3aperucTpupoBaHo B HalMoHanbHOM peecTpe NpaBoBbIX akToB

Pecnybnuku benapycek 18 nekabps 2020 r. N 8/36176

NOCTAHOBJIIEHME MMHUCTEPCTBA 30PABOOXPAHEHUA PECNYBNIMKU BENAPYCb
18 Hos16ps 2020 r. N 102

OB UHCMNEKTUPOBAHUU (PAPMALIEBTUYECKUX UHCTMNEKLUAX) HA COOTBETCTBUE HAOJEXALLUAM
OAPMALIEBTUYECKUM NMPAKTUKAM

(B pen. noctaHoBneHus MuHsgpasa ot 15.09.2022 N 97)

Ha ocHoBaHuM YacTu wecTon ctatbn 12, Yactn TpeTben ctatbn 13, YacTn TpeTben ctatbmn 17, YacTn NepBom
ctatbn 21 3akoHa Pecnybnuku Benapycbk ot 20 mnions 2006 r. N 161-3 "O6 obpalleHnn nekapCcTBeHHbIX CpeacTs”,
ab3aueB 4YeTBEPTOro, AeCATOro 1 oanHHaauartoro nognyHkTta 8.17 nyHkta 8 n nognyHkTta 9.1 nyHkra 9 NMonoxeHus
0 MuHucTepcTBe 3gpaBooxpaHeHns Pecnybnukn benapyce, yTBepxaeHHoOro noctaHosneHnem Coseta MmHncTpos
Pecnybnukn Benapycb ot 28 okta6psa 2011 r. N 1446, MuHuctepcTBo 3apaBooxpaHeHus Pecnybnuku Benapycb
MOCTAHOBIAET:

1. YTBEPAUTD:

MMonoxeHne o Mopsiake M YCroBMAX MHCMEKTMPOBaHWS (hapmaueBTUYeCKOM WHCMEKUMW) MPOMbILLNIEHHOMO
NMpoM3BOACTBA JlIEKApPCTBEHHbIX CPEACTB Ha cooTBeTcTBME TpeboBaHuaM Haanexailen npousBoOCTBEHHOM
npakTukn (NpunaraeTcs);

MonoxeHve O nopsiake MHCMEKTMPOBaHWSA (hapMaLeBTUYECKOW MHCMEeKUMU) Ha npeameT COOTBETCTBUS
opraHusaumu n yHKUMOHMPOBaHUS cMCTeMbl hapMakoHaa3opa AepxaTteneil perMcTpaumoHHbIX YO0CTOBEpPEHUIA
TpeboBaHuaM [lpaBun Hagnexawenh npakTukM dapmakoHagsopa EBpasniickoro 3KOHOMWYECKOTO COH3a
(npunaraetcs);

lMonoxeHne O nopsiake W YCNOBUAX WHCMNEKTMPOBaHMA (dhapMaueBTUYECKOW WHCMEKUMM) KITMHUYECKMX
nccnepoBaHUM (MCMNbITAHUI) NEKapCTBEHHbIX MpenapaTtoB Ha npeaMeT CooTBeTCcTBUA TpeboBaHusam [lpasun
Hagnexallen KnMHUYeCcKon nNpakTuku EBpasminckoro SkoHOMUYECKOro coto3a (npunaraercs).

2. MpusHaTb yTpaTUBLLUMU CUITY:

nocraHosneHne MuHuctepctsa 3gpaBooxpaHeHusa Pecnybnukn Benapycb ot 17 anpensa 2015 r. N 46 "O6
yTBEepXaeHun MHCTpyKuMM O MOpsiAke W YCMOBUSIX WHCMEKTUPOBAaHWUS KIUHWYECKUX WCMbITAHWIM NeKapCTBEHHbIX
CpeacTB Ha NpeaMeT cooTBeTCTBUA TpeboBaHUsAM Hagnexaluen KMMHUYEeCKOW NpakTukn";

nocraHosneHne MuHuctepctsa 3gpaBooxpaHeHusa Pecnybnvkn Benapycb ot 23 anpensa 2015 r. N 54 "O6
yTBEpXAEeHUN WHCTPpYKUMM O Mopsake W YCNoBMSAX WHCMEKTMPOBaHWS MNPOMbILSIEHHOrO MNPOW3BOACTBA
nekapCTBEHHbIX CPeCcTB Ha CooTBETCTBUE TpeboBaHnaM Hagnexalien nponsBoacTBEHHON NPakTUKn';

nocrtaHoBrneHne MuHucTepcTBa 3gpaBooxpaHeHust Pecnybnuku benapyck ot 14 mast 2015 r. N 72 "O6
yTBEPXKAEHUN VIHCTPYKUMM O Crnydasix W MOpsiAke  MHCMEKTUPOBAHMS  MPOMBILINIEHHOTO  MPOM3BOACTBA
NneKapCTBEHHbIX cpeAcTB (MPU3HaHHBIX HEKAaYeCTBEHHbIMU JIEKAapCTBEHHbIX CPEACTB) Ha MpeamMeT COOTBETCTBUS
TpeboBaHuaM Hagnexalien NpousBoacTBEHHOM NPaKTUKKL";

nocrtaHoBneHme MuHucTepcTBa 3apaBooxpaHeHust Pecnybonukmn Benapycb ot 20 mas 2015 r. N 75 "O6
yTBEPXAEHUN WHCTPYKUUM O Mopsgke opraHmMsaumm cucteMbl  (hapMakoHag3opa WM Mnopsgke  KOHTPOst
npov3BoauTENEN NEeKapCTBEHHbIX CPEeACTB Ha MNpeamMeT COOTBETCTBMS OpraHuM3auun u  yHKUMOHMPOBAHMUS
cuctembl hapmMakoHag3opa TpeboBaHuaM Hagnexalen npaktukmn bapmakoHagsopa”.

3. HacTtodwee noctaHoBNeHWe BCTyNaeT B CUIy nocne ero oouumnanbHOro onybnnkoBaHus.

VcnonHsowmn ob6a3aHHocTM MuHucTpa 0.J1.MnHeBnY



COT'JIACOBAHO
MUHMCTEPCTBO MHOCTPAHHBX IeJ
Pecnybnuku Bejapychb

YTBEPXIEHO

I[locTaHOBJIEHUE

MuyHMCTEepCTRBa 3OPaBOOXPAaHEHUH
Pecnybnuku Besapychb
18.11.2020 N 102

NONOXEHUE
O NOPAAKE N YCNOBUAX MHCNEKTUPOBAHUSA (PAPMALEEBTUYECKOW MHCMNEKLIUN)
NMPOMBILUJIEHHOIO NPON3BOACTBA JIEKAPCTBEHHbBIX CPEACTB HA COOTBETCTBUE
TPEBOBAHUAM HAONEXALLEW NPOU3BOACTBEHHOW NPAKTUKU

(B pea. noctaHoBneHnss MuHsgpasa ot 15.09.2022 N 97)

rMABA 1
OBLUME NOJNOXEHUA

1. Hactosiwwee T[lonoxeHue onpegensieT MNOpPsiAOK M YCNOBUS WHCNEKTMPOBaHUsS (chapmavueBTUYeCcKom
WHCMEKUMM) MNPOMBILMEHHOrO MPOM3BOACTBA FNEKApCTBEHHbIX CPEeACTB HA COOTBETCTBME TpeboBaHMAM
Hapnexallen npon3BoaCTBEHHOW NPAKTUKK (danee, ecriu He YCTaHOBMEHO MHOE, - UHCMEKTUPOBaHUE).

2. Ana uenen HacToswero NonoxeHnsa NCnonb3ytTCA OCHOBHbIE TEPMUHbI U UX OMpeaeneHns B 3Ha4YEeHUsX,
ycTaHoBMeHHbIX 3akoHoMm Pecnybnuku Benapyce "O6 obpalleHnn nekapCTBEHHbIX CPeAcTB"”, a Takke crneayowme
TEPMUHbI U NX ONpeaeneHuns:

AOCbe MpPOU3BOACTBEHHOW MNNOWAAKA - AOKYMEHT, COCTaBfIEHHbI B COOTBETCTBUM C TpeboBaHWsIMU
Hapgnexaluen nponsBoaCTBEHHOW NPaKTUKK;

3anBUTESb - AepXKaTernb PerMcTpaLMoOHHOrO YAOCTOBEPEHMs, NMpeAcTaBUTeNb AepXKaTens perucTpalMoHHOro
YOOCTOBEPEHMs, coMCKaTeNnb CrneuuanbHOro paspelleHus (NMUEH3MU) Ha OcyLUecTBrieHne (apmaLleBTUYecKoi
AesiTENbHOCTU B YacTh paboT M ycryr No NPOMbILLNIEHHOMY NPOU3BOACTBY NEKAPCTBEHHbLIX CPEACTB U UX ONTOBOWM
peanusaumu (fanee, ecn He YCTaHOBIEHO MHOE, - CheuuanbHoe paspelleHue (MULEH3Ws) Ha NPOU3BOACTBO
NeKapcTBEHHbIX CPeAcTB), NUUO, WMelollee crneuuanbHoe paspelleHVe (NULEH3NI) Ha MPOU3BOACTBO
neKkapCcTBEHHbIX CPeCTB;

WHCNEKTMpPOBaHWE NPOU3BOACTBEHHOW NMOLWAAKM - 4YacTb MHCMEKTUPOBaHWS, BKNOYalowas nocelleHne
dapmMaLeBTUYECKUMM  MHCMNEKTOpPaMNU MeCTa HaxoXAeHUs NPOW3BOACTBEHHOW NIowagknm u  BbINOMHEHWE
MeponpusTUN B COOTBETCTBUW C MPOrpaMMon WHCMEKTMPOBaHUA MPOU3BOACTBEHHOW Nrowagkn, B KOTOPOM
NPMBOANTCSA NMPUMEPHOE CodepXKaHne 3TanoB ero NpoBefeHus (fanee, ecrm He YyCTaHOBMNEHO MHOeE, - NporpamMma
NHCMNEKTMPOBaHNS);

(B pea. noctaHoBneHms Munagpasa ot 15.09.2022 N 97)

HEeCOOTBETCTBUE - KPUTEPUN, UCMOMNb3yeMbld ONS OUEHKM COOTBETCTBUS MPOMbILUNEHHOrO NPOM3BOACTBA
nekapcTBeHHOro cpefctBa TpeboBaHuaM Hapnexallen npousBOACTBEHHOW MNPaKTUKUM B CRy4vasX BbISBIEHUS
YaCTUYHOIO UITM NOJIHOTO HEBbLINOMHEHMSA TpeboBaHun Hagnexallen Npon3BoOACTBEHHOW NPaKTUKMY;

Npon3BOAMTENb JIEKAPCTBEHHLIX CPeACcTB (Janee, ecnu He YCTaHOBMEHO WMHOe, - MNpPOU3BOAMUTENbL) -
opraHu3aums, ocyLecTBNsALWas AeATENbHOCTb N0 MPOMbILLIIEHHOMY NMPOW3BOACTBY JIEKAPCTBEHHbLIX NpenapaTos
n (unn) dapmaLeBTMYECKUX CybCcTaHuuiA;

CepTI/I(bI/IKaT COOTBETCTBMUA MPOMbILLUITIEHHOIO Npon3BOACTBA JIEKapCTBEHHbIX CpencTs TpGGOBaHVIFIM
Hagnexaiien npoussoactBeHHon npaktnkn (GMP) (ganee, ecnn He yCTaHOBMEHO WHoe, - ceptudukar) -
OOKYMEHT (cepTudpmkat), NOATBEPKOAMOLWMIA COOTBETCTBME MPOMBILLIIEHHONO MPOM3BOACTBA JIEKAPCTBEHHbIX



cpeacts TpeboBaHMaM Hagnexaluen npomssoactseHHoM npaktuku (GMP);

TEXHUYECKUA IKCMEPT - NMPUBMEYEHHbIA CreuuanucT, KOTOpbi obnagaet 3HaHUAMM M ONbITOM B cdepe
oOpalleHnst NekapCTBEHHbIX CPEACTB U B COOTBETCTBYHOLWEN 0bnacTn Hagnexawen npom3BoACTBEHHON MPaKTUKK
(XMMMYeCKMA  CUMHTE3, OMOTEXHONOMMsl, MUKPOOMOSOrMs,, TEeXHUYeckne CcuUctemMmbl U obopyaoBaHue,
KOMMNbIOTEPU3NPOBAHHbIE CUCTEMbI, KOHTPONb KayecTBa MEKapCTBEHHbIX CPeacTB), MOATBEPXOEHHbIMU B
YCTAHOBMNEHHOM MNOPSAAKE AMMNIIOMOM, aTTecTaToM, CBMAETENbCTBOM, WHbIM AOKYMEHTOM 06 obpasoBaHun (06
obyyeHun) 1 [OoKyMeHTamu, YOOCTOBEPSIOWMMKU CTax paboTbl MO onpedeneHHOW creumanbHOCTU, KOTopble
NpeaoCcTaBnslTCa B papmaueBTMYeckui uHcnektopaT MuHuCTepcTBa 34paBOOXpaHeHus (ganee, ecnu He
YCTaHOBMEHO MHOE, - hapMUHCNEKTOpaT);

dapmaueBTMieckUn UMHcnekTopaT MuHWCTEpCTBa 30paBOOXPaHEHWUst - CTPYKTYpHble MNoAapasgeneHus
MuHucTepcTBa 34paBOOXPaHEHMS] W YNOMHOMOYEHHOW oOpraHu3aumm (yupexgeHus), obbeduHeHHble Ha
(PYHKUMOHaNbHOW OCHOBE AN OpraHM3aumvM W OCYLLIEeCTBIIEHUS MHCNEKTUpOoBaHUS (dapmaueBTUYeCcKon
WHCNEKLMM) aTanoB (npoueccoB) obpalleHns nekapcTBEHHbIX CPEACTB U OLEHKM MX COOTBETCTBMSA TpeboBaHuAM
Hagnexawmx apmaueBTUYEeCKNX NPaKTUK B cepe obpallleHns nekapCTBEHHbIX CPEACTB, a Takke PacCMOTPEHMUS
pe3ynbTaTtoB WHCMEKTUPOBaHUA, MNOArOTOBKM COOTBETCTBYIOLLMX MNPOEKTOB pELUEeHWA B COOTBETCTBUU C
TpeboBaHMsAMM HOPMATUBHBIX NpPaBOBbIX akToB Pecnybnukn benapyce M akToB, COCTaBnsSOWMX NpaBo
EBpasmnickoro SKOHOMUYECKOro cok3a, B cchepe obpalleHns nekapCTBEHHbIX CPEACTB.

3. [Ona noaTBepXAeHWs COOTBETCTBMA MNPOMbILWIEHHOrO MPOM3BOACTBA JleKApCTBEHHbLIX CPEeACTB
TpeboBaHuAM Hagnexalier NnponsBoACTBEHHOW NPaKkTUKM (DapMMUHCNEKTOpaToOM NPOBOAUTCA MHCMEKTMPOBaHWE B
COOTBETCTBUW C MNIAHOM MHCMEKTUPOBAHNSA, €XXerogHo yTeepxaaemMbiM MUHNCTEPCTBOM 34paBOOXPaHEHNSs, B CPOK
He no3gHee 4yem yepes 12 mecsaueB Nocne NPUHATUSA peLleHns O Bbligaye crneumnanbHOro paspelleHms (nueH3nm)
Ha MpPoOM3BOACTBO NEKAPCTBEHHbLIX CPeacTB M B AarnbHenweM He pexe 1 pasa B 3 roga, a Takke npu BHECEHUM
M3MEHEHVNA B NPOLECC MPOMbILIIEHHOrO MPOM3BOACTBA NEKAPCTBEHHOro CpeacTBa MyTeM BBEAEHUS HOBOW
TEXHOMOrMYEeCKoN CTafumn, HENOCPEeACTBEHHO BMMSIOWEN Ha KayecTBO IEeKapCTBEHHOro cpeactsa, u (Mnwm)
BBeJeHMs HOBOro obopyaoBaHus Ans Takon cTagum npouecca NponsBoacTaa.

MnaH MHCMNEKTUpoBaHnA pa3mMmeliaeTcdad Ha O(*)VILI,I/IaJ'IbHOM cante MVIHVICTepCTBa 34paBOOXpaHEHNA B
rnobansHom KOMI'IblOTGpHOVI cetn VlHTepHeT. B nnaH MHCNEKTUpoBaHNA MOTryT BHOCUTbCA U3MEHEHUA.

4. BHennaHoBoOe WHCMNEKTUPOBaHWE NpoBOAUTCH PapMUHCNEKTOPATOM ANS NMOATBEPXKAEHUS COOTBETCTBMSA
NMPOMBILLNIEHHOrO MNPOM3BOACTBA JEKapCTBEHHbIX cpeacTB TpeboBaHuam Hagnexawen npon3BOACTBEHHOW
NPaKTUKKN B CRyYasx:

4.1. Npu NUUEH3NPoBaHUM PapMaLeBTUHECKON AeATerNbHOCTM B YacTn paboT v ycnyr No NpOMbILLIIEHHOMY
NPOV3BOACTBY NEKapCTBEHHbIX CPEACTB U UX OMNTOBOW peanusauuu, B TOM 4Yucne rnpefHasHavyeHHbIX TOMbKO Ha
9KCMOPT, NeKapCTBEHHbIX MpenapaToB Ans  KIMHUYECKUX WCCregoBaHui (UCMblTaHWM) Ha COOTBETCTBUE
TpeboBaHuAM criegyoLmx pasgenos (nogpasaenos) Hagnexaluen npoM3BoACTBEHHON NPaKTUKK:

ynpaBrieHne Ka4yecTBoM (dhapMaLieBTMHecKas CUCTeMa KauyecTsa);
nepcoHarn;

nometeHunsa n o6opyaosaHue;

[OKYMEHTaLVs;

4.2. Npu BHECEHNM U3MEHEHWI B CrieumanbHoe paspeLleHne (NIMLEH3MI0) Ha NPOU3BOACTBO NEeKapCTBEHHbIX
CPEACTB B YAaCTM U3MEHEHUSI CrieyoLLMX YCINOBUI OCYLLECTBIEHUS NMPOU3BOACTBA NEKAPCTBEHHbIX CPEACTB:

(baKTI/I‘-IECKOFO MeCTa OCyLlleCTBI1eHNA NPONU3BOACTBA JleKapCTBEHHbIX CPeACTB;

[OMOJSIHEHUSI CMELManbHOro paspelleHnst (NMLEH3MU) Ha MPOU3BOACTBO JIEKAPCTBEHHbLIX CPEACTB HOBbIM
MECTOM HaxXOXXAeHUsI MPOM3BOACTBEHHON MIOLLAAKY;

OOMOMHEHNS HOMEHKNAaTYpbl NeKkapcTBEHHbIX (hOPM HOBOM fekapCTBEHHON (hOPMON;
OOMOMHEHMS NULEH3NPYEMON OEeATENBHOCTM HOBbIM BMAOM paboT 1 ycnyr;

4.3. Npy ocyLLecTBNEHUM rOCYAapCTBEHHOW perncTpauny (NoaATBepKAeHUs rocyaapCTBEHHON pernctpaunm)



NeKapcTBEHHbIX CPeACTB B Lenax MNOATBEPXAEHMS COOTBETCTBUS MPOM3BOACTBA EKApCTBEHHbLIX CPeacTB
TpeboBaHuaM Hagnexallen nponsBoaCcTBEHHOW NPaKTUKM B CIiyYasx:

OTCYTCTBMS KOMWUM [eWCTBYyloLLero ceptudmkata nubo OokymeHTa (cepTudukaTa), noaTBepXKaatoLero
COOTBETCTBME MPOMBbILLNIEHHOIO MPOM3BOACTBA NEeKapCTBEHHbIX cpeAcTB TpeboBaHusM [lpaBun Haanexallewn
I'IpOI/I3BO,EI,CTBeHHOI7I NPaKTUKN EBpa3I/Il7ICKOFO 3KOHOMMYECKOro cok3sa, BblAaHHOIO YNoJIHOMOYE€eHHbIM OpraHomM
rocygapcTtBa - uneHa EBpasnickoro SkoHOMUYECKOro cok3a;

N3MEHEHUsI NMPOU3BOAUTENS, CTPaHbl NPOM3BOAMTENS (3ameHa unu gobaBneHne HOBOW MPOU3BOACTBEHHON
nrowaakM Ans 4acTM UM BCeX MpPOLIeCCOB MPOM3BOACTBA - OJ1S NIEKAPCTBEHHbLIX MpernapaToB, 3aMeHa Wiu
fo6aBneHve HOBOW NMPOM3BOACTBEHHONM MIOWaAK/ ANs YacTh NpoLeccoB NPOU3BOACTBA - AN dhapMaLeBTUYeCcKmX
cyGCTaHLMit) NekapCTBEHHOIO CpeacTBa.

UHdopmauma B cooTBeTcTBUM C ab3alem BTOPbIM 4acTW MEPBON HACTOSLWEro MOAMyHKTa OTpakaeTcs
9KCMEpPTOM B 3KCMEPTHOM 3aKMYEeHUM C yKaszaHMeM Ha HeobXoaUMOCTb MPOBEAEHMSI MHCMEKTUPOBAHWSA AN
nony4yeHus ceptudukata B TeYEeHUE CpoKa, YCTAHOBMEHHOro Ans NPOBeAEeHUs KOMMIeKca npeaBapuTenibHbIX
TeXHMYecknx paboT B COOTBETCTBUM C NocTaHoBneHneM MuHucTepcTBa 3apaBooxpaHeHusa Pecnybnukn benapycb
OT 2 Hosibpa 2020 r. N 93 "O komnnekce npenBapuTEslbHbIX TEXHUYECKMX padoT, npenwecTBYOLWMX
rocynapCTBEHHOWN perncTpaumm nekapcTBEHHbIX cpeacTs”.

Ha ocHoBaHuUM 9KCMEpPTHOro 3akMyYeHus, YKasaHHOro B 4acTM BTOPOW HACTOALWEro noAanyHKTa,
dapMuHCneKkTopaTt oOpraHu3yeT C Yy4eTOM OLEHKM BO3MOXHbIX PWUCKOB MPOBEAEHWEe  BHEMNfaHOBOro
MHCMEKTMpOBaHNs Ha cobnogeHne TpebosaHun Hagnexawewn npou3BOACTBEHHOW MPaKTUKM UMW BKOYaeT
MHCMEKTMPOBaHMe COOTBETCTBYIOLLEN NPON3BOACTBEHHOM NMOLWAAKN B MMaH NHCMEKTUPOBaHUS;

4.4, pna NOATBEPXAEHUST COOTBETCTBMSA MPOMBILMEHHOIO MNPOM3BOACTBA JIEKAPCTBEHHbLIX CPeacTB
TpeboBaHuaM Hapnexaulern Npou3BOACTBEHHOW MNPAKTUKX MpU Hanmuuum y MuHucTepcTBa 34paBOOXpaHEHUS
NHdOPMaLMK, NOMyYEHHOW OT pecnybrnMkaHCKOro yHUTapHoro npeanpustus "LieHTp aKkcnepTus M UCMbITaHUA B
3gpaBooxpaHeHus" (ganee - YI "LleHTp aKkcnepTtM3 M uUCnbITaHUMM B 34paBoOXpaHeHuu"), rocyaapCTBEHHOMO
yupexgeHus "locygapcTBeHHbIN dhapMaueBTU4eckuin Hag3op B cdepe obpalleHus nekapcTBeHHbIX cpeacTs”
(oanee, ecnu He yCTaHOBMEHO MHOE, - Y "locdapmHaasop”) 1 MHbIX OpraHM3auuin n OpraHoB rocy4apCTBEHHOMO
ynpaBneHus:

O BbIABJTIEHNN HEKAQYECTBEHHOIO U (VIJ'II/I) (baﬂbCVICbVILI,VIpOBaHHOFO JIeEKapCTBEHHOro cpencTea,
O NNeKkapCTBeHHOM cpeacTBe, CBVI,D,eTeJ'IbCTByPOLIJ,eVI 06 yrpose XX1U3Hu 1 300poBbH HaceneHus,

4.5. npu perucTpaumn (NoATBepXAeHUN perucTpaumnm) nekapcTBeHHbIX CPEACTB, CBSA3aHHbIX C perucTpauueit
B pamkax EBpa3smniickoro akoHOMMYECKOro cok3a;

4.6. C Uuenblo MOATBEPXKAEHWS YCTPaHEHMS BbISBNEHHbIX MO pesynbTataM paHee MpOBEAEHHOro
WHCMEKTMPOBaHNS NPOU3BOACTBEHHOMN NMOLLAAKN KPUTUYECKUX U (MNN) CYLLLECTBEHHbIX HECOOTBETCTBUIA HA OCHOBE
aHanunsa pUCKOB 1 pe3ynbTaToB OLEHKM NnaHa KOPPEKTMPYIOLWMX 1 Npeaynpexaaowmx AeNcTB1In (danee, ecnv He
YCTaHOBMEHO MHOE, - NOBTOPHOE (KOHTPOIbHOE) MHCMEKTMPOBAaHNE).

5. WHcnektupoBaHue nnaHoBoe M (MnM) BHEMMaHOBOE MOXET MpoBoauTbCs B OopMe OMCTaHUMOHHOTO
MHCNEKTMPOBaHWSA MyTeM aHanmsa W OUEHKM [OKYMEHTOB, 3anpaluBaeMblXx Y 3asBUTENs, Kacalomuxcs
[eATeNbHOCTM  MHCNEKTUPYEeMOW MNPOW3BOACTBEHHON MMOWaAkM, a Tawkke AUCTaHUMOHHOW Bu3yanusauuu
OTAEeNbHbIX MPOLECCOB (CTagui) MPOMBILLMIEHHOTO MPOM3BOACTBA, KOHTPOMS KayecTBa W COOTBETCTBYHOLLEWN
AOKyMeHTaumm (npn HeobxoanMoCTn) B Cryyasx:

anvaemMun (naHgemun);
BOOPY>KEHHbIX KOHPINNKTOB (BOEHHbIX AEWCTBUN);

WHbIX OFPaHMYEHUN NEepemeLLeHnss B CBA3M C OOCTOATEeNnbCTBaMU HEnpeodonMMON Cumbl (MPUpOAHbIe
KaTaknMambl 1 Apyroe).

