKUX UCCIICAOBAHUI WK JaHHBIC 0030pa HAy4HBIX PaboOT
0 pe3yJbTaTax MOKIMHUYECKUX UCCIIEOBaHUN pedEepeHTHBIX JIEKAPCTBEHHBIX MPENapaToB, BXOSIINX B
COCTaB KOMOMHAIIMH JICKAPCTBEHHBIX MTPENapaToB,;

2) OTCYTCTBHE B3aMMOJCHCTBUS B OJHOH JIEKapCTBEHHOW (OpMe JIEKapCTBEHHBIX MpPENapaToB,
BXOJISIIINX B COCTaB KOMOMHAIINH JIEKAPCTBEHHBIX MPETIAPATOB.

45. DkcmepTu3za OTHOIIGHUS OXKHUJAEMOW TONMB3bI K BO3MOXKHOMY PHCKY NPUMEHCHHS
rOMEONAaTHYECKHUX JIEKAPCTBEHHBIX IMPEMapaToB JUIsi MEAUIIMHCKOTO MPUMEHEHUS MPOBOAUTCA C Y4ETOM
OTCYTCTBUSI HEOOXOIMMOCTH MPEACTABICHUS Pa3paOdOTUMKAMH JIEKAPCTBEHHBIX CPEACTB MH(pOpManuu o
MPOBEJICHHBIX (DAPMAKOKMHETHYECKUX U (papMaKOJMHAMHUYECKUX HCCICIOBAHUSX TAKUX JICKAPCTBEHHBIX
MpemnapaToB.

OCHOBO# PKCHEPTU3BI KaYeCTBA TOMEONATHYECKOTO JICKAPCTBEHHOTO Tperapara sBIsSeTCs OIICHKa
KadyecTBa (papmareBTHYecKoi cyOctannuu (papmaieBTUYECKUX CyOCTaHIMH) W BCIIOMOTATEIbHBIX
BEIIECTB M JIEKAPCTBEHHOTO Tperapara ¢ Yy4YeTOM MpPeaoKEHHBIX METOJO0B KOHTPOJISI KauecTBa
JIEKapCTBEHHOTO CpPEJCTBAa W KadecTBa TMPEACTABICHHBIX OOpa3lloB JIGKAPCTBEHHOTO CPEJCTBA C
HCIOJIb30BAHUEM STUX METOIOB.

[Ipu Hanuuum OOOCHOBAaHUS HEBO3MOXKHOCTA WACHTUGHUKAIMA W (WIHM) KOJMYECTBEHHOTO
OTpeeNieHUs] BCeX KOMIIOHEHTOB, B TOM YHCJE OO0JIAfaroMNX TOKCUYHBIMU CBOWCTBAMH, BXOJSIINX B
COCTaB TOMEOMATHYECKOTO JIEKapCTBEHHOTO Mpemnapara, KauyeCcTBO TOMEOMaTHYECKOTro JIEKapCTBEHHOTO
CpeICTBa MOATBEPKIAACTCS BaTUAAIMEN MIPoLiecca ero MPOU3BOJICTBA.

s obocHOBaHMSI CpOKa TOJHOCTH TOMEOMATUYECKOTO  JIEKAPCTBEHHOTO  IperapaTa
MIPEJICTABJISIFOTCS TaHHBIE TI0 €r0 CTA0OMJIBHOCTU M MOKAa3aTelsiM KauecTBa, BKIIOYEHHBIM B HOPMAaTUBHYIO
JOKYMEHTAITHIO.

D¢ dextuBHOCT U (MM) 0E30MaCHOCTH TOMEOMATUYECKOTO JIEKAPCTBEHHOI'O Mpenapara MOTYT
OBITh MOATBEPKICHBI JAHHBIMH MO PUMEHEHUIO0 TOMEONAaTHIYECKOT0 JIEKAPCTBEHHOTO MpernapaTa TOro ke
cocrtaBa Ju00 0030pOM HAYYHBIX JaHHBIX 00 3(G(HEKTUBHOCTH W 0€30MmacHOCTH (apMaleBTUYECKUX
CyOCTaHIIMii, BXOISIIMX B COCTaB T'OMEOMATHYECKOTO JIEKAPCTBEHHOrO TMperapara, B TOM YHCIE
MPOU3BEACHHBIX B COOTBETCTBUU C TpeOOBaHUSIMH (apMaKomerd CTPaHbl TPOU3BOAMTENS TaKOTO
JIEKapCTBEHHOTO IIpemapaTa.

46. DkcmepTu3a OTHOIICHUS OXHUJAEMOW TOMB3bI K BO3MOXKHOMY PHCKY NPUMEHEHHUS
JIEKapPCTBEHHBIX PACTUTENBHBIX MPEMapaToB MPOBOIUTCS MOCPEICTBOM OIIEHKH KauecTBa JIEKAPCTBEHHOTO
pPacCTUTEIBHOTO CHIPhSl W 00paslia JIEKapCTBEHHOIO TMpernapara, a Takke MH(popMaluu O MPOBEASHHBIX
(hapMaKOKMHETUYECKUX HCCIICAOBAHHUSIX PACTHTENBHBIX JIGKAPCTBEHHBIX TnpenapaToB (B  ciyudae
NPEJICTAaBICHUS TaKOW HH(POPMALIUH).

[Ipn mpoBeneHWHM OHKCHEPTHU3bl OTHOUICHUS OXXUIAEMOW TMONb3bl K BO3MOXXHOMY PHCKY
MPUMEHEHHsI IEKAPCTBEHHOT'O PACTUTEIBHOTO MpernapaTa, pa3pemeHHoro s MeIUIMHCKOTO TPUMEHEHUS
B Poccuiickoii ®denepauuu 6oriee ABaALIATH JIET, BMECTO OTYETa O TOKCUKOJIOTHUECKHUX HCCIEIOBAHUAX
JIEKapCTBEHHOT'O PACTUTENBHOIO Mperapara IOMyCKaeTcsi MpeJCTaBlIeHHEe 0030pa HAyYHBIX JAHHBIX O
JTOKIMHUYECKUX HCCIEAOBAHUAX YKA3aHHOTO JIEKAPCTBEHHOTO Tpernapara W KIMHUYECKOM OIbITe
NPUMEHEHHUsS] WHBIX JIEKAPCTBEHHBIX TpPENaparoB, MPOU3BEIECHHBIX HA OCHOBE JIEKApPCTBEHHOTO
PaCTUTEIBHOTO CBIPhS, COCTABISIONIETO OCHOBY JIEKAPCTBEHHOTO PACTUTENHLHOTO Iperapara, 3asBJICHHOTO
Ha TOCYJITaPCTBEHHYIO PETUCTPALHIO.



Ipuioxenne N 2

K npukazy MUHHCTepCTBA 31paBOOXPaHEHHS
Poccuiickoit @exepannu

ot 24 aBrycrta 2017 r. N 558n

(c u3smenennsimu ot 31 mapra 2025r.)

®opma

MyHUCTepCTBO 3IpabBooxXpaHeHusa Poccuiickom denmepalumm

HalMMEeHOBaHIME @enepaﬂbHoro I'OCyoapCTBEHHOTI'O OIXEeTHOTO YUYpPEeEXOeHMA

"YTBEPXIAKR"

(pyxoBomurens, ®.M.0., NONNUCHL, MEYaThb)

BakinoueHne
KOMHUCCHUUN sxcnepmoa I1o pesyanaTaM sxcnepmnsm OJOKYMEHTOB,
OpencTaBJIEHHEX AJISI ONpeleJyIeHMs BOSMOXHOCTM pPacCMaTPMBATE JIeKaPCTBEHHEIM
npenapaT aJisi MenoUIIMHCKOI'O anMEHEHMH B KauecCcTBe OanHHOPO HeKapCTBeHHOPO

npernaparTa

1. Homep m mara 3amaHma MMHUCTEPCTBA 3IPAaBOOXPAHEHUI Poccumckom
denepaumnm

1.2. Jara [OOCTYIUIEHUSA 3agaHusa MuHmucTepcTBa 3IPaBOOXPAHEHU I
Poccurickom dermepaluM B BKCIEPTHOE ydUpeXIeHMEe M BXOIOAWMUMN PETUCTPALMOHHEN
HOMEP

1.3. HauMeHOBaHME JIEKAPCTBEHHOT'O Ipenapara.:
MEXIYHAPOOHOE HENAaTEeHTOBAHHOE MM XUMMUECKOEe, WU TPYNIMPOBOYHOES
HaVMEHOBAaHMe

TOPTOBOE HAUMEHOBAHUE
1.4_. dopma mrnycka (lexkapcTBenHasa dopma, NOSUMPOBKA)

1.5. Cocras gexapcTBeHHOTO npenapara (epeueHs OEeMCTBYIMX U
BCIIOMOTATEJILHEX BENECTB, C YKA3aHUEM KOJMUECTBA KaXIOTO U3 HUX)

1.6. Bassurens (C ykasaHMEM DPUONUECKOTO JIMLA)

1.7. Ceenenus o6 skcneprax (@.1.0., CHeuMajsbHOCTb, yueHasd cTerneHb
(3Banve) (Opu HamMuuM), CTax PadbOTH, MECTO PABOTH U IMOJIKHOCTH)

1.8. o6 oTBeTcTBEHHOCTU 3a OJOCTOBEPHOCTB CBeIOeHuu, M3JIOXEHHEIX B
3aKJIIOUeHUNM, IpenylpexieH:

npencenaTesyb KOMMUCCUM
SKCIIEPTOB

(zosmxuocTs) (¢.1.0.) (nonnmcs)



OTBETCTBEHHBMN
cekpeTapb

(zmomxHocTn) (¢.1.0.) (nonnmcs)
SKCIEepPTH

(zmosmxuocTs) (¢.1.0.) (nonnmce)

