[Ipuka3z MuHHUCTEpPCTBA 3PAaBOOXPAHEHUS U COUUAIBHOIO PA3BUTHUSA
P® ot 26 aBrycra 2010 r. N 7551
"OO0 yTBEp>KIECHUHU MOPsJIKA ONPEICTCHUS] YPOBHSI
npodeccuoHabHON MOATOTOBKU IKCIIEPTOB (heiepaibHOro
roCyJIJapCTBEHHOTO OI0OJIP)KETHOTO YUPEKACHUS 10 MPOBEICHUIO
9KCTIEPTHU3bI JICKAPCTBEHHBIX CPEJICTB JIJII MEIUITUHCKOTO
MPUMEHEHUS U aTTECTAIIMU UX Ha TIPaBO MPOBEACHUS SKCIIEPTU3BI
JIEKapCTBEHHBIX CPEJICTB JJIsI MEAUITMHCKOTO MTPUMEHEHUS"

C n3MeHEHHSIMU U JOITIOJIHEHUAMU OT.

1 HOs10ps 2013 T., 28 cenTsa0ps 2020 r.

B cootBercTBumM co cratheit 16 @enepanpHoro 3akona ot 12 ampenst 2010 . N 61-@3 "O6

oOparmienuun nexkapctBeHHbIX cpeacTB" (CoOpanue 3akoHoAaTenbcTBa Poccuiickoit denepanuu,
2010, N 16, ct. 1815, N 31, ct. 1461) nmpuka3siBaro:

YTBEpAUTH MOPSIOK ONPEACIICHUSI  YPOBHS  NPOQPECCHOHATBHONM  MOATOTOBKH  AKCIEPTOB
(benepasbHOro rocyJapCTBEHHOIO OIOKETHOTO YUYPEXKJIEHHs IO IPOBEICHUIO SKCIEPTU3bI
JIEKAPCTBEHHBIX CPEIACTB Ul MEIMLIHMHCKOTO INPHMEHEHUS M arTecTalliM HX Ha IpaBo
IIPOBEICHUS SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEACTB I MEJULIMHCKOIO IIPUMEHEHHUS.

Munuctp T. I'onmukosa

3apeructpupoBano B Muntocte PO 31 aBrycra 2010 1.
Peructpammonssiii N 18308

IIpunoxenune

K npukasy MuHucrepcrsa
3ApaBOOXpaHEHHs U
COLMAJIBHOrO passurus PO
ot 26 aBrycrta 2010 r. N 755u

[Topsinox
orpeJereHus: ypoBHs NMpodhecCUOHATBHON MOTOTOBKH SKCIIEPTOB
benepaibHOTO rOCYAaPCTBEHHOIO OFOIKETHOTO YUPEXKIACHHUS 110
MIPOBEICHUIO YKCIIEPTU3BI JICKAPCTBEHHBIX CPEJCTB IS
MEJUIMHCKOTO MPUMEHEHHUS U aTTeCTAIlMU UX Ha MPaBO
MIPOBEICHUS DKCIIEPTU3BI JICKAPCTBEHHBIX CPEJCTB IS
MEIUIIMHCKOTO MPUMEHEHUSI

C U3MEeHEHHUSIMU U JOIIOJIHEHUAMMU OT.




[. O0mme mooxeHus

[pukasom Mun3zapasa Poccun ot 1 Hos0ps 2013 r. N 812H B myHKT 1 BHECEHBI H3MEHEHUS