Ons ocyLiecTBlieHnAa aNCTaHUMOHHOIo MHCNEKTUpOoBaHUA 3adaBUTENb NpeacTtaBiideT JOKYMEHThI, YKa3aHHble
B NYyHKTe 8 HacToswero NonoxeHus, a Takke Konun cnegyrwmnx 0OKyMEeHTOB!:

[AaHHble reoriokaumm (LUMpOTa, AONFoTa) MecTa HaxoXAeHUs NPON3BOACTBEHHON nnowaaku. MNMepen Havanom



WHCMEKTMPOBAHUs,, NMPOBOAMMOIO C WUCMONb30BaHWEM CpeacTB AMCTaHUMOHHOM BM3yanu3auuu, Npou3BoauTenb
noATBepXKAaeT AaHHble reonokauum;

AeicTByOWNIA OKYMEHT (cepTudukar), BblAaHHbI HALMOHAMbHBIM YNIONTHOMOYEHHBIM OPraHOM CTpaHbl, B
KOTOPOM pacronioxeHa MpPOM3BOACTBEHHAA nowaaka, NOATBEPKAAoWMUA COOTBETCTBME MPOMbILLSIEHHOO
MPOM3BOACTBA NeKapCTBEHHbIX CPeACcTB TpeboBaHNAM Haanexallein NPpou3BOACTBEHHON NPaKTUKK;

OTYeT 00 MHCNEKTMPOBAHMU, NPOBEAEHHOM YNOMHOMOYEHHBIM OpPraHOM rocyaapcTBa - YneHa EBpasuiickoro
9KOHOMWYECKOTO COl03a, YMONIHOMOYEHHBIM OpPraHOM CTpaHbl - y4yacTHuka [lporpamMmbl COTPYAHWYECTBA MO
dapmaueBTnyeckum nHcnekumsim "Pharmaceutical Inspection Co-operation Scheme - Association de Droit Suisse
(PIC/S)", unn HauMoHanbHbIM YNOMHOMOYEHHBIM OpPraHOM CTpaHbl, B KOTOPOW pacnosfiokeHa Npov3BOACTBEHHAs
nnowagka, B nepuog AencTeusi He Gonee 3 neT ¢ AaTbl Bblgayn AOKYMEHTa, NOATBEPXKAAOLWErO COOTBETCTBUE
MPOMBILLMIEHHOTO MPOM3BOACTBA FEKApCTBEHHbIX CPeAcTB TpeboBaHMSIM Hagnexallelh npov3BOACTBEHHOM
NPaKTUKW;

I/IHd’.)OpMaLI,I/IFl O BblABIIEHNN HEKAYEeCTBEHHbIX J1IEKapCTBEHHbIX npenapaTtoB, Npon3BeaeHHbIX U BbiNyLEHHbIX
B peanusaumio 3a NnocnegHun rog;

nHpopMaumst o6 ycTaHOBMeHUM HebnaronpusTHOrO COOTHOLUEHUsI "Monb3a - puck" MpY MEAMLMHCKOM
NpYMEeHeHNN NeKapCTBEHHbIX MPenapaToB, NPoN3BeAEeHHbIX U peanu3oBaHHbIX 3a NocneaHWiA rog;

AOKYMEHTbI hapMaLeBTU4ECKON CUCTEMbI Ka4ecTBa:
PyKOBOACTBO MO Ka4yeCcTBY NPOW3BOACTBEHHOW NNOLAAKN U 3KBUBANIEHTHbIA JOKYMEHT;

CcTaHOapTHasd onepauMoHHas npouenypa Mo BbIOOPY M KOHTPOMO MOCTaBLUMKOB (hapMaueBTUYECKNX
cybecTaHumn;

CTaHOapTHad onepaunoHHaaA npoueaypa no BbiMYyCKYy Ccepun nekapCTtBeHHOro cpeacrtea U noarBepXXaeHume
YNOJIHOMOYEHHbIM JMMLIOM npoun3BoanTesid COOTBETCTBUA Cepun Tpe6OBaHI/IFIM Hapnexawen ﬂpOVI3BOD,CTBeHHOIZ
NPakTukKn n perncTtpaumoHHOMY OOCbe;

TEXHONOrMYeCcKne MHCTPYKLMM NO NPOM3BOACTBY, MHCTPYKLMM MO YNaKOBbIBAHMIO NeKapCTBEHHOrO CPpeacTBa
B Ka)XOOW 3asiBNEHHON NeKapCTBEHHON hOpMe Ha TeKyLLMIN nepuos;

3anncu no Mpov3BOACTBY, YMAKOBKE, KOHTPOMO KayecTBa W BbiMyCKy OOHOM M3 Tpex MnocnedHux cepui
NeKapCcTBEHHOIo CpeacTBa B KaX4oi 3asiBNIEHHON NekapCTBEHHON hopMe Ha TeKyLuMi nepuog;

nnaH Banujauuu rnpouecca nNPOW3BOACTBA JEKApCTBEHHOrO CpeAcTBa B KaXdoW  3asiBIIEHHOW
nekapcTBeHHOW hopMe Ha TeKyLUuiA nepuog;

OTYeT MO Banuaauuu mnpoLecca MNpPOM3BOACTBA JEeKApCTBEHHOrO CPEeACTBA B KaXOoW 3asiBNEHHOW
nekapcTBeHHOM dopMe, BKIoYas MOAENMpoBaHWe mnpoLecca MNPOU3BOACTBa eKapCTBEHHbIX CpPeacTB B
acenTUYECKMX YCINOBUSIX C UCMONb30BaHMEM NUTaTErNbHOW cpeabl, Ha TEKYLWIA Nepuog;

0630p KayecTBa He MeHee OOHOr0 HaMMEeHOBaHWSl JeKapCTBEHHOro cpeacTBa BO BCEX 3asiBIIEHHbIX
nekapcTBeHHbIX dhopmax 3a rog,;

W Apyrue OKYMEHTbI Npyu HEO6XOAUMOCTW.

Konun OOKYMEHTOB, YKa3aHHbIX B 4acTu BTOpOI7I HacTodwero nyHkKra, npencrtaBnAlTCA Ha 6yma>|<H0|v|
HOCcUTeNne n B 3NIEKTPOHHOM BuMAEe Ha PyCCKOM Unn 6€ﬂ0pyCCKOM A3blke, 3aBepeHHble B YCTaHOBITIEHHOM nopsaake.

B cnyyasx BO3HMKHOBEHMSI BOMPOCOB O HEOOXOAMMOCTM MOATBEPXKAEHMS OOCTOBEPHOCTM WHpopmaumu,
cogepxallencs B npeacTaBneHHbIX AOKYMeHTax, 3asBuTeNlb obecneunBaeT oduumnanbHble 6e3onacHble KaHarbl
CBA3M Ans obmeHa nHdopmaumen npv Budyanusauumn B pexume "online" nubo npegoctaenseT ayguo-, oTo- U
BMAeomaTepuansl.

ANCTaHUMOHHOE WMHCMEKTMPOBAHUE OCYLLECTBMSETCA HAa OCHOBE aHanM3a PUCKOB C YYETOM CIOXHOCTU
NPOV3BOACTBEHHOW MMOLWAaAKM, KPUTUYHOCTM BMAOB MPOM3BOACTBA NEKAPCTBEHHbIX CPEeACTB M cobnogeHus
TpeboBaHuii Hagnexallen NnpoM3BoACTBEHHONM NPAKTUKN.

OpFaHVI3aLlI/I9| n ocyuecTterieHne OUCTAHUMOHHOIO WMHCNEKTUPOBAHUA OCYyLLleCTBNdeTCA B NopsAnke,



YyCTaHOBMEHHOM rnaBow 2 HacTosiwero NonoxeHus.

OCpOpMJ'IEHVIe pe3ynbTatoB  OUWCTAHUMOHHOTO  WMHCMNEKTUpoBaHUA, WX pacCMOTpeHne n  OLUEeHKa
OCYLLECTBIIAKOTCA B NopAaKke, yCTaHOBJIEHHOM rnaeon 3 HacTodwero MNMonoxeHus.

6. Mpu Hanuuun y npousBoaMTENS ABYX W 0Gornee TeppuTOpManbHO YAaNeHHbIX MPOU3BOACTBEHHbLIX
nroLwanoK MHCNEKTUPOBaHME NPOMN3BOACTBEHHbIX NIOLWAA0K NPOBOANTCS Ha BCEX MPOM3BOACTBEHHbIX NoLankax
N B OpraHn3aumsix, OCyLLECTBNSIOLNX KOHTPOMb KAa4eCcTBa M OTHOCSLLMXCS K Lienn 3TOro MHCNEKTUPOBaHWS.

7. (DapMaLI,EBTVI‘-IECKVIe WHCIMEKTOPbI Npun npoBeaeHNn MHCNEeKTUpPOBaHUA obecneunBatoT OOCTOBEPHOCTb €ero
pe3ynbTtatoB, COXpPaHHOCTb U KOHd)VILl.eHU,VIaJ'IbHOCTb VIHCpOpMaLJ,VIVI, I'IOJ'Iy'-IGHHOVI npun ero nposegeHn, B ToM
vyucne:

MMEKT AOOCTYyn Ha TEePppUToOpuUrd UM B NoMeLlleHud VIHCI'IEKTVIpyGMOVI I'IpOVI3BOD,CTBeHHOl7I nnowagkm npu
npenobaBiieHUN CJ'Iy)K6‘6HOI'O yAOCTOBEpPEHNA W OOKYMEHTa, 4ABldloueroca OCHOBaHMEM Ha npoBegeHune
MHCNEKTUPOBAHUA;

NPOBEPSIIOT AOKYMEHThI (CTaHAapTHbIE OnepaLMoHHble NPoLeaypbl, MHCTPYKLMKU, AOrOBOPbI, 3aNMCK, OTYETHI,
MPOTOKOMbI UCMbITAHUA W Apyrme OyMaxHble WM  3MNEKTPOHHbIE HOCUTENU UWHOPMauuM, Ha KOTOPbIX
PErncTpupyoTCcs AaHHbIE);

CHMAMaKT KOMun C [OOKYMEeHTOB, noJjiy4aroT MNMUCbMEHHbIE W YCTHbIE 00bsACHEHNST OT npe,u,c:TaBMTeneﬁ
npon3BoanTend;

NMOANMUCHLIBAIOT [OOKYMEHT O KOHMUAEHUMaNbHOCTM W COXPaHHOCTU WHGOPMaUMK, copepXkalencs B
OOKYMEHTax MHCMNEKTUPOBaHWS.

KOHCYJ'IbTaLI,VIOHHbIe ycnyrm npeanctaButenaMm MWHCNEeKTUpyemMoro npoun3soaunTend (bapMaLl,eBTl/l‘-leCKl/lMl/l
MHCNEeKTOopaMn He NpeaoCTaBNIAOTCA.

FMABA 2
noPAANOK OPFTAHU3ALIUU N OCYLLUECTBIEHNA UHCNEKTUPOBAHUA

8. [Ins opraHu3aunm UHCNEKTUPOBaHUSA, 3@ UCKMIOYEHMEM Cly4vaeB, yKasaHHbIX B MOANyHkTe 4.4 nyHkta 4
HacToswero MNonoxeHus, 3asBuTens HanpasnseT B MMHMCTEpCTBO 34paBoOXpaHeHns:

3asABrieHNe Ha MNpOBeAEeHMEe MHCNEKTUPOBaHMSA  (papMaueBTUHECKOW WHCMEKUUW)  MPOMbILLNIEHHOTO
NPOU3BOACTBA fIEKAPCTBEHHbLIX CPEeACTB (Janee, ecny He YCTaHOBIIEHO WMHOe, - 3asiBNieHne) no gopme cornacHo
NPUNoXeHuto 1;

KOMMWIO0 AOCbE MPOU3BOACTBEHHOW NMOLWAAKY;

KOMNuko D,eVICTBYIOU.lerO cneunanbHOro paspelleHuna (J'WILJ,eH3Ml/I) Ha Npon3BOACTBO JiEKapCTBEHHbIX CPeACTB,
BblJAaHHOIO HauuoHallbHbIM YNOJIHOMOYE€HHbIM OpraHoM CTpaHbl (ﬂpl/l HaﬂM‘-II/IVI), B KOTOpOIZ pacnonoxeHa
npon3sBoACcTBEHHAA NMiiowagka;

nepeyeHb NeKapCTBEHHbIX CPEACTB, NMPOU3BOAMMbIX (MNaHMPyeMbIX K NMPOU3BOACTBY) HA NPOU3BOACTBEHHON
nnoLiaake Npou3BoanTenNsl, B OTHOLLIEHMN KOTOPOro MPOBOAUTCS MHCNEKTUPOBAHWE (Jarnee, eCrnv He YyCTaHOBIMEHO
WHOeE, - NepeYeHb NeKapCTBEHHbIX CPeacTB), Mo hOpMeE COrnacHO MPUMNOXKEHMIO 2.

B Cny4yadXx, yKa3aHHbIX B MNOAMYHKTE 4.3 NyHKTa 4 Hactoswero onoxeHus, 3asBuTesb HanpasndaeT B
MVIHI/ICTepCTBO 30paBooOXpaHeHna 3asaBrieHne B Te4YeHune 30 KaneHaapHbIX OHen nocne nony4yeHmna 3KCnepTHOro
3aKn4yeHna C YykKasaHnemMm Ha HeobXoaMMOoCTb npoeeaeHNA WHCNEKTUPOBaHUA, a TaKkkKe npeaocraBndeTr
BO3MOXHble BapuvaHTbl AaT NoceLleHUd.

B cnyyasax, ykasaHHblx B noanyHkte 4.4 nyHkta 4 Hactoswero [lonoxeHus, MuHUCTEPCTBO
30paBOOXpaHeHWs 3anpalunBaeT y NPOu3BOAUTENSA:

KOMuto 4oCkbe NPON3BOACTBEHHON NNOLWAnKu;

KOMuko D,el;'lCTByIOU.lero cneunanbHOro paspelleHuna (J'WILI,eH3MI/I) Ha Npon3BoACTBO JIEKAPCTBEHHbLIX CPeCTB,
BblJaHHOIO HauuoHallbHbIM YNOJIHOMOYE€HHbIM OpraHoM CTpaHbl (ﬂpl/l HaﬂW—II/IM), B KOTOpOIZ pacnonoxeHa



npon3BoACTBEHHAA Niowagka;
nepeyeHb JNieKkapCTBEHHbIX CPEAOCTB.

D,OKyMeHTbI, YKa3aHHble B 4acTdax I'IepBOI7I - TpeTbeI7I HacTodLllero nyHkrta n 3aBepeHHbleé B YCTaHOBJIEHHOM
nopsagke, npeacraBnAlTCA Ha 6yMa)KHOM HOCUTENne N B 3N1IeKTPOHHOM BMAe Ha PyCCKOM Unn 66ﬂ0pyCCKOM A3blke U
MI/IHI/ICTepCTBOM 30paBoOOXpaHEHNA HanpaBlAKTCA B (bapMI/IHCI'IeKTOpaT C uUenb opraHunsaumm n nposeneHunsa
MHCNEeKTUpOBaHUA.

9. PykoBoaguTens apMuHCNekTopaTa, KOTOPbIM SBMASETCA HayanbHUK oTdena dapMaueBTUYEeCKOn
nHcnekuMm MwuHuCTepcTBa 30paBOOXPaHEHWsi, paccMaTpvBaeT MOflyYeHHble B COOTBETCTBMM C MYyHKTOM 8
HacTodwero MNonoxeHns AOKYMEHTbI U 0OPOPMASIET pacnopsiXeHne 0 Ha3HayYeH MHCNEKTUPOBaHUSA (aanee, ecnu
He YyCTaHOBMEHO MHOE, - pacnopsiKeHne) no hopme CornacHo NpUMnoXeHuto 3.

10. PeleHne 0 nNpoBeOeHUM WHCMEKTMPOBaHMS MpUHUMaeTcs MUHMCTEpCTBOM 34paBOOXPaHEHUst Ha
OCHOBaHWWN PaCMOpPSPKEHUs, a TakKe AOKYMEHTOB, MPEACTaBIIEHHbIX 3asBUTENEM, M OOPMIIAETCS MPUKa3oM,
KOTOpbIA B CPOK He no3gHee 10 kaneHOapHbIX AHEN MOcne ero NpPUHSATUA HanpaBnsieTcs PapMUHCTIEKTOPaToOM
3aaBUTENIO.

lMpuka3s o npoBegeHWM WMHCMEKTMPOBAHWS COOEPXWUT UeNb WHCMEKTUPOBaHUS, HaMMEHOBaHWe MU MecTo
HaxoXOeHUs NpOM3BOAMTENS, COOTBETCTBYIOLWLENW MPOU3BOACTBEHHOW MNNOWAOKN, YKAa3aHHOW B 3asBEeHWN,
HavMeHOBaHWe NeKapCTBEHHOro CpeacTBa, feKkapCTBEHHON (MOPMbl, COCTaB WMHCMEKUMOHHOW rpynnbl, nepuog
WHCMNEKTMpOoBaHns. Yncno gHewn (nepuog npoBeAeHUs) WHCMEKTUPOBAHUSA MPOU3BOACTBEHHOW NMOLAAKA MOXeT
BapbMpoOBaTbCH B 3aBMCMMOCTM OT BMAA U CIIOXKHOCTU NPOM3BOACTBEHHOW NIOLLAAKW.

11. PewweHve o6 oTka3e B NpoBeAEeHMN NHCMEKTUPOBaHUSA npuHuMaeTcd MMHNCTEPCTBOM 34paBOOXPaHEHMS,
0 Yyem dhapMUHCNEKTOpaT yBeooMNsAeT 3asBMTeNss MMCbMEHHO B CPOK He no3gHee 5 kaneHdapHbIX OHEW CO OHS
MPUHATMS Takoro peLleHus.

MHCHSKTI/IpOBaHI/Ie He NpoBOAUTCA B Cliy4ae:

HEMonNHOTLl U (MNM) HEQOCTOBEPHOCTU CBEAEHWUN, COAEPXAaLUMXCA B AOKYMEHTaXx, yKa3aHHbIX B MyHKTe 8
HacTtoswero NonoxeHus;

oTKas3a 3asBuTens oT obecneyeHns ycrnoBmii NpoBeAeHUS MUHCNEKTUPOBaHWS;
HeynnaTbl B yCTAaHOBIEHHBI CPOK PacXo4oB Ha NPOBEAEHNE UHCNEKTUPOBAHMS (€CNY NMPUMEHUMO).

TpeboBaHus, ykasaHHbIE B YaCTM BTOPON HACTOSILLLEro MyHKTa, HE pacrnpoOCTPaHAKTCA Ha MHCNEKTUPOBaHue,
NpPoOBOAUMOE B COOTBETCTBUU C NOAMNYHKTOM 4.4 nyHKTa 4 HacToswero NonoxeHns.

12. PelweHve O npoBedeHWM MUHCMNEKTUPOBaHUA B Cry4vasiX, YKasaHHblXx B noanyHkre 4.4 nyHkra 4
HacTosLEero MNonoxeHus, npUHMMaeTcs MwuHucTepcTBOM 34paBoOOXpaHeHMs npu yCTaHOBMEHUU
dapMMHCNeKTOpaToM (HaKToB, YyKasblBaWLWMX Ha HapyweHue TpeboBaHunm Hapnexaiien npou3BOACTBEHHON
NPaKTUKN NpU NPOMBILLIIEHHOM MPOM3BOACTBE JIEKAPCTBEHHbIX CPEACTB, MO pe3ynbTaTaM OLEHKM OOKYMEHTOB,
NpeAcTaBreHHbIX MPOM3BOAUTENEM MOCMNEe MPOBEAEHHOr0 MM pacCrefoBaHus, C BbIBNEHUEM U YCTPaHEHUEM
NPUYUH HECOOTBETCTBUA KayecTBa, 6e3onacHoOCTH, 3ahheKkTUBHOCTM NEKAPCTBEHHOIO CPeACTBa N MPUHATLIX Mepax
MO X YCTPaAHEHWIO.

Mo oGoCHOBaHHOW NCbMEHHOW Npocbbe 3asaBUTENsi CPOK MHCMEKTUPOBaHWUA MOXET OblTb MEpPeHeceH Mo
peweHnto MuHUCTEpCTBa 34paBOOXPaHEHWs MNPV YCIOBWMM, YTO B TeYeHuMe ITOro cpoka MNpu3HaHHoe
HeKayecTBEeHHbIM U (MNK) danbCUOULMPOBaHHBIM UMW NPeACTaBNSALMM YrPo3Y KU3HU U 300POBLI0 HACeNeHUo
nekapcTBeHHOe CPeACTBO He peanuayeTcs Ha TeppuTopun Pecny6nvku Benapychb.

13. MHCHeKTMpOBaHMe npoBoaAnUTCA Ha OCHOBaHMKM p[goroeopa O npoBeaeHUn WMHCNEKTUpPOBaHUA,
3aKIMK4YEHHOro mexay opraHmsaumeVl (yqpex(p,eHmeM), yl'lOJ'IHOMO‘-IGHHOVI Ha npoBegeHne WHCNEKTUPOBaAHUA, U
3asiBuTenem. 3asaBuTenb B pamMKax 3aKrn4eHHOro gorosopa obecne4ynBaeT BO3MOXHOCTb 6eCI'IpeFIF|TCTBeHHOFO n
CBOEBPEMEHHOIO BbIMNOJIHEHNA BCEX nencTeumn q)apmaueBqueCKmx MHCNEKTOPOB, NpeayCMOTPEHHbIX B MYHKTE 7
HacToswero NonoXeHnsa n B COOTBETCTBUM C I'IpOFpaMMOIZ MHCNEeKTNUpoBaHuA.

14. lNpouenypa MHCNEKTUPOBAHWS BKMNOYaeT:



npuemM K paccMoTpeHue pykoBoauTerneM apMUHCNeKTopaTa AOKYMEHTOB, yKa3aHHbIX B MyHKTax 5, 8
HacTosiwero NonoxeHus;

dopmMrpoBaHue pykoBoauTeneMm apMUHCNEKTopaTa WHCNEKUMOHHOW rpynnbl. MHCNeKuMoHHas rpynna
dopmMmpyeTca M3 1L, BKIOYEHHbIX B peecTp hapmaueBTUYECKUX WHcNekTopoB Pecnybnukn benapycb B
COOTBETCTBMM C NocTaHoBneHnem MuHuctepcTea 3gpaBooxpaHeHus Pecnybnukn Benapych ot 18 Hosibpsa 2020 .
N 103 "O nopsgke atTrectaumu, OPMMPOBAHUA U BEOEHUS PEECTPOB YNOMHOMOYEHHbIX UL, NpousBoauTenen
NeKapCcTBEHHbIX CPeAcTB, hapMaLeBTUYECKUX MHCNEKTOPOB". PykoBoanTEeNb MHCNEKLMOHHON rpynnbl HaaensieTcs
cTaTycom Befyllero uHcnektopa. Begywumnm uHcnektop pacnpenensiet yHKUMWM B WMHCNEKUMOHHOMW rpynne u
KOOPAVMHUPYET MEPOMNpUATUS, CBSA3aHHble C MHCNeKTUpoBaHueMm. [lpu HeobxogumocTn (ONA NonyyeHus
KOHCYnbTaumMi B crieumanbHbiXx 0bnactax 3HaHWA) B WMHCMEKLMOHHYK TPYNny MOryT BKMHOYATbCA TEXHUYECKMe
3KCnepThl;

NOAroTOBKY pykoBoAMUTENeM hapMUHCekTopaTa pacnopsikeHUs;

npuHsaTMe MWHUCTEPCTBOM 34paBOOXPaHEHUs1 pelleHus (npukasa) 0O NpoBeeHUN MHCMEKTUpoBaHusa nubo
peLueHus o6 oTkase B NPOBEAEHUM MHCMEKTUPOBAHUA N HanpaBneHne ero 3asasuTento hapMUHCNEKTOPaTOM;

3akno4YeHMe OoroBopa, ykasaHHOro B NyHkTe 13 Hacrtosiwero lMonoxeHusi, 3a WCKIOYEHUEM CIlyYaes,
yKasaHHbIX B nognyHkTe 4.4. nyHkTa 4 HacToswwero MNonoxeHus;

npuMeM n mn3yyeHue BedyLUM WHCMEKTOPOM AOKYMEHTOB, NPeAyCMOTPEHHbIX NyHkTamMu 5, 8 HacTosiiero
MonoxeHus, Nony4YeHHbIX OT pykoBOAUTENS (bapMMHCNeKTopaTta, UHbIX OKYMEHTOB M OOCTYNHON MHopMaumu,
OTHOCALLMXCS K LensiM JaHHOTO MHCNEKTUPOBaHUS;

COCTaBfneHne BedyLMM WHCNEKTOPOM W HampaBfeHue 3asBUMTENt0 NporpamMMbl  MHCMEKTMPOBaHUS
NPOU3BOACTBEHHOW NfoLwagkyM no hopme corrnacHo npunoxeHuto 4 B cpok He nosgHee 10 kaneHAapHbIX AHen OO
OHS HaYana MHCNEKTUPOBaHWS NPOU3BOACTBEHHOW NNOLLAAKY;

WHCMNEKTUupoBaHue I'IpOVI3BO£I,CTBeHHOl7I nnowagkm HenocpeactBeHHO Ha Mecte ee (*)aKTVILleCKOI'O
pacnonoXxeHud;

coctaBneHne otyeta 06 wuHCNeKkTMpoBaHUM  (PapMaueBTUHECKOW  WMHCMEKUMU)  NPOMbILLSIEHHOTO
Npov3BOACTBA JIEKAPCTBEHHbIX CPEACTB Ha COOTBETCTBME TpeboBaHuaM Hapgnexallen nponsBOACTBEHHOW
NpakTUKK (aanee, eCrnv He YCTaHOBMEHO UHOE, - OTYET 06 MHCMEKTUPOBaHUN) MO hOpMe COrnacHO NPUMNOXEHMUIO 5
nnbo 3aknyeHuMs Mo pesynbTaTam WHCMEKTUPOBaHUSA (dhapMaueBTUYECKON WHCMEKUMM) MPOMbILLIIEHHOMO
Npou3BoOACTBa NlEKapCTBEHHbIX CPEACTB Ha COOTBeTCTBME TpeboBaHmsaMm Hagnexawen nponsBogCTBEHHON
NPaKkTVKW, 3asBNIEHHOro ANs NIMUEH3MPOBaHWs (Jarnee, ecnv He yCTaHOBMNEHO WHOE, - 3akroyeHue), no dopme
COrNacHo NPUNoXeHuio 6;

OLEHKY MraHa KOpPPEeKTMPYHLMX W npegynpexgalowmnx AencTBUMin, oT4eTa O ero BbINOMHEHUU W AaHHbIX
(konu QOKYMEHTOB), CBMAETENbLCTBYIOLWMX 00 YCTpaHEHUWU BbISIBMIEHHbIX HECOOTBETCTBUW, W (MnM) AaHHbIX O
MPUHATBLIX Mepax, HanpaBfeHHbIX Ha yCTpaHeHWe Taknmx HeCOOTBETCTBWUM (Qanee, ecnv He yCTaHOBMIEHO MHOe, -
cBuaeTenbCTBa YCTPaHEHUS  BbISBIEHHbIX HECOOTBETCTBMW), NPeACTaBrieHHbIX npoussoauTenem  (npu
Heob6xooMMocCTN);

npuHATUE BegywmM  MHCNEKTOpOoM peleHunda O COOTBETCTBUM (HeCOOTBeTCTBI/IM) NMPOMbILUITIEHHOIO
npon3BoacTBa JieKapCTBEHHbLIX CpeaCTB TpeGOBaHMHM Hapgnexaluen ﬂpOMSBOﬂCTBeHHOVI NPaKTUKK;

HanpaBlieHne 3aaBuUTenio oT4yeTa (o]¢) MHCNEKTUPOBAHUN;

HanpaefieHve BedyLMM WHCMNEKTOpoM B MUHWUCTEPCTBO 3[4paBOOXpaHeHVs YBedOMIIEHWUS O peayrbTaTax
NMPOBEAEHHOTO  WHCMEKTUPOBaHWA  (papMaueBTMYECKOW  MHCMEKUMW)  MPOMBbILINIEHHOrO  Mpou3BOoACTBa
NeKkapcTBEHHbIX CPeACTB Ha COOTBeTCTBUe TpeGoBaHMsM Haanexalleid npov3BOACTBEHHONW NpakTUKK (danee,
€CI1 He YCTaHOBJIEHO MHOE, - YBEAOMIIEHNE) Mo hOpMe COrfacHO NPUIOXKEHWIO 7;

HanpaBneHne 3adaBUTETIO MMHI/ICTepCTBOM 34paBooOXpaHeHNda yBeOMIEHNA;

Bblgavyy MuHMCTEPCTBOM 34paBOOXpaHEHUs cepTudmkaTta COOTBETCTBUS MPOMBILMEHHOIO MPOM3BOACTBA
nekapcTBeHHbIX cpefcTB TpeboBaHnam Hapnexaiien npounssoacTtBeHHon npaktukm (GMP) no cdopme cornacHo
npunoxexuio 8.