2. Hepequb IOJOKYMEHTOB, IIPelOCTaBJIEHHEIX IIJI4d OllpeneJieHMA BO3MOXHOCTIM
praccMaTprBaTh J'IeKapCTBeHHbHZ nperapatT IJ14 MEIVMIMHCKOI'O IIPVIMEHEHM A B
KauecTBe Op@aHHOI‘O JIEKApPCTBEHHOT'O nperaparTa JOKYMEHTOB (I/I3J'IaI‘a£OTCF[
OCHOBHEIE II0OJIOXEHNMA Hpe,H,CTaBJ'IeHHOIZ ,Z[OKYMeHTaLU/[M):

3. CBemenusa O TMPOBEIEHHHX KOMMCCUEN B3KCIEPTOB MCCJIeOOBAHUAX C
ykazaHueM O0.M.0. »KCIepTOB, OOBeMa M XapaKTepa BHIIOJHEHHBIX KaXOEM M3 HUX
paboT M MX pPe3yJbTATOB

4. QKCHepTHaH OLIEHKa 12 BEIBO OEL 10 InpenCTaBJI€HHBIM Ha SKCIIEpTU3y
OJOKYMEHTOB, IIpelCTaBJIEHHEIX J14 orpeneJjyieHnA BO3MOXHOCTIM paccMaTpMBaTh
HeKapCTBeHHbHZ nperapaT nOJid MEIVMIMHCKOI'O IIPVMMMEHEHNMA B KadeCTBe Op(baHHOI‘O
JIEKAPCTBEHHOTI'O nperaparTa C YKasaHMeM @aMMJ’IMM, VIMEHNM, oTyuecCcTBAa (Hp]/[

HanmuuumM) SKChepTa, CHeJylaBLIETO BEBOI 10 KaXIOMy M3 IIYHKTOB:
4_1. Ouenka BHOOpPa 3agBUTEJEM OOJIACTU NPUMEHEHUI JIEKAPCTBEHHOTO
npenapara:

4_.1.1. HawmenoBaHme opbdanuoro (penxoro) szabojeBaHusd, Opu KOTOPOM
[LJIaHUPYETCHa NPUMMEHSATH JIEKAPCTBEHHE NpenapaT IJjsg MEeIULMHCKOIO IPMMEHEHMS:

4_.1.2. MexaHusMm pas3eutua saboneBanvsa (ecau NPUMEHMMO) :

4_.1.3. JlekapCTBEHHBI NpenapaT NpelHa3HaueH OJid OUATHOCTUKU penxmx
(opbaHubIX) 3aboseBaHuUi na/uer

4_.1.4_. JlekapCTBEHHBI NpernapaT OpelHa3HAdYeH [Jid IaTOTEHeTUYEeCKOI'O
neuenrs (JleueHMd, HAMPABJIEHHOTO Ha MEXAaHU3M Pa3BUTUA 3a00JI€BAHVA) PEIKUX
(opbaHubIX) 3aboseBaHui na/uer

4_2. OueHka [OpOoTpPaMM KJIMHUUECKUX MCCIEIOBAHUNA JIEKAPCTBEHHOTO
npenapara, Brjaouaa nposogsamvecsa un  (mnnm) [LJIaHUPY EMEIE KJIMHUYE CKUE
uccienoeaHmusa, ¥ ODOCHOBAHME pelleHMA O [oJdade 3adBJIEHMS O BO3MOXHOCTH
paccMaTpMBaTh JIEKAPCTBEHHHM Ipernapar mjgd MeOUUMHCKOTO IIPMMEeHEeHUs B
KadecTBe OPQAHHOI'O JIEKAPCTBEHHOI'O NpellapaTa Ha HOaHHOM 3Talle.

4_.2.1. Hamuuume/OTCyTCTBUE KIMHUUECKUX UCCIJEINOBAHUN, BHIIOJIHEHHBIX 3a
npenenaMm Poccuiickoy demepalMy B COOTBETCTBUM C [IpaBuUilaMu Hajexamen
J1a®OpPaATOPHOM MNPAKTUKM M IpaBMUJlaMM Haljlexallell KIMHUUECKOM NPaKTUKU

4.2.2 Hanuume/oTcyTcTBMe (QaKTa pPerucTpalmMy JIEKAapCTBEHHOTO MNpenapara
B MHOCTPAHHBEIX T'OCYyIHapCTBaxX B KaueCcTBe OPOAHHOTO JIEKAPCTBEHHOTO Npernapara

4_.2.3. Ouenka wUHTEpHpeTauuu paspaboTumMKa Hay4YHOU 0BOCHOBAHHOCTHU
paccMaTpuBaTh JIEKAPCTBEHHBI OpenapaT moJjid MeOULUMHCKOTO MNPUMEHEHUS B
kauecTBe OpPOaHHOTO JIEKAPCTBEHHOI'O Ipelapara

5. Obumit BBEIBOI I10 pe3yyibTaTaM SKCIIEPTUM3bIC
paccMaTPpMBaTh J'IeKapCTBeHHI:IﬁI InperapaT OJjd MeIOMIMVMHCKOI'O IIPVIMEHEHNU A B
KauecTBe Op@aHHOI‘O

(BOBMO)KHO 1Z)7s HeBOBMOXHO)

KoMmmccusa 3KCIepTOB B COCTaBe:
npencenaTesb KOMUCCUM
SKCIEPTOB




(zmosmxuocTs) (¢.1.0.) (nonnmcs)
OTBETCTBEHHBMN

cekpeTapb
(zmosmxuocTs) (¢.1.0.) (nonnmce)
SKCIEepPTH
(zosmxuocTs) (¢.1.0.) (nonnmce)
IDaTa obopmileHMa 3akKjmoueHms ' ' 20 r.

Ipuioxenne N 3

K npukazy MUHHCTepCTBA 31paBOOXPaHEHHS
Poccuiickoit @exepannu

ot 24 aBrycrta 2017 r. N 558n

(c m3menenusimu ot 31 maprta 2025r.)

¢popma

MyHMUCTEepCTBO 3IpabBooxXpaHeHusa Poccuimickom denmepaumm

(HavMeHOBaHVEe (enepasibHOTO TOCYNAPCTBEHHOTO OIKXETHOTO YyUPEXISHMA)

"YTBEPXIAKR"

(pyxoBomurens, ®.M.0., NOANUCH, [I€YATH)

BaxuoueHne
KOMMCCHM SKCIEPTOB O pesyJbTaTaM SKCIEPTMS3H NPeAJIOKEHHHX MEeTOHOB
KOHTPOJII KadveCTBa JIEKAapCTBEHHOTO cpexacTBa u (MimM) kavecTsBa
NpefCTaBJIEHHEHX OBpPAasIOB JIEKAPCTBEHHOT'O CPEeACTBa C MCIONBBOBAHMEM BTUX
MeTonoB, SKCHEPTMBBI OTHOUEeHNSsST omnnaenof/i I10J16 BEl

1. Obmme mnoJsoxeHUd
1.1. HoMep u maTa 3amJaHMsa MMHUCTEPCTBa S3OPAaBOOXPAaHEHUHA Poccutickoin
denepaumm

1.2. gpara nocTyreHus 3aIaHusdg MuHmcTepCcTBa 3IPaBOOXPAHEHUS
Poccurickoy demepalumuy B SKCIEPTHOE YyUYPEXIeHMEe UM BXOLSUMN PermucTPaLMOHHE
HOMep

1.3. nauMeHOBaHME JIEKAPCTBEHHOT'O Ipenapara:

MeXIyHapOOHOE HENAaTEeHTOBAHHOE MM XMMMUUEeCKOoe, WU IPYyHIOINPOBOYHOE
HaMMEeHOBaHMKeE

TOPTOBOE HaMMEHOBAHUE

1.4. Bum JekapCTBEHHOTO I[penapaTa IJid MeOULMHCKOTO IPpUYMEHEHU I
(pebepeHTHE JIEKAPCTBEHHEM IpelapaT, BOCIPOU3BEOEHHEN JIEKAPCTBEHHEIN
npenapar, OMOJIOTMYEeCKUM JIEKAPCTBEHHEBI npemnapar, OMOaHaJIOT' OBEM
(6MOTIOMOBHEIT) JIEKAPCTBEHHHI —penapaT (6uocanagor), ToOMeOoNaTUYe CKUM
JIEKAPCTBEHHEIM penapaT, JIeKAPCTBEHHBM PaCTUTEJIbHEM NOpenaparT, KOMOMHAUMA
JIEKAPCTBEHHBIX MMPErnapaTos) -

1.5. dpopma mrnycka (iexapcTBeHHasa dGopma, NO3UPOBKA)




1.6. cocTmas JjekapcTBeHHOTO npenapara (epeueHs OEeMCTBYOIMX U
BCIIOMOTATEJILHEX BEIECTB, C YyKAa3aHUEM KOJMUECTBA KaXIOTO U3 HUX)

1.7. zasBurens (C ykasaHMeM OPUONUECKOTO JIMLA)

HaszBaHMe ©OPUOMYECKOTO JIMla, OCYULEeCTBJILOIErOo 3aBeplanlme cTamuu
NPOMU3BOACTBA M CEPUMHEI BHIIYCK JIEKAPCTBEHHOTO CPEeICTBa

Haseauue wopummueckoro Jwuia (MecTra (akTUUECKOTO NpOU3BONCTBA),
OCYWEeCTBJSKIETI0 ONOHY MM HECKOJIbKO CTaIuii [IPOM3BOACTBA JIEKAPCTBEHHOTO
cpencTea