1. Hacrosimuit [lopsimok onpezensieT npaBuiia OpraHu3ali, IpoBeIeHUs, JOKYMEHTUPOBAHUS,
PETHCTPALMK TaHHBIX TIPU ONIPEACIICHUH YPOBHS MPOPECCUOHATBHON MOATOTOBKYM KaHIUIATOB B
OKCIIEPTHI ¥ OJKCIEPTOB  (pemepaqbHOr0 TrOCYAapCTBEHHOTO OFOJKETHOTO  yUPEIKICHUS
MunucrepcTBa 3apaBooxpaHeHusi Poccuiickori denepainu, CO3AaHHOTO ISl OOECIICYCHUS
WCIIOJIHEHUS TTOJITHOMOYHI 1O BbIJIaue pa3pelieHui Ha MPOBEACHUE KIMHUYECKUX UCCIIeOBAaHUMN
JIEKAapCTBEHHBIX TMpenapaTtoB W (WJIKM) TOCYJAPCTBEHHON PErHCTPallMM  JICKAPCTBEHHBIX
MpenaparoB JJisi MEAUIIMHCKOTO MPUMEHEHHUs (J1ajiee COOTBETCTBEHHO - AKCIIEPTHI, SKCIIEPTHOE
YUpEXKICHUE), U aTTECTAllMM SKCIEPTOB HA IMPaBO MPOBEICHUS SKCIEPTH3bI JICKAPCTBEHHBIX
CPECTB JIJIsl MEJUIIMHCKOTO IPUMEHEHHSL.

IIpukazom Munszapasa Poccun ot 1 HOsOpst 2013 r. N 812H B yHKT 2 BHECSHBI H3MCHEHUS

2. Atrectanus  HIKCHEPTOB  IPOBOJIUTCS  SKCHEPTHO-KBATU(PHUKAIMOHHONM  KOMHUCCHEH
MunuctepcrBa 3apaBooxpanenus Poccuiickoit denepaunu (nanee - Komuccus).

IIpukazom Munznapasa Poccun ot 1 HOs1Opst 2013 . N 812H B yHKT 3 BHECEHBI H3MEHEHUS

3. B cocras Komuccum BKIIOYAIOTCA COTPYAHUKHU MI/IHI/ICTCpCTBa 3APaBOOXPAaHCHUSA
Poccuiickoit ®denepaunu, B 001acTh KOMIIETEHIIMH KOTOPBIX BXOJSAT BOIIPOCHI, BBIHOCUMBIE Ha
aTTECTAllUI0, a TaKXKC MNPCACTABUTCIIM HAYYHBIX, 06p330BaTCJ'IbHBIX U HHBIX OpFaHHBaHHﬁ,
ACATCIIBHOCTE KOTOPBLIX HCIMOCPCACTBCHHO CBA3aHA C BOIIPOCAMHU SKCIICPTHU3BI JICKAPCTBCHHBIX

cpeacTB (IO COTJIACOBAHUIO).

4. B cocraB Komuccuu BXOIAT Ipeaceaareiib, 3aMECTUTECIIb NIPCACCHAATCIISA, CCKPETAPh U YICHBI
KOMUCCHH.

5. Komuccus GpopmupyeT sKCrepTHbIE IPYIIBI B 3aBUCUMOCTH OT Mpoduist npodeccnoHaIbHON
MOJTOTOBKU U 00J1aCTH 3HaHUHM SKCIEPTOB.

IIpukazom Munsapasa Poccun ot 1 HOsOpst 2013 r. N 812H B yHKT 6 BHECCHBI H3MCHEHUS

6. Ilepconanbhbiii  coctaB Komuccun u ITonoxkenune o Komuccun yTBepKaaroTcs HpPUKa30M
Munucrepcrsa 3apaBooxpaneHus Poccniickoit denepanun.

7. llo pemennro mnpencenarens Komuccum Ha ee 3acelaHHSAX MOTYT NPHUCYTCTBOBATH

CIICIUaJIUMCThI B oOactu 06paH_[CHI/IH JICKApCTBCHHBIX CPCACTB U B HHBIX CMCIKHBIX OTpaACIIgX
IIPpU HAJIMYHHU UX COIJIaCHsa U C IMIPaBOM COBCIIATCIBHOI'O I'0JI0CA.

II. TpeboBauus, NpeabIBISIEMbIE K SKCIIEPTAM

8. DKcmepT AODKEH UMETh BhICIIee NMpodeccHoHanbHOe (MEIUIIMHCKOE, (apMaleBTUYECKOe,
OHMOJOTrHYECKOe WIH XUMHUECKOe) 00pa3oBaHue MO MPO(UITIO IKCIEPTHOM 1A TEIbHOCTH.