15. MHCHeKTI/IpOBaHMe I'IpOI/I3BO/J,CTBeHHOI;1 nnowaakm npoBoaonTCA B COOTBETCTBUU C I'IpOFpaMMOVI
MHCNEeKTNpoBaHUA, BbINOJIHEHNE KOTOpOI7I obecneunBaet BG,EI,yLIJ,I/II?] MHCNEKTOop, N BKIKO4YaeT:

noceuwijeHmne Mecta OcCyllecCTBJIeHUA OedATesIbHOCTU MO NpOMbIWIEHHOMY MPOn3BOACTBY J1EKapCTBEHHbIX
cpeacTs;

npoeegeHne nepen Havyanom UHCNEKTUpoBaHUA I'IpOVI3BO,EI,CTBeHHOl7I nnowaakn BCTynnuTenbHOro cosellaHuna
C OTBETCTBEHHbIMMX §NUUaMn npoun3BoaunTeNnd, Ha KOTOPOM BG,EI,yLIJ,VIVI MHCMNEKTOop npeacrtaBndeTr 4reHoB
WMHCMNEKLMOHHOMN rpynnbl, 3HAKOMUTCA C PYyKOBOACTBOM U OTBETCTBEHHbIMW INuamMn Npoun3BoOuUTENA, OornawlaeT
uenu n obnactb WHCMEKTUpPOBaHUA, YTOYHAET nporpamMmy MHCMEKTUpoOBaHUA U I'pa(*)I/IK ee nposegeHnd, aenaet
3asfaslieHne o KOH(*)VID,eHLI,VIaJ'IbHOCTVI 1 oTBE4YaeT Ha BOMNPOCHI I'Ipe,El,CTaBVITeJ'IeVI npon3BOONTENA;

OCMOTp MOMELLEHNA (30H) CKMagvpoBaHWs W NPOWU3BOACTBA, WHXEHEpPHbIX cuctem, obopyaoBaHus
NPOV3BOACTBEHHOW NnoLwaaku, HabnogeHne 3a npouecCoM MPOMBILLNIEHHOrO MPOU3BOACTBA NEKApPCTBEHHbIX
CPEeACTB M KOHTPOMNS MX KadyecTBa, HabnwogeHwe 3a OeATENnbHOCTbIO paboTHMKOB Ha paboyumx mecTax, onpoc
OTBETCTBEHHbIX MWL, NPOU3BOAUTENS, MNPOBEPKY AOKYMEHTaLMM W 3anucen B COOTBETCTBUM C NPOrpammon
WHCNEKTMPOBaHWS;

O3HaKoOMJ1eHMe OTBETCTBEHHbIX NMNL, NPONU3BOOUTENA C NpeaBapUTeEsNibHbIMU pe3yJibTaTaMn MHCNEeKTUPOBaHUA
l'lpOVI3BO,EI,CTBeHHOI7I nnowankn B KOHUE KaXxaoro pa6oqero AHA MHCNEeKTUpoBaHUA I'IpOVI3BO}J,CTBeHHOI7I nnowagkum, a
TakKkKe Ha 3aKnw4ynTeslbHOM coBellaHun Nno ero 3aBeplieHun u o6cy>|<p,eH|/|e npeaBapuTesibHbIX HabnogeHnn ¢
OTBETCTBEHHbIMU NuamMun npon3eBoanTend.

MHCHSKTI/IpOBaHI/Ie I'IpOI/I3BOD,CTBeHHOI7I nnowankn B cny4dadx, yka3aHHbIX:

B NyHkTe 3 HacTtoswero [lonoxeHusi, NpOBOAMUTCA B OTHOLUEHWM BMAOB MPOMBILNEHHOrO MpPou3BoACTBa
neKapCTBEHHbIX CPEeACTB AMs KaKAoW nekapCTBeHHOW hOopMbl, NPOM3BOAMMBIX Ha OaHHOW MPOW3BOACTBEHHOM
nnowjagke;

B noanyHktax 4.1, 4.2 nyHkta 4 HacTtosiwero [llonoxeHunsa, NpoBoAMTCA B OTHOLUEHWN NEeKapCTBEHHbIX
CPEACTB B NEKapCTBEHHbIX hopMax, 3asiBIIEHHbIX OIS TMLUEH3NPOBaHUS;

B nognyHktax 4.3, 4.5, 4.6 nyHkta 4, nyHkte 5 HacTtoswero [MonoxeHws, NPOBOAMTCA B OTHOLUEHUU
3asBEHHbIX NIEKapCTBEHHbIX CPEACTB B COOTBETCTBYIOLLUMX NEKapCTBEHHbLIX hopMax.

I'IpM BO3HUKHOBEHUU pa3Hornacm7| Ha 3aKNYUTENBHOM COBELLAHNN YNEeHbl MHCMEKLMOHHOM rpynnbl OJTKHbI
OTBETUTb Ha BOMNPOCbI OTBETCTBEHHbLIX JL TNMpPOonU3BOOAUTENA. npeLI,CTaBJ'IeHHaFI OTBETCTBEHHbIMU NMTLAMU
npoussoanTensa I/IH(bOpMaLI,VIﬂ 00 YCTPpaHEHUN BbIABNEHHbIX HEeCcCOOTBETCTBUN NPUHNMAaETCA WHCMNEKLMOHHOM
rpyrln017| K CBE€OEHUIO N OTPaXKaeTCcd B OTHETE 00 MHCNEKTUpoBaHUN.

Mpn HEoBXOAMMOCTM MHCNEKUMOHHAs rpynna npUMEHSIET B XOAe WHCMNEKTMPOBaHWS NPOW3BOACTBEHHOM
nrowanak1 aygmosanuck, oTo- 1 BUAEOCHLEMKY (MO COrNacoBaHMI0 C NPon3BoauTENeM).

16. B xoge MHCNEKTUpOoBaHUA (*)apMaLl,eBTVI‘-IeCKI/IMI/I MHCNEKToOpaMn MoryTt ObITb BbISIBIEHDI:

16.1. KpUTn4eCckme HecooTBeTCTBUA - HECOOTBETCTBUA, KOTOPbIE€ BbI3bIBAKOT UMK NPpUBOOAT K CyLLLeCTBEHHOMY
PUCKY BO3MOXXHOCTU NMpon3BoacTBa HeEKa4eCTBEHHOro fekapCTBeHHOro cpeactesa M CBUMOETEeNbCTBYOT O Halnydnm
yrpo3bl NpU4MHEHUA Bpeaa Xn3Hn 1 340p0oBblo HAaCENEeHUs;

16.2. cyuleCTtBeHHble HeCOOTBETCTBUA - HEeCOOTBETCTBUA, KOTOPbleé HE MOryT KJ'IaCCVI(*)VILI,VIpOBaTbCFI KakK
KpUTnyeckme, Ho:

npmeenn K npou3BoACcTBYy WM MOryT nNpuBeCcTn K NpPOU3BOACTBY JlIeKapCTBEHHOro npenapartra, He
COOTBETCTBYIOLEro JOKyMeHTaM permcTtpalMoHHOro oocbe AaHHOro fiekapCTtBeHHOro npenaparta,

YKa3bIlBakOT Ha CyLleCTBEHHOE OTKIIOHEHNE OT Tpe6OBaHMl7I Hapnexauwen I'IpOI/I3BOLI,CTBeHHOl7I NPaKTUKU,

yKasblBalOT Ha CyLLECTBEHHOE OTKMOHEHWe OT TpeboBaHW MHbIX aKTOB 3aKOHOA4ATenbCTBa B cdhepe
obpalleHnsi NekapCTBEHHbLIX CPEACTB;

YKa3blBakOT Ha HecnocobHoCTb npoun3ssoauTena OCYLLeCTBIATb CepVIIZHbIVI BbINYCK JEKapCTBEHHbIX
npenaparoe OAOHOPOAHOro KayeCtBa WM Ha HeHaanexauwee BblNoJIHeHUe YNOJIHOMOYEHHbIM  JIMUOM



npounssoanTend CBOMX OOJIKHOCTHbIX obsizaHHOCTEN;

KOMOWHaLMs: HECOOTBETCTBUM, HU OAHO U3 KOTOpPbIX CaMO no cebe He siBnsieTcs CyweCTBEeHHbIM, HO KOTOpPbIE
B COBOKYMHOCTM npeactaBnAlT CylleCTBeHHOEe HEeCOOTBETCTBUE U OOJDKHbI 00BACHATBCA U CbVIKCVIpOBaTbCFI B
Ka4yeCTBe TaKoBOrIO;

16.3. npo4ne HeCoOoTBETCTBUS - HECOOTBETCTBUS, KOTOPbIE HE MOTYT KNaccumLMpoBaTbCsa Kak KpUTMYecKkne
UNU CyLLLeCTBEHHbIE, HO yKa3blBalOT Ha OTKIOHeHMEe OT TpeboBaHun Hagnexaluen npon3BoACTBEHHON NPAKTUKW.

17. Mpu BbISIBNIEHUN B XOA€ WHCMNEKTMPOBAHWSI MPOM3BOACTBEHHOM NIOWAAKM HapylleHuin TpeboBaHui
Hapnexallen nponsBOACTBEHHOM MPAKTUKW, CTaBAWMX MO4 COMHEHME KayeCTBO eKapCTBEHHOro CpeacTBa, U
(Mnn) ycTaHOBNEHUM KPUTMYECKUX HECOOTBETCTBUW YNEHbl MHCMEKLWUOHHON rpynnbl U (UNK) YNONIHOMOYEHHbIE Ha
npoBeaeHne otbopa obpasuoB NpeAcTaBUTENU MNPOU3BOAUTENS MO PELUEHUI0 BedyLlero WHCnekropa MoryT
npoeectn oOT6op 06pasuoB MaTepuanoB WM  CbiPpbs, YMNAKOBOYHbLIX MaTepuanoB, MNPOMEXYTOYHON U
HepacdacoBaHHON NPOAYKLMN U FOTOBbLIX NEKapCTBEHHbIX NpenapaToB (4anee, ecrnv He YyCTaHOBMEHO UHOE, -
NpOAYyKUMs1) B COOTBETCTBUM C 3aKOHOOATENbLCTBOM U TpeboBaHusaMK hapmakonenHbix ctaten focynapcTBeHHOM
dapmakoneun Pecnybnukn Benapycb Ang npoBeAeHNss KOHTPOMS Ka4YeCcTBa NeKkapCTBEHHbIX CPEACTB.

MpousBogutenb oGecrneynBaeT W3ONMPOBAHHOE XpaHeHWEe MpoayKuMu Ans NpefoTBpalleHust  ee
UCMONb30BaHUA W peanu3auMum [0 OKOHYaHUS paccrnefoBaHUs C YCTaHOBIEHWEM TMPUYMH U MPUHATUNA
COOTBETCTBYIOLLEro peLleHnss MyuHUCTepcTBa 30paBooOXpaHeHus.

B cnyyae ycTaHOBMeHWUs! KPWUTUYECKMX HECOOTBETCTBMN BedyWWUA WHCMEKTOP He3aMeanUTEerNbHO
MHbOpMUpYET pykoBoauTenst apMUHCNeKTopata Ans MNPUHATUSE Mep, HarpaBlieHHbIX Ha 3anpeLlleHue
peanusaunn NeKapCTBEHHbIX MpenapaToB, NPeACTaBMsWMX Yrpo3y NPUYMHEHUS Bpeda XM3HU WU 300POBbLHO
HaceneHusl, a TakKke Ha 3anpelleHVe OCYLIECTBMEHUs [OesATENIbHOCTM, CBA3aHHOW C MNPOWM3BOACTBOM
neKapCcTBEHHbIX CPeCTB, B COOTBETCTBUW C 3aKOHOAATENIbCTBOM O JIULIEH3UPOBAHUN.

18. B cnyyae oTkasa 3aaBuTEnNs OT obOecneyeHuss yCroBUIN NPOBEAEHUS MHCMEKTUPOBAHUSA B MOPSAKE U
CPOKWU, NMPeayCMOTPEHHbIE HacToAWwMM [lonoxeHneM, NPOMBbILLNIEHHOE MPOM3BOACTBO NEKAPCTBEHHbIX CPeacTB
npu3HaeTcs He COOTBETCTBYWOLWMUM TpeboBaHuaM Hagnexalwen npousBOACTBEHHOW MNPAKTUKU, O Yem
MWHUCTEPCTBO 34paBOOXPAHEHUS MUCBMEHHO YBEOOMISAET 3asBUTENSA MNocne MpUHATUS COOTBETCTBYIOLLENO
peLleHms.

FMABA 3
O®OPMINEHUE PE3YJIbTATOB UHCMNEKTUPOBAHUA, UX PACCMOTPEHUE U OLIEHKA

19. PesynbTaTbl MHCMEKTMPOBaHUSA, MPOBEAEHHOr0 B COOTBETCTBMM C nognyHktamun 4.1, 4.2 nyHkta 4
Hactosiwero [lonoxeHus,, B TedeHne 10 paboumx AHew nocne ero 3aBepweHus OOPMNLAITCA B BuAe
3aKmMoYeHus.

20. PesynbTaTbl MHCNEKTUPOBAHUSA, NPOBEAEHHOIO B COOTBETCTBUM C NYHKTOM 3, noanyHktamu 4.3 - 4.6
nyHkTa 4, NyHKTOM 5 HacToswero NonoxeHusi, opopmMnaoTCs 0TYETOM 00 MHCMEKTUPOBAHMWM.

21. Ecnu B xo4e MHCMNEKTMPOBaHNS NPOM3BOACTBEHHOM NNOLWAAKN HEe ObiNo BbIABMEHO HECOOTBETCTBUN, B
rpadpax 1 - 4 pasgena 7 4actu Il otyeta 06 MHCNEKTMpOBaHWM yKkasbiBaeTcs "He npumeHumo". Ecnu 6binu
BbISIBIEHbl TOMbKO MpoOYMe HecooTBeTCTBUS, B rpadax 3 n 4 pasgena 7 yactm |l otyeta 06 MHCNEKTUPOBaHUM
yKkasbiBaeTcs "npu crnegyowem nHenektnposaHun”. MNpu aTom B rpadpe "Pesynbtathl MHCNEKTUpOBaHUA" pasgerna
6 yactn | oTyeTta 06 WMHCNEKTMPOBAHMKN BedyLWMM WHCMNEKTOPOM YyKa3blBaeTcd MHEMOpPMauusi 0 COOTBETCTBUM
MPOMBILLMIEHHOTO NPOM3BOACTBA NleKapCTBEHHbIX cpeacTB TpeboBaHuaM Hagnexaien npov3BOACTBEHHOW
NpPaKTuKW.

Beaywmin nHcnektop B cpok He no3gHee 30 kaneHOapHbIX AHEN CO OHS 3aBepLUEHUS MHCNEeKTUPOBaHWUA
NPOM3BOACTBEHHOW MNIIOWAAKA HarnpaBnsdeT OAMH M3 [OBYX 93K3eMMsipoB ot4yeTa 06 WHCNEKTMPOBaHMWM,
COCTaBIIEHHbIN B COOTBETCTBUM C YACTbIO MEPBOW HACTOALLEro NyHKTa, 3asiBUTEN0 He no3aHee 5 pabounx aHen co
OHA ero nognucaHnsa BegywMM WHCMNEKTOPOM U YfieHamMu WMHCNEKUMOHHOMW rpynnbl U NpOU3BOAUT AarbHeunwune
OEencTBmsa B COOTBETCTBMM C NYHKTOM 27 HacToswero NonoxeHus.

Ecnmn B xoge WHCNEKTUpoBaHUA ﬂpOVI3BOD,CTBeHHOIZ nnowiagkm ObiM  BbISIBNEHbI  TONbKO npo4une
HEeCOOTBETCTBMS, YNeHbl MHCNEKLNOHHOMN rpynnbl OCYLWECTBIIAKT OLUEHKY BbINOJIHEHNA MJlaHa KOPPEKTUPYIOWNX U
npegynpexaparwmx OEencTBuMin, OT4YeTa O €ero BbINOSIHEHUM W CBUOETENbLCTB YCTpaHEHNA BblABJTIEHHbLIX



HEeCOOTBETCTBUI npu nposegeHun cnenyrowero MHCNeKTnpoBaHnA I'IpOI/I3BO,EI,CTBeHHOI7I nnowankn.

22. Ecnu B x04e WHCNEKTMPOBaHWUSI NPOU3BOACTBEHHOW MNoLWagkM Obinn BbISIBIEHbI KpUTUYECKME U (UIn)
CYLLIECTBEHHbIE HECOOTBETCTBUS, COCTABNAETCS YacTb | oT4eTa 00 MHCNEKTMPOBAHMU C yKazaHueM nHdopmMmaumm o
HECOOTBETCTBUN MPOMBILUNIEHHOrO MPOM3BOACTBA JIEKAPCTBEHHbIX CpeacTtB  TpeboBaHuaM Hapgnexailen
NPOn3BOACTBEHHOM MNpakTuKK, 4YacTb |l oTyeta 00 MHCNEKTMPOBaHMM COCTaBMSIETCA MOCNe NpeacTaBeHus
3asBUTENEM CBUAETENbCTB YCTPAHEHMS BbISBMEHHbLIX HECOOTBETCTBUW (BKMOYasi nNpoyne) B COOTBETCTBUU C
YaCTblo YETBEPTON HACTOSALLIEr0O NyHKTA.

Yactb | otyeTa 06 WHCMEKTUPOBAHUM B Criydae BbISIBIIEHUS KPUTUYECKUX W (MNKN) CYLLECTBEHHbIX
HECOOTBETCTBUI COCTaBNSIETCA B ABYX 3K3eMMNnspax, MNOANUCLIBAETCS BeAyLWMM WHCMEKTOPOM U YfieHamMu
MHCMNEKLUMOHHOW Tpynnbl B CpPok He no3gHee 30 KaneHOapHbIX OHEW CO [OHS 3aBepLUeHVs MHCMEKTMPOBaHUS
NMPOM3BOACTBEHHON nnowagkn. B cnyyae oT16opa o06pasuoB npoayKuuM CpOK CcoCTaBrieHusi oTyeta 00
MHCMEKTUPOBAHUM WCYMCIISIETCA CO OHSA OMULMANBHOMO MONyYeHUss BEAyLUMM MHCMEKTOPOM pes3ynbTaToB WX
UCNbITaHUMA.

OavH ak3emnnsp 4Yactu | otyeta 06 MHCMEKTMPOBaHWM B CIlyvyae BbISIBIIEHUSI KPUTUYECKMX U (Mnu)
CYLLIECTBEHHbIX HECOOTBETCTBUIA HamNpaBnsieTcs BeAyLUMM MHCMEKTOPOM 3asiBUTENI0 He nosgHee 5 pabounx gHen
CO [HS1 ero NoAMNMcaHnsl BeQyLMM UHCIEKTOPOM U YfieHaMM MHCTIEKLIMOHHOM rpynnbl, BTOPOM 9K3EMMNIISAP XpaHUTCS
B COOTBETCTBMM C TpeboBaHMsSIMM 3akoHoOaTeNnbCTBa B CdEpe apXMBHOIO [ena W [erionpou3BoAcTBa B
thapmMuHcnekTopare.

Ecnu B xoge MHCneKTMpoBaHWs MPOM3BOACTBEHHOW MMOWAaAKW Obinyv YCTaHOBMEHbI KpUTUYeckue n (1nm)
CyLLeCTBEHHbIE HECOOTBETCTBUS, 3asBUTENb He no3aHee 60 kaneHJapHbIX AHEN CO AHS NonyveHus Yactu | otyeTa
00 MWHCNEeKTMpOBaHMW HamnpasBnseT Beaylemy WHCNEKTOPY MMaH KOPPEeKTUMPYILWMX W npedynpexaaroLmx
OENCTBUIA, OTHYET O ero BbINOSHEHUN U CBMAETENbCTBA YCTPAHEHUS BblSBNEHHbIX HECOOTBETCTBUN.

23. B TedyeHune 30 kaneHgapHbIX OHEW CO AHSA NONy4YeHUs OKYMEHTOB, YKa3aHHbIX B MyHKTE 22 HacTOsALWEro
[MonoxeHus, YneHbl MHCNEKLMOHHOW Trpynnbl OCYLLECTBASIT OUEHKy codepXawencs B HuX uHdopmaumu.
PesynbTatbl oueHkn oTpaxatorcd B 4vactu Il otyeta 06 WHCMEKTMpOBaHUKM, KOTOpas COCTaBNSAEeTCs B ABYX
aK3emnnsgpax M noanucbiBaeTcs BedyLMM MHCMEKTOPOM W YNieHaMuM WHCMEKUMOHHOW rpynmbl, NPUHUMaBLUUMWU
yyactne B oueHke. OgumH 3k3emnngp 4actu |l oTyeTa BedylMM MHCNEKTOPOM HampaBnseTcs 3asBUTENIO He
nosgHee 5 paboynx gHeM CO OHS ero nognucaHus BeAdyLMM MHCMNEKTOPOM W YneHaMu WMHCMEKUMOHHOW rpynmbl,
BTOPOW 3K3EMMIIAP XPaHWUTCS B COOTBETCTBUM C TpeboBaHUSMM 3akoHoAaTeNnbCTBa B cdiepe apxXMBHOro Aena u
Aernonpon3BoAcTBa B hapMuHcnekTopare.

24. Tpon3BOACTBO NEKAPCTBEHHbIX CPEACTB MPU3HaeTCd COOTBETCTBYHOLWMM TpeboBaHuAM Hagnexallen
NPOV3BOACTBEHHOW MPaKTUKN B OAHOM U3 CriefyioLmx cryyaes:

OTCYTCTBME HECOOTBETCTBUIA;
OTCYTCTBME KPUTUYECKMX U (MNN) CYLLLEECTBEHHbBIX HECOOTBETCTBUIA;
yCTpaHeHWe BCEX KPUTUHECKMX U (UNK) CYLLECTBEHHbBIX HECOOTBETCTBUN.

25. B cnyyae HegocTtaTOYHOCTW WM COMHEHWs B [OCTOBEPHOCTU WHMOPMauWW, YKasaHHOW B 4acTu
YyeTBepTOM MNyHKTa 22 HacToswero [lonoxeHus, BeayLWUW WHCMEKTOP MOXET WHUUMMPOBATL MNpoBedeHne
MOBTOPHOrO (KOHTPOMIbHOro) MHCnekTupoBaHusi. O6beM MOBTOPHOrO (KOHTPOSIbHOIO) WMHCMEKTUPOBaHUS AOSMKEH
COOTBETCTBOBATb BbISIBMIEHHLIM HECOOTBETCTBUAM, @ TakkKe KOPPEKTMPYIOLWMM 1 Npeaynpexnalowmnm encTBUSAM.
PesynbTatbl 0pOpMNAIOTCA B COOTBETCTBMM C YacTbio || oTyeTa 06 nHcnekTpoBaHuw.

Pacxogbl Ha npoeegeHne nNoBTOpPHOIro (KOHTpOﬂbHOFO) MHCNEKTNPOBaHUA OCYLLUECTBIIAOTCA 3a CHeT CpencTs
3aaBuUTENA.

26. MNpwu oTcyTCTBUM NO UcTeveHnn 60 KaneHOapHbIX AHEW CO AHSA Nony4veHus 3aasutenem yactu | otyeta 06
WHCNEKTMPOBaHUN CBUAETENbCTB YCTPAHEHUS BbISIBIIEHHbIX HECOOTBETCTBUW, a TakkKe B Crnydae npusHaHusa ux
HeOCTOBEPHbLIMU MPOMBILLIIEHHOE MPOU3BOACTBO NEKapCTBEHHbIX CPeACTB MNPU3HAEeTCH He COOTBETCTBYHOLLUM
TpeboBaHnsaM Hagnexalyen nponsBoaCTBEHHOW MPaKTUKK.

27. Bep,yu.u/u?l MHCMEKTOp no pe3ylnbTataM npoBeaeHHOro MHCNEeKTUpOBaHUA OCYyLUeCTBIdeT NnoAroToBKY
yBegoMneHmda, a B Cliydae COOTBETCTBUA NPOMbILWIIEHHONoO npomn3BoACTBa J1€KapCTBEHHOINo cCpencrtea
Tpe6OBaHMﬂM Hapgnexaluen ﬂpOVI3BO,EI,CTBeHHOI7| NPaKTUKN TakKKe npoeKkTa cemechKaTa, KOTOpble HanpasAeT B



MI/IHI/ICTepCTBO 30paBOOXpPaHEHNs1 B CPOK He nosgHee 5 KaneHOapHbIX OHen oT AgaTbl noanucaHusa ot4yeta ob
MHCNEeKTUPOBaHUN.

28. PykoBoautenb ¢apMuHCMeKTopaTa OCYLLIECTBMSIET pPacCMOTPEHME [AOKYMEHTOB MO pes3ynbTatam
WHCMNEKTUPOBaHUS, YKasaHHbIX B MNyHKTax 21 - 23 u 26 Hactoswero [lonoxeHus, U HanpaBndeT 3asBUTESIO
yBeOMINeHne B CPOK He no3gHee 5 pabounx gHeN nocne ero nonyyeHns oT BeAyLlero MHenekTopa.

29. 3asiBTEnEeM nocne nonyvYeHus yBedoOMIIEHWs MNpeacTaBnsitoTcd B MuUHUCTEPCTBO 34paBOOXpaHEHMUs
OOKYMEHTbI, HeOOXoaMMble AN NPOBEAEHUss afMUHUCTPATUBHOW Npoueaypbl, NpeaycMoTpeHHon B nyHkTe 10.36
€[VHOro nepeyvHs agMUHUCTPaTUBHbIX Mpoueayp, OCYLUECTBISIEMbIX FOCYAApPCTBEHHbIMM OpraHamMv U WHbIMK
OopraHuM3aums MM B OTHOLUEHWM HOPUAMYECKMX NUL M WHAOMBWMAYasbHbIX NpeanpuHMMaTenen, yTBEpXOEHHOro
noctaHoeneHnem Coeeta MuHuctpoB Pecnyonuku Benapycbk ot 17 deBpanst 2012 r. N 156 (ganee - eavHbIn
nepeyvyeHb agMUHUCTPATUBHBIX Mpoueayp).

CooTBeTCTBME NPOMBILLMIEHHONO MPOU3BOACTBA NEKAPCTBEHHbIX CpeacTB TpebosaHuam Hapnexalien
NpOM3BOACTBEHHOM NPaKTUKN NOATBEPXKAAETCS Bblaavyen MUHMCTepCTBOM 34paBOOXpaHeHUs cepTudmkaTa B CpokK,
yCTaHOBMEHHbIN B nyHKkTe 10.36 eQMHOro nepeyHs agMMHUCTPaTMBHBIX Npoueayp.