[IpoM3BOOCTBO T'OTOBOM JIEKAPCTBEHHOM (QOPMEL
dacoska n (MM) ynakoBka

1.8. ceenmenus o6 skcneprax (@.M.0., chneumanbHOCTbL, ydeHas CTeneHb
(3BaHUKE) (opn  wammumn), cTax paboTs, MECTO pPaboTH u
IIOJDKHOCTE )

1.9. 06 OTBETCTBEHHOCTM 3a HOCTOBEPHOCTL CBEIEHNN, MUBJIOKEHHEX B

3aKJIIOUeHUNM, INpenylpexieH:

InpencenaTejylb KOMMCCUM

SKCIEePTOB
(zomxuocTs) (¢.1.0.) (nonnmcs)
OTBETCTBEHHEN
cekpeTapb
(zomxuocTs) (2.1.0.) (nonnmcs)
SKCIEepPTH
(zmosmxuocTs) (2.1.0.) (nonnmcs)
2. ComepxaHue MpPeICTABJIEHHHIX HA JSKCIEPTM3y KadecTBa  JIEKAPCTBEHHOTO
cpencrea u (WIM) SKCOEPTU3Y OTHOWEHMUS OXMIAEMOM [OJIb3b K BO3MOXHOMY PUCKY
NPUMEHEHMS JIEKAPCTBEHHOTO MHpenapara  IoJjd  MEeIULVHCKOTO NpUMEHEeHU

IJOKYMEHTOB (M?:J'IaI‘aIOTCFI OCHOBHEIE IIOJIOXEHMA HpeJ_'LCTaBJ'IeHHOﬁ ,J_'I,OKYMeHTaLLMM):

3. CBemenusa O [POBEIEHHHX KOMMCCHUEN B3KCIEpPTOB MCCJIeIOBaHUAX C
ykazaHueM 0.M.0. »2KCHepTOB, oOOBeMa M XapaKTepa BHIIOJHEHHBIX KaXIOEM U3 HUX
PaboT M MX pPe3yJIbTAaTOB:

4. 3KCHepTHaH OLIEHKAa nu BBEIBO IEI 1o InpencCTaBJIEHHBIM Ha SKCIIEPTU3Y
KauecCcTBa JIEKapCTBEHHOI'O CpelCTBa I (I/[J'H/[) SKCIIEPTU3Y OTHOUWEHNMA oXxunaemMomn
I10JIb 3Bl K BO3MOXHOMY puUcCKry IIPVIMEHEHU A JIEKAPCTBEHHOI'O InperapaTa IJ14

MEIMUVMHCKOTO MNPVMMEHEHUS HOKyMeHTamM ¥ ofpaslaMm JIEKAapCTBEHHOTO Npenapara
IJi9 MEIULUMHCKOTO MNPUMEHEeHUS ¥ (GapMaleBTUUECKOM CyOCTaHLUuM C yKazaHueM
®.M.0. sKCHOepTa, CIHEJNaBUErO BHBOI 10 KaXIOMy U3 MNYHKTOB

4.1. DkcrneprTMsa KauvecTBa JIEKAPCTBEHHOT'O CPEeICTBa.:

4.1.1. dapmaueBTHYeCKasad CybCcTaHUUS

4.1.1.1. obume cBenmenua O GapMaLEeBTUUECKOU CyOCTaHLUN:I

a) HaVMeHOBaHMe bapmMalleBTUUECKOMN cyOCcTaHuuM (MexnyHaponHoe
HENaTEeHTOBAHHOE WM XVMUUECKOEe, UM TPYINMPOBOUHOE, TOPTOBOE)

6) HaUMEHOBAHME U alpec MNPOU3BOAUTENS GapMalleBTUUECKOM CyDCTaHUUU

B) CTPYyKTypa ®bapMalleBTUUECKOM CyOCTaHIUuU

r) OCHOBHEE (QMBUKO—-XMMMUECKME CBOMCTBa (QapMalLeBTUUECKOM CyOCTaHLUU




4.1.1.2. oueHKa XUMUUECKOM CXEMbl CHMHTE3a, OINMCAHMUA TEeXHOJOTUUECKOTO
npolecca NpOoM3BOICTBA (apMaleBTMUECKOM CyOCTaHUUM U eTro paspaboTKu,
BKJIOUAS KOHTPOJIb MCXOOHOTO CHpPbS, KPUTHUUECKUX CTaAOUMA NPOMU3BONCTBA U
NPOMEXYTOUHOM MNPOOYKLUMM ¥ OLEHKY BalMIaluy I[IPOLEeCCOB IPOU3BONCTBA

4.1.1.3. oueHka METONOB, I[PEIJIOKSHHEX 3adABUTEJIeM IJId OBBACHEHUSHA
XUMUKO-QapMaleBTUUIECKMX CBOMCTB GapMaleBTUUECKOM CyOCTaHLUU

2
4.1.1.4. ouenka BHOOpa MOKAaszaTeJiell KauecTBa bapmalieBTUUECKOMT
cyOCTaHLIMM M HOPM

’
4.1.1.5. ouenka npoduier npuMecel odapMaleBTHUUeCKON cyBcTaHummn
(OpTraHuUecKrX, HEOPTAaHUUECKUX, OUOJIOTUUECKUX)

4.1.1.6. ouenka BHOOpPa CTAHIOAPTHHX OOPA3LOB

2
4.1.1.7. oueHka NPENJIOKEHHBX 3agBUTEJIEM METOIOB KOHTPOJIS KauecTsa
bapMalleBTUUECKON CyOCTaHLUUU

2
4.1.1.8. Oll€eHKa TIpelCTaBJIEHHBIX 3adBUTEJIEM MaTeplMaJlOoB I10 BaJlMgaumm
AHAJIMTUYECKMX MeTOHOOB KOHTPOJIA KauecCcTBa @apMaHeBTquCKOﬂ Cy@CTaHHMM

;

4.1.1.9. Hammume UIM OTCYTCTBUE COOTBETCTBMA MEXIY pesyJbTarTamm
JabopaTOPHOTO aHalM3a OPeICTaBJICHHHX 3adBUTEJIeM Ha BKCIepTU3y obpasLosB
bapMaLeBTHMUECKOM CyOCTaHUMM ¥ [oKasaTesJaMy KadecTsa, BKJIIOUEHHEIMU B
HOPMATMBHYD OOKYMEHTALMO

?
4.1.1.10. oueHka OaHHHX, OPEICTaBJIEHHHX 3adBUTEJIEeM, O CTabUJILHOCTU
bapMaLeBTHUUECKOM CyOCTaHLMM BO BCEeX 3afaBJIAEMHX BMIAX [NEePBUUHONM YHIAKOBKM

4.1.1.11. oueHka OaHHHX IO YCTAHOBJIEHMI 3adBUTEJIEM CPOKOB TOOHOCTH
bapMaLeBTHUUECKOM CyOCTaHLMM BO BCEeX 3aaBJIAEMHX BMIAX [NEPBUUHONM YIAKOBKM

’
4.1.1.12. ouenxa oBOCHOBAHMA BadgBUTEJIEM YyCTaHaBJIMBAESMEIX Y CIIOBUMI
XpaHeHrsa QapMaleBTUUECKON CyOCTaHLUU

4.1.2_. JlekapCTBEHHE Npenapar

4.1.2.1. obume cBemeHMa O JIEKAPCTBEHHOM IMpenapaTe nJjsa Me OULIMHCKOTO
NPVMEHEHMS -

a) omnucaHue

6) cocras

;

4.1.2.2. ouenka dapMalLeBTHMUYECKUX ACIEKTOB pa3paboTKM JIEKAPCTBEHHOTO
npenapara (o0BoCHOBaHME BHIOOPA COCTaBa, JIEKAPCTBEHHOMU (GQOPMEL, TEeXHOJIOT VU
NPOM3BOACTBA JIEKAPCTBEHHOT'O IpenapaTa, NEePBUUYHOM U BTOPUYUHOM YIIaKOBKU
JIEKAaPCTBEHHOTO MNpenaparTa, GapMaleBTUUEeCKOM COBMECTUMOCTMN)

4.1.2.3. oueHka ONMCAHUA TEXHOJOIMUECKOT'O Mpolecca IPOMBBONCTBA
JIEKAPCTBEHHOTO Npelapara, BKJNUYAag KOHTPOJb MUCXOOHOTO CHPbS, KPUTUUE CKUX
cTamuii NpOM3BOACTBA, [IPOMEXYTOUHOM NPOAYKLMU, MaTepPMalibHBIA fasauc u

OLlEHKY BaJiMIaluuM IIPOLIeCCOB IIPOM3BOIOCTBA

7
4.1.2.4. oueHKa KaueCTBa BCIOMOTATEJIbHHX BEUleCTB, MCIOJNb3yEeMbIMU [P
NpOM3BOACTBE JekapCcTBeHHOTO npenaparta (cepruoukar, crneuudmUranmUs Ha




BCIIOMOI'aTeJIbHOE BemeCTBO), BKJIIOYa A MH@OpMaHMD 06 MCIIOJIE30OBAaHMM
BCIIOMOT'aTEJIbHEIX BeEUEeCTB UYWeJIOBEUEeCKOI'O M XMBOTHOI'O IIPOMCXOXIEHWUA (CBeﬂeHMH
n IJaHHEIE, InooTBepXxaanummre ux 6eBOHaCHOCTb) 12 MCIIOJIE30OBaHME HOBEIX
BCIIOMOTI'aTE€JIbHEIX BelleCTB, OlLeHKa MeTOIOB KOHTPOJIA KadeCTBa BCIIOMOI'aTeJIbHEIX
BeleCTB

4.1.2.5. ouenka BHfOpa nokasaTeljiel KaueCTBa JIEKAPCTBEHHOTO [Ipenapara
Y HOPM, XapaKTepUCTUKa [IpMMecei