9. B mpakTHueckoi AesITeIbHOCTH IKCIEpT 00s3aH:

a) MMPOBOAUTD MOJHOC UCCIICAOBAHUC MTPECACTABIICHHBIX CMY O6’LCKTOB, MaTCpHaJIOB;



0) maBaTh 000CHOBAHHOE M OOBEKTHBHOE 3aKJIFOUCHHE T10 IMMOCTABICHHBIM Mepe]l HUM BOIPOCaM
HJIM MOTUBHPOBAHHOC 3aKJIHOUCHUC O HCBO3MOXHOCTH TIPOBCACHUA UM SKCICPTU3LI
JICKApCTBEHHOTO CPEJICTBA, ECIIH:

IMOCTaBJICHHBIC BOIIPOCHI BBIXOJAT 3a IMPEACIIBI CIICIHIUAIBHBIX 3HAHHUHI OKCIIEpTa,

OOBEKThI HCCIICIOBAHMM W MaTepuUalibl HEMPUTOIHBI WM HEIOCTATOYHBI IS TMPOBEICHUS
HCCJICIOBaHUM U Ta4H 3aKII0UCHUS,

COBpeMeHHBIﬁ YPOBCHB pa3BUTHA HAYKHU HE IIO3BOJISACT OTBETUTH HA IOCTABJICHHBIC BOIIPOCHI;

B) HE pa3rjalaTth CBEJACHUS, KOTOPbIE CTAI €My U3BECTHBI B CBSI3U C MIPOBEICHUEM 3KCIIEPTU3HI
JEKapCTBEHHOI'O  CPEICTBA, A TaKXK€ CBEICHMS, COCTABIIAIOIIME TOCYIapCTBEHHYIO,
KOMMEPUYECKYIO WM HHYIO OXPAaHIEMYIO 3aKOHOM TalHY;

F) obOecreynBaTh COXPAaHHOCTD IIPEAOCTABIICHHBIX 00BEKTOB HCCJICAOBAHUA U MAaTCPHAJIOB.

III. TTopsimok ompeaeneHust ypoBHs MpoPpecCUOHATBHON MOATOTOBKU
Y aTTECTALlMU IKCIIEPTOB

10. IIpu ompeneneHun YpoBHA NPOGHECCHOHATBLHOW MOJITOTOBKM 3KCIEPTOB YUUTHIBAIOTCS
CJIEIYIOIINE HaBBIKU:

a) 3HaHWE TpeOOBaHWII HOPMATHBHO-TIPABOBHIX AKTOB B O0JIACTH OOpaIIeHUs JIEKApCTBEHHBIX
CpPEACTB, KACAIOLIMXCSA BOIMNPOCOB MPOBEACHUSA JKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB U
TrOCYIapCTBEHHOW PErUCTPALMM JIEKAPCTBEHHBIX IIPENapaToB;

6) YMCHHUEC TIPOBOAWUTL AHAJIN3  JOKYMCHTALUH, HpeHCTaBHHCMOﬁ AJId SKCIICPTU3BL
JICKAPCTBCHHLIX CPCACTB W  IMOJYYCHHA  pa3pClICHUA Ha MPOBCACHHUC  KIMHUYCCKHUX
I/ICCJ'ICI[OBaHI/II\/'I JICKApCTBCHHBIX NPCIapaToB AJIsI MCAUIHUHCKOI'O IPUMCHCHUS

B) BJIAICHUC MCTOAAaMU KOHTPOJIA Ka4YeCTBa JICKAPCTBCHHBIX CPCACTB I MCIAUIIHUHCKOI'O
MPUMCHCHUA U 3HATH IIpaBUJIia SKCIICPTUIBI TAKUX MCTOIO0B;

I') yMeHue oTOuparh o0pasibl (poOkl) A MPOBEACHUS HKCHEPTU3bI JIEKAPCTBEHHBIX CPE/ICTB
JUTSL METUIIUHCKOTO TIPUMEHEHMS,;