30. B cnyyae npu3sHaHWs NPOMbLILLNEHHOrO NPOM3BOACTBA JlEKAPCTBEHHbIX CPeACTB COOTBETCTBYIOLLMM
TpeboBaHuAM Hagnexaiiehn npousBOACTBEHHON MPaKTWKM NO pesyfbTaTaM WMHCMEKTUPOBaHWSA, NPOBEAEHHOro B
CcoOTBETCTBMM C nyHkToM 3, nognyHktammn 4.3, 4.5, 4.6 nyHkta 4, nyHktoM 5 Hactosiwero [lonoxeHus,
MuHUCTEpCTBOM 30paBOOXPaHEHUs BblgaeTcsa cepTudumKkaT Ha CpokK, NpegycMoTpeHHbI B nyHkTe 10.36 egmHoro
nepevyHs aaMWHUCTPATMBHBIX npoueayp, OT AaTbl MNOCMeAHero AHA MocrnedHero MHcnektuposaHus. [pu
onpeaeneHny cpoka, Ha KOTOpbI BblgaeTcsd cepTuduKaT, yYMTbiBAOTCA NPWHUMNLI yNpaBneHus puckamu B
COOTBETCTBMU C JOKYMEHTamMu CUCTEMbl KayecTBa hapMuHcnekTopaTa.

31. lNpoBeaeHMe MHCNEKTUPOBaHMS B COOTBETCTBUM C nognyHktamn 4.1, 4.2 nyHkta 4 HacTosiwero
MonoXxeHns ocyLLecTBMASIETCA B CPOKW, YCTAHOBIIEHHbIE 3aKOHOAATENbCTBOM O JMLEH3NPOBAHUN M B MOPSAAKE
npoBefeHUs 3KCnepTusbl, C LEMbK OLEHKM [OCTOBEPHOCTU WHGOpPMauMK, yKa3aHHOW B NpeacTaBlEHHbIX
coucKaTenemM nuueH3nun (NMUeH3MaToM) JOKYMEHTax, 1 OLLEHKN ero roTOBHOCTU K OCYLLECTBIIEHUIO MPOM3BOACTBA
NeKapCTBEHHbIX CPeACTB B COOTBETCTBUM C TpeboBaHuaMn Hagnexatlen npom3BoaCcTBEHHON NPAKTUKN.

PGSyJ'IbTaTbI MHCMNEeKTUpoBaHnA nepenarTca pyKoBOOUTEEM ¢>apmau,eBTw4eCKoro MHCNEeKTopaTa
ynpas/ieHNKO Nno JnUeH3npoBaHUIO MVIHI/ICTepCTBa 34paBOOXpPaHEHNA N WMCNOJIb3YKOTCA Npu JNNUEH3NPOBaAHUN
cbapmaueBTquCKon OeATeNIbHOCTUN B YCTAHOBJ1IEHHOM NopAAkKe.

IMABA 4
NOPAQOK O®OPMIEHUSA, BbIAAYN, BHECEHUSA USMEHEHUIA N OT3bIBA CEPTU®UKATA

32. CepTudmkatr oTpaxaeT CcTaTyC COOTBETCTBMS MPOM3BOACTBEHHOM nnowagkM TpeboBaHuAM
Hapgnexaluen nNpov3BOACTBEHHOW MPaAKTUKM Ha CPOK OEWCTBUSA, yKasaHHbI B cepTudmkaTte, rnocrne ucrteyeHus
KOTOPOro OH He JOIDKEH NPUHNMATLCS B Ka4YecTBe AOKYMEHTa, NOATBEpXAatoLLero COoTBETCTBUE NPOMbILLIIEHHOrO
Npou3BOACTBA NeKapCTBEHHbIX CPeACTB TpeboBaHuaM Hagnexaien npon3BogCcTBEHHOW NPaKTUKK.

B cepTudukate ykasblBaloTCA HaMMeHOBaHMSA BUOOB NPOU3BOACTBA, NeKapCTBEHHbIX (POPM B COOTBETCTBUMU
C ero pasgenamMu, KotTopble ABNSANMCb OOBHEKTOM MHCMEKTMPOBAHUSA N COOTBETCTBYIOT TpeboBaHuam Haanexatiuen
NPOU3BOACTBEHHOW MPaKTUKK.

33. B cniyyae npusHaHUsi OQHOWM M TOW e NPOM3BOLACTBEHHOW MoLWaAKkM COOTBETCTBYOLLEN TpeboBaHUSAM
Hapnexallen nporM3BoaCTBEHHOM MpakTUkM 1 TpeboBaHusaM NpaBun Hagnexallen Npou3BoACTBEHHOM MPaKTUKK
EBpa3niickoro 3KOHOMWYECKOro COl3a MO 3asBMEHWNO 3asBUMTENss OLHOBPEMEHHOro MOryT BblaaBaTbCsA
COOTBETCTBYIOLLUNE CEPTUDMKATDI.

34. B criyyae BHeceHUs U3MeHeHW 3asiBuTenem B AeNCTBYOLWMUIA cepTUduKaT 3asButerns B COOTBETCTBUN C
nyHkToM 10.36 eanHOro nepeyHs aaMMHUCTPaTMBHBLIX NMpoueayp HanpasnsgeT B MUHUCTEPCTBO 3[paBOOXpaHEHUs
3asBNeHne O BHECEHUM MU3MEHEeHWNn B cepTudukaT U COOTBETCTBYIOLIME [AaHHOW npouenype AOKYMEHThI.
M3ameHeHMss B [OEWCTBYHOLWUN cepTUdUKaT BHOCATCSA C COXPaHEHMEM e€ero Homepa, gatbl (nepuopa)
NHCMEKTUPOBaHWNS N CPOKOB AENCTBUS.

MpoBeaeHne MHCNEKTUPOBAHMS He TpebyeTcsa Npyu U3MEHEHUN:

HanMeHOoBaHUA ropmnanyeckoro nuua npomnssoguntena nim HammeHoBaHUA I'IpOI/I3BO,EI.CTBeHHOPI nnoLwianku,



OpraHn3aunoHHO-NPaBoBOM POPMbI FOPUANYECKOrO NULLA NPOU3BOAUTENS;
MecTa HaxoXAeHusi NPOM3BOACTBEHHON Mowaakn 6e3 cMeHbl ee hakTUYECKOro HaxoXaAEeHUS;
TeKcTa B cepTudmkaTe npu BoiBNEHUN OnedaTok u (unm) opdorpadunyeckmx onbok.

35. bnaHk cepTudukata sBnsetca OnaHKOM C  OMNpederieHHOM CTeneHblo  3awmthbl. BeaeHue
Aenonpon3BoacTBa U xpaHeHue GnaHKoOB cepTMdUKaTOB B COOTBETCTBUM C TpeboBaHUSAMM 3aKkoHoAATeNbCTBa B
cdepe apxvBHOrO dena W genonpou3BoacTBa  obecredMBaeT  YNOSIHOMOYEHHas  MUWHUCTEpPCTBOM
3[4paBOOXpaHEHNs1 opraHnsaums (ydpexageHue).

36. CBeneHus o BblAaHHbIX cepTudmkaTax u ceptudukatax, B KOTOpble BHECEHbI UIBMEHEHUS, pa3MeLLatoTCcs
Ha oduumnaneHblx canTax MwuHuctepcTBa 3gpaBooxpaHeHus, YI "LleHTp akcnepTus M ucCnbITaHMM B
3gpaBooxpaHeHun” n 'Y "lMnocdapmHansop” B rnmobanbHOM KOMMNbIOTEPHOW ceTU MIHTEpHeT.

Mpunoxexune 1
K MonoxeHunto o nopsiake
N YCMNOBMSAX MHCNEKTUPOBAHUS
(cbapmaueBTUYECKOM MHCNIEKLUMN)
NPOMBILLIIEHHOrO NMPON3BOACTBA NEKAPCTBEHHbLIX CPEACTB
Ha cooTBeTcTBME TpeboBaHMAM
Hagnexaluen nponsBoacTBEHHON NPaKTUKN
(B peaakumny nocTaHoOBMEHMS
MwuHMCTepCcTBa 34paBOOXpPaHEHMS
Pecny6nuku Benapycb
15.09.2022 N 97)
(B pea. noctaHoBneHusa Munsgpasa ot 15.09.2022 N 97)

dopma
3ASBJIIEHUE

Ha NpoBeneHNe MHCIIeKTMPOBAaHMUSA (q:apnauea'rr/mecxor?x MHCHeKU,MM)
IPOMBIJIEHHOTI'O MNMPOMBBOACTEBA JIEKAPCTBEHHBIX CpencTsB

(HaMMeHOBAaHME 3asSBUTEJIS)
IPOCUT HIPOBECTM MHCIEKTUPOBAHME [IPOMEIUIJIEHHOT'O NPOM3BOACTBA JIeKAPCTBEHHEIX
CPeOCTB Ha COOTBETCTBUE TPeOOBAHMAM:

[l IpK JIMLUEH3UPOBaHUM dapMalleBTUUECKOM HesSTeJIbHOCTM B dYacTu paboT M ycuyr,
CBSA3aHHEIX C I[IPOMBIIJIEHHEIM [IPOMBBOICTBOM JIEKAPCTBEHHEX CpPeICcTB U (Mian)
bapMalLleBTHUUECKUX CYDCTAaHLUMM UM MX OITOBOM peajn3aluei;

OJida HO,HTBep)K,HeHI/IF[ COOTBETCTBUA HpOMbIIlLHeHHOI‘O HpOI/ISBO,HCTBa J'IeKapCTBeHHbIX
cpencTB TpeboBaHuMaM Hamexamey NPOM3BOICTBEHHOM MNPAKTUKM B COOTBETCTBUU C
IIJIaHOM MHCHeKTMpOBaHMF[,'

O npu OCYylIeCTBJICHUN TOCYyHOapCTBEHHOM perucTpaumumn (mooTBEepXIeHUS
TOCyOapCTBEHHOMU perucTpaumun) JleKapCTBEHHBIX CcpencTs WK perucTpauumn
(monTBepxIeHUS perucTpaluuM) JeKapCTBEHHBX CPEeICTB B paMkax EBpas3uiickoIo
3KOHOMMUYECKOTO CO0K3a;

O YHOEe (yKaz3aTh) .

HanmeHoBaHWe npon3BognTens:

MecTo HaxoxaeHus, TenedoH, dakc, agpec dNEeKTPOHHON
NoyThl:

MecTo(a) HaxoxaeHns Npou3BOACTBEHHON(bIX) NnoLiaakm(okK),
TenedoH, dakc, agpec 3NeKTPOHHOM NOYThI:




HanmeHoBaHWe nekapcTBeHHOW OPMbI
(ko4 NekapcTBEHHOW (POPMbI B COOTBETCTBUM C KOLOM,
yKa3aHHbIM B cepTudmkaTe COOTBETCTBUS NPOMBbILLEHHOMO
NPON3BOACTBA NEKAPCTBEHHbIX CPEACTB TpeboBaHUAM
Hapnexallen npon3sBoacTBEHHOM NpakTukn unu Mpasun
Hagnexallen npon3BoaCTBEHHOM NPaKTUKKN EBpasuniickoro
9KOHOMMYECKOro COoK3a):
Buabl NpOMBILLINIEHHOro NPOU3BOACTBA NEKAPCTBEHHbIX CpeAcTB (MPON3BOACTBEHHbIX Onepauun) ans
Ka>kgoWn NekapCcTBEHHOW OpMbl (OTMETUTL B COOTBETCTBYHOLLIEM OKHE):
[Mpon3BoaCTBO HECTEPUIIBHBIX | Hanuune KOHTpaKTHbIX O
INekapCcTBEHHbIX CpeicTB ncnblTatensHbIX nabopaTopun
Mpon3BoacTBO CTEPUIBHBIX Mpon3BoaCTBO NEKAPCTBEHHBIX O
InekapCTBEHHbIX 1 npenapaToB ANS KMMHUYECKUX
CPeACTB: | nccrnegoBaHuin (McnblTaHWm)
PUHULIHAA cTepunusauns KoMnbloTepmM3npoBaHHble CUCTEMBI O
acenTuyeckoe Npou3BoacTBO
MponsBoacTso Gronornyeckux | Mpon3BOACTBO NEKAPCTBEHHbIX O
(MMMYHOBMONOrNYeCcKMX) NekapCTBEHHbIX cpeacTs, Nony4YaemMbIX U3 JOHOPCKON
cpeacTs KPOBW unu nnasmbl
MpounssoacTeo pagnodapmaueBTUYeCKmX O KoHTponb kayecTBa O
INekapCcTBEHHbIX CpeacTB (doun3mko-xmmMmyeckme nabopatopum)
Mpon3BoacTBO rasoB AnNst MEAMLUHCKOTO | KoHTponb kayecTBa O
NPYMEHeHNS (MyKpoburonornyeckme un
bronormndeckmne nabopatopun)
Mpon3BoacTBO roMmeonaTNYeCcKmx | MpounssoacTeo hapmaLeBTUYECKNX O
INekapCTBEHHbIX CPeACTB, NIEKapCTBEHHbIX cybcTaHumMn (aKTUBHbIE
CpencTB pacTUTENBHOIO MPOUCXOXOEHNS bapmaLeBTMYeCckue cybcTaHumm,
eriCTBYOLLME BELLECTBA)
Hanunyme KOHTpaKkTHbIX NPOM3BOAMTENEN | Hoe O
(ykasaTb Heobxognmoe)

HpennaraeMHﬁ Inepruon IIpoBeleHMA MVMHCIIEKTUPOBAHNMA:
C

(maTa, Mecdl, T0x)
1o

(maTa, wmecsdi, Tom)

Ocobrie OT'PaHMYEHNVA B OTHOIWEHUN @apMaHeBTquCKMX MHCIIEKTOPOB :

(HanpuMep, OQepTMIIBHEI BO3pPacT, NOJ, MMMYHHBI CTaTyC M HOpodee)

POpM,qmquKoe nuo, ynonHOMOYeHHOEe Ha nognucaHune Oorosopa, ocylwectBndwolee onnaty 3a npoBedeHue
MHCNEKTUPOBaHUA:

HavmeHoBaHue:

MecTo HaxoxaeHus, TenedoH, dhakc, agpec NEKTPOHHON NOYThI:
BaHKOBCKME pEKBU3NTDI:

damunusi, CobCTBEHHOE MMS, OTYECTBO (ECINN TaKOBOE NMEETCS),
[JOKYMEHT, NoATBEPXAALWUA NOSIHOMOYHUS:

(DOJIXHOCTE CJTYXalleT o) (mommmce) (MHMLUMAJE (MHULMAJI CODCTBEHHOTO
VMeHU) , QaMmamsa)

Jlnuo, oTBETCTBEHHOE 3a opraHu3aumnio MHCNekKTupoBaHuA, yrnosiIHoMovYeHHoe Ha OencTBue oT nvua 3asiBUTenNs:

HavmeHoBaHue:

MecTo HaxoxaeHus, TernedoH, dakc, aapec 3MEeKTPOHHON NOYThI:
[JOKYMEHT, nogTBep>KAaoLLNA NOSTHOMOYMS:

Pamunusi, CobCTBEHHOE MMS, OTYECTBO (ECNN TAKOBOE MMeeTCs):




(DOJIXHOCTE CJTYXalleTro)

(MHMLMANE  (MHMLMAJI CODCTBEHHOTO
YMeHMr) , bamMuiaus)

(mommmce)

MpunoxeHune 2

Kk MonoxeHunto o0 nopsake

N YCMNOBUSAX MHCNEKTUPOBAHNUS
(cbapmaueBTUYECKOI MHCNIEKLMN)
NPOMBILLITEHHOIO NPOM3BOACTBA
NEeKapCTBEHHbIX CPeacTB

Ha COOTBETCTBUE TPeOOBaAHUAM
Hagnexaluen nponssoacTBEHHON NPaKTUKK

dopma

NEPEYEHb

JIeKapCTBeHHbIX CpeaAcTB, NPON3BOANMbIX (nﬂaHMpyeMbIX K ﬂpOVI3BO,D,CTBy) Ha I1pOVI3BO,C|CTB€HHOIFI
nnowaanke npoun3soaunTtens, B OTHOLWWEHUN KOTOPOro npoBoanUTcAa UHCNeKTupoBaHue

MexayHapogHoe
yHapoA PeructpaunoHnHoe
HenaTeHToBaHHOe
Toprosoe yAoCToBepeHue, aaTta
HaumeHoBaHVe Nnu
HaumeHoBaHue BblAauyu, CPOK
rpPynnMpoBOYHOE NekapcTBeHHas -
neKapcTBEHHOro AencTeusi/peectpoBas
(xmunyeckoe) dopma,
npenapara/ 3anucb, gara BkoYeHns B | NpumevaHve
HaumeHoBaHue [031poBKa
HaumeHoBaHue peecTp ans
o nekapcTBeHHOro (npwn Hannunm) -
hapmaueBTUYECKON npenaparal dapmaLeBTU4ECKON
cybcTaHumm . cybcTaHumm
hapmaneBTUYECKON
(mpu Hannunm)
cybcTaHuum

Mpunoxexne 3
Kk MNMonoxeHuto o nopsiake
N YCNOBUAX MHCNEKTUPOBaHNUS
(cbapmaueBTUYECKOM MHCNIEKLMN)
NMPOMBILLIIEHHOIO NPOU3BOACTBA NIEKapCTBEHHbIX CPEACTB
Ha cooTBeTCTBME TpeboBaHMAM
Haanexaluen nponssoACcTBEHHOM MPaKTUKK
(B peaakumny nocTaHoOBMEHWS
MwuHuncTepcTBa 34paBooXpaHeHus
Pecnybnvkn Benapycb
15.09.2022 N 97)
(B pea. noctaHoBneHus MuHsapasa ot 15.09.2022 N 97)

dopma

MuHucTepcTBO 3apaBooxpaHeHus Pecnybnvkn Benapycb
dapmaueBTNYECKMIN MHCIEKTOpaT

PACMOPAXEHUE N

O Ha3Ha4YeHUU UHCNEKTUPOBaHUA (PapmaLeBTUYECKON MHCNEKLUM)



MnaHosoe

BHennaHosoe [l
MuctaHumorHoe [
MoBTopHOE (KoHTponbHoe) 1

Llenb nHCNEeKTMpOBaHWMS:

L npn nuueH3anpoBaHUm hapMaLieBTUHECKOI AEATENBLHOCTU B YacTU paboT 1 yYCIyr, CBSI3aHHBIX C
NPOMbILLIIEHHBIM MPOM3BOACTBOM NEKAPCTBEHHbIX CPEACTB U (Mnn) dhapmaueBTUYECKNX CyOCTaHUMA 1
X ONTOBOW peanusauunen;

L] ans noaTBepkaeHWs COOTBETCTBIS MPOMBILLIIEHHOTO NMPOU3BOACTBA NEKaPCTBEHHBIX CPeCTB
TpeboBaHnsm Hagnexallien npon3BoacTBEHHOM NMPaKTUKU B COOTBETCTBMM C NNIAHOM
WHCNEKTMPOBAHWS;

] npu ocylLecTBREeHUM rocyAapCTBEHHON perycTpaLmy (MoaTBepKAEHS rocyJapCTBEHHOM
permcTpaumm) nekapCcTBeHHbIX CPeACTB UK perncTpaumm (MogTBepPXaeHNs permctpaumm)
INnekapCTBEHHbIX CpeAcTB B paMkax EBpa3niickoro 3kOHOMMYECKOro Co3a;

L] uHoe (ykasaTb)

HanmeHoBaHue npon3BognTend:

MecTo(a) HaxoXAeHUs1 NPOM3BOACTBEHHON(bIX) NNoLagkmn(oK):

KonnyecTtBo gHer MHCNEKTUPOBaHMUS:

HavnmeHoBaHne nekapcTBeHHOW OpMbI (KoL NekapCTBEHHON hOPMbl B COOTBETCTBUM C KOAOM,
YKa3aHHbIM B cepTMdunKaTe COOTBETCTBUS NMPOMBbILLIIEHHOIO NMPOM3BOACTBA JIEKAPCTBEHHbLIX CPEACTB
TpeboBaHnsaM Hagnexallen nponsBoaCcTBEHHOM NpaKkTUKK unu Mpaeun Hagnexaien
NPOV3BOACTBEHHON NpaKTUKN EBpa3ninckoro sSkOHOMUYECKOro cor3a):

Hanunune 0OKYMEHTOB, yKa3aHHbIX B NyHKTax 5 u (unu) 8 MNMonoxeHns o nopsigke 1 yCnoBusax
MHCNeKTMpoBaHusA (hapmaLeBTUYECKON MHCMEKLMN) MPOMBbILLIIEHHOTO NPON3BOACTBA SleKapCTBEHHbIX
CpeacTB Ha cooTBeTCcTBME TpeboBaHusaM Haanexallen nponsBoACTBEHHOWN NPAaKTUKK, YTBEPXKAEHHOTO
noctaHosneHnem MuHncTepcTBa 3gpasooxpaHenns Pecnybnukm benapyce ot 18 Hos6psa 2020 r. N
102:

Buabl NpOMBILLINIEHHOro NPOU3BOACTBA NEKAaPCTBEHHbIX CPEACTB (NPOM3BOACTBEHHbLIX onepauni) ans
Ka)kgow NekapcTBeHHOW dOpPMbl (OTMETUTb B COOTBETCTBYIOLLIEM OKHE)

[Mpon3BoaCTBO HECTEPUIBHBIX O Hanuume KOHTpaKTHbIX O
INekapCTBEHHbIX CPeacTB ncnblTaTenbHbIX TabopaTtopun
Mpon3BoacTBO CTEPUIBbHBIX [Mpon3BoacCTBO NEeKapCTBEHHbIX O
INnekapCTBEHHbIX O npenapaToB Ans KNMHUYECKNX
CPeACTB: O nccnegoBaHuin (McnblTaHWm)
dUHULWHaA cTepunmsaums KomnbioTepusnpoBaHHbie CUCTEMBbI O
acenTuyeckoe Npou3BoACcTBO
Mpon3BoacTBO OHMONOrMYecKmx O Mpon3BoACTBO NeKapCTBEHHbLIX O
(MMMYHOBMONOrMYECKMX) CpeAcTs, NonyvyaeMbiX U3 JOHOPCKON
INnekapcTBEHHbIX CpecTB KPOBW UK Nnasmel
MponssoacTeo O KoHTponb kayecTBa O
pagnodapmaueBTUYECKNX (cbusnko-xmmmyeckme nabopatopum)
INekapCTBEHHbIX CpeicTB
[Mpon3sBoacTBO rasos AN MEAMLUHCKOrO O KoHTponb kayecTBa O
npuMeHeHust (Mukpobuonormyeckne n

Buonormnyeckue naboparopun)
Mpon3BoacTBO roMeonaTn4ecKmnx O MponssoacTeo hapmaueBTUYECKNX O
InekapCTBEHHbIX CPeacTs, cybCcTaHUMM (aKTMBHbIE
INnekapCTBEHHbIX CPeACTB PacTUTENbHOIO bapmaveBTMYeCKMe cybcTaHumm,
NPOUCXOXKOEHMNS [Je/CTByIOLLME BelLlecTBa)
Hanunyme KOHTpakTHbIX NpoM3BogMTeENnen | MHoe (ykasaTb Heobxognmoe) O
CocTaB MHCNEKLMOHHON rpynnbl:
Beaywumn nHcnekrop:
YrieHbl MHCNEKLMOHHOW rpynmbl:
[laTa HasHaYeHWs1 MHCMEKLMOHHOW rpynmbl:
Mognuce pykoBoanTensa hpapMuHcnekTopara:

(OomKkHOCTL cnyxaluero) (noanuchb) (vHuumansl (MHUMUMan cobCTBEHHOTO

MMeHW), dpamunms)




Mpunoxexue 4

Kk MNonoxeHutio o nopsigke

N YCIOBUSX UHCMEKTUPOBaAHUS
(cbapmaueBTUYECKON MHCNEKUMN)
NPOMBILLIEHHOrO NPON3BOACTBA
neKkapcTBEHHbIX CPeacTs

Ha cooTBeTCTBME TPebOBaHUAM
Hapnexaluen nponsBoaCcTBEHHOW MPaKTUKK

(B pea. noctaHoBneHus MuHsgpasa ot 15.09.2022 N 97)

MMHMCTEPCTBO 3OpaBooxpaHeHus Pecnybnmku Besjlapychb
dapMalleBTUUYECKUM MHCIEKTOopaT

IIPOT'PAMMA
MHCIEeKTUMPOBaHMUSI NPOMBBOICTBEHHOM ILJIOWANKA

(HaMMeHOBAaHMe BasgBUTEJIS)

(HaMMeHOBaHME MNPOM3BOINCTBEHHOM ILJIOWAIKM, BMIL [NPOMBIIJIEHHOTO NPOM3BOICTBA
JIEKAPCTBEHHBEIX CPEeNCTE ([IPOM3BOINCTBEHHEIX OllepallMil), JIeKapCTBEeHHBEe QOPMEI)

Ha coorBeTcTBUE:

1. OcHoBaHUue oJis NpoBeleHMsa MHCIEKTUPOBAaHMA NPOMBBOILCTBEHHOM (BIX)
nJjiomanky (OK) :

2. LUenu MHCHEKTUPOBAHUSA NPOM3BOINCTBEHHOM (BHX) IJIOWAIKU (OK) :

3. 0OOJylacTb MHCIEKTUPOBAHUS IPOMUI3BOICTBEHHOM (BIX) IJOWAnKM (OK) :