4.1.2.6. OLl€HKa TIPpeJIOXEHHBIX 3adABUTeJIeM MeTOIIOB KOHTPOJIA KauecTBa
JIEKAPCTBEHHOTI'O IIpellapaTa M MX BOCIPOM3BOAOMMOCTDb

4.1.2.7.oueHKa BHOOpa 3asgBUTEJIEM CTAHIAPTHHX OOPas3LOB

4.1.2.8. Oll€eHKa TIpelCTaBJIEHHBIX 3adBUTEJIEM MaTepMraJlOoB 10 BaJlMgaumm
AHAJIMTUYECKNX MEeTOILOB KOHTPOJIA KaduecCTBa JIEKapCTBEHHOI'O IIpellapaTa

;

4.1.2.9. Hammume UIM OTCYTCTBUE COOTBETCTBMA MEXIY pesyJbTarTamm
JabopaTOPHOTO aHalM3a NPelCTaBJICHHHX 3adBUTEJIeM Ha BKCIePTU3y obpasLoB
JIEKAPCTBEHHOTO IpenapaTa IJjigd MeIMUMHCKOTO I[PUMEHEHMS U rnokasaTesyiaMu
KAaueCTBa, BKJIOUEHHBMM B HOPMATUBHY IOKYMEHTALMIO

2
4.1.2.10. oueHka OaHHHX, OPEICTaBJIEHHHX 3adBUTEJIeM, O CTabBUJILHOCTU
JIEKAPCTBEHHOTO MpelapaTa BO BCEeX BagBJISEMHX BMIAX [NEePBUUHOM YNaKOBKM

’
4.1.2.11. oueHka OaHHHX IO YCTAHOBJIEHMI 3adBUTEJIEM CPOKOB TOIHOCTH
JIEKAPCTBEHHOTO MpelapaTa BO BCeX BagBJISEMHX BMIAX [NEPBUUHOM YHIaKOBKM

’
4.1.2.12. ouenxka o0BOCHOBAHMA 3adgBUTEJIEM YyCTaHaBJIMBAESMEIX Y CIIOBUM
XPaHeHMa JIEKapCTBEHHOT'O IpenapaTa

4.1.2.13. oueHKa MakKeToOB IePBUYUHOMN YIIaKOBKM u BTOPUUHOM
(MoTpebuTesIbCKOM) YyINaKOBKMU JIEKAPCTBEHHOTO MNpenapaTa

2
4.2. 3KCHepTM3a OTHOUWEHNMA oxXmaaeMom I10JIb 3B K BO3MOXHOMY PUCKY
IIPMMEHEHUA JIEKapCTBEHHOI'O IpelapaTa IJjid MeIMIIMHCKOI'O IIPpMMeHeHMA:

4.2.1. BuHOOp 3adBUTEJIEM TOPTOBOTO HAVMMEHOBAHUS JIEKapPCTBEHHOT'O
npernapara Ha COOTBEeTCTBME TpeOOBaHUAM 3BaKOHOOATEJILCTBA Poccuiickon
denmepaumnm

4.2.2. OueHka oOBbeMa BBIIIOJIHEHHBIX NOKJIMHUYUECKUX MCCJIEIOBAHUM U OlleHKa

MOJIyUeHHHEX PEe3yJbTaTOB NOKJIVHWUECKUX  UCCIJIeNOBAHUMN JIEKAPCTBEHHOTO
npenapara, B TOM  UMCJIE COOTBETCTBME BBITTOJTHE HHBIX TOKJIVMHNYE CKUX
MCCJIENOBAHMIM JIEKAPCTBEHHOTO Mpenapara llpaBuiaMm Hazgjexaumel  J1abopaTopHOM
NPaxKTUKU

4.2_.3. 00630pa HayuHHX paboT O pes3yjbTaTax IOKJIMHUUECKUX UCCIENOBAaHMUNA
JIEKAPCTBEHHBIX CPENCTB, B TOM UMCJIE BKJIOUAA ONHT UX  NOCTPETMCTPALMOHHOTO
npuMenenus (ecau npUMeHMMO )

4.2.4. oueHka OOOCHOBAHHOCTM CTpaTeIMM paspaboTKyM  JIEKAPCTBEHHOTO

npenapara, BKJIOUAL:
a) omperneneHue (GapMaKOJIOTMUECKOTO KJlacCa JIEKapCTBEHHOTO MNpernapara

©) BobOOp nokazaHusa (IOKA3aHMII) K NPVMEHEHMI JIEKAPCTBEHHOTO Npernapara




B) OlleHKa I[IpPOoTpPaMMm KJIMHUYECKUX MCccJienoBaHnM JIeKapPCTBEHHOTO
npernapara, BKIOYAas NPOBOISUMECsS UM IIJIaHMPYEeMHE KIMHMUUECKME MCCJIeNOBaHUS U
oOOCHOBaHME pelmeHus O HoJade 3BasgBJIeHMs O TIOCyIapCTBEHHOM perucTpaunun
JIeKapCTBEHHOTO IIpelapaTa Ha IOaHHOM sTalle

T) COOTBETCTBME MNPOBOIMMEIX KJIIMHUUECKUX UCCISIOBaHMUNA JIEKaPCTBEHHOTO
npernapara NpaBWUJaM HalJexalled KJIMHUUECKONM NPaKTUKM

2
4_.2.5. oueHka pe3ysibTAaTOB (APMAKOKMHETUUECKUX UCCIENOBAHUM, KOTOPHE
MOTYT OKasaTb BJMAHME Ha 50PeKTUBHOCTD n 0e30MacCHOCTb HaHHOM
JIEKaPCTBEHHOM QOPME

4.2.6. oLeHKa I[IOJIHOTH OOBEMa BEHIIOJIHEHHHBIX KJIMHUUECKMX nUccenoBaHum
JIEKAPCTBEHHOTO IpelapaTa C LeJyibld yCTAaHOBJIEHMS €TI0 bapMaxkooMHAMUUECKUX ,
UMMYHOJIOTUUE CKUX s20pexTOR, MexXaHM3Ma oemcTBeus, npoburakTUUe CKOM
20PeKTUBHOCTMU, INOOOUHHIX IEMCTBUM, OCODOEHHOCTEeM B3aMMOIOEMCTBUS C OIpyI'VIMU
JIEKAPCTBEHHBEIMIM IIpelapaTaMu, BKJIOUAA:

a) BHLIOOPp MNONyJALUM MAlMUEHTOB, [NPUHUMABIIMX ydyacTuUe B KJIMHUYE CKUX
UCCIIeOBaHUAX JIeKapCTBeHHOTO npenaparta (memorpaduueckas XapaKTepucTUKa ,
cranmusa 3abojieBaHUS, BKJIOUEHME B KJIIMHUMUECKOE MCCJIeOOBaHUE WU UCKJIIOUEeHUe
U3 KJIVMHMUECKOTO MCCJIENOBAHMA IeTel M IOXUJIBIX [alMeHTOB)

6) [PONONXUTEJNLHOCTL KJIMHUMUECKOTO UCCIEIOBaHUA JIeKapCTBEHHOTO
npenapara

;

B) MHTEeplIpeTalus paspaboTuMKOM MOJIyUEHHEX PpPe3yJibTaToB KJIMHMYUE CKUX

VUCCJIeNOBaHUM JIEKAPCTBEHHOTI'O IIpeliapaTa

T) KIMHUYECKAS SBHAUMMOCTL 30GEeKTOB JIEKAapCTBEHHOTO MNpenapara

7
) BHOOpP HO3H M pexuMa nosupobaHua (CxXeMbl BaKUMHALNWK) JEKAPCTBEHHOTO
npenapara

e) 6e30MacHOCTb UCMOJIB30BAHMA JIEKAPCTBEHHOTO Mpernapara Yy 0COOBIX
Tpynn MaluueHTORB, onpenesisgeMblx 1o BO3pacTy, noJy , 3THUUYECKOM
OPMHAOJIEXHOCTK, OYyHKUMM OpTaHa, TaXecTu 3abojiepaHud, TEeHETUUYECKOMY
IOJIMMOPOM3MY

>

%) UYACTOTa BOBHMKHOBEHMSA CEPbLE3HBIX HeXeJaTeJlbHBIX peakumit u

B3aMMOCBA3b MX Pa3BUTUA C IOO3BUPOBKOM, KPAaTHOCTLBI IIpUeMa JIEKAPCTBEHHOTO

InperapaTa M IHNPOIOOJIXMTEJIbBHOCTBIO JIEUEHUMA

7
3) OonMcaHue CUMITOMOB [EPEJO3UPOBKU JIEKAPCTBEHHOTO npenapara,
BO3MOXHOCTM PAaBBUTUS BaBUCUMOCTHY MM [IPUBLIKAHUSA, CUHIPOMA OTMEHE

7
M) MeTOOEbI CTaTUCTUUECKON O@pa@OTKM pe3sysipTaTOoBR KIIMHNYE CKUMX
VUCCJIeNOBaHUM JIEKAPCTBEHHOTI'O IIpeliapaTa

7
4.2.7. OlLl€eHKa COOTHOUWEHMA IIOJIb3Bl M PUMCKa Ha OCHOBaAHUM pe3sysipTaTOoBR
KJIIMHUYECKUX MCCJIeIOBaHUM JIEKApCTBEHHOTI'O IIpellapaTa, BKJIOUAA:
a) 9®®6KTMBHOCTB JIEKAPCTBEHHOTI'O IIpeliapaTa 10 3aABJIA€MBIM IIOKa3aHUMAM

6) BHOOP pexyMa NO3MPOBAHMA C yUYeTOM 3aBUCHMMOCTM ''mo3a - sbdext™ u
"103a-TOKCUYUHOCTE'