}1) 3HaHUC MCTOAHUKHU IMPOBCACHHUA SKCIICPTHU3bI OTHOLICHUSA O)KHHaeMOﬁ IMMOJIB3BI K BO3SMOXXHOMY
PUCKY IIPUMCHCHUA JICKAPCTBCHHOT'O IIpCIiapaTa JJIsI MCAUITHUHCKOT'O MTPUMCHCHUS

C) YMCHUC O(I)OpM.HSITB COOTBCTCTBYIOIIHUEC JOKYMCHTBI II0O PpE3yJjibTaTaM 3SKCIHCPTU3BI U
COCTaBJIATH MOTUBHPOBAHHOC 3aKIIFOYCHHC.

11. ATTecramus SKCIepTOB MOXKET ObITh NIEPBUYHOM, MIIAHOBOW M BHETUIAHOBOM.

12. HCpBI/I‘-IHaSI arTecTanus IMpoOBOAUTCS B OTHOHICHUH 3KCIICPTA, BIICPBLIC NPCTCHAYIOMICTO HaA
JOJDKHOCTH, CBA3aHHYKO C IIPOBECACHHUEM OKCIICPTU3BI JICKAPCTBCHHLBIX CPEACTB, B MEIAX
ONpCACIICHUA YPOBHA €ro HpO(bCCCHOHaHBHOﬁ NOATOTOBKH, HA OCHOBAHUHU KOTOPOI'0 pCIIACTCA
BOIIPOC O BO3MOXHOCTH TMPEAOCTABIICHUA OKCIICPTY IIpaBa Ha MNPOBCACHUC OKCIICPTU3LI
JICKApCTBCHHBIX CPCACTB.



13. [lmanoBas 1 BHEIIAHOBAsI aTTECTAIIMK MTPOBOJISATCS B OTHOIIICHUH DKCIIEPTa, pabOTaromero B
00JTacTH  BKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB, B LEISIX MEPecMOTpa YPOBHA €ro
po)eCCHOHAIBHON MOATOTOBKH, Ha OCHOBAaHUU KOTOPOTO PEIIAETCS BOMPOC O BO3MOXKHOCTH
MOATBEPIK/ICHUS MPaBa SKCIEPTa Ha MIPOBEACHUE SKCIIEPTU3bI JIEKAPCTBEHHBIX CPE/ICTB.

14. I1nanoBas aTTecTalus YKCIepTa MPOBOJUTCS HE PEKE OAHOTO pas3a B IATH JIET.

15. BHemianoBas arrecTalus 3KCepTa mNpoOBOAUTCS B CIICYIOUIUX CIIydasiX:

a) B Komuccuio mocTynmio MOTHBHPOBAHHOE 3asBJIECHHE OT PYKOBOJMTENS SKCIEPTHOTO
y‘-IpG)KI[eHI/ISI (6] HGOI[HOKpaTHbIX HapymeHI/ISIX 3KCH€pTOM HpaBI/IJI HpOBeI[eHI/ISI 3KCH€pTI/I?>bI

JICKAPCTBCHHEBIX CPCACTB, IIPUBCAIINX K €€ HEAOCTOBEPHBIM PE3YyJIbTaTaM;

0) mpu mepexojie IKCIEpTa Ha APYTYI JOJHKHOCTh, MPEAINOJIAaralollyl0 pacllupeHHue WIu
M3MEHEHUE 00JIaCTH IKCIIEPTU3BI JICKAPCTBEHHBIX CPE/ICTB.

16. Iy mpoxXoxaeHUs aTTeCTAIlMU IKCIIEPTHI oAaroT B KoMmuccuio cienyroime JOKyMEHThI:

a) 3asBJICHHUC;

IonmynkT "6" u3meneH ¢ 31 okTs0pst 2020 r. - [Ipukaz Munzapasa Poccun ot 28 centsa6ps 2020 r. N 1034H
0) KOmUU JOKYMEHTOB (3aBEPEHHBIC B YCTAaHOBJICHHOM IMOPSIKE WM C MPEAbSIBICHUEM
OpUTHHAJA), OATBEPKAAIOIINX YPOBEHb U MPO(dUIb 00pa3oBaHusl, KBATU(DUKAIINIO IKCIIEPTOB U
CTax paboTHI B cpepe IKCIePTU3HI JICKAPCTBEHHBIX CPEICTB:

JUIUIOM O BbICIIEM IPO(EeCCHOHATILHOM 00pa30BaHuH,

cepruduKaT CcHernuanucra (I CHENUaTUCTOB C MEIUIMHCKUM U (DapMaleBTHYECKUM
o0Opa3oBaHHEM),

TPYZOBasi KHIDKKA U (MJIM) CBEAEHUSI O TPYJIOBOM JI€SATEIbHOCTH,

cepTuduKaThl, CBUAETEILCTBA U YIOCTOBEPEHUS, TOATBEPKIAIOIINE TPOXOKACHHE 00YUEHHUS 110
porpaMMaM IOCJIEBY30BCKOI'O M JIOMOJHHUTEIBHOIO NMpOo(hecCHOHAIbHOrO 00pa3oBaHus (Ipu
HaJIU4Yun),

JUIUIOM, MTOATBEPKAAIOIINN IPUCYKICHUE YUCHON CTeNeHH (ITPU HaJIU4YuK),
aTTecTar, MOATBEPKAAOIINN IPUCBOEHNE YUYEHOTO 3BaHU (IIpU HATMYHHN),
CIHMCOK HaYYHBIX WJIM HAYyYHO-METOAMUYECKUX MyONuKauui (Mpyu HAIMIKN);

B) AaTTECTALlMOHHBIM JIUCT, 3aBEPEHHBIM PYKOBOIUTENEM KaJpPOBOM CIIYy>KObI 3KCHEPTHOIO
YUPEKICHUS;

I) OT4eT O paboTe, coAep)KalMi CBEJEHHMS O BBINOJIHEHHBIX AKCHEPTH3aX JIEKapCTBEHHBIX
CPEJICTB C ONIMCAHNUEM PE3yJIbTAaTOB 3a MEPUOJ, MPOIIEAINN CO THS MPEAbIAYIIEN aTTeCTalluy, a
B Ciy4ae MEepBUYHON aTTeCTallMH - CBEIEHUS O BBINOJHAEMOI paboTe 3a mocieanue 3 rojaa c
yKa3aHHeM KOHKPETHBIX BOIIPOCOB, B PEIICHUU KOTOPBIX 3KCHEPT MpUHUMAaN ydactue. OTyeT o
paboTe TMOANMUCHIBACTCS HEMOCPEACTBEHHBIM PYKOBOJAUTENIEM OJKCIEpTa U  YTBEPXKIACTCS
PYKOBOJUTENIEM OpraHU3alluU, B KOTOPOH paboTaeT IKCIEpPT.



17. AtTecTanus 3KCIEpTOB MPETYCMATPUBAET CIAETYIOIINE ATAIBI:

a) TMPOBEpKa MPEJCTaBICHHBIX JOKYMEHTOB Ha KOMIUIEKTHOCTh, IOJIHOTY M JIOCTOBEPHOCTH
JTAHHBIX;

0) omenka Kowmmccuell mpenCcTaBIEHHBIX CBEACHHA Ha COOTBETCTBHE WX TPEOOBAHUSM,
IPEIBSBISIEMBIM K 3KCIIEPTY;

B) ONpeAeNeHHEe YPOBHS MPO(EeCCHOHATBLHOW TOATOTOBKM OJKCHEepTa MO pe3yjbTaraMm
co0ece0BaHUs U TECTUPOBAHUS,

r) oopMIICHHE ITPOTOKOJIA 3aCEJaHUs ATTECTAIIMOHHONW KOMHUCCHH C Pe3y/IbTaTaMH aTTEeCTALUH
SKCIICPTOB.