4. JlaTa u MEeCTO HaXOXIEeHUS MHCIIEKTMPOBAaHMA NIPOMBBOIACTBEHHOM (BIX)
mjaomankuy (oK) :

5. CocTaB MHCHEKLMOHHOM I'PyIIH:

6. OOBEeKTH VHCIIEKTUPOBAHUA INPOMUBBONCTBEHHOM (BIX) IJIomanKy (0K ) (paznesu
Hannexamey NPOM3BOICTBEHHOM NPaKTUKM) :

Yactb |I. OcHOBHbIE TpeboBaHusA

1. PapmaueBTUYECKasl cCUCTEMA KavecTBa:

PYKOBOACTBO MO Ka4yecTBy

OTBETCTBEHHOCTb N 0653aHHOCTM pykoBOACTBa

aHanu3 co CTOPOHbI PYKOBOACTBA

cvucTema paboTbl C NOCTABLUMKAMM 1 NogpsiAYnKamMm

cucTemMa ynpasJsieHNA N3SMEHEHUAMU

paboTa C HECOOTBETCTBUSMM

CcMCTEMA KOPPEKTMPYIOLWNX 1 Npeaynpexaatolmnx 4encTBun

crUcTeMa BbiNycka CEpUU NEKapCTBEHHOIO npenapaTa B obpalyeHve

0630pbI Ka4YecTBa NlekapCTBEHHbIX NpenapaTos

CuCTeMa yrnpasJieHUAa pUckamMun anga Kkadecrtea

2. NepcoHan:

O |O00oooooooio

OpraHuM3aunoHHas CTPYKTypa

dopma



KNr4YeBomn nepcoHan

cucTtema obyyeHus

rurueHa nepcoHana

KOHCYJIbTaHThI

3. NomelleHunsn n o6opyaoBaHue:

NPOEKT U KBanudumkaumsa nomMmeLleHin, 060pyaoBaHUSA N UHXKEHEPHbBIX CUCTEM

MOHUTOPWUHTI, OMUCTKA U 060ny>|<|/|BaH|/|e

CKNnagckue, npon3BoaCcTBeHHbIE N BCNOMOraTesibHble 30HbI

BOHbI KOHTPOJIA Ka4eCTBa

4. lokymeHTauums:

ynpasneHune LI,OKyMeHTaLI,VIeIZ 1 3anncamMmm

XpaHeHWe JOKYMEHTOB

npouenypbl 1 3anucu

5. MponsBoacTeoO:

npegoTBpaLleHne NepekpecTHON KoHTaMuHaLmMm

Banngauna npoueccoB U npoueayp O4YUCTKU

MCXOAHbl€ N YNaKoBOYHbIE MaTepuanbl

TEXHOMOIMYECKMA NPOLIECC 1 KOHTPOrMb B NMPOLIecce Npou3BoacTBa

ynakoBka

Nnpon3Bo4CTBEHHAA OOKYMEHTaUUA 1 3anmcu

roToBad Nnpoaykuma: XxpaHeHne n peanundaumsa

obpalleHne ¢ HeCOOTBETCTBYHOLLEN NPOAYKLMEN

6. KOHTpoOnb KavyecTBa:

CCTeMa KOHTPOJ1A KavyeCTBa

\BQOKYMEHTaUMA NOo KOHTPOJIK0 KavyecTBa

oT60p Npob

nocyaa, peakTuBbl, CTaHAapTHble 06pasubl

npoBefeHne UCNbITaHUN

npoueaypa paccrneaoBaHusi pesynbTaToB, UMEIOLLMX HECOOTBETCTBUS OT
cneumdmrKauuii 1 BbIXOASALWMX 38 YCTAHOBMEHHbIE Npeaensl

KOHTPOIbHbIE M apXMBHble 0bpasLibl

nporpamMmma TeKyLLero ncnblitaHus ctabunbHOCTH

Banmgaumsi n TpaHcdep METOAMK UCTbITaHWI

7. leATenbHOCTb, NepepgaBaemas AnA BbINOSIHEHUSA APYroMy nuuy
(ayTcopcuHr):

8. MpeTeH3unn, AedheKTbl Ka4eCTBa U OT3bIBbI JIEKaPCTBEHHbIX
npenapaTos:

9. CamouMHcneKuus:

YacTb Il. OcCHOBHble Tpeb6oBaHUA K aKTUBHbIM (hapMaLeBTUYECKUM
cy6cTaHumMAM, Ucnonb3yeMbIM B Ka4eCcTBe UCXOAHbIX MaTepuanosB:

YacTs lll. JokyMeHTbI, cBfi3aHHble ¢ Hagnexalien npoM3BoACTBEHHON
NPaKTUKON:

MpunoxeHne N 1 TpeGoBaHUsi K NPOU3BOACTBY CTEPUIbHbLIX JIEKAaPCTBEHHbIX
cpeacTs

MpunoxeHune N 2 TpeboBaHMa K NPon3BOACTBY GUonorMyeckmx (B TOmM yucre
MMMYHOBMONOrMYECKNX) akTUBHbLIX hapMaLeBTU4eCKux cybcTaHumni un
INekapCTBEHHbIX NpenapaToB AN MeAUUMHCKOrO NPYMeEHEeHNs

o 0o o 0o o oooo ogooocoo |ooocooocoo oo joooco gooo

Mpunoxenne N 3 TpeboBaHusa kK NPonM3BOACTBY pagnodapmaLeBTUYECKMNX
INekapCTBEHHbIX CpecTB

MpunoxeHnne N 4 TpeboBaHNa K NPON3BOACTBY BETEPUHAPHbIX
INnekapCTBeHHbIX NpenapaToB (KpoMe NMMYHOOMONOrMYECKUX BETEPUHAPHbIX
INekapCTBEHHbIX NpenapaToB)

MpunoxeHue N 5 TpeboBaHMsA K MPOM3BOACTBY MMMYHOOMOMOrMYECKNX
BETEPUHAPHbIX NIEKAPCTBEHHbIX NpenapaToB

MpunoxeHue N 6 TpeboBaHWs K NPOM3BOACTBY MEAMLIMHCKMX ra30B

MpunoxeHnne N 7 TpeboBaHMsa K NPOM3BOACTBY JIEKapCTBEHHbIX CPEACTB U3
pacTUTENBLHOTO Chlpbs

MpunoxeHune N 8 TpeboBaHusa K 0T6OPY NPO6 MCXOAHBLIX U YNAKOBOYHbIX

O oo o




MaTepmnanoB

MpunoxeHue N 9 TpeboBaHMA K NPOM3BOACTBY XKUOKUX U MSATKUX
INekapCTBEHHbIX (hopMm

MpunoxeHue N 10 TpeboBaHMsa K NPOM3BOACTBY 4O3UPOBAHHbIX
29p030MbHbIX NNEKAPCTBEHHbIX CPEeACTB NoA AaBNEHUEM AN NHransaummn

MpunoxeHue N 11 TpeboBaHMs K KOMMbIOTEPU3MPOBAHHLIM CUCTEMAM

MpunoxeHue N 12 TpeboBaHMsA K NCNOMNB30BAHMIO MOHU3UPYIOLLIETO

N311y4eHund B Npon3BOACTBE JIEKAPCTBEHHbLIX CpeacTB

MpunoxeHue N 13 TpeboBaHMsA K NEKAapCTBEHHLIM cpeacTBam Anst

KNWHUYECKUX UCCnegoBaHUN

MpunoxeHue N 14 TpeboBaHMsA K NPON3BOACTBY NEKAPCTBEHHbIX

npenaparos, nojiydaemMbiX 13 ﬂ,OHOpCKOIZ KpOoBU Ui niia3Mbl

MpunoxeHue N 15 TpeboBaHMsa K KBanugukaumm u Banugauum

MpunoxeHue N 16 TpeboBaHMsA K MOATBEPXKAEHUIO YNONTHOMOYEHHbIM JIULLOM

COOTBETCTBUA Ccepun nNnpoayKunn Cc Uesiblo ee BbllyCKa

MpunoxeHue N 17 TpeboBaHMs K BbIMYCKy N0 NapaMmeTpam

MpunoxeHue N 19 TpeboBaHMS K KOHTPOJIbHLIM U apXMBHLIM 00pas3uam

oo oo o o gg g o

7. M'pacuk npoBeaeHNst MHCNEKTUPOBAHNSA NPOU3BOACTBEHHOM(bIX) NroLaaku(ok):

[Oata, Bpems Hayana

OTan NpoBeAeHUst MHCNEKTUPOBaHUS
NPOM3BOACTBEHHOW(bIX) NNOLLAAKN(OK)

damunms, cobcTBeHHOE UMS,
OTYECTBO (ECNM TaKOBOE UMeeTCs)
MHcnekTopa(os)

1. BctynutensHoe coBellaHne

2. O3HakoMIieHVe C cMcTeMOol KavyecTBa

3. OcmoTp cknagckux um
NPOn3BOACTBEHHbIX 30H

4. OCMOTP MHXXEHEPHbIX CUCTEM 1
BCMOMOraTenbHbIX 30H

5. OCcMOTp 30H KOHTPOMS Ka4ecTBa

6. MpoBepka AOKYMEHTaLNN CUCTEMBI
KayecTBa

7. MNpoBepka gOKyMeHTauumn no
0ByYeHMI0 1 rTrMeHe nepcoHana

8. NpoBepka NPon3BOACTBEHHOM
[DOKyMEeHTaumu

9. MNpoBepka AOKyMeHTaLun no
KOHTPOJIO KayecTBa

10. CoBellaHne NHCNEKLMOHHOW rpynnbl

11. 3aknounTenbHoe coBeLllaHne

Benymmil MHCIEKTOP

(DOJIXHOCTE CJTYXAaleT o) (mommnmcso)

IlaTa nonnmcaHmsa

(MHMLIMANE  (MHULIMAJT

coBCTBEHHOTO MMeHM), GaMmimsa)

Mpunoxexue 5

K MonoxeHuto o0 nopsaake

N YCIOBUSIX UHCMEKTUPOBaAHUS
(cbapmaueBTUYECKOM MHCNIEKLMN)
NMPOMBbILLIEHHOIO Npou3BoACTBa
nekapcTBEHHbIX CpeacTB

Ha cooTBETCTBUE TPebGoBaHUAM



Haanexallen nponsBoaCcTBEHHOW MPaKTUKK

MyHMCTEPCTBO 3IpaBoOxpaHeHMs PecnyOimky Bejapych
dapMalleBTUUYECKMI MHCIEKTOPpaT

OTUET
06 uHcCnexTupoBaHuMm (bapmMaleBTHMYECKOM MHCIEKLMWM) IPOMBILIEHHOI'O
NPOMBBOACTBA JIEKAPCTBEHHEX CPEeICTB Ha COOTBETCTBME TpebOoBaHMSM
Hagnexame NpoMSBOACTBEHHOM NPaKTUKM

(HaMMeHOBaHMEe CTPYKTYPHOTO NoApasnejieHus (QapMMHCIEKTOPAaTa, OCYUECTBIIANIETO

VHCIEKTVPOBaHME, MECTO HaxXOoXIeHus, TejeboH, ampec BJISeKTPOHHOM MOUTH)

HpOBe,JIeHO MHCIIEKTUPOBaHME IIPOMBIIJIEHHOI'O IIPOM3BOILCTRBA JIEKAPCTBEHHBIX CpencTs

(HaMMeHOBaHME MNPOU3BONUTEJIS, HAMMEHOBAHME MNPOU3BOICTBEHHOM (BIX)

JIowWanku (OK) , MecT (a) HaxoxIOeHus, TejiedoH, aIpeC DJIEKTPOHHOM IIOUYTH)
OcHOBaHUE :

(DaTa m HOMep npukasza MMHUCTEPCTBa 3IOPABOOXPAHEHUS O
Ha3HAUYEHMM MHCIEKTUPOBAHMS)

YacTb |

1. Pe3stome:

HanmeHoBaHue, MmecTo(a) HaxoXaeHus

Npon3BoACTBEHHON(bIX) Niowaakn(ok)

CneuunanbHoe paspeLlleHmne (NMMueH3uns)

Ha NPOM3BOACTBO NIEKAPCTBEHHbIX

cpeacTs

Pestome geatensHocTu npounssoguTens [[pom3sBoacTso hapMaLeBTU4ECKMX
cy6cTaHummn
[Mpon3BOACTBO NEKapCTBEHHbIX
npenapaToB
[pon3BOoaCTBO NPOMEXYTOUYHBIX UMK O
HepacdacoBaHHbIX ("6ank")
INeKapCTBEHHbIX CPEACTB
MepBUYHasa 1 BTOpMYHasi ynakoBka O
BB0o3 (MMnopT) O
[Mpon3BOACTBO MO KOHTPAKTY O
[NpoBeaeHWe ncnblTaHui KayecTsa O
INeKapCTBEHHbIX CPEACTB
BbinyckaroLwmi KOHTPONb O
(cepTudukauns cepum)
MHoe ]

[aTta(bl) NnpoBeAEHMS UHCNEKTUPOBAHNSA

MHCNEeKTOpbI/TeXHUYECKNE 3KCNEPThI
(OOMKHOCTL cnyxatlero, hammnus,
COBGCTBEHHOE MMS, OTYECTBO (ECrnu
TaKOBOE MMeeTCs)

Homep nHcnekTMpoBaHus (Mnn Homep
pacnopspkeHus)

2. BBogHas uHdopmauyums:

dopma



KpaTkoe onncaHve npoussoanTens u
Npou3BOACTBEHHOW(bIX) Nnowagkmn(ok)

[aTta(bl) npeablayLlero MHCNEKTUPOBaHUSA
Npon3BoACTBEHHON(bIX) NnoLwaakn(ok)

YneHbl MHCNEKLMOHHOW rpynMbl, MPOBOAUBLLME
npegblayliee MHCNEKTUPOBaHue
Npon3BOACTBEHHON(bIX) Niowaakn(ok)

OCHOBHbIE M3MEHEHMS, NPOU3oLLEeLLNe CO
BPEMEHW NPeabIayLLEro UHCNEKTUPOBAHMS
Npon3BOACTBEHHON(bIX) Niowaakn(ok)

Llernb MHCNeKTMpOBaHNsS NPOM3BOACTBEHHON(bIX)
nnoLuagkm(ok)

NHcnekTMpyemble noMeLLeHus (30Hbl)

OTBETCTBEHHbIE NPEACTaBUTENU
NPOV3BOAUTENS, B TOM YMCNe YNONIHOMOYEHHOe
NMLO NPOM3BOAMTENS, YHaCTBYOLLNE B
NpoBEAEHUN MHCNEKTUPOBAHUSA
Npou3BoACTBEHHOW(bIX) Nnowagkm(ok)

[ToKyMeHTbl, NpeAcTaBrneHHbIe NPOM3BOAMTENEM
10 NpoBeaeHUs1 MHCMEKTMPOBaHUS
Npou3BoACTBEHHOW(bIX) Nnowagkm(ok)

3. HabnropgeHus v pe3ynbTaTbl MHCNEKTUPOBaHUSA NPOM3BOACTBEHHOM(bIX) NNnowanku(ok):

yn paBJjieHne Ka4eCTBoOM

MepcoHan

MomelleHus n obopyaoBaHue

[lokyMeHTauus

MponssoacTeo

KOHTpOJ'Ib KayecTBa

[lessiTenbHOCTb, NepeaBaemMast 4ns BbINOSHEHWS]
\Apyromy nuuy (ayTCoOpCUHT)

MpeTeH3un, AedeKTbl KayecTBa U OT3bIBbI
npoayKUMn

CamounHcnekums

Peannsauna n TpaHcnopTupoBaHue npogykumm

OueHka Jocbe NMPOon3BOACTBEHHON(bIX)
nnoLuaakm(ok)

PasHoe

4. NepeyeHb HECOOTBETCTBUMN, BbISIBIIEHHbIX B MPOLIECCE MHCNEKTUPOBaHUS:

Kputndyeckue

CyLlecTBEHHbIE

Mpoyvre

5. 3aknouuTenbHoe coBeljaHue 1 oLeHKa oTBeTa npousBoauTens:

KoMmmeHTapuu npegcraBuTenen nponssoanTens,
cOenaHHble B Xoe 3aKMmoyYnTensHoro
coBeLaHns

OueHka oTBeTa npounsBoanTena No BblABTEHHbIM
HECOOTBETCTBUAM

[ToKyMeHTbI U (Mnun) obpasubl, oTobpaHHbIe B
Xo4e MHCNEKTUPOBaHUSA NPOM3BOACTBEHHOM(bIX)
nnowuaakm(ok)

6. Pe3yanaTb| UHCNEeKTnpoBaHuA Hp0M3BO,D,CTBeHHOI;1 nnowagkm n peKkomMmeHgauumu:



PesynbTathl MHCNEKTMPOBaHNS
Npou3BoACTBEHHOW(bIX) Nnowagkm(ok)

PekomeHaaumnm
OTueT 00 MHCIEKTUPOBAHUM IIPOMUBBOIACTBEHHOM (BIX) njomanku (0OK) COCTaBJIeH U
NOONMCaH :

Benyumii MHCIEKTOP

(DOJIXHOCTE CJTYXalleTro) (mommnmce) (MHMLUMANE  (MHULMAJT
CcOoBDCTBEHHOTO MMeHM) , GbaMmimsa)

YJIeHBl MHCIIEKLMOHHOM T'PYIIIEL :

(DOJIXHOCTE CJTYXalleTro) (mommmce) (MHMLMAJE  (MHULMAJT
CcOoBDCTBEHHOTO MMeHM) , GbaMmimsa)
(DOJIXKHOCTE CJIyXallero) (mommnmce) (MHMUMAaJE  (MHMLMAJ

CODCTBEHHOT'O MMeHM) , GaMmiams)

(DOJIXHOCTE CJTYXAalleTro) (mommmcso) (MHMLMANE  (MHULIMAJT
CODCTBEHHOT'O MMeHM) , GaMmnams)

IaTa nonnmMcaHusa . .

MuHMCTEPCTBO 3IOpaBooOxpaHeHMs Pecny®nmky Bejapych
dapMalleBTUUYECKMI MHCIEKTOPAT

OTUET
06 mHcnekTMpoBaumMM (papMaleBTHMUECKON MHCHEKINUM) IPOMBIIIEHHOI'O
NPOMBBOMACTEA JIEKAPCTBEHHHX CPEACTB Ha COOTBETCTBME TpeBoBaHMSAM
Hapnexamer NpPoOMBBOACTBEHHOM NPaKTUKU

(HaMMeHOBaHMEe CTPYKTYPHOTO MNOoIpaslesieHrs GapMMHCIEKTOpaTa, OCYyUeCTBJIAOIETO

VHCIIEKTUPOBAHME, MECTO HaxOXIeHus, TejiedOH, alpecC DJIEKTPOHHOM IIOYUTH)

HpOBeHeHO MHCIIEKTPOBaAHME IIPOMEBIIJIEHHOIT'O IIPOM3BOIOCTBA JIEKAPCTBEHHEIX CpPencCcTsB

(HaMMeHOBaHMe npomspogmuTeJid,

MECTO HaxoxXIeHus, TeJe@OH, aIpecC DBJIEKTPOHHOM I1OUTH)
OcHOBaHUE :

(DaTa ¥ HOMep npuKaza MuHMCTepCTBa 3OPaBOOXPAaHEHUS O
Has3HAUEHUM MHCIEKTUPOBAHUS)
IaTa (pl) NPOBEIEHMS MHCIEKTUPOBAHMA NPOM3BOICTBEHHOM (BIX) JIOWAIKM (OK)

Howmep VHCIIEKTUPOBAHUA NPOM3BONCTBEHHOM (BIX) JICWA KM (OK) (HoMep
PaCIIOPSXEeHMU)
YacTb Il
7. BbiBOoAbI:
CBepneHus 00 ycTpaHeHun
Keanudukaums A yerp
HEeCoOTBETCTBUA
I'Iepequb HEeCoOoTBETCTBUA OLI,eHKa yCTpaHeHusA
o (kpaTkoe copepxaHve
HEeCoOOTBEeTCTBUU (KpI/ITI/I‘-IeCKoe, HEeCooTBEeTCTBUA
MeponpuUATUS,

CYUIeCTBEHHOE, Npotee) noaTBEPKAALWMNA JOKYMEHT)

1 2 3 4




UJIeHBE MHCIIEKLMOHHOM TPYIIEL X

(DOJIXHOCTE CJIyXallero) (mommnmce) (MHMLUMAaJE  (MHMLMAJ
CODCTBEHHOT'O MMeHU) , GaMmnams)

(DOJIXHOCTE CJTYXalleTro) (mommmce) (MHMLMANE  (MHULMAJT
CcOoBDCTBEHHOTO MMeHM) , GbaMmimsa)

(DOJIXHOCTE CJIyXallero) (mommnmce) (MHMLUMAaJE  (MHMLMAJ

CODCTBEHHOTO MMeHU) , GaMmnams)

8. BaknwueHue:

HpOMHmﬂeHHO@ IIPOM3BOIOCTBO JIEKAPCTBEHHEIX CpeIncCTB

(HaMMeHOBaHUE

IPOMBBOLCTBEHHOM (BIX) ILJIOWAaIKM (OK) )
TpeboBaHMAM Hanjexamel NpOoM3BONCTBEHHOM

(cooTBEeTCTBYEeT/HE COOTBETCTBYET)
IPaKTUKHA .

Benyummyi MHCIEKTOP

(DOJIXKHOCTE CJIyXallero) (mommnmce) (MHMUMAJE  (MHMLMAJ
CODCTBEHHOT'O MMeHM) , GaMmiams)

JaTa nomnmMcaHmsda . .

MpunoxeHne 6

Kk MNMonoxeHuto o nopsiake

N YCNOBUAX MHCNEKTUPOBaHNS
(bapmaueBTUYECKON UHCNEKUMI)
NPOMBILLIIEHHOrO NPOU3BOACTBA
NEeKapCTBEHHbIX CPeacTB

Ha cooTBeTCcTBME TpeboBaHMAM
Haanexaluen nponssoACcTBEHHOW MPaKTUKK

MyHMCTEPCTBO 3IpaBooxpaHeHMs Pecny®nmky Bejapych
dapMalleBTUUYECKMI MHCIEKTOpaT

SAKJIOUEHUE
o pesyJbTaTaM MHCHEKTMPOBaHMsI (papMaleBTMUECKOM MHCIEKIMM) MNPOMBILIEHHOT'O
NPOMBBOLCTEA JIEKAPCTBEHHEX CPEACTE Ha COOTBETCTBMe TpeboBaHmsM Hannexamern
NPOMBBONCTBEHHON IPaKTMKM, BasiBJIGHHOT'O IJISI JIMLEHSMPOBAaHMS

(HaMMEeHOBAaHME CTPYKTYPHOTO NOompasneiieHrs (GapMMHCIEKTOpaTa, OCYLEeCTBIISOLETO

MHCIIEKTUPOBaHME, MEeCTO HaXOXIOEeHNUHd, Teﬂe@OH, agpec SHGKTpOHHOﬁ TIOUTHI)
Henmn MHCIIEKTPOBaAHMA :

[IpoBeIeHO MHCIEKTUPOBAHME INIPOM3BOICTBEHHOM (BIX) IJIOWAIKM (OK) @

(couckaTenb JIULIEH3UM (JIMLEeH3UAaT), HaAVMMEeHOBAHME MHCIEKTUPYEMO

IPOMBBOACTBEHHOM (BIX) ILJIOWAIKM (OK), MeCTO (a) HaxoxIeHusa, TejedoH,
ampec DBJIEKTPOHHOM I1OUTEH)



OcHOBaHME :

(DaTa M HOMEp MNpuKasza MyMHMCTEPCTBa 3IPAaBOOXPAaHEHUS O
Ha3HA4YEeHUM MHCIEKTUPOBAHUA)
IaTa OpoBeleHMSA MHCIEKTUPOBAHMA NPOMU3BOINCTBEHHOM (BIX) MJIOWAINKM (OK) :

HoMep MHCHEKTUPOBAHMUSA (HOMEP PaclloOpSXeHMU)

CocTaB MHCIIEKLUMOHHOM I'PYIIIH:

Ob6JjlacTb M pPe3yJIbTaThl MHCIEKTUPOBAHMS MNPOMBBONCTBEHHOM (BIX) I[IJIOWAOKM (OK) :

OB6nacTb MHCNEKTUPOBaHUs

PesynbTaTthl MHCNEKTMPOBAHUS

3yuyeHne JOKyMEHTOB (KOnuK, NpeaocTaBneHHbIX B
NMLEH3NPYIOLWNA OpraH)

YnpaBneHue kayecTBom (papmarieBTu4eckas
cucTema kavecTtsa)

MepcoHan

MomelleHus n obopyaoBaHue

[lokyMeHTauus

YJIeHBl MHCIIEKLMOHHOM T'PYIIIEL :

(DOJIXHOCTE CJTYXAaleT o) (mommmcso) (MHMLMANE  (MHULMAJT
CODCTBEHHOT'O MMeHM) , GbaMmiams)
(DOJIXKHOCTE CJIyXallero) (mommnmce) (MHMUMAJE  (MHMLMAJ
CcOoBDCTBEHHOTO MMeHM) , baMmimsa)
(DOJIXKHOCTE CJIyXallero) (mommnmce) (MHMUMAJE  (MHMLMAJ
CODCTBEHHOT'O MMeHM) , GaMmiamsa)
3aKJINUEeHNME :
[IpOMEIITIEHHOE IPOM3BOLCTBO JIeKapCTBEHHBIX CpencrTs, 3ag9BJIEHHOE ojsa
JINLIEH3UPOBAHUSI
(couckaTesb JULUEH3UM (JIUIEeH3MaT), HaVMMeHOBaHUue

VHCIIEKTUPYEMOM NPOMUI3BOICTBEHHOM (BIX) I[JIOWAIKM (OK) )
TpeboBaHMAM Haznjexamey NPpOM3BOINCTBEHHOMU

(cooTBeTCTBYEeT/HE COOTBETCTBYET)
IPaKTUKHA .

Benmyummii MHCHEKTOP

(DOJXHOCTE CJTyXalleTo)

ITaTa nomnmMcaHmsa . .

(mommnmce)

(MHMUMAJE  (MHMLIMAJ
CODCTBEHHOTO MMeHU) , GbaMmims)

Mpunoxexne 7

k MonoxeHunto o nopsiake

N YCIOBUSAX UHCMEKTUPOBAHUS
(cbapmaueBTUYECKON UHCNEKLUMI)
NPOMbILLIIEHHOrO NPOM3BOACTBA
NEeKapCTBEHHbIX CPeacTB

Ha cooTBeTCcTBME TpeboBaHMAM
Hagnexaluen nponssoacTBEHHON NPaKTUKN



MuHucTepcTBO 3apaBooxpaHeHms Pecnybnvku Benapycb
dapmaLeBTMYECKUIA MHCNEKTOpaT

YBepomneHue
0 pe3ynbTaTrax NPoBeAEeHHOro MHCNEeKTMpoBaHusA (hapmMaLeBTMYECKOW MHCNEKLMN)
NPOMBILLIIEHHOTO NPOM3BOACTBA NIEKapCTBEHHbIX CPEeACTB Ha COOTBETCTBME TpeOboBaHUAM
Hapnexauien npoM3BoaCcTBEHHOW NPaKTUKN

N 000XX-20XX/BY
oT

BblgaHo no uToram npoBeAeHWs MHCMEKTUPOBaHUSA B COOTBeTCTBUM C [MonoxeHnem o nopsigke u
YCIOBUSAX MWHCMNEKTUPOBaHMSA ((hapmMaLeBTUYECKON WHCNEKUUN) MPOMBILIIEHHOTO MPOU3BOACTBA
INekapCTBEHHbIX CpeAcTB Ha COOTBETCTBME TpeboBaHWsM Hagnexawen nponsBoACTBEHHON
NPaKkTVKW, YTBEPXOEHHbIM MNocTaHoBrneHMem MuHMCTEpCTBa 34paBOOXpaHeHust  Pecnybnuku
Benapycb oT 18 Hos6ps 2020 r. N 102, 1 noaTBEpPXXAAET CneayoLlee:

(HanmeHOBaHMe Npou3BOAUTENS, MPOU3BOACTBEHHON(bIX) Nrowaakm(ok),

MecTo(a) HaxoxaeHus!, TenedoH, agpec ANEKTPOHHON NOYTbI)
Ha ocHoBaHUM cBedeHWI, MNOSMyYeHHbIX MpU NPOBEAEHWMM WHCMEKTUPOBAHWUS MPOU3BOACTBEHHON
nrnowanku, nocrneaHee N3 KOTopbix OblNo NpoBeAeHo:

(naTta, nepunon MHCMEKTUPOBAHWS, HOMEpP PacropsPKEHUs UM HoMep Npukasa MuHucTepcTBa
30paBOOXpaHeHNs)
YCTaAHOBJIEHO, YTO NPOMbILLIIEHHOE NPOMU3BOACTBO JIeKapCTBEHHbIX CPeacTB

(HaMmeHoBaHue BuAa paboT M YCNyr Mo NPOMbILLIEHHOMY NPOVU3BOACTBY)
Ha NPOM3BOACTBEHHON NIoLLaaKe:

(HanmeHoBaHMe NPou3BOACTBEHHON(bIX) Nnowaakm(ok))

(cooTBeTCTBYET (HE COOTBETCTBYET))
TpeboBaHuaM Hagnexaluen npoM3BOACTBEHHON MPaKTUKN.
Benywun nHcnekrop

(BOMKHOCTL cny>aLuero) (noanuchb) (MHWMUMane! (MHUUKMan
COBCTBEHHOrO MMeHW), hamunus)

(BOMKHOCTb YNONTHOMOYEHHOTO (nognwuce) (vHuumansl (MHUUman

AOMKHOCTHOrO nnua) COBCTBEHHOrO MMeHwn), hammnus)

dopma

MpunoxeHne 8

k MonoxeHunto o nopsiake

N YCIOBUSAX UHCMEKTUPOBAHUS
(cbapmaueBTUHECKOM UHCNEKLNN)
NPOMbILLITEHHOrO NPOM3BOACTBA
neKkapcTBEHHbIX cpeacTs

Ha cooTBeTCTBME TpeboBaHMAM
Hagnexaluen nponssoacTBEHHON NPaKTUKN

(B pea. noctaHoBneHusa Munsgpasa ot 15.09.2022 N 97)



MMWHNCTEPCTBO 3PABOOXPAHEHNA PECIMYBJTINMKN BENAPYCb

CEPTUD®UKAT
COOTBETCTBUA NPOMBILLJIEHHOIO NMPOU3BOACTBA
NEKAPCTBEHHbIX CPEACTB TPEBOBAHUAM
HAONEXALLEA NPOU3BOACTBEHHOW NPAKTUKN (GMP)

N XXXXIXXXXIGMP
(y4eTHbI HOMep cepTudukaTa)

Bbl4aH NO UTOoram MNpPOBEAEHUS WHCNEKTMPOBAHMS B COOTBETCTBMM C [lonoxeHveMm O nopsiake u
YCMOBUSIX  MHCMEKTUPOBAHUSA MNPOMBILLMEHHOrO MPOU3BOACTBA NEKApCTBEHHbIX CPeacTB  Ha
cooTBeTCTBME TpeboBaHuaM Hagnexalwen npou3BOACTBEHHON  MPaKTUKM,  YTBEPXKAEHHbIM
noctaHoBneHnem MuHucTepcTBa 3apaBooxpaHenns Pecnybnukn Benapycb ot 18 Hosib6pa 2020 r. N
102.