B) raseuTHe pruckKa XKVM3HU 12 SOOPOBEBIO IIallMeHTa BCJIeOCTBUE
B3auMOIOENCTBUSA JIEKAPCTBEHHOTI'O nperaparTa C OIPYyIT'VIMI OOHOBPEMEHHO
HasHadYaeMbIMM JIEKAPCTBEHHBIMM IIpellapaTaMlM U (MHM) INIMeBbIMM IMIPOOYKTaMM

T) BO3MOXHBEE MOOOUHHE MHEMCTBUA NPU [IPUMEHEHUM JIeKapCTBEHHOTO
npenapara
s
) JaHHBIE O BO3MOXHOCTU ¥ OCOBEHHOCTM MENUIMHCKOTO IPYMEHEHUS
JIEKAPCTBEHHOTO IIpenapaTa OepeMeHHHMM XeHUMHAMM, XEeHUMHAMU B nepuon
TPYyIHOTO BCKapMJIMBaHMUA, IJIeTbMU, B3POCJIEIMU , VIMEIMIMIM XPOHUYECKHUE
3aboJyieBaHUSA
e) BIMSHME JIEKAPCTBEHHOTO [penapaTa Ha CIOCOBHOCTh YyIIpaBJSTh

TPAHCIIOPTHBEIMM CpencTBaMyi, MeXaHUM3MaMM

4.2.8. ouenka of630pa HayuHEXx paboT O pes3yJsbTarax KJIMHUUE CKUX
UCCJIENOBAHUM aHHBIX JIEKAPCTBEHHHX MNPEenapaToB, B TOM UMCJE BKJIOUAS OMBIT WX
NOCTPETUCTPALMOHHOTO npuMeHenrs (ecnu NprUMeHMMO )

4.2.9. OLIEHKa comepxaHnsd IIpoekKTa MHCTPY KLU 10 IIPVIMEHEHUIO
JIEKAPCTBEHHOTI'O IIpeliapaTa

4.2.10. ouenka [IaHa YyIOpaBJIeHUS pUCKamMu s BMOJIOTUYE CKUX
JIEKAPCTBEHHHX [penapaTos

4.2.11. oueHka IOOKyMEeHTa O cuUcCTeMe (QapMakoHam30pa OepXaTesd NI
BJIaZleJiblla PETUCTPALMOHHOTO YINOCTOBEPEHMS JIEKAPCTBEHHOTO MpenapaTa

5. OBumMit BBEIBOI I10 pe3yibTaTaM SKCIEePTU3ELI-
Ka"ueCTBO JIEKApCTBEHHOI'O CpeInCTBa

(HOﬂTBerﬂeHO Wil He HOHTBerﬂeHO)

50PEeKkTUMBHOCTL JIEKAPCTBEHHOT'O CPeICTBa

(HOﬂTBerﬂeHa i He HOHTBerﬂeHa)
©e30MnacHOCTb JIEKAPCTBEHHOT'O CpencCTBa

(HOﬂTBerﬂeHa Wi He HOHTBerﬂeHa)
OXMmnoaeMasd IIoJIb3a IIPpUMMEHEHMA JIEKAPCTBEHHOI'O IIpellapaTa IIpeBbllaeT (He
npeBHmaeT) BO3MOXHEIN PUCK TIIPVMMEHEHMA JIEKAPCTBEHHOI'O IIpellapaTa

(nipeBbmlaeT MM HE MNpPEeBHIIAET)
B COOTBETCTBMU C UEM MEIUILMUHCKOE MPUMEHEHUE JIEKAPCTBEHHOTO Mpernapara

(BOBMOXHO UM HEBO3MOXHO)
MIpUIOXeHre - TPOTOKOJ (k) uccijenosanuin (UCHBITaHUM), MPOBEIEHHHX B XOIe
SKCHEePTU3E KauecTBa JIeKapPCTBEHHOTO CpelCcTBa, Ha J., B BKS3.

KoMmccusa 3KCIEpTOB B COCTaBe:
npencenmaTesb KOMUCCUM
SKCIEePTOB

(zmomxuocTs) (2.1.0.) (nonnmics)
OTBETCTBEHHBIN
cekpeTapb




(zmosmxuocTs) (¢.1.0.) (nonnmcs)
SKCIEepPTH

(zmosmxuocTs) (¢.1.0.) (nonnmce)

IDara obopmileHMa 3akKjmoueHms ' ' 20 r.

Ipunoxenune

K 3aK/II0YCHUI0 KOMHCCHH IKCIIEPTOB

MO pe3yJIbTaTaM IKCHePTH3bI KaYecTBa
JIEKAPCTBEHHOT0 cpeaAcTBa U (MJIn)
IKCHEPTU3BI OTHONIEHHUS 0:KHIAEMOi
MOJIb3bI K BO3MOKHOMY PHCKY NPUMeEHEHHUSI
JIEKAPCTBEHHOT0 Mpenapara JJis
MEeIMIHHCKOT0 PUMeHeHUsI

BxcnepTHaﬂ OLIeHKAa M BBRBOLH I10 ONpeneJyIeHMI0 B3aMMO3aMEeHSIEMOCTHU
JIEKAPCTEEHHOTI'O IIperiapaTa moJjsd MeOUIIMHCKOI'O IIPMMeHeHUsT

I. Obume cBeIeHUus O JIEKAPCTBEHHOM IIpellapaTe, IoAjieXalliM OIlpeleJIeHNMIO
B3aMMMO3aMEeHAEMOCTIM U pe@epeHTHOM JIEKApPCTBEHHOM IIpeliapaTe

1. JlekapCTBEHHLI npemnapar, nonJjiexalmm OIpenesyIeHUIO
B3aMMO3aMEeHIEMOCTN .

1.1. HaVMEHOBAaHME JIEKApPCTBEHHOTO npenapara (mMexnyunaponnoe
HEeNaTEeHTOBAHHOE WM XUMUUECKOEe, WU TPYINMPOBOUHOE)

TOPTOBOE HAUMEHOBAHUE :
1.2. nexapcTBeHHas dopma
1.3. onmucanwme

1.4_. cocrar (c ykasaHMeM KOJMUECTBA ISMCTBYOIMX U BCIIOMOT'aTeJIbHBIX
BEIIECTH) ;

1.4.1. dapmaueBTHUeckas CcyOCTaHLUUA™:

a) HaVMeHOBaHMe bapMalLeBTUUECKOMN cybCcTaHUUM (uMexnyunaponuoe
HeNaTeHTOBaHHOE HaMMEHOBAHME WM TPYINMPOBOYHOE HaVMeHOBaHMUE WM

xuMuueckoe u Toprosoe (Mpy Hamuumm)
6) cTpykTypa GapMaleBTUUYECKOM CyBCTaHLMU
B) OCHOBHEIE CBOMCTBA (duzsuko-xUMMUECKHKE, VIMMYHOJIOTUYECKHE

UMMYHOXVMMUECKME) (GapMalleBTUUECKOM CyOCTaHUInU
T) Hanmuuue MnpuMecen
) HOoMep peecTpoboi szanucy (NpM HamMuum) .
1.4.2. BcnoMoraTesiLHEE BelleCTBA .-
a) HaVMeHOBAaHUE BCIIOMOT'@TeJIb HEIX BEUECTB (uexnyunaponuoe

HEeNaTeHTOBAHHOE WM XUMMYeckoe, Toprosoe (mpu Hamuuwmm) ;
6) CTPYyKTypa BCIOMOTATEJILHBEX BEIECTB
B) OCHOBHBE OUBUKO-XUMUUECKME CBOMCTBA BCIOMOTATEJIbHHX BElEeCTB

P) Ha3Ha4dYeHMe BCIIOMOI'aTEJIbHBEIX BeEUEeCTB

2. PebepeHTHEN JIEKAPCTBEHHHIN IpEenapar

2.1. HammMeHoOBaHMe JIEKapPCTBEHHOTO npenapara (uexnynaponnoe

HellaTeHTOBaAaHHOE WMJIM XVMMMYECKOEe, WIN PpyHHMpOBOque) ’




TOPrOBOE HAaMMEHOBAHUE I ”

2.2. nexapcTBeHHasa tdopma ;

2.3. onucaHue ;

2.4_ cocras (c ykazaHMeM KOJMUECTBA NEeUCTBYOIMUX U BCIIOMOT aTEeJIbHEIX
BEIIECTH) ;

2.4.1. dapmaueBTHMUecKkasa CcyOCTaHLMA™:

a) HaVMeHOBaHMe bapMalLleBTUUECKON cyOCcTaHUuM (Mexnynaponuoe
HelnaTeHTOBAHHOE HAaMMEHOBAHME UM TPYINIMPOBOUHOE HauMMeHOBaHue WU
xuMuueckoe u Toprosoe (Mpy Hamuumm) ;

6) cTpykTypa (GapMaleBTUUECKOM CyOCTaHLMU S

B) OCHOBHEIE CBOMCTBA (busuko-xmMmueckue, VMMYHOJIOTUYEeCKue,
UMMYHOXVMMUECKME) GapMalleBTUUECKOM CyBCTaHUInu ;

T) HaJuuue MpuMecen ;

) HoMep peecTpoboi zanucy (pM HamMuum) .
2.4.2. BcrnoMoraTeJsibHEIE BelleCTBa .-

a) HarMeHOBaHUe BCIIOMOT'ATEJIbHEIX BElleCTB (mMexnynaponnoe
HEeNaTeHTOBAHHOE WM XUMMYeckoe, Toprosoe (mpu Hamuuwmm) ;

6) CTPYyKTypa BCIOMOTATEJILHHX BEUEeCTB ;