18. JIoKymMeHTBI, MpEICTaBIECHHBIE HKCIIEPTOM, paccMmaTpuBaroTcs Komuccueld B TedeHHE
JIBaJIIaTH KAJICHIapHBIX JHEH.

19. Tlocrme mpoBepKH JAOKYMEHTOB, NPEACTABICHHBIX J3KcrepToMm, Kommuccuss mnuchMeHHO
YBEAOMJISIET €T0 O JIONyCKe K COOECeIOBaHUIO U TECTUPOBAHHMIO, 1aTE U BPEMEHU UX MPOBEACHUS
WM HEAOIMYCKE K JAbHEUIIUM MpOIeAypaM aTTECTallid C MOTHBHPOBAHHBIM OOOCHOBaHUEM
IIPUYMH HEJIOITYCKa.

K yBenomiieHuio o Jomycke K aTTecTallMy Mpuiaraercs yTBepxaeHHbIH Komuccueil nepedyeHn
BOIIPOCOB JUIS ONIPEETICHNs] YPOBHS NPO(eCCHOHATBHOM NOATOTOBKH IKCIIEpPTa.

IIpukazom Munznapasa Poccun ot 1 HOs10pst 2013 . N 812H B myHKT 1 BHECEHBI H3MEHEHUS

20. 3acemanus Komuccum 1o aTTecTalluy 3KCIEPTOB IMPOBOIATCSA 10 MEPE IMOCTYIIEHUS
JOKYMEHTOB 2KCIIEPTOB, HO HE PeXe OJHOrO0 pas3a B 3 Mecsla.

CeneHusi 0 nare, BpEMEHU U MECTE€ IMPOBEIEHUS aTTECTAllMU JKCIEPTOB pPa3MENIAIOTCs Ha
opunmansHoM caiite MuHHcTepcTBa 3apaBooxpaHeHus Poccuiickoil ®Denepanuu B ceTu
Nurtepner.

21. Onmnpenenenue (mepecMoTp) YpPOBHSA MNPO(PECCHOHANBHOM MOATOTOBKHM  3KCIEPTOB
OCYIIECTBIISIETCS MO JIBYX0aibHOM cucTeMe "y0BIETBOPUTEIbHBIN/HEYI0BIETBOPUTEIBHBIN" 1
BHOCHTCS B aTTECTALIMOHHBIN JIUCT.

22. Ilo pe3ynpTaTam arrectanuu Komuccns npuHUMaeT OJJHO U3 CIEAYIOUIUX PEILICHUN:

a) aTTECTOBAH Ha IIPAaBO IPOBEACHMS dKCIIEPTU3bI JIEKAPCTBEHHBIX CPE/ICTB;

0) He aTTecTOBaH Ha MPaBO MPOBEJICHUS IKCIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB.

23. Pemenne Kommccuu mnpuHUMaeTcs HO Pe3yJbTaTaM OTKPBITOTO TOJOCOBAHMS IPOCTBIM
OOJIBIIMHCTBOM ToJIocoB wieHoB Komuccuu, mpucyTcTByomux Ha 3acefanuu. [Ipu paBeHcTBe
TrOJIOCOB pelIalouM cunuTaeTcs rosoc npencenarens Komuccuu. Pemenune Komuccun

O(I)OpMJ'I}ICTCH IIPOTOKOJIOM.

24. 3acenanue Komuccun cuntaercss mpaBOMOYHBIM, €CJIM Ha HEM MPUCYTCTBOBAJIO Oosee ABYX
TpeTeil OT 001Iero yrcia ee 4ICHOB.



Ipukazom Munsnpasa Poccun ot 1 HOsiOpst 2013 1. N 812H B MyHKT 25 BHECEHBI H3MCHCHHUS

25. B cinyuae npunsatus Komuccueil penieHusi, npeayCMOTPEHHOrO MOANYHKTOM "a'" myHKTa
22 nacrosimero Ilopsinka, MuHnucTepcTBOM 3apaBooxpaneHusi Poccuiickoit  Deneparun

U3JIaeTCs MPUKa3, YTBEPKIAIOIINM 3TO pelIeHre, B COOTBETCTBUH C KOTOPHIM 3KCIEPT CUUTACTCS
aTTECTOBAHHBIM Ha CPOK S JIET.