MuHucTepcTBO 3apaBooxpaHeHus Pecnybnvku Benapycb nogTeepxaaeT cnegytoulee:

NPOBEAEHO MHCMEKTMPOBAHNE

(HanmeHOBaHMe Npou3BOAUTENS, MPOU3BOACTBEHHON(bIX) Nrowaakm(ok),

MecTo(a) HaxoxaeHus!, TenedoH, agpec ANEKTPOHHON NOYTbI)
Ha OCHOBaHWW:

(yka3aTb ocHOBaHue)
Ha ocHoBaHWU cBefeHWiA, NOonyYeHHbIX NpyY NPOBEeAEHUM UHCMEKTUPOBAHUS, NOCIegHee M3 KOTOpbIX
GbIno NpoBeaeHo

(mata, nepuog)
YCTaHOBMEHO, YTO AaHHbIN NPOM3BOAMUTENDb NEKAPCTBEHHbIX CPeACTB COOTBETCTBYET TpeboBaHWUSIM
Hapnexaluen nponsBoaCTBEHHOW NPAKTUKN.
HactoAwmn ceptudpmkat oTpaxkaeT cTaTyc MPOWM3BOACTBEHHOM(bIX) NMOWAAKN(OK) HA MOMEHT,
NpoBeAEeHUSA MHCMEKTUPOBAHUSA U MO UCTEYEHUU OT JaTbl NocrnegHero OHA nocrnegHero
MHCNEKTMPOBAHMA HE OOMMKEH NPUHMMATLCSA B Ka4eCTBE AOKYMEHTA, CBUAETENbCTBYIOLEro O cTatyce
cooTBeTCcTBMA. [lpy onpegeneHum cpoka, Ha KOTOPbIA BblgaeTca cepTudumkar, YYMTbIBAKOTCS
NPUHUMNbI  ynNpaBfeHus puckamm B COOTBETCTBUMM C  [AOKYMEHTaMM CUCTEMbl KayecTBa
dbapMuHCcnekTopata M oTpaxalTca B none "OrpaHuMYeHUss WU MOSICHUTENbHbIE  3aMETKM,
kacalowmecs obnactm npuMMeHeHWss Hactoswero ceptudumkata'.  CepTudmkatr daBnsetcs
NencCTBUTENbHBIM B CNyyae NpeacTaBreHUs Kak OCHOBHbIX, Tak U AOMOMHUTENbHbBIX NIMCTOB.
AYTEHTUYHOCTbL (MOAMMHHOCTL) HacCTosALWero cepTudukaTta MOXHO MPOBEPUTb Ha oduuManbHOM
cante MuHucTepcTBa 3apaBooxpaHeHus Pecnybnuku Benapycb B rmobanbHOW KOMMNbIOTEPHON CeTu
MHTEepHeT.

Jlnet 1 n3 XX

dopma

(GononHumMernbHbIe nUCMbl)

CEPTUDPUKAT N XXXX/IXXXX/IGMP
(yyeTHbIN HOMep cepTudumkaTa)

U NekapcTBeHHbIE NpenapaThl ANs MEAULIMHCKOrO NPUMEHEHUS

(| dapmaueBTU4eckme cybctaHuum

L' BeTepuHapHble nekapcTBEHHbIE Npenapartbl

L NekapcTBeHHble NpenapaThbl Ans KMMHUYECKUX UCCIIEeA0BaHUM (UCMbITaHWiA)

Kon | HaumeHoBaHue
HavmeHoBaHue Buga npousBoACcTBa, NEKapCTBEHHOMN (hopMblI
1 MpomMbIlINeHHOEe NPOU3BOACTBO CTEPUNbHbIX IEKAPCTBEHHbIX CPEACTB U (Unu)
cbapmaLeBTUYECKMX CyO6CTaHLMN M UX ONTOBas peanu3auusi
1.1 INekapcTBeHHbIe hOpPMbI, MPOU3BOAMMbBIE B aCENTUYECKMX YCINOBUAX
1.1.1 Muakue nekapcTBeHHbIe POPMbI
1.1.1.1 anucnepcumn




1.1.1.2 pKMaKocTu Gonbloro obbema (6onee 100 mn)

1.1.1.3 PKnakocTu manoro obvema (100 mn unu meHee)

1.1.1.4 Kannu rnasHble (HasanbHble)

1.1.1.5 KOHLeHTpaThbl

1.1.1.6 pacTBopbl 6onbLioro obvema (6onee 100 mn)

1.1.1.7 pacTteopbl Manoro obbvema (100 mn nnu meHee)

1.1.1.8 cycneHsuu

1.1.1.9 BOMYIbCUK

1.1.2 Msirkue nekapcTBeHHble POpPMbI

1.1.2.1 renu

1.1.2.2 Kpembl

1.1.2.3 Masu

1.1.3 TBepAble NnekapcTBeHHbIe (hOpPMbI

1.1.3.1 rpaHymnbl

1.1.3.2 MMnnaHTarbl

1.1.3.3 Kancynbl

1.1.34 nnocmnuaaTsl

1.1.3.5 nanoYku

1.1.3.6 NSIEeHKW rnasHble

1.1.3.7 NOPOLLIKK

1.1.3.8 candeTkun nekapCcTBeHHbIE paccacblBaoLmecs

1.1.3.9 rabnetkm

1.1.4 nNpoyre NpoM3BOAMMbIE B aCENTUYECKMNX YCITOBUSX NTIEKapCTBEHHbIE POPMbI (yKasams)

1.2 IekapcTBeHHbIe PhOpMbI, NnogBepraemMbie (PMHULLHON CTepUIn3auum

1.2.1 MKngkue nekapcTBeHHble POpPMbI

1.2.1.1 ancnepcun

1.2.1.2 PKMaKocTn bonboro obbvema (6onee 100 mn)

1.2.1.3 pKnakocTn manoro obvema (100 mn unu meHee)

1.2.1.4 Kannu rnasHble (Ha3anbHble)

1.2.1.5 KOHLleHTpaThbl

1.2.1.6 pacTBopbl 6onbLioro obvema (6onee 100 mn)

1.2.1.7 pactBopbl Manoro obvema (100 mn unun mexee)

1.2.1.8 CycneHsum

1.2.1.9 AMYIbCUKn

1.2.2 Msrkue nekapcTBeHHble (POpPMbI

1.2.2.1 renu

1.2.2.2 Kpembl

1.2.2.3 Masu

1.2.3 TBepAble nekapcTBeHHbIe hopMbI

1.2.3.1 rpaHynbl

1.2.3.2 MMnnaHTarsl

1.2.3.3 Kancynbl

1.2.34 nMoumnusaTsl

1.2.3.5 nanoYku

1.2.3.6 NSIeHKN rnasHble

1.2.3.7 NOPOLLIKK

1.2.3.8 candeTKn NekapcTBEeHHbIE paccackiBalomnecs

1.2.3.9 rabneTkm

1.2.4 npoyune nekapcTBeHHble hopMbI, MoABEprarLLmnecs OUHULLHOW CTepunmMsanmm
(ykazamn)

1.3 BbinyckaroLwmin KOHTPOIb

2 MpoMbIiwneHHOe NPOU3BOACTBO HECTEPUIIbHBLIX JIeKapCTBEHHbLIX CPEeACTB U
(wnu) cphapmMaueBTUYECKMX CYBGCTaHLUI N UX ONTOBAas peanusaums

2.1 MKugkve nekapctBeHHble hOpPMbI ANl HAPYXKHOro U (UNU) MECTHOro NPUMeHeHus!

2.1.1 PKNOKOCTU

2.1.2 Kannm

2.1.3 Macna

2.1.4 neHbl




2.1.5 pacTBopbl

2.1.6 cnpeu

2.1.7 cycneH3nn

2.1.8 LLIaMNyHW NeKapCTBEHHbIE

2.1.9 BOMYIbCUK

2.1.10 KOHLEHTpaThbl

2.2 Msirkue nekapcTBeHHblIe (POPMbI AN HAPYXKHOIO U (UIN) MeCTHOro NPUMEHEHUsA

2.2.1 renu

2.2.2 Kpembl

2.2.3 INMUHUMEHTbI

2.2.4 Masu

2.2.5 nactbl

2.3 TBepAable nekapcTBeHHbIe POPMbI ANt HAPYXKHOFO U (MUNU) MECTHOro
npUMeHeHus

2.3.1 rpaHynbl

2.3.2 Kancynbl TBepable

2.3.3 Kancynbl MArkue

2.3.4 KapaHgalln fiekapcTBeHHbIe

2.3.5 nModmnmsarhbl

2.3.6 nanoYku

2.3.7 NNacTUHbI NEKapCTBEHHbIE

2.3.8 NIIeHKn

2.3.9 NOPOLLIKK

2.3.10 CynnosnTopuu

2.3.11 rabneTkm

2.3.12 TabneTkun, NOKpbITbie 060J104KON

2.4 MKugkue nekapcTBeHHble POPMbI AN NpuemMa BHYTPb

2.4.1 PKNOKOCTU

2.4.2 Kanmu

2.4.3 Macna

2.4.4 pacTtBopbl

2.4.5 cuponbl

2.4.6 COKM

2.4.7 cycneH3unn

2.4.8 RIIMKCUPbI

2.4.9 QKCTpaKThl

2.5 Munakue nekapcTBeHHble (POpPMbI ANA UHFaNAUMMA NN UHFaNSILMOHHOIO HapKo3a

2.5.1 PKMAOKOCTU

2.5.2 pacTteopbl

2.6 Msrkve nekapcTBeHHble POpMbI ANA NpUemMa BHYTPb

2.6.1 renuv

2.6.2 nacTtbl

2.7 TBepAble nekapcTBeHHble hopMbl ANs NpMemMa BHYTPb

2.7.1 rpaHyrbl

2.7.2 apaxe

2.7.3 Kancynbl

2.7.4 Kancynbl MArkue

2.7.5 INneeHubl NeKapCTBEHHbIE

2.7.6 Innodpunmaatsl

2.7.7 NacTUITKN NEeKapCTBEHHbIE

2.7.8 NANTKN

2.7.9 NOPOLLIKK

2.7.10 pEe3VHKN XXeBaTeSbHble

2.7.11 TabneTku

2.7.12 TabneTkn, NOKPbITble 060JT0YKON

2.8 Mpouune nekapcTBeHHble POPMbI HECTEPUIIbHBLIX NIEKAPCTBEHHbLIX CPEeACTB

2.8.1 a3p0o30nu

2.8.2 ryGKu NeKkapCTBEHHbIE




2.8.3

Kancynbl Anga NMHransumm

2.8.4 nnacTbipy Ang cnu3ncTon o60noYkn NonocTn pta

2.8.5 nnacTblpy TpaHcaepmarnbHble

2.8.6 CUCTEMbI TepaneBTUYECKNE

2.8.7 cnpeun

2.9 BbinycKarowmn KOHTponb

3 MpomMbIwneHHoe NPOoU3BOACTBO OMonornyeckux (B Tom yncne
MMMYHONOIMMYeCcKnX) neKkapcTBeHHbIX cpeacTB U (Mnu) chapMmaueBTMHECKNX
cyb6cTaHUMM M UX ONTOBas peanusauus

3.1 CTepunbHbIe NeKapcTBEHHbIe hOopMbI

3.1.1 MKngkue nekapcTBeHHble POpPMbI BUONOrnyecknx (B Tom ymcne
MMMYHOJIOrM4ecKkux) NNeKapcTBEeHHbIX CPeacTB

3.1.1.1 aucnepcmn

3.1.1.2 PKnakocTn 6onblioro obbvema (6onee 100 mn)

3.1.1.3 pKnakocty manoro oovema (100 mn unu meHee)

3.1.1.4 Kannuv rnasHble (Ha3anbHble)

3.1.1.5 KOHLleHTpaTbl

3.1.1.6 pacTBopbl 6onbLuoro obbema (6onee 100 mn)

3.1.1.7 pacTBopbl Manoro oobema (100 Mn nn MeHee)

3.1.1.8 CyCcneH3um

3.1.1.9 BMYyIbCUn

3.1.2 TBepAble nekapcTBeHHble hopMbl GMonornvyeckux (B Tom uncne
MMMYHOJIOrM4ecknx) NNeKapcTBeHHbIX CPeacTB

3.1.2.1 nnodpunmaarhl

3.1.2.2 NOPOLLIKM

3.1.3 Mpoune nekapcTBeHHbIe (POPMbI CTEPUITBbHBLIX B1ONOrMYecknx (B TOM Yncne
MMMYHOJIOrMYECKMX) NeKapCTBEHHbIX CPeACTB (yKka3amb)

3.2 HecTepunbHble nekapcTBeHHble POPMbI

3.2.1 Munakune nekapcTBeHHble hopMblI

3.2.1.1 aucnepcmn

3.2.1.2 PKNOKOCTU

3.2.1.3 pacTBopbl

3.2.1.4 CyCneH3um

3.2.2 TBepAble nekapcTBeHHble (hopMbl

3.2.2.1 Kancynbl

3.2.2.2 Kancynbl MArkue

3.2.2.3 nnodpunmaaThl

3.2.2.4 NOPOLLIKM

3.2.2.5 TabneTku

3.2.2.6 TabneTKkn, NOKPbITble 060JT0YKON

3.2.2.7 CynnosnTopuu

3.2.3 Mpoune nekapcTBeHHbIe (POPMbI HECTEPUIIbHBIX BMoNorMyeckmx (B TOM Yucre
MMMYHOMNOIMYecKknx) nekapcTBeHHbIX cpeacTs (yKka3ame)

3.3 Bbinyckalowmn KOHTPOnb

4 MpoMbiwneHHoe NPOU3BOACTBO NleKapCTBEHHbLIX CPEACTB, NOfy4YaeMbIX U3
[JOHOPCKOMN KPOBW UNU nnasmbl

4.1 CtepunbHbIe NeKapCcTBEHHbIE (POPMbI

4.1.1 Munakue nekapcTBeHHbIe POPMbI

4.1.1.1 ancnepcumn

4.1.1.2 PKnakocTn 6onblioro obvema (6onee 100 mn)

4.1.1.3 PKnakocT manoro oovema (100 mn unm meHee)

4.1.1.4 pacTBopbl 6onbLioro obvema (6onee 100 mn)

4.1.1.5 pacTBopbl Manoro obvema (100 mn unu mexee)

4.1.2 TBepAble nekapcTBeHHbIe hopMbI

4.1.2.1 nModunusaTsl

4.1.2.2 NOPOLLIKK

4.1.3 Mpoune nekapcTBeHHble POPMbI FIEKAPCTBEHHLIX CPEACTB, NosyYyaembIxX 13

[IOHOPCKOWN KPOBM MNU Nna3mbl (ykasame)




4.2 BbinyckarLwmin KOHTPOIb

5 MpombIlneHHoe NPON3BOACTBO ra3oB, UCNONb3YEMbIX B MEAULIMHCKUX LIensX, U
MX onToBas peanusaums

5.1 a3 megULUMHCKUA

5.1.1 ras MeQULMHCKNA KPUOTEHHbIN

5.1.2 ras MeQULMNHCKUA CxXaTbln

5.1.3 ra3 MeanLMHCKUI CXXMKEHHbIN

5.2 BbinycKarowmn KOHTponb

6 MpombilneHHOe NPOU3BOACTBO paanodapmMaLeBTUHECKMX NEeKapCTBEHHbIX
CPeACTB M UX onToBas peanusauus

6.1 CTepunbHbIe NeKapcTBEHHbIe hOopMbI

6.1.1 MKugkue nekapcTBeHHble POpPMBbI

6.1.1.1 KOHLleHTpaThbl

6.1.1.2 pacTteopbl Manoro obbvema (100 mn nnu meHee)

6.1.1.3 pagvoHYKNMAHbIE reHepaTopbl

6.1.2 TBepAble NneKkapcTBeHHbIe (hOpPMbI

6.1.2.1 nnocmnuaaTsl

6.1.2.2 NOPOLLIKM

6.1.2.3 paguoHyKNuaHble reHeparopsl

6.1.3 Mpoune nekapcTBEeHHbIE (POPMbI CTEPUIBHBLIX PpaaModapMaLeBTU4EeCKNX
INeKkapCTBEHHbIX CPEACTB (yKa3amb)

6.2 HecTepunbHble nekapcTBeHHble POPMbI

6.2.1 TBepAble nekapcTBeHHble hopMbl

6.2.1.1 Kancynbl

6.2.1.2 NOPOLLIKM

6.2.1.3 TabneTku

6.2.2 Mpoune nekapcTBeHHble HPOPMbI HECTEPUNBbHBLIX paaModapmaleBTUYEeCKUX
INeKkapCTBEHHbIX CPEACTB (yKa3amb)

6.3 Bbinyckalowmnn KOHTPOIb

7 MpoMbIiwneHHoe NPOU3BOACTBO CMIUPTOCOAEPXKALLUX FleKapCTBEHHbIX CPeacTB U
MX onToBas peanusauus

7.1 MKugkve cnuptocofepxalime nekapcreseHHble popMbl Ans NpMemMa BHYTPb

7.1.1 HaCTOWNKM

7.1.2 OKCTPaKThI

7.2 MKugkve cnuptoconepxalime nekapcrteBeHHble hopMbl ANsi HAPYXKHOIo U (Unum)
MeCTHOro NpUMeHeHusi

7.2.1 HaCTOWMKM

7.2.2 OKCTPaKThI

7.2.3 pacTBOpPblI aHTUCENTUYECKME

7.3 Mpoune nekapcTBeHHble POPMbI CMMPTOCOAEPKALUUX NTEKAPCTBEHHbIX CPEACTB
(ykas3amsb)

7.4 Bbinyckarowmn KOHTpPOnb

3 MpombIlneHHOe NPON3BOACTBO JIEKapCTBEHHbLIX CPEACTB U3 NIeKapCTBEHHOro
pacTUTENbLHOrO CbipbsA U UX ONTOBas peanusauus

8.1 INekapcTBeHHble POPMbI U3 NIEKAPCTBEHHOro PacTUTENIbHOro Chipbs

8.1.1 M3MeribY4eHHOE Chipbe

8.1.2 Kancynbl

8.1.3 NOPOLLIKK

8.1.4 npeccoBaHHOE M3MernbYeHHOe Chipbe

8.1.5 coopbl

8.1.6 rabneTku

8.1.7 LlenbHOoe Chipbe

8.2 Mpouve nekapcTBeHHble POPMbI FTEKAPCTBEHHLIX CPEACTB M3 NTeKapCTBEHHOMO
pPacTUTENBHOTO Chipbs (yKasamb)

8.3 BbinycKarwWwmn KOHTPOnb

9 MpombIlNeHHOe NPON3BOACTBO JIEKaPCTBEHHbIX CPeACTB B YacTu hacoBKU U

(vnn) ynakoBKM NeKapCTBEHHbIX cpeacTB u (Mnu) dbapmaueBTUYEeCKUX
cy6CcTaHUMi 1 MX onToBas peanusauus




9.1 BTOpPMYHAs ynakoBKa JieKapCTBEHHbIX hOpM

9.2 ynakoBka HepacdacoBaHHbIX NEKAPCTBEHHbIX (POPM

9.3 bacoBKa 1M NepBUYHAs YNAKOBKA HECTEPUNBbHbIX NEKAPCTBEHHbIX (DOPM

9.4 bacoBKa M NepBMYHasi YNaKoBKa CTEPUIIbHbIX NEKapPCTBEHHbIX (hopM

9.5 bacoBKa M yrnakoBKka HECTEPUIbHbLIX hapMaLeBTUYECKNX cybcTaHLui

9.6 bacoBKa M yrnakoBKka CTepPUNbHbIX hapMaLeBTUYEeCKNX cybcTaHuun

9.7 bacoBKka 1 yrnakoBka papmaLeBTUYECKUX cybcTaHumm

9.8 npoyve onepaunu (ykazams)

9.9 BbinycKarowmn KOHTponb

10 Ctepunusauusa papmaueBTUYECKUX CYyOCTaHLMI, BCNOMOraTenbHbIX BELWeCTB,
roToBOW NpoayKLuum

10.1 bunbTpaums

10.2 CyxoXaposas ctepununsaums

10.3 CTepunusaums napom

10.4 XMMM4Yeckaa ctepunmnsaumns

10.5 cTepunusaumsa raMmma-n3ny4yeHmem

10.6 CTEPUNU3ALMS NEKTPOHHBLIM U3NyYeHnem

10.7 npoyee (ykaszamso)

11 KoHTponb kayectBa

11.1 MUKpOBUOMNOrMyeckne NCnbITaHUs: CTEPUNbHOCTb

11.2 MUKPOBMONOrnyeckne NcnbliTaHUA: MMKpobronormyeckast YncTora

11.3 XMMUYECKME (PU3nYecKme) ncnbiTaHns

11.4 bronormyeckme ncnbiTaHms

12 MpousBoacTBO hapmaLeBTUHECKUX CYOCTaHLUMMA METOAOM XMMMUYECKOro CUHTE3a

12.1 NPOu3BOACTBO NPOMEXYTOYHbLIX NPOAYKTOB hapMaueBTM4ECKON cybcTaHumm

12.2 NpOV3BOACTBO HEOUYULLIEHHON dhapMaLeBTUYECKOW CybcTaHLmMm

12.3 coneobpasoBaHne/ouncTKa (ykazams) (Hanpumep, nepexkpucmannusayus)

12.4 npoyee (ykazams)

13 MpousBoacTBO (hapmaLeBTMHECKUX CyOCTaHUUN MeToAaMu BbigesneHus nu3
NPUPOAHLIX UCTOYHUKOB

13.1 BblgeneHve papmMaueBTUYECKNX CyOCTaHLMIA U3 UCTOYHMKOB PacTUTENBHOMO
npovcxoXaeHus

13.2 BblaeneHve papmaueBTUYECKNX CyOCTaHLUMIA U3 NCTOYHMKOB XNBOTHOTO
npovcxoxaeHus

13.3 BblgeneHve papmMaueBTUHECKNX CyOCTaHLUMIA M3 OpraHoB (TKaHel) YenoBeka

13.4 BblgeneHve papmMaueBTUYECKUX CYOCTaHLNIA U3 UCTOYHMKOB MUHEPAaITbHOIO
npovcxoxaeHus

13.5 MoaundmKaumsa BbigeneHHon dpapmaveBTnYeckorn cybctaHumm

13.6 04MCTKa BblAENEHHOW hapMaLeBTUYECKON cybCcTaHUnm

13.7 npoyee (ykazams)

14 MponseoacTBo (hapmaueBTUHECKUX CYyOCTaHLMMA C UCNOJNIb3OBaHMEM
Buonornyeckux npoLeccoB

14.1 dbepMeHTauuns

14.2 NPOV3BOACTBO C UCMONb30BaHUEM KNETOUHbIX KyNbTyp (YKa3ambe mur Ucrofb3yeMbix
Kriemok) (Mod ykasaHueM murna KIemoyHbIX Kyfibmyp MoHUMaemcsi uUx murogas
crieyughu4HOCMb, JIUHUS, WmaMM U npo4yee)

14.3 BblgeneHne/ouncTka

14.4 Moanukaumna

14.5 npoyee (ykazams)

15 Mpou3BoACTBO CTepuiNbHbIX dapMaLeBTUYECKUX CyBCTaHLUMN

15.1 bapmaueBTUYECKNE CyOCTaHLMK, NPOU3BOAMMbBIE B aCENTUYECKNX YCIOBUAX

15.2 hbapmaueBTM4eckue cybctaHummn, nogsBepraemble PUHULLIHON CTEepUIn3aumm

16 3aBepualowme cTagum nponssBoacTBa papmMaueBTUYECKMX Cyb6cTaHLMN

16.1 cTagmn usndeckon obpaboTku (ykaszame) (Hanpumep, Cyuika, Usmesib4YeHue,
npoceusaHue)

16.2 npoyee (ykazams) (0517 onepayud, He ornucaHHbIX 8bluie)

17 KoHTponb kayecTBa (papMaLeBTMHYECKMX CyOGCTaHUUM

17.1 br3myeckne/XMMmn4ecKne ucnbiTaHms




17.2 MUKpOBHONormyeckne UCNbITaHus (8kroyas ucrbimaHue Ha cmepuibHocms)
17.3 MUKpOBHoNormyeckne UCnbITaHus (UCKIroYas ucrbimaHue Ha cmepusibHOCMb)
17.4 Bronormyeckne ncnbiTaHus

17.5 npoyee (ykasamso)

OrpaqueHMﬂ UIn NOSICHUTENbHbIE 3aMeTKN, Kacatowmecsa obnactu npuMeHeHunqa CepTVI(bI/IKaTaZ

(BOMKHOCTB cny>aLlero (moanuceb) (MHMUManb! (MHUUKMan
YNONIHOMOYEHHOIO AOMKHOCTHOO NnLa) COBCTBEHHOrO UMEHW), hamunmns)
M.IT.