B) OCHOBHEIE OUBMKO—-XMMUUESCKHME CBOMCTBA BCIIOMOT ATeJIbHEIX
BEIIECTB ;

T) Ha3HAUYEHME BCMOMOTATEJIbHEIX BENECTH -
2.5. JaTa ToCymapCTBEHHOM perucTpaluy JIeKapCTBEHHOTO MNpenapara B
Poccurickoy demepaluuy M HOMEP PETUCTPALMOHHOTO YIOOCTOBEPEHUS -

1. OueHka InapaMeTpoB, Ha OCHOBaAHUM KOTOPEIX YyCTaHaBJIMBae€TCHA
B3alMMO3aMEHAEMOCTE JIEKAPCTBEHHEIX IIpeliapaToB

1. Hapamerp: skBuBajieHTHOCTbL (s OMOAHAJOTOB - CONOCTaBUMOCTE )
KAUYeCTBEHHEIX M KOJIMUECTBEHHEIX XaPaKTEPUCTUK (GapMalleBTUUECKUXK cyBcTaHLUuMi
JIEKapPCTBEHHOTO IIpelapara, HoIjiexallero ONPeIesieHMI B3aMMO3aMeHSIeMOCTU u
pedepeHTHOTO JIEKAPCTBEHHOTO IIpenapara:

a) pes3yJsbTaT OLEHKM [IapaMeTpa:

KadyeCTBEHHEIE nu KOJIMYEeCTBEHHEIE XaApPaKTEepPUCTUKN @apMaHeBTquCKMX
Cy@CTaHHMﬁ, BXOoOgAmMe B COCTaB JIEKAPCTBEHHOI'O IIpellapaTa OJIA MEIMUIMHCKOI'O
IIPpVIMEHEHIM A

(oxBuBanenTHn (Ana 6moaHanoroBeix (BMONOIOOHEIX) JIEKAPCTBEHHLX
npenaparos (6MoOaHAJIOTOB) — COMNOCTAaBMME) pPedepeHTHOMY JIEKApCTBEHHOMY
npenapaTty WY He skKBuBajieHTHE (HE COMNOCTaBUMEL)
6) OOOCHOBaHME OIEHKM MapaMeTpa .
2. TapaMeTp: 3KBMBAJIEHTHOCTL JIEKAPCTBEHHOM (QOPMEL:
a) pesysbTaT OLEHKM [IapaMerpa:
JleKapCcTBeHHasa @QopMa JieKapCTBEHHOI'O mpernapara njd MeIVLMHCKOTO
[IpVMEeHEeHNS

(BKBMBaHeHTHa pe@epeHTHOMy JIEKAPCTBEHHOMY IIpellapaTy WM He

SKBUBAJICHTHA )
6) OBOOCHOBaHME OIEHKM MapaMeTpa -
3. [TapameTp: SKBMBAJIEHTHOCTb nm COIIOCTaBMMOCTDb cocTaba

BCIIOMOT'aTeJIbHBEIX BeIeCTB JIEKapCTBEHHOI'O IIpellapaTa, IlIodJiexaleIlro ollpeleJIeHMIO
B3aVMMO3aMeEHAEeEMOCT U pe@epeHTHoro JIEKapCTBEHHOT'O IIpelapaTas:

a) cocTap BCIIOMOTI'aT&JIbHBEIX BemeCTB JIEKAPCTBEHHOI'O InpernapaTa J14
MeIMIMHCKOI'O IIPMMEHEHUA

(oKBUBAJIEHTEH WM COMOCTABYM)
6) OOOCHOBaHME OIEHKM MapaMeTpa -




4. TapaMeTp: UISHTUYUHOCTL CIIOCODAa BBEICHUA U MNPVMEHEHMUA:

a) crnoco® BBEeIEeHUS U [IPUMEHEHUS JIEKapCTBEHHOTO npenapara njs
MEIULMHCKOTO MNPUMEHEHUS ,

(MneHTUUEH MM HE MISHTUUEH)

6) obocCHOBaHME OIlIEHKU MapamMerpa -

5. MNapamMeTp: OTCYyTCTBME KIMHMUECKM SBHAUMMEX Pa3JIMUUI [PU OPOBEICHUM
KJIMHUYE CKMX UCCIenoBaHni JIEKAPCTBEHHOTO npernapara, nomJjexamero
ONpenesIeHUI0 B3aMMO3aAMEHASMOCTU U PedepeHTHOTO JICKapCTBEHHOTO IIpernapaTa:

a) pes3ysbTaT OllEHKM MNapamMeTpa:

KJIMHUYECKU 3HaUMMEIE paszanumnsa npu IpoBEeneHUM MCCIlenoBaHUS
OMOBKBUBAJIEHTHOCTHY JIEKAPCTBEHHOTO npenapara (KIMHUYECKM SHAUUMEE Pa3JINUMS
nokasaresiell 0e30NacHOCTM M 50QeKTUBHOCTM JIEKAPCTBEHHOTO Ipenapara npu
NPOBENSHUM UCCIIEIOBAHUA TepaneBTUUECKOM skBuBajieHTHoCcTr; (Iyia 6uoaHasioros
-  KJIMHUYECKMU 3HauYMMEIE paszanumsa Be3o0mnacHOCTH, sbbexTUBHOCTI U
VIMMYyHOT'€HHOCTU npu npoBeneHusd KJIMHUYE CKUX
UCCIIEOBAaHMIA) .

(orcyTcTBYOT MM HET)

6) oBocCHOBaHME OlLIEHKM NapaMeTpa:

1)

6. IlapamMeTp: COOTBETCTBME [POM3BOOUTEINS JIEKAPCTBEHHOT'O cpencraa
TpeBOBaHUAM Haljexallell NPOM3BOACTBEHHOM MNPaKTUKMU

a) COOTBETCTBME NPOUBBOOMTEJIS JIEKAPCTBEHHOTO CpencTBa TpeOOBaHUAM
Hajexaley NPOM3BOICTBEHHOM MNPaKTUKMU ,

(nonTBEepPXICHO UM HE MNONTBEPXISHO BaKJINUEHUEM)

6) obocCHOBaHME OlIEHKM NapamMeTpa -

I1l. OOumit BEIBOO MO pe3ylibTaTaM 3KCIEPTHOM OLEHKM [0 ONpenelieHUD
B3aMMO3aMEHAEMOCTM JIEKAPCTBEHHOTO MpenapaTa oJjig MeOMUMHCKOTO IPUMEHEHM -

IIo pesyJsibTaTaM OLEHKIMN IlapaMeTpoB, Ha OCHOBaHUMM KOTOPEIX
YCTaHaBJIMMBAeTCA B3adVMMO3aMEHAEMOCTDb JIEKAPCTBEHHEBEIX IIPEllapaTOoB ﬂeKapCTBeHHHﬁ
InperapaT I[IPU3HAH pe@epeHTHOMy.

(B3aMMO3aMeHHeMHM i He B3aMMOBaMeHHeMHM)

KoMuccusa sKCIOepTOB B COCTaBe:
npencemaTeilb KOMUCCUM

BKCIIEPTOB
(zosmxuocTs) (2.1.0.) (nonnmics)
OTBETCTRBEHHHEN
cekpeTapb
(zomxuocTs) (2.1.0.) (nonnmics)
SKCIIEPTEHL
(zomxuocTs) (2.1.0.) (nonnmics)
DaTa odopMiIeHMS 3aKJIOUEHUS " 20 r.
* B ciayvae HaJauuus B JIeKapCTBEHHOM npenapare HECKOJIbKUX
bapMaleBTUUECKMX CyOCcTaHUuMM uHOOpMauMsa OPMBOOIMUTCHA OTHEJIBHO IO Kaxmonm

bapMalleBTUUECKOM CyOCTaHLMUM.

IIpuiaoxenne N 4
K Ipuka3sy MuHHCTEpCTBA 3APABOOXPAHEHUS
Poccuiickoit Penepannu



ot 24 aBrycrta 2017 r. N 558n

(¢popma

MyHUCTEepCTBO 3IpabBooOXpaHeHusa Poccuiickom denmepalumum

(HavMeHoOBaHVEe QenepasibHOTO TOCYNAPCTBEHHOTO ORIKETHOTO YyUPEXISHMA)

"YTBEPXIAK"

(pyxoBomurens, ®.M.0., NONNUCH, MIEYaThb)

20 T.

Baxuouenne
KOMMCCHMM SKCIIEPTOB II0 pel3ynbTaTaM 3KCIepTM3H KaudecTBa
bapmManeBTHMUeCKkOM CyOCTaHIMM, NPOMBBEINEHHOM IJIS peanm3aumu

1. OBume DOJIOXeHMA

1.1. Homep m maTa 3amaHusa MUHUCTEPCTBA S3IPAaBOOXPAaHEHUS Poccuimickon
denmepaumm

1.2. para nocTyreHus 3aIaHusdg MuumcrTepcTBa 3IPaBOOXPaHEHUS
Poccuiickoy demepaluy B BKCIEPTHOE YyUYpPEXIEeHMEe UM BXOLSUMN PerucTPaLMOHHEM
HOMEP

1.3. HauMmenoBaHue QapMalLeBTHUUECKOM CyOCTAHLIMUL
MEeXIYyHAapOOHOE HEeINAaTEeHTOBAHHOE MM XUMUUECKOEe (rpynnuposouHoe)
HaVMMEeHOBAaHUeE

TOpPIOBOE HalMMEHOBaHNME

1.4. dpopma mrnycka (JlexapcrTBenHas dopma, Macca/o6beM/KOMIJIEKTHOCTD )