[laTa noanucaHus .
(0aTta BHECEHUS UBMEHEHNIA)

(yyeTHbI HOMep BnaHka)
Jlner X m3 XX

YTBEPXIEHO

I[locTaHOBJIEHUE

MuHMCTEepCTBa 3OPaBOOXPAaHEHUA
Pecnybnuku Bejapychb
18.11.2020 N 102

MNONOXEHUE
O NOPAOKE NHCNEKTUPOBAHUA (PAPMALIEBTUYECKOW UHCMEKLUMW) HA MPEAMET
COOTBETCTBUA OPTAHU3ALMU N ®YHKLUUMOHUNPOBAHUA CUCTEMblI PAPMAKOHAA3OPA
DEPXATEJNEW PETMUCTPALMOHHBLIX YOOCTOBEPEHUA TPEBOBAHUAM MPABUI HAQJEXALLEA
NMPAKTUKN ®APMAKOHAI3OPA EBPA3UACKOIO 3KOHOMUYECKOIO COIO3A

rMABA 1
OBLUME MOJTOXEHUA

1. Hactosiwee lNonoxeHne onpegensdeT nopsiAok WHCMEKTMPOBaHUS (dhapMaueBTUYECKON WHCMEKUUM) Ha
npeameT COOTBETCTBUSA OpraHuM3auuum U (YHKUMOHMPOBAHUS CUCTeMbl hapMakoHaasopa Aepxartenen
perncTpaumoHHbIX YAOCTOBEPEHUN (anee, ecrnv He YCTaHOBMEHO MHOE, - MHCMEKTUpOoBaHWe no papmakoHansopy)
TpeboBaHuam [MpaBun Hagnexawewn npakTukn dapmakoHagsopa EBpasuickoro SKOHOMMYECKOTO COH3a,
yTBepxaeHHbIX PeweHnem CoBeTa EBpasuiickor akoHoMMYeckon kommccum oT 3 Hosbps 2016 r. N 87 (ganee,
€Cnn He YCTaHOBMEHO UHoe, - [pasuna).

2. Ona uenen Hactoswero [lonoxeHus UCNONbL3YIOTCA TEPMWUHBI M WX ONpefeneHns B 3HaYeHusX,
yCcTaHoBMeHHbIX 3akoHoMm Pecnybnuku benapyck "O6 obpalleHnm nekapCTBEHHbIX CPeAcTB"”, a Takke crnegyoLme
TEPMUHBI N UX ONPeAeneHns:

macTep-gain cuctembl hapmakoHadsopa - noapobHoe onucaHuMe cucTeMbl  hapmakoHagsopa,
NnpYMeHsieMoii AepxaTeneM perncTpaurMoHHOro YAOCTOBEPEHNS B OTHOLLIEHUN AaHHbIX 06 OQHOM MIM HECKOTbKUX
3aperncTpUpPoOBaHHbIX NEKAPCTBEHHbIX Npenaparax;

HECOOTBETCTBNE - KpMTepMVI, VICI'IOJ'Ib3yeMbIl7I anda OueHKM COOTBETCTBUA CUCTEMBbI cpapmaKOHamopa
nepxartenda pernctpaumoHHOro yaoctoBepeHud Tpe6OBaHI/lﬂM I'Ipanu'l B Clly4Yae BbidABII€HUA YACTUYHOIoO WUINnN
NOJIHOIo HEBbINOJTHEHUA Tpe6OBaHI/II7I I'Ipanm;

TeXHUYECKMe IKCNepTbl - NPUBIEYEHHbIN creuManucT, KOTopbin o6nagaeT 3HaHMsSMM U onbiTOM B cdepe
obpalleHns nekapCTBeHHbIX CPEeACTB M B COOTBETCTBYyWLlen obnactu [lpaBun (MeduUMHCKME HayKu,
hapmaLeBTUYECKME  Hayku,  anuaemwuornorus,  GuoctaTUCTUKa,  KOMMbIOTEPUINPOBAHHbIE  CUCTEMbI),
NMOATBEPXKAEHHLIMW B YCTAHOBMEHHOM NOpsiAke AMMNIIOMOM, aTTecTaToM, CBUAETENbCTBOM, MHBbIM AOKYMEHTOM 06
obpasoBaHnm (00 o0OyyYyeHWM) © [OOKYMEHTaMMu, YOOCTOBEPSAKLWMMKM CTax paboTbl MO  onpeaeneHHon
cneumanbHOCTK,  KOTopble  MpedocTaBnsitotcs B dbapMaueBTUYECKUA  MHcnekTopaT — MuHucTepcTBa
3QpaBooOXpaHeHus (Aanee, ecnv He YyCTaHOBIEHO MHOe, - hapMUHCHeKTopaT).



3. <DapMI/‘IHCI'IeKTOpaTOM OCyLleCTBAeTCA:

3.1. MNaHoBOE WHCMEKTMPOBaHUE MO (papMakoHad30py B Liensx NogTBEPXOEHWS COOTBETCTBUS CUCTEMBI
hapmakoHag3opa JepxaTenen perncrTpaumoHHbIX yOocToBepeHun TtpeboBaHusaM [lpaBun B COOTBETCTBUM C
NAaHOM MHCNEKTUPOBaHWA MO (hapMakoHaA30py, €XerogHo yreepxaaeMbiM MUHUCTEPCTBOM 34paBOOXpPaHEHUS.
MnaH wHCNekTUpoBaHMa nNo dapmakoHaa30py pasMellaeTca Ha oduuyumanbsHoM cante MuHucTepcTBa
34paBOOXpaHEeHNs1 U Ha canTe pecrnybrMKaHCKOro yHUTapHoro npeanpuatus "LIeHTp 3KcnepTyM3 1 UCNbITaHUN B
3gpaBooxpaHeHun" (ganee - Y[ "LleHTp 3kcnepTv3 M UCMbITaHUA B 34paBooxpaHeHun") B rnobansHom
KOMNbOTEPHOW ceTn MHTepHeT. B nnaH nHcnektMpoBaHms no papmakoHaa3opy MOryT BHOCUTBCS U3MEHEHUS;

3.2. BHennaHoBOE MHCNEKTMPOBaHMWe MNo hapMakoHaa30py B Criyyasx:

npyv BbIABMEHUU SKCNEPTOM B XOAe NPOBEeAEeHMs KOMMMekca npeaBapuTEnbHbIX TEXHUYECKMX pabor,
NpoBOAMMBIX B COOTBETCTBUM C nocTtaHoBneHnem MuHucTepcTBa 3gpaBooxpaHeHnsa Pecnybnuvku benapycb ot 2
Hos16pst 2020 r. N 93 "O komnnekce npenBapuUTenbHbIX TEXHUYECKUX paboT, NpeaLlecTBYOLWNX rOCyaapCTBEHHOM
perncTpaumm nekapcTBeHHbIX cpeacTB" (ganee, ecrniv He YCTaHOBMEHO WHOE, - KOMMMEKC npeaBapuTenbHbIX
TexHuyecknx paboT), uUHgopmauum, cTaBdAwlerd No4 COMHEHME AOCTOBEPHOCTb CBEAEHUN B MPeACTaBEHHbIX
3asgBUTENEM [JOKYMEHTax B OTHOLIEHUW oOpraHusaumn u QYHKLMOHMPOBAHUSA cucTembl apmakoHaasopa
aepxxaTenst permcTpauuoHHOro yaoCTOBEPEHUS;

npy Hanmuuuu wuHgopMauMm O BbISIBIEHUNM HECOOTBETCTBUM CUCTEMbI (hapmakoHag3opa fepxaTtens
pPerncTpaumMoHHOro yaocTtoBepeHuss TpebosaHuamM [1paBun, B TOM 4YMUCIE HEBBLINOMIHEHUN MEPOMPUATUA MO
obecneyeHutio  6e30nMacHOCTM  MPUMMEHEHMS  MEeKapCTBEHHOro  Mpenapata CO  CTOPOHbl  Aepartens
pPErncTpaumnoHHOIo ya0CTOBEPEHNS;

Nnpu Co3faHuKn AepaTenem PerMcTpaLMoHHOrO yAOCTOBEPEHNUSI HOBOW CUCTEMbI (bapmMakoHaa3opa unu B
criyyae, Korga [depxaTernb PerMcTpauMoHHOrO YAOCTOBEPEHUS paHee He paboTan C MMEILEeRcs CUCTeMOMN
¢hapmakoHagsopa Ha Tepputopun Pecnybnuku Benapyce;

npn Hanndun AOONOJTHUTENbHbIX obsazaTtenbcTB y Aepxartenda pernctpaunmoHHOro yaoctoBepeHua no
apmakoHaasopy B obecneyeHun 6e30MacHOCTU MPUMEHEHUs feKkapCTBEHHOro npenapata v npu OTCYTCTBUM
CBeJeHWI, NOATBEPXAALLMX BO3MOXHOCTb BbINOMHEHNS AaHHbIX 0653aTeNbCTB C ero CTOPOHbI;

npu nony4vyeHumn VIHCbOpMaLI,I/II/I, KOTOpaaA cBMaeTeNbCTBYET O HEBLINOJTHEHUN OepXaTenem permcTtpaymMoHHOro
yaocToBepeHus obs3atenscTs No apMakoHaasopy, onpegensembix [MpaBunamm Ha OCHOBE aHanusa pUCKOB
cuctemMbl hapmakoHaasopa;

npu HeobXoOMMOCTM MOATBEPXKOEHUS YCTPaHEHUs [epxaTefnieM pPerMcTpauvMoHHOro  yOOCTOBEPEHUS
BbISIBIIEHHbIX KPUTUYECKMX W (UNM) CYLLECTBEHHbIX HEeCOOTBETCTBUI MO pesynbTaTaM paHee NpoBeAeHHOro
MHCNEKTUPOBaHNA Mo papmMaKkoHaa3opy.

4. WHcnekTupoBaHue Mo apMakoHaA30py MPOBOAMTCA MO MECTY BbINOMHEHUS AesTENbHOCTM MO
(hapmakoHaa3opy [AepxaTens PerncTpaumoHHOrO YAOCTOBEPEHUS, KOTOPOE MOAMEXUT MHCMNEKTUPOBAHMIO MO
hapmakoHaa3opy Ha cooTseTcTBue [MpaBunam.

5. WHcnekTupoBaHMe no  apmakoHaa3opy MOXeT npoBogutbcs B POpME  AUCTaHLMOHHOro
MHCMEKTMPOBaHUs No hapmMakoHaA3opy NyTeMm aHanm3a U OLEeHKW AOKYMEHTOB, 3anpaluvMBaeMblX Y AepxaTens
perncTpaumMoHHOro yA0CTOBEPEHNS], KacaloLmMXcst opraHM3aunm n yHKLMOHUPOBaHUS cucTemsl pbapmakoHaasopa
aepxaTensi perucTpaumoHHOro YAOCTOBEPEHUS, KOMIMbIOTEPU3NPOBAHHBLIX CUCTEM, a Tawkke [UCTaHLMOHHON
BM3yanusauumm npoLeccoB cucTemMbl hapmakoHagsopa ¢ npuMeHeHnem odumumanbHbix 6e30nacHbIX KaHanos CBA3M
ans obmeHa wHdopmauuen B pexume "online" nnbo npepoctaBneHvem ayguo-, oTo- M BuAeomaTepuanos
Aepxarenem perucTpaumoHHOro y0CTOBEPEHUS.

[OunctaHumoHHoe MHCNEeKTUupoBaHue no cbapmaKOHamopy OCyLlecCTBnAeTCcA Ha OCHOBE aHalnn3a Puckos
CUCTEMDI ¢>apmaKOHap,3opa B ClyYadax:

anugemun (NnaHaemMmn);
BOOPYXXEHHbIX KOH(PNNKTOB (BOEHHbIX AEACTBUN);

WHbIX OFPaHMYEHUN NepemeLLeHNss B CBSA3M C OOCTOATEeNbCTBaMU HENpeogonuMon cwumbl (MPUPOAHbIE
KaTaknMambl 1 apyroe).



OpraHunsaums n ocyllecTBneHne QUCTaHLUMOHHOIO MHCNEKTMPOBaHMSA NO hapMaKkoHaZA30py OCyLLEeCTBseTCs
B NopsiaKe, yCTaHOBMNEHHOM rnaBon 2 HacToswero NonoxeHus.

OcbopmrneHne pesynbTaToB AWCTAaHUMOHHOTO MHCMEKTUPOBaHNSA Mo (hapMakoHaa3opy, UX paccMOTpeHue U
OLIEHKa OCYLLECTBAOTCS B NOpPsiAKe, YCTAHOBINEHHOM rraBoi 3 HacTosiwero MNonoxeHus.

6. PapmaLieBTUYECKME UHCNEKTOPLI MPY NPOBEAEHUM MHCMEKTUPOBaHNA No chapmakoHaa3opy obecneymnsatoTt
OOCTOBEPHOCTb €ro pesynbTaToB, COXPAHHOCTb W KOH(MAEHUMAnNbHOCTb MHAOPMaUUK, NOMYYEHHOW MpU €ero
NpoBeAEHUN, B TOM YUCTIE:

UMET JOCTyn B MECTO opraHusaumm u yHKUMOHMPOBAHWS cUCTeMbl (hapmakoHaasopa AepXaTens
pPerMcTpaumMoHHOro yaoCTOBEPEHUS NPY NPEeAbSABIEHNN CrY)XeOHOro Y40CTOBEPEHMS 1 OOKYMEHTA, ABNSIHOLLErocs
OCHOBaHWEM Ha NpOBeAEHME UHCMEKTMPOBaHNS No ddapMakoHaa3opy;

NPOBEPSIOT AOKYMEHTbI (CTaHAAPTHbIE ONepaunoHHbIe NpoLeaypbl, UHCTPYKLMW, 4OrOBOPbI, 3amnnUcK, OTYETHI,
MPOTOKOMbI WCMbITaHUA W gpyrMe OyMaxHble WM 3MeKTPOHHble HOoCUTenuW WHopMauMKu, Ha KOTOPbIX
PErucTpupyoTcs AaHHbIe);

CH/MAIOT KOMUM C [AOKYMEHTOB, TOMy4YaloT MUCbMEHHblIe U YCTHble OObACHEHUs OT JepxaTens
PErncTpaLmoHHOro YA0CTOBEPEHUS;

noanucbiBaloT JOKYMEHT O KOH(MAEHUMANbHOCTM UM COXPaAHHOCTU MHGOpMauuM, cogepkalleics B
[OKYMEHTax MHCNEeKTUPOBaHUsi No dhapmMakoHaas3opy.

FMABA 2
NOPAAOK OPFAHM3ALIMN N OCYLWWECTBIEHUA MHCNEKTUPOBAHUA NO ®APMAKOHAA30PY

7. Ins opraHuMsauum NHCNeKTUpoBaHus No hapmakoHaA30py AepXKaTenb PerMcTpaunoHHOro YA0CTOBEPEHNS
HanpasndaeT B MI/IHVICTepCTBO 3ApaBooOXpaHeHna 3adBlieHune Ha npoeegeHune MHCNEKTUpOBaHUA no
dapmakoHaa3opy v konuto macTtep-carina cuctemsl bapMakoHag3opa B COOTBETCTBMM € rmason 3 [Npasun.

8. MMHUCTEpPCTBO 34paBOOXPAHEHUS HanpaBnseT [OOKYMEHTbl, yKasaHHble B MyHKTe 7 HacToslero
MonoxeHusi, B hapMUHCMEKTOPAT AN OpraHv3aunmn 1 NpoBeaeHNs MHCMEKTMPOBaHMSA No hapMakoHaa3opy.

PykoBogntenbs dapMuHCreKkTopaTa OCYyLLEeCTBNSET pacCMOTPEHUE MONyYEHHbIX AOKYMEHTOB, chopmupyeT
WHCNEKUMOHHYO Tpynny M OOpMISieT pacnopsikeHNWe O Ha3HaYeHUU WHCMEKTUPOBaHWS (dapMaueBTUYECKON
MHCNEeKUMM) Ha npeamMeT COOTBETCTBUS OpraHusaumm u  YHKUMOHMPOBAHMS CUCTEMbI hapmakoHaasopa
[AepxaTensi perucTpauMoHHOro yA0CTOBEPEHUS (fanee, eCnu He YCTaHOBMEHO MHOE, - pacrnopsikeHne) no gopme
COrnacHO NPUINoXeHuto 1.

9. PelweHne O npoBeAEHWM WHCMNEKTMPOBaHMSA Mo hapmakoHaasopy npuHUMaeTcss MuHMCTEpCTBOM
30paBOOXPAHEHUSI Ha OCHOBAHMW PaCMOpPSPKEHUsl, a Takke [OKYMEHTOB, MPEeACTaBMseMbIX AepxaTenem
PErncTpaumMoHHOrO YOOCTOBEPEHUS, U OCHOPMIISETCA NPMKa3oM, KOTOpbIA B CPOK He no3gHee 10 kaneHAapHbIX
[OHeW nocne ero NPUHATUA HanpaenseTcs apMUHCIEKTOPATOM AepXaTento PerucTpaumnoHHOro Y10CTOBEPEHNSI.

10. PeweHne 06 oTkase B NPOBEOEHWM MWHCNEKTMPOBaHMS MO papMakoHaA3opy MpUHUMaeTCs
MUWHMCTEPCTBOM 3[paBOOXpaHeHUsl, O YeM apMUHCMEeKTopaT yBeAOMIIseT AepXaTens perncTpauuoHHOro
YOCTOBEPEHMS B CPOK He no3aHee 5 kaneHgapHbIX AHEeW Nocne NPUHATUS peLLleHus.

NHcnekTupoBaHme no dhapmakoHaa3opy He NPOBOANUTCS B Cryvasix:

oTkasa WM HeobGecrneyeHns [epxaternemM pPerucTpauMoHHOTO YAOCTOBEPEHUSI YCMOBUIA MNpOBeAeHMUs
MHCNEKTUPOBaHNA Mo papMaKkoHaa3opy;

HeynnaTbl B YCTAaHOBIMEHHbIA CPOK pacxXxo4oB Ha MPOBEAEHNE MHCNEKTUPOBaHWSA Mo hapmakoHaasopy (ecnu
NMPUMEHNMO).

11. Mo obocHoBaHHOW Npockbe AepxaTens perncTpaunoHHOro YAOCTOBEPEHNUA CPOK MHCMEKTMPOBAHMS MO
hapmakoHaa3opy MOXeT GbiTb NpoarneH (nepeHeceH) MUHUCTEPCTBOM 30paBOOXpPaHEHUs 4O LUECTU MeCALEB Npu
YCMOBUW, YTO B T€YEHWEe ITOr0 CPoKa AepKaTenieM perncTpalunoHHOro yaocToBepeHns 6yayT BbiNOMHEHbl Mepbl Mo
obecneyeHmnto 6e30MacHOCTV MPUMEHEHUS NeKapCTBEHHOrO NpenapaTa.



12. WHcnektnpoBaHue no dapmakoHaa3opy MpPOBOAMTCS Ha OCHOBaHMM [oroBopa O MNpoBedeHun
WHCNEKTMPOBaHMA No papMakoHaA30py, 3akMiOYEeHHOro Mexay opraHm3auuven (ydpexageHvem), YnonHOMOYEHHOM
Ha npoBeJeHMe UHCMEKTMPOBaHUS No hapMakoHaa30py, U AepxaTenem perncTpaLMoHHOro yaoCTOBEPEHUS.

[epxatenb perucTpauMoHHOro YAOCTOBEPEHWST B paMKax 3akrnyeHHoro pforosopa obecneynBaet
BO3MOXHOCTb 0ecnpensaTCTBEHHOr0 W CBOEBPEMEHHONO BbLIMOSIHEHUS BCEX [OeNCTBMMA dapmMaueBTUYECKNX
WHCNEKTOPOB B COOTBETCTBUM C MPOrpaMMon WHCMNEKTMpOBaHMS no dapmakoHaasopy no dopme cornacHo
NPUNOXeHNIo 2.

13. B cnyyae oTkasa unu HeobecrneuyeHus AepxaterieM PerncTpauMoHHOrO YOOCTOBEPEHUS YCIOBWM
NPOBEAEHUS] MHCMEKTUPOBaHNSA Mo chapMakoHaa30py cucteMa hapmakoHaa3opa AepkaTens perucTpauuoHHOro
YOOCTOBEPEHMs MNpU3HAeTCs He COOTBeTCTBylleid TpeGoeaHuam [paeun, o 4emM MuHUCTEPCTBO
30paBOOXPaHEHUsI MUCbMEHHO YBEAOMIISIET 3asIBUTENSA NOCEe NPUHSATUS COOTBETCTBYIOLLIETO PELLEHUS.

14. HcnekuunoHHas rpynna bopMmpyeTca u3 nuL, BKIKYEHHbIX B peecTp dpapmMaLeBTUYEeCKUX MHCMEKTOPOB
Pecnybnukn Benapycb, B COOTBETCTBMM C MNOCTaHoBrneHueM MuHucTepcTBa 3apaBooxpaHeHus Pecnybnuku
Benapycb ot 18 Hosibpa 2020 r. N 103 "O nopsgke atrectaumm, OPMUPOBAHUA U BeOEeHUS pPeecTpoB
YMOSTHOMOYEHHbIX NIUL, MPON3BOANTENEN NEKAPCTBEHHbIX CPeACTB, hapMaLeBTUYECKMX MHCMEKTOPOB".

PykoBoguTenb MHCNEKLUMOHHOW rpynibl HAAenseTcs cTaTycoM BeayLero nHenekropa. Beaywmn nHcnekrop
pacnpegenser (yHKUMW B MHCNEKUMOHHOW T[pynne U1  KOOPAWHMPYET MEeponpusaTus, CBA3aHHble C
MHCMNEKTMpOBaHneM no papmakoHaasopy.

I'IpM HeobxoaMMocTun (D,J'Iﬂ nony4yeHusa KOHcyﬂbTaLl,Mﬁ B crneumarnbHbIx obnacTtax 3HaHV|l7I) B MHCNEKUMNOHHYIO
rpynny moryT BKNno4YaTbCA TEXHUYECKNE IKCMEPThHI.

15. CocraBneHve u HanpaeneHve Jepxatenio pPerncTpaumMoHHOro YAOCTOBEPEHUS  nporpammbl
WHCMEKTMPOBaHNs No hapMakoHaa30py OCYLLECTBAETCS B CPOK He no3aHee 10 pabounx gHen Jo ero Havana.

lpacduk MHCNEKTMPOBaHUS MO (apMakoHaA30py, BKIOYEHHLIW B MNPOrpaMmy MWHCMEKTMPOBAHWUS MO
thapmakoHaa30py, MOXET YTOYHATLCS B XOO€ MHCMEKTMPOBaHWSA Mo dhapmakoHafsopy B paboyem nopsigke no
COrnacoBaHWio C AepXKaTenem permcTpaLMoHHOro ya0CTOBEPEHNS.

16. lpn BbISABNEHUM B XOA4€ WHCMNEKTUPOBaHUS MO apMakoHag30py KPUTUYECKMX HEeCOOTBETCTBUW,
CBMOETENLCTBYOLMX O HEFraTUBHOM BMNMSHMM Ha BCHO cucTeMy dhapmakoHazsopa v (unu) Ha npaea, 6e30nacHoOCTb
n Bnarononyyne NauMeHToB U (UNK) NpeacTaBnsOWMX NOTEHLMANbHYK Yrpo3y 340POBbI0 HAaceneHusi, BeayLuui
WHCNEKTOP He3aMeauTenbHO MHPOPMMPYET PyKOBOAUTENS (dapMUHCNEKTOPATa C Lernbio NPUHATUS Mep.

17. B xoOe WHCMNeKTUpoBaHUs Mo dhapMakoHaa3opy (apMauleBTUYECKUMMM WHCMEeKTopaMu MoryT ObiTb
BbISIBINEHbI:

17.1. KpUTNYECKNE HECOOTBETCTBUS - HECOOTBETCTBMSA CUCTEMBI (hapMakoHaa3opa B BUAe NpuHLUMNMAnbHOro
HegocTaTka (HECOOTBETCTBMS) OOHOIO WIM HECKOMbKUX MNPOLECCOB UMW BbINOMHAEMbIX NpoLeayp CUCTEMBbI
drapmakoHagsopa, KOTOpbIiA:

HeraTMBHO BNUSIET Ha BCIO cUCTeMy hapmaKkoHaasopa;

n (MUNKn) HeraTUBHO BNMSIET Ha Npaea, 6e3onacHoCTb 1 Gnarononyyne NauneHToB.;

n (UNn) NpeacTaBnsAeT NOTEHUManbHYH Yrpo3y 300POBbI0 HACeNeHus;

n (unu) npeacraensaeT cobon cepbe3Hoe HapyLieHne TpeboBaHWI 3aKkOHOAATENbLCTBA;

17.2. cywecTBeHHble HeCOOTBETCTBUS - HECOOTBETCTBUS CUCTEMbI (hapMakoHaA3opa B BUAE 3HAYUTENBHOMO
HedocTaTka (HeCOOTBETCTBMSI) OAHOTO MIIM HECKOMNbKMX MPOLIECCOB WM BbINOMHSAEMbIX Mpouedyp CUCTeMbl
hapmakoHag3opa Unu NpuHUMNUanbHbIA HeJOCTaToOK KaKoW-NMGO YacTh OJHOrO UMM HECKOSbKUX MPOLIECCOB UK
BbINOMHAEMbIX NpoLeayp papmakoHaa3opa, KOTOPbIi:

oTpuuaTesibHO CKa3blBaeTCA Ha BCeM Mnpouecce,
n (I/IJ'IVI) noTeHunanbHO MOXET CKa3aTbCA Ha npaBax, ©e3onacHoCT U 6narononyqv|v| NauneHTOB;

1 (M) MOXeT NPeACTaBNATb NOTEHUMANbHYIO ONacHOCTL AN 3[00P0BbSA HaceneHus;



n (unn) npeacraengeT cobon HapyLleHne TpeboBaHWn AEUCTBYIOLLEr0 3aKOHOAATENbCTBA;

17.3. HeCylleCTBEHHble HEeCOOTBETCTBMSI - HECOOTBETCTBMS KaKoro-nmbo KOMMOHEeHTa OAHOro Wiu
HECKOJIbKMX MPOLIECCOB WM BbINOMHSAEMbIX MpoLeayp CUcTeMbl hapMaKkoHaa3opa, KoTopble, Kak oXuaaeTcs, He
MOryT OTpuLaTeNbHO cKa3aTbCs Ha BCe cucTeMe cpapMakoHagsopa unu npouecce v (Mnu) npaeax, 6esonacHocTu
1 6naronony4mmn nauneHTos.