1.5. zagsurens (C YKa3aHeM BDprMnMdYeckKoI'o JiMliia, OCyleCTBJIAnIEeIO OoOIoHY
UJIYM HECKOJIbKO CTanaun IIpoM3BOOCTBA @apMaHeBTquCKOﬁ Cy@CTaHHMM)

1.6. ceenenus o6 skcneprax (@.1.0., CHeuMajsbHOCTb, yueHad cTerneHb
(zBanve) (mpu HamMuuM), CcTax PadOTH, MECTO PABOTH U MOJIKHOCTH)

1.7. o6 oTBeTCTBEHHOCTU 3a OJOCTOBEPHOCTDB CBeIOeHuu, M3JIOXEHHEIX B
3aKJIIOUeHUNM, INpenylpexieH:

InpencenaTejylb KOMMCCUM

SKCIEePTOB
(zmosmxuocTs) (¢.1.0.) (nonnmcs)
OTBETCTBEHHEN
cekpeTapb
(zmosmxuocTs) (¢.1.0.) (nonnmcs)
SKCIEepPTH
(zomxuocTs) (¢.1.0.) (nonnmcs)

2. Conepxaﬁme IIpenCTaBJIEHHBIX Ha JSKCIIEepTHU3Yy KadecCTBa @apMaHeBTquCKOﬁ
Cy@CTaHHMM JOKYMEHTOB (M3HaPaDTCH OCHOBHEIE IIOJIOXEHMA HpeﬂCTaBﬂeHHOﬁ



IOKYyMEHTAaUVMN) :

3. CBemeHua O I[POBEIEHHHX KOMMCCHUEN 3KCIEpTOB MCCJIeOOBAHUAX C
ykazaHueM ©.M.0. »KCIepTOB, OOBeMa M XapaKTepa BHIIOJHEHHBIX KaXOBM M3 HUX
paboT M MX pPe3yJIbTaTOB:

4. DkcrnepTHad OLUEHKAa ¥ BHBOIE IO I[PEeACTABJICHHEM Ha BKCIEPTU3Y
KauecTBa OOKyMEHTaM M obpasuaM dapMaleBTUUYECKOM CcyOCcTaHuuu, C yKaszaHueMm
®.1.0. sKcCHepTa, CHEJIaBUerO BHEBOL 10 KaXIOMy M3 MNYHKTOB

4.1. obume cBemeHus O GapMalLlEBTUUESCKOM CyOCTaHLIUM:

a) HavMeHOBaHUE bapMalleBTUUCCKOM cyBCTaHI UMK - (Mexnynaponuoe
HenaTeHTOBaHHOE MM xuMmueckoe (IpynnupoBOUHOE), TOPTOBOE)

6) HaUMEHOBAHME U aIpec NPOU3BOAMTENA (GapMaleBTUUYECKOM CyBCcTaHLuu

B) CTpyKTypa (GapMaleBTUUECKOM CyBCTaHLMU

r) OCHOBHEE (OMBUKO-XMMMUECKME CBOMCTBa GapMaleBTUUeCKOM CyOCTaHLUNK

4_.2_. oleHKA ONMCAHUSA TEXHOJOTUUECKOTO npolecca IIPOU3BONCTEA
bapmaneBTHUECKOM CyDCTAHUUM M €TI0 pal3paboTKM, BKJKUAS KOHTPOJIbL MCXOOHOI'O
CHIPb S, KPUTUMUECKMUX CTaIMM IPOM3BOACTBA M INPOMEXYTOUHONM MNPOOYKUUM M OLEHKY
BaJIMIOALUM IIPOLECCOB MPOMBBOICTBA

’
4.3. oleHKka MeTOIOB, MNPEeNJIOXEHHHX 3agaBUTEJIeM IJig oOBbaCHEeHUA
XUMUKO-QapMalleBTUIECKMX CBOMCTB GapMalLeBTUUECKOM CyOCTaHLUU

4.4. ouenka nokasarTejiel KadecTBa (QapMalleBTUUECKOM CyOCTaHLIUM

4.5. oueHka METONOB KOHTPOJIA KauyecTBa GapMaleBTUUECKONM CyOCTaHLMM

4_6. oueHka BHOOPA CTAHINAPTHHX OOPA3LOB

2
4.7. OLIeHKaAa npobunga npuMecem bapMalleBTUUECKOM cyOCTaHIUK
(OpTraHuuUecKrX, HEOPTaHUUECKUX, OUOJOTUUECKUX)

2
4.8. OLIEHKa InpenCTaBJIEHHBIX 3adBUTEIIEM MaTepMrnasyioB 10 BaJiMgaumm
AHAJIMTUYECKMX MeTOHLOB KOHTPOJIA KaduecCTBa @apMaueBTquCKOﬁ Cy6CTaHLLI/H/I

4.9. Hajjinmume i oTCcyTCcTBMUE cooTBEeTCTBUA MeXIy pesyJyibTaTaMm
na60paTopHoro aHaJlm3a IIpeCTaBJIEHHBIX 3aAdABUTEJIEM Ha OKCIIEPTU3Y o@pa3u0B
@apMaHeBTquCKOVI Cy@CTaHLU/H/[ nu IIoKasaTeJjiaMm KayecCcTBa, BKJIOUEHHEIMIM B

HOPMATVMBHYIO IOOKYMEHTAalllo

4.10. OLIEHKa JaHHEBEIX, npenCTaBJIEHHBIX 3adBUTEIIEM, ©) CTabuUILHOCTHU
@apMaHeBTquCKOVI Cy@CTaHLU/H/I BO BCeX 3adBJIAEeMBIX BMIOaX HepBMqHOﬁI YIIaKOBKU

?
4.11. ocueHKa OAHHHX I[IO YCTAHOBJIEHUID 3adABUTEJIEM CPOKOB TOOHOCTU
bapMalLeBTHMUECKOM CyOCTaHLMM BO BCEeX 3aaBJISEMBIX BMIAX [NEPBUUHOM YHNAKOBKM

7
4.12. ocuenka OBOCHOBAHMA 3aABUTEJIEM YCTAHABIMBAEMEX YCJIOBUM XpPaHEHUS
bapMalleBTUUECKOM CyOCTaHLUU

5. OBumMit BBEIBOI I10 pe3ybTaTaM SKCIEePTU3ELI-



KadecTBO GapMaleBTUUECKOM CyOCTaHLUU

(monTBEepPXMEHO UM HEe MNOATBEPXIEHO)
B COOTBETCTBMM C UYeM BKJOUeHMEe (apMaleBTUUECKON cyOCTaHLUM B
TOCYIapCTBEHHEI PEEeCTp JIEKAPCTBEHHEIX CPENCTB

(BO3BMOXHO MM HEBO3MOXHO)
MpunoxeHnre I NpoTOKOJ (B) mccienoBaumit (MUCHOBEITAHWMI), NPOBENEHHHX B XOIe
SKCIEepTMU3b KaueCTBa JIEKAPCTBEHHOTO CPEenCcTBa, Ha Jg., B 5K3.
KoMrCcCcKrsl SKCIEPTOB B COCTaBe:

InpencenaTeJylb KOMMCCUNM

SKCIEPTOB
(zmosxuocTs) (¢.1.0.) (nonnmcs)
OTBETCTBEHHEN
cexpeTapb
(zosmxuocTs) (¢.1.0.) (nonnmcs)
SKCIEepPTH
(zmosmxuocTs) (¢.1.0.) (nonnmcs)
IDaTa obopMIIEHMS 3aKJIKNUYEHUS ' 20 r.

IIpuiaoxenne N 5

K npuka3sy MHHHCTEPCTBA 31PaBO0XPaHeHHUs
Poccuiickoit @enepannu

ot 24 aBrycrta 2017 r. N 558n

¢popma

MrHMCTEepCTBO 3IOpabooxXpaHeHusa Poccumickom denmepalumm

(HavMeHOBaHVEe (enepasibHOTO TOCYNAPCTBEHHOTO ORIKXETHOTO YyUPEXISHMA)

"YTBEPXIAK"

(pyxoBomurens, ®.1.0., NONNUCHL, MEYaThb)
1] n 20 I‘_

SakinoueHnne xoMmuccumn SKCIHEPTOB II0 pelSynbTaTaM 3KCIEepPpTHU3b OHOKYMEHTOB
AJIsI I[IOJIyYeHMsI paSpelleHMsI Ha I[IPOBeOEeHMEe KIMHMYECKOI'O MCCJIIenOBaHMSI
JIEKAPCTEEHHOT'O IIpeliapaTa nOJjsd MeOUIIMHCKOI'O IIPMMeHeHMUSsT

1. OBume DOJIOXeHMA
1.1. noMep u maTa 3amJaHUsa MMHUCTEPCTBa S3OPaBOOXPaHEHUHA Poccuiickom

denepaumm

1.2. para nocTyruieHus 3aIaHusdg MuHMCTEpCTBA 3IPaBOOXPaAHEHUS
Poccurickoy demepaluuy B SKCIEPTHOE YUYpPEeXIeHMEe UM BXOLAWUN pPermucTPpaLMOHHE
HOMeP

1.3. HawMeHOBaHME JIEKAPCTBEHHOTO MpernaparTa:
MEXIYyHAPOIHOE HEMAaTEeHTOBAHHOE WJIM XUMMUECKOe (rpynnuposouHoe)
HAVMMEHOBaHUE




TOPIOBOE HalMMEHOBaAHNME

1.4. dopma Bunycka (UiexkapcrBeHHas ¢opMa, IO3MPOBKA, CIOCOOLH BBENEHUS
U NpYMeHeHMs, Macca/obbeM/KOMIJIEKTHOCTE )

1.5. cocras nexapcTBeHHOTO npenapara (epeueHsn IEeMCTBYOIMX U
BCIIOMOTATEJILHEX BEIECTB, C YKA3aHUEM KOJMUECTBA KaXIOTO U3 HUX)

1.5.1. dapMakoTepaneBTUUIeCcKas Tpynna o
aHaTOMO-TepaneBTUUECKO—XUMUIeckon knaccubuxanum (mamee - ATX)

1.5.2. Kox ATX

1.5.3. TpoTokos KIMHUYECKOTO uccienosanua (kom, HauUMEeHOBaHUE, BEpPCUS

1.6. Bageurens

1.7. Ceenenus o6 skcneprax (@.1.0., CHeurajsbHOCTb, yueHad cTerneHb
(3Banue) (Opu HamMuuM), CcTax PadOTH, MECTO PABOTH U IMOJIKHOCTH )

1.8. 06 oTBeTcTBEHHOCTU 3a OJOCTOBEPHOCTDB CBeIOeHuu, M3JIOXEHHEIX B
3aKJIIOUeHUNM, INpenylpexieH:

InpencenaTejylb KOMMCCUM

SKCIEepPTOB
(zmosmxuocTs) (¢.1.0.) (nonnmcs)
OTBETCTBEHHEU
cekperapb
(zosmxuocTs) (¢.1.0.) (nonnmcs)
SKCIEepPTH
(zosmxuocTs) (¢.1.0.) (nonnmics)

2. ComepxaHye NPeNCTaBJIEHHHIX Ha BSKCIEPTU3Y INOKYMEHTOB IJid [OJIyUYeHMUI
paspeleHrsa Ha [IPOBEeIEeHMEe KIMHUUECKOTO MCCIIeNOBaHuUsd (nccnenosanus
OMOPKBUBAJIEHTHOCTH n () TepaneBTUYECKOM SKBUBAJEHTHOCTN)
JIEKAPCTBEHHOTO MNpenapaTa IJg MeIULUHCKOTO npuMeHenmda (M3jaranTcsa OCHOBHHE
MOJIOKEHUA MPEerNCTAaBJICHHOM IOKYMEHTALUMN) -

3. CBemenusa O [POBEIEHHHX KOMMCCHUEN 3KCIEpPTOB MCCJIeIOBaHUAX C
ykazaHueM ©.M.0. »KCHIepTOB, oObeMa M XapaKTepa BHIIOJHEHHBIX KaxXOEM M3 HUX
paboT M MX pPe3yJIbTaTOB:

4. DxcrnepTHas OLEHKa ¥ BHIBONEL [0 [IPEeNCTAaBJIEHHEIM Ha SKCIIEPTURY
IDOKYyMEeHTaM IJisg [IOJIydeHUsS paspelleHund Ha npoBeIeHre KJIMHUYECKOT'O
uccnenosauus (uccrnenoBauus ©OmoskBuBajsenTHocTr u (M) TepaneBTUYeCKOM
SKBMBAJIEHTHOCTM) JIEKAPCTBEHHOTO [penapara OJis MeOVLUMHCKOTO [NPMMEeHEeHMS c
ykasaHueM ®¢.1.0. 3kclIepTa, COeJaBIero BHBOJI 10 KaXIOMy M3 IIyHKTOB

4.1. oueHka Hayd4HOM OBOCHOBaHHOCTM PO PaAMMEL OOKJIMHUYE CKUX

VCCJIeNOBaHUM JIEKAPCTBEHHOTI'O IIpeliapaTa
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4_2. ouenka BHOOpPA 3KCIEPUMEHTAJIBHOM MOIENM MCCJEIOBAHUS U ()
TEeCT-CUCTEM

’

4.3. oueHKa obbeMa BEIIIOJIHE HHBIX OOKJIMHUUECKUX MCCJIegOBaHUM
JIEKAPCTBEHHOTO IpelnapaTa C Lejibld YCTaHOBJIEHMSA €TI0 bapMaKOIMHAMMUE CKUX
20pexTOR, MexaHM3Ma IOEeMCTBUS M [IOTEeHUMAJIbHEIX TOOOUHEIX IeMCTBUN:




4.3.1. usyueHue GapMaKOJOTUUECKUX CBOMCTB JIEKAPCTBEHHOTO MNperapaTa.:
a) ocHOBHBE OGapMmakomuHammueckue (UMMYyHOJIOTHMUECKMUE) DbOEeKTH

6) bapmakosoruueckue >OOEKTH, HECBASAHHEE C BaABJICHHBIM MMOKA3aHUEM K
[IPYIMEHEHUIO
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B) BJIIMAHUME Ha CepedHO~—COoOCyamMCTyIO cucremMy, LIEeHTPaJIbHYIO HEPBHYIO
cucreMy, IOeIXaTeJIbHYI Ccucremy, xenynquo—Kmmequﬁ TPaxKT

T) bapMakogMHaMMUECKOE B3aMMOJEMCTBMUE JIEKAPCTBEHHOTO MpernapaTa

4.3.2. M3yUeHMEe bapMakKOKMHE TUUECKUXK CBOICTB JIEKAPCTBEHHOTO
npenapara:
a) BcaceBaHye JIEKAPCTBEHHOTO IIpenapara ;

©) pachnpenesyieHye JIEKAPCTBEHHOTO [Ipenapara

B) MeTabosIM3M JIEKAPCTBEHHOTI'O IIpeliapaTa

P) BEIBEEHME JIEKapCTBEHHOI'O IIpellapaTa

) bapMakoKMHETUUECKOE B3aUMOIESMCTBME JIEKAPCTBEHHOTO MNperapara

4.3.3. n3ydeHmMe TOKCUKOJIOITUMUECKUX CBOMICTB JJEKapCTBEHHOTI'O IIpelraparTa-
a) TOKCUMYHOCTLE IIpM OIOHOKPAaTHOM BBEIEHUN (OCTpaH TOKCMHHOCTB)

©) TOKCUYHOCTL MNpY [OBTOPHOM BBezeuuu (omocTpas U XPOHMUECKAs
TOKCUYHOCTE )

B) MyTaI'€é HHOCTb

P) KaHIIEpOT'eHHOCTb

H) PEerIpOonoyKTMBHAaA M OHTOI'€eHeTUdueCKad TOKCUMYHOCTDb

e) pasapaxawiee NeicTBUe

x) IpyTue  TOKCUKOJIOTUUYECKMUE MCCJIeIOBAaHNSA (auTurensocTs,
UMMYyHOTOKCHUHOCTE) (IpM Hammumm)

4_4_. oueHka UHTepnpeTauuu pPas3pabOTUMKOM [OJIYUEHHHX  PEe3yJbTaTOB
nokNuHuYeckux uccyenosaunt  (bapMaxKoJOTMUECKNUX , bapMakOKMHETUUECKNX ,
TOKCMKOJIOTMUECKUX MCCIJENOBAaHMII) JIEKAPCTBEHHOTO Ipenapara

4.5. OlleHKa METOIIOB CTaTUCTUUECKOM oBpaboTKHU Pe3yJILTaTOB
OOKJIMHMYECKUX MCCJIeNOBaHun

4.6. conmepxaHue [pPOeKTa MNPOTOKOJIA KJIMHUYECKOT'O UCCIIeNOBaHuUA
(nccremoBanusa OMOskBuBaJieHTHOCTM M (MIM) TepaneBTUYECKOM SKBUBAJIEHTHOCTIL)
JIEKAPCTBEHHOTO Ipernapara IOjsg MeIMIMHCKOTO IIPMMEHEeHUs U ero OleHKa Ha
COOTBETCTBME 3asABJISEeMBM LeJjiaM M 3aladaM KJIMHUYECKOI'O UCCIIenOBaHuUA
(nccremoBanusa OnoskBuBajieHTHOCTM M (MIM) TepaneBTUYECKOM SKBUBAJIEHTHOCTI)

4_.7. oueHKa PpPe3yJbTATOB NPEIHOYIMX  KIMHUYECKUK MCCIIeNOBaHNNA
JekapcTBeHHOTO npenapara (OpM HamMumm)




4_8. OLl€EHKa pe3yJilbTaTOB IIPOBEIOEHHEIX B CTpaHe 3adBUTETIA n OIPpYyTrmx
CTPaHaX KIJIMMHMYECKUX MUCCJIeNOBaAHUM, MCCJENOBAHUNM OMOBKBUBAJIEHTHOCTU U (MHM)

TepaHeBTquCKOﬁ SKBMBAJIEHTHOCTU JIEKAPCTBEHHOT'O nperaparTa (BKHanH
SIIMAIEMMNOJIOTMYE CKME ncciJyiegOBaHMUA MMMYHO6MOHOPMHGCKMX JIEKAPCTBEHHEIX
InpernapaTok, IIpelHa3HaAYEeHHBIX IIJIA MMMYHOHOPMHGCKOﬁ HpO@MHaKTMKM nu JIEeUEeHMA

MHOEKUMOHHEX 3aboJsieBaumnii, B ToM umcie y netein) (npw Hammumm)

5. O6umit BEIBOI MO pes3ysibTaTaMm 3KCIEPTUSIL:
IpOoBeIeHME KIMHMUECKOTO UCCJeIOBaHUsa JIeKapCTBEHHOI'O Ipelnapara nJis
MEeIMUMHCKOTO INPUMEHEHUH

(BO3MOXHO MJIM HEBO3MOXHO)
KoMuccuss sKCHEpPTOB B COCTaBe:
npencenaTellb KOMUCCUU

SKCIEPTOB
(zmosmxuocTs) (¢.1.0.) (nonnmce)
OTBETCTBEHHEN
cekpeTapb
(zosmxuocTs) (¢.1.0.) (nonnmcs)
SKCIEepPTH
(zmosmxuocTs) (¢.1.0.) (nonnmcs)

IJaTa obopMIIEHMS 3aKJIKNUEHUS " 20 T.