FMABA 3
O®OPMINEHUE PE3YJIbTATOB UHCTNEKTUPOBAHUA MO PAPMAKOHAL3OPY, UX PACCMOTPEHUE U
OLIEHKA

18. Pe3ynbTaTbl MHCNEKTMPOBaHMS MO hapmMakoHaasopy OdOopMIISIOTCA OTYETOM 06 MHCMEKTUPOBaHUU
(dbapmaneBTMYECKOW MHCMEKLMM) cUCTEMbl (hapMakoHagsopa AepkaTensl perMcTpaumMoHHOro yAOCTOBEpEeHUs Ha
cooTBeTcTBME TpeboBaHusAM [MpaBun Hagnexaiwien npakTvkvi cdapmakoHagsopa EBpasmiickoro 3koHOMUYECKOro
Ccol03a (Jarnee, ecnv He yCTaHOBMEHO MHOE, - OTYET No dhapMakoHaa3opy) no hopmMe CormnacHo NpuoXeHuo 3.

OTt4yeT no chapmakoHaa30py COCTaBNAETCA B ABYX IK3eMnspax v NoanuUCbIBaeTCcs BeayLLMM NHCNEKTOPOM U
YrieHamMun MHCMEKUNOHHOW rpynmbl B CPoK He nosaHee 30 pabounx AHEN CO AHS 3aBepLUEeHMS MHCMEKTUPOBAHUS No
dapmakoHaasopy.

19. Ecnun B xoQe MHCNEKTUPOBAHWUS Mo dpapMakoHaa3opy He Oblfo BbISBIEHO HECOOTBETCTBUM, B MyHKTE 2
pasgena [ otyeTa no dapmakoHaas3opy YykasbiBaeTcs "He npumeHumo". Ecnn Obinu  BbISIBMIEHbI  TOJbKO
HecCyLLleCTBEHHbIE HEecooTBEeTCTBUS, B nNyHkte 3 pasgena [ B rpade "OueHka oTBeTa JepxaTens
peErncTpaumMoHHOro  yooctoBepeHuss" oTtyeTta no  dapmMakoHaas3opy  ykasblBaeTca  "mpu  crieaylollem
MHCMeKTMpoBaHuM no dapmakoHagsopy”. [lpu atom B nyHkte 3 pasgena [ B rpadax "PesynbraThl
MHCMNEKTMPOBaHus No apmakoHaasopy" n "PekomeHgauun” BegyLmm MHCNEKTOPOM yKa3biBaeTcs nHdopmaums o
COOTBETCTBMU CUCTEMbI hapMakoHaA30pa AepxaTtens perucTpaumMoHHOro yaoctosepeHus TpebosaHusam MNpasun.

OpuH ak3emnnsAp oTyeTa No hapmakoHad30py B COOTBETCTBMU C YacTbi0 MEPBOM HACTOSILLErO MyHKTa
BEAYLUUM WHCMEKTOPOM HanpaBnsieTCs AepaTenio perMcTpauMoHHOro yOOCTOBEPEHUS He no3gHee 5 paboumx
OHEN CO OHs1 ero nognucaHus BedyLMM MHCMEKTOPOM WM YNleHaMW MHCMEKUMOHHOW rpynnbl, BTOPOW 3K3eMnnsp
XpaHUTCS B COOTBETCTBMM C TpeboBaHMAMM 3akoHOO4ATENBLCTBA B chepe apXMBHOIo Aena 1 A4enonpou3BoacTBa B
dapMuHcnekTopare.

Ecnn B xode WHCNEKTMPOBaHUSA no dapMakoHaasopy ObiNu BbiSIBNEHbl TOMbKO HECYLECTBEHHbIe
HECOOTBETCTBUSA, WHCMEKLUMOHHAs rpynna OCYLLEeCTBNSeT OLEHKY BbINOJIHEHUS MNflaHa KOPPEKTUPYIOLWMUX U
npeaynpexaaLmx AeUCTBUIA, OTYeTa O €ro BbIMONIHEHUN U AaHHbIX (KONWUIA JOKYMEHTOB), CBMAETENbCTBYOLWMX 00
YCTpaHeHUN BbISIBIIEHHbIX HECOOTBETCTBUI, U (UMW) AaHHbIX O MPUHATBLIX Mepax, HanpaBfieHHbIX Ha yCTpaHeHue
HEeCOOTBETCTBUI (Oanee, ecnM He YCTaHOBMEHO WHOe, - CBUAETeNbCTBa YCTPAHEHUs! BbISIBNEHHbIX
HEeCOOTBETCTBUIA), NpW NPOBEAEeHWUMN CreyloLLero UHCNeKTUPOBaHUs Mo papMakoHaa3opy.

20. Ecnn B Xxo@ge MHCNEKTUPOBaHMA NO )apMakoHaa3opy Obinv yCTaHOBMEHbl KpuTudeckue u (1nwm)
CyLLeCTBEHHble HECOOTBETCTBUSA, AepxaTenb PerncTpaunmoHHOro yaoCTOBepeHns B Cpok He nosgHee 30 paboumx
AHEeW co AHA nony4yeHus otyeTa no papmakoHaa3opy C 3anofiHeHHbIMU pasgenamu A, b n nyHktamu 1, 3 pasgena
' HanpaBnseT BedyLlleMy WHCNEKTOPY OTBET C MfIaHOM KOPPEKTUPYIOLWMX W Mpeaynpexaatrowmnx AencTBuw,
OTYETOM O €ro BbINOSIHEHUN N CBMAETENbCTBA YCTPaHEHUS BbISIBIIEHHbIX HECOOTBETCTBUN.

B teueHne 10 paboumx OHEN CO OHSI NOMyYEHUS OOKYMEHTOB, yKa3aHHbIX B 4acTW MEepBOW HACTOSLLEro
MYHKTA, YNEHbl MHCMEKLMOHHOM rPYNMbl OCYLLECTBSIIOT OLEHKY COAepXallencs B HUX MHdopmaLmu.

PeweHne o cooTBeTCTBUM (HeCOOTBeTCTBl/II/I) CUCTEMDbI cbapmaKOHa,u,3opa aepxxarena perncrtpaumoHHOro
yaocTtoBepeHus TpeGOBaHMﬂM I'Ipanm npuMHMUMaeTcaA COBMECTHO BeayuwunmMm UHCNEKTOpoOM U 4YrneHamMu
WNHCMEKLMOHHOMN rpynnbl.

Pesynbratbl WMHCNEKTUPOBaHMS MO apMakoHaA30py O COOTBETCTBUMM (HECOOTBETCTBMM) CUCTEMBI
dapmMakoHaa3opa AepaTens perncTpaumoHHOro yaoctoBepeHusi TpeboBaHusam MpaBun oTpaxatoTcsa B NyHKTE 3
pasgena [ otyeTa no hapmakoHaasopy.

3aknoyeHne no pesynbTaTam MHCMEKTUPOBaHUS MO hapMakoHaA30py O COOTBETCTBUM (HECOOTBETCTBMM)
cucteMbl hapmakoHa3opa AepKaTensi pervcTpaunoHHoOro yaoctoBepeHust Tpe6oBaHusaM MpaBun npuHuMaeTcs
BEAYLMM MHCNEKTOPOM U oTpaxaeTcs B NyHkTe 4 pasgena I otyeTa no cpapmakoHapsopy. OauH ak3emnnsp



oTYyeTa HanpaeBnseTcsa AepaTesnio PerucTpalunoHHOro YAOCTOBEPEHUs He no3aHee 5 pabounx OHein co AHS ero
noanucaHna BedylMM WHCNEKTOPOM U YfieHaMW WHCMEKLUMOHHOM rpynnbl, BTOPOWA 3K3EMMNAP XpaHUTCA B
COOTBETCTBUU C TpeGoBaHUAMN 3aKOHOAATENLCTBA B cpepe apXMBHOrO Aena 1 AenonpousBoacTsa.

21. Mpu otcyTcTBUM NO mUcTeveHun 30 pabouux OHen CO OHA MONyyYeHusa aepxarernem perncTpaumoHHOro
yOOCTOBEpPEHUs oT4eTa No hapmMakoHaA30py CBUAETENLCTB YCTPAHEHUS BbISIBIEHHbIX HECOOTBETCTBUN, a TakkKe B
crnyyae npu3HaHus MX HeAOCTaTOMHbIMM UMW  HEeOOCTOBEPHbIMM CUCTEMa dapMakoHaz3opa AepxaTtens
perncTpaumoHHOro yaoCTOBEPEHUSI NPU3HAETCS He COOTBETCTBYOLLEN TpeboBaHuam MNpasun.

22. Cuctema (papmMakoHad3opa AepxaTtenss  perucTpauMoHHOro  YAOCTOBEPEHUS  MpU3HaeTcs
CoOTBeTCTBYOLEN TpeGoBaHUAM NpaBun B 04HOM U3 CRieayoLMX CllyYaes:

OTCYTCTBME HECOOTBETCTBUM;
OTCYTCTBME KPUTMYECKMX U (UNn) CyLLLeCTBEHHBIX HECOOTBETCTBUMN;
yCTpaHeHne BCEX KPUTUYECKUX U (UNK) CYLLECTBEHHBIX HECOOTBETCTBUN.

23. Bepywumin MHCNEKTOp  OCYLUECTBRsSieT MOArOTOBKY Mpoekta yBegomneHwuss  MuHucTepctsa
3[paBOOXPAHEHUS O MPU3HAHWM CUCTEMbl (hapMakoHaasopa AepxaTtens PerncTpaLuoHHOrO yOOCTOBEpPeHUs
COOTBETCTBYIOLLEN (HecooTBeTCTBYHOLEN) TpeboBaHuaM [paBun (ganee - yBegoMIeHWe) W HampasnseT ero u
oTyeT no dapMakoHaA3opy pykoBoaMTemno dapMuHCNEKTopata B CPOK He nosgHee 5 pabounx gHen ot gathl
nognvcaHvsa ot4yeTa no cdapmakoHaasopy.

PykoBogutenb apMuHCNeKTopaTta OCYLIEeCTBMsSeT pPacCMOTPEHME MNpPeacTaBfeHHbIX [OKYMEHTOB U
HanpaBnaeT yBeooOMIeHMe OepXaTenio perucTpaLMoHHOro yYAOoCTOBEPEHMsl B CPOK He mnosaHee 5 pabounx AHen
nocrie €ero MonyYeHuss OT Beayllero WHCMeKTopa, a Takke MpPUHMMAET WHble Mepbl B COOTBETCTBUM C
3aKoHOAaTeNbCTBOM.

24. Pe3ynbTaTbl MHCMEKTUPOBaHNA MO hapMakoHaA3opy YYWUTbIBAOTCA ANS NOATBEPXAEHUS COOTBETCTBUSA
cucTeMbl hapmakoHagsopa AepaTens permcTpauMoHHOro yaoctoBepeHus TpeboBaHusMm [Npasun, a Takke npu
OhOpPMMAEHUN  3aKMKYEHUss O COOTBETCTBMM (HECOOTBETCTBUWM) FEKapCTBEHHOro cpeactea TpeboBaHUSAM
6esonacHocTW, a(dEKTUBHOCTM W KavecTBa, BbigaBaemoro Y[ "LleHTp oaKkcneptvsa w  wcnbiTaHun B
34paBooxpaHeHun" Npy NpoBegeHUn KoMMnekca npeaBapuTenbHbIX TEXHUYECKNX paboT.

Mpunoxexune 1

K MonoxeHnto o0 nopsake NHCNEKTUPOBaHNSA
(bapmaueBTUYECKON UHCNEKUMI)

Ha nNpegMeT COOTBETCTBUS OpraHu3aLumm

N PYHKLMOHMPOBAHWS CUCTEMBI
drapmakoHaa3opa gepxatenen
pPerncTpaumoHHbIX YAOCTOBEPEHUIA
TpeboBaHusm [NpaBun Hagnexatwlemn
npakTuKn papmakoHaasopa

EBpasninckoro aKOHOMUYECKOro coto3a

dopma

MuHucTepcTBO 3apaBooxpaHeHus Pecnybnvkn Benapycb
dapmaLeBTMHECKUI MHCNEKTOpAT
PACMNOPAXEHME N
0 HasHa4YeHUN MHCMNEKTUPOBaHUS (hapMaLEeBTUYECKOWM MHCNIEKLUN) HA NpeaMET COOTBETCTBUS
opranusaumm n QyHKUMOHUPOBAHUSA CUCTEMbI (hapMakoHaa30pa AepXartenst permcTpaymoHHOro
yOOCTOBEPEHNS

MnaHosoe I
BHennaHosoe [l
NucTaHumoHHoe [




Llenb nHcnekTpoBaHus No dhapmMakoHaz3o0py:

HanmeHoBaHue gepxarena permctpauMoHHOro yaoCtoBepeHua:

MecTo HaxoxaeHuns gepxartena permctpaumMoHHOro yaoCctoBepeHua:

MecTo(a) HaxoxaeHus MecTa BbINONHEHUS OeATENbHOCTM No hapMakoHaA30py AepXaTens
perncTpaumoHHOro ya40CTOBEPEHUS:

obpaTtHo:

KonuyecTBo AHEN MHCNEKTMPOBaHNS NO hapMakoHaA30py C yHETOM BPEMEHU Npoe3aa K MecTy u

Meprod npoBeAeHVs MHCNEKTUPOBaHWS No hapMakoHaa30py:

NHcnekTMpoBaHve no dhapmMakoHaa3opy:

B uerom LI

bapmakoraasopa U

oTAeNIbHble KOMMNOHEHTbI CUCTEMBbI Nno fiekapcTBEHHOMY npenapaty O

CocTaB MHCNEKLMOHHON rpynmbi:

Beaywimin nHcnekrop:

“neHbl MHCNEKLMOHHOW rpynnbl;

[laTta HazHa4YeHWst MHCMEKLMOHHOW rpynnbl;

Moanuce pykoBoantensa dhapMuHcnekTopaTta

(BOMmMKHOCTL criyxaLuero) (nognwuchk)

(MHUUMans! (MHUUMan
COBCTBEHHOro MMeHw), hammnus)

Mpunoxexune 2

K IMonoXxeHno 0 NoOpsiAKe UHCNEKTMPOBAHMS
(cbapmaueBTUUECKOM MHCNEKLNN)

Ha NpegMeT COOTBETCTBUSI OpraHn3aumnm

N PYHKLMOHMPOBAHNS CUCTEMBI
hapmakoHaa3opa gepxartenen
pPerncTpaumoHHbIX YAOCTOBEPEHUIA
TpeboBaHusim [NpaBun Hagnexatiemn
npaxkTukn bapmakoHaasopa

EBpa3suniickoro akoHOMMYECKOro cok3a

dopma

MuHucTepcTBO 3apaBooxpaHeHns Pecnybnvkn benapycb
dapmaueBTNYECKMIN NHCIEKTOpaT

NMPOrPAMMA MHCNEKTUPOBAHUA NO ®APMAKOHAL3O0OPY

1. Llenu nHcnekTnpoBaHus no dpapmakoHaa3opy:

2. OcHoBaHus AN UHCMEKTMPOBaHUA No bapmMakoHaa3opy:

3. Oata(bl) 1 MecTo(a) npoBeaeHNs MHCMEKTMPOBaHUS No hapmakoHag3opy:

4. Bua nHcnektupoBaHus no hapMakoHaasopy:

5. HcnekuuoHHas rpynna:

6. Npadumk nHCNekTMpoBaHusa No hapMakoHaa3opy:

[aTta, Bpems

MeponpuaTtuna

OTBeTCTBEHHbIN(E) OT
WHCMNEKUMOHHOM rpynnbl

1

2

3

BCTyFIl/ITeﬂ bHO€E coBellaHune

O3HakoMneHue ¢ cuctemon oapmakoHagaopa
[mepxaTens perMcTpauMoHHOro Y40CTOBEPEHMS




OcMoTp NoMeLLeHun 1 06opyaoBaHns

HDOBepKa OOKyMeHTauun cuctemMmbl Ka4ecTBsa CUCTEMbI
dapmakoHagsopa

[MpoBepka MacTep-danna cuctemMbl papmakoHag3opa

[MpoBepka AOKyMeHTaLMM NO KPUTUYECKMM NpoLieccam
cuctembl hbapmakoHagsopa

[MpoBepka KOMNbIOTEPU3NPOBAHHbLIX cMCTEM U Ba3
[DaHHbIX, UICNOMb3yeMbIX CUCTEMON papMakoHagsopa

MpoBepka 4OKyMEHTaLMW CUCTEMbI YNPaBEHUS
KayecTBOM

COBemaHMeMHCHeKuMOHHOﬁprHﬂH

BaknuynTenbHOE coBellaHne

Hoe

7. Ilpoume YCJIOBUS MHCIEKTUPOBAHMS IO GapMaKOHAL30pYy:

Benyummyi MHCIEKTOP

(DOJIXKHOCTE CJIyXallero) (mommnmce) (MHMUMAaNE  (MHULMAJ
CcOoBDCTBEHHOTO MMeHM) , GaMmimsa)

Mpunoxexne 3

K lMonoXxeHnto 0 NopsiAke UHCNEKTMPOBAHMS
(dbapmaLnieBTNHECKON NHCMEKLMM)

Ha npeameT COOTBETCTBUS OpraHu3aLmm

N PYHKLMOHMPOBAHNS CUCTEMBI
hapmakoHaa3opa gepxartenen
PErMcTpauUmOHHbIX YAOCTOBEPEHUIA
TpeboBaHusm NpaBun Hagnexatwiemn
npakTuKn papmakoHaasopa

EBpasunmnckoro akOHOMM4YeCKoro corosa

MyHMCTEepCTBO 3OPaBOoOXpaHeHMsa PecnyOinmku Besapychk
dapMalleBTUYUECKMM MHCIEKTOPpaT

OTUET
06 mMHcnexTupoBaHuMm (bapmMalneBTHMHUECKOM MHCIEKLMM) CUCTEeMH dapMakoHamsopa
mepxaTessi perMCTPAalMOHHOT'O YyAOCTOBEPEHMS Ha COOTBETCTBME TpeboBaHusaM IlIpaBuin
Hagnexamey NpakTMKM papMakoHamsopa EBpaBmMiCKOro SKOHOMMYECKOT'O CcooBa

(HaMMeHOBaHMe CTPYKTYPHOI'O IIOoOpa3nelJieHNA @apMMcheKTopaTa, ocCyumecCcTBJIAKIEeIr O

VHCIEKTUPOBaHre Mo GapMakKoHaI30pPy, MEeCTO HaxXOXIOeHus, TesedoH,
anpec BJIEKTPOHHOM IIOUTEH)

[I[poBeIeHO MHCIEKTMPOBAaHME IO (QpapMakoHaI30py

(HaMMeHOBaHME IepXaTejda PeIrUCTPaLuMOHHOTO yIOCTOBEPEHUH,

MECTO HaxXOXIeHUs, TejieQOoH, aIpecC DJIEKTPOHHOM I1OUYTH)
OcHOBaHME :

(naTa M HOMEP IIpMKas3a O HAa3Ha4YeHMM MHCIIEKTVMPOBAHMA II0

dopma



bapmMaxkoOHaAO30PY,

HOMEP PacCIOpPSXeHU)

Pasgmen A. ApMMHMCTPaTMBHAsT MHopMaums

HavmeHoBaHWe oepxaTens permcTpalmoHHOro
YAOCTOBEPEHMS, MECTO BbIMOSTHEHUS
[nesTenbHOCTM MO (hapMakoHaa3opy AepaTens
perncTpaumoHHOro YaoCTOBEPEeHUs!

KoHTakTHOEe nuuo no hapmakoHaasopy
jepxartensa perMcTpaunoHHoOro ygocTtosepeHus

B cnyyae, ecnv He coBnagaeT C YNONHOMOYEHHbIM
nMuom nNo gpapmMakoHaasopy

[aTa(bl) NpoBEeAEHMS UHCNEKTMPOBAHMWS MO
dapmakoHaasopy

BenyLumn nHcnekTop (4OMKHOCTb CnyXaLuero,
bamunns, cobCTBEHHOE MMS, OTYECTBO (eCrnun
TaKOBOE MMeeTCs)

dapmaLeBTUYECKME UHCNEKTOPbI/TEXHNYECKNE
9KCMepThl (AOMKHOCTL Cnyxaluero, hamunus,
COOCTBEHHOE MMS, OTYECTBO (€CnK TakoBOe
nmeeTcs)

Homep mHcnekTMpoBaHus no dapMakoHaasopy

MpenblayLiee NHCNEeKTUPOBaHUE Mo
cbapmMakoHaA30py U YNOTHOMOYEHHbI opraH,
BbINOMHABLUMI MHCNEKTMPOBaHME MO
dbapmakoHaa3opy

PapmaLeBTUYECKME NHCMEKTOPbI, NPOBOAMBLLME
npenblayLiee NHCMEKTMPOBaHNE Nno
dapmakoHaasopy

Llernb nHcnekTMpoBaHusi No doapmakoHaa3opy

HanmeHoBaHWs nekapcTBEHHbIX NpenapaTos,
KOTOpbIE ObINn NCNOMNb30BaHbl B KAYecTBe
npnmMmepa ona oueHKn CUCcteMbl
bapmakoHaasopa gepxatens
perncTpaumMoHHOro yaoCToBEPEHUSI

YnonHomMo4eHHoe nnuo no dhapMakoHaa3opy
(OOMKHOCTL cnyxatlero, hammnus,
cob6CTBEHHOE UMSI, OTYECTBO (eCnn TakoBoe
MMeeTCcs) U ero MecTo HaxoXaeHus)

[laTa NepBMYHOro NpeacTaBfeHust oTyeTa no
cbapmMakoHaa3opy AepaTernto
perncTpauroHHOro Y4oCTOBEpEeHMs!

CpOK npencrtaBneHna OTBeTa AepxKaTend
PEermcTpaunoHHOro yaqoctoBepeHud

[laTa npeacTaBrieHnst UTOroBOro OTYeTa Mo
bapmakoHaa3opy aepxaTesnto
PErmcTPaLVoHHOO YA0CTOBEPEHs

OTueT no chapmakoHaa30py NOAroTOBIEH
(OOMKHOCTB cnyxatero, hammnus,
COOCTBEHHOE NMS, OTYECTBO (€CNM TaKkoBOE
nveetcs))

Pazpgen B. O6was nHdopmMaumsa no npoBeAeHNI0 UHCNIeKTUPOBaHUA No papmakoHaa3opy

OcHOBaHMWS U BUA UHCNIEKTUPOBAHUS MO
dbapmakoHaa3opy

O6bEM MHCNEKTUPOBaHUA No dhapMakoHaa3opy:
BCeli cucTeMbl (hapmakoHagsopa aepxartens
perncTpaumMoHHOro yaoCToBEpPEeHUs,

No oTAenbHbIM NeKapCcTBEHHbIM NpenapaTam,
OTAEeNbHbLIX KOMMNOHEHTOB CUCTEMbI




dbapmMakoHaa3opa aepxxatens
pervcTpauMoHHOro Y40CTOBEPEHMS
HopmaTtneHo-npaBoBasi 6asa

CooTBeTCTBUE NpOrpamMMe MHCNEKTUPOBAHUS MO
dapmakoHaasopy

CoBellaHue Mo 3aBepLUEHNI0 NHCNEKTUPOBaHUS
no doapmakoHaasopy

(0aTa, MecTo HaxoXxaeHus)

KpaTkoe onucaHne cuctemMbl hapmakoHazsopa
nepxxartens permcTpaunmoHHOro yaocToBepeHus
(OCHOBHblE N3MEHEHUS CUCTEMBI
dapmMakoHaa3opa aepxartens
perncTpaumoHHOro yaoCTOBEPEHNS,
npousoLllealime co BpeMeHN npeablayLero
MHCNEKTMPOBaHWs No hapmakoHaa3opy

Paszgen B. O630p KOMMOHEHTOB cUCTeMbl (papmakoHaa3opa, MOABEPrHyTbiIX WMHCMNEKTUPOBAHUIO MO
c¢hapmakoHansopy

CreneHb
BbIMOJTHEHNS HecooTBeTcTBUS
OLIEHKM (na/ner) KommeHTapum
KOMMOHeHTa <*>
aa HeT KpUTU4eckune CYLLECTBEHHbIE

'YNonHoOMo4eHHOe nuLo no
dapmakoHagsopy
MacTep-gann cuctemsol
dapmakoHagsopa
CTaHOapTHble npoueaypbl,
pyKoBOACTBa

KoHTpakTbl, cornawieHusi
MNepunogmnyeckunin
OBGHOBMAEMbBIN OTHET NO
GesonacHocTU

Cnctema ynpasneHus
puckamu

OpraHusauus paboTsbl ¢
CcoOOLLEeHNAMU O
HeXxenaTenbHbIX peakunsix
KomnboTepusnpoBaHHble
cuctembl 1 6a3bl AaHHbIX,
Mcnonb3yemble CUCTEMOW
dapmakoHagsopa
KrnuHuyeckue
nccrnegoBaHust
YnpaBneHve curHamnom
OpraHu3aumsa paboTbl €
NaHHBIMW MO OTKITOHEHUIO
KayecTBa NekapCTBEHHbIX
npenapaToB
APXMBUpPOBaHWE OaHHbIX
cuctemMbl hapmakoHagsopa
inepxarensi
perncTpaumoHHOro
YOOCTOBEPEHUS

Cnctema ynpasneHus
KayeCTBOM CUCTEMbI
cbapmakoHagsopa
nepxatenst




perncTpaumoHHOro
YOOCTOBEpPEHUS

O6y4yeHue no
dapmakoHaasopy
PerynatopHbie Bonpockl 1
B3aMMOJENCTBME C
YNOSTHOMOYEHHbIM OpraHoM
MepguuuHckas
MHdopMaLmsa
[lononHUTENbHbIE
KOMMOHEHTbI OLIEHKM

<*> CTeneHb BbIMONTHEHUS OLIEHKM KOMMOHeHTa "ga" o3HavaeT BbINONHEHWEe OLEHKN OaHHOro KOMMOHeHTa
cucTembl hapmakoHaZ3opa [AepXaTtens perncTpaumoHHOro yAOCTOBEPEHMS Ha OOCTaTOYHOM, MO  MHEHWIo
BeAyLLEro MHCNeKTopa, YpoBHe AN onpedeneHnsi ee COOTBETCTBUS U BbiSIBNEHNST HECOOTBETCTBUMN.

CTeneHb BbINOIMHEHNS OLEHKM KOMMOHEHTA "HET" 03HaYaeT, YTO AaHHbI KOMMNOHEHT HE NOABEPrancs oLeHKe
NPV BbINOMHEHUM MHCMEKTUPOBAHUA MO hapmMakoHaA30py B CBSI3U C OTCYTCTBMEM HEOBGXOAMMOCTM WUCXOAs W3
uenew, ero o6bema nmbo 3anpoca, CornacHo KOTOPOMY OCYLLECTBANOCH UHCMEKTUPOBaHMWE Mo hapMakoHaa30py.

Paszgen I'. HecooTBeTCTBMS, BbISIBNIEHHbIE B NPOLLECCe MHCMEKTUPOBaHUS No cpapMakoHaa3opy

1. Knaccudmkauma BbISIBNeHHbIX HECOOTBETCTBUMM cucTeMbl dapmakoHag3opa Agepxarens
perncTpauMoHHOro ya0CTOBEepPeHus:

Kputnyeckme
CyLleCTBEHHbIE
HecyllecTBEHHbIE

2. OtBer Aepxatena perncTtpauMoHHOro yanoctoBepeHusa nNo BbiABJIeHHbIM B pe3ynbTaTte
UHCNEeKTnpoBaHusa no (bapmaKOHa.qsopy HecooTBeTCTBUAM:

OnpeneneHne NpUHnHbI
HEeCoOTBETCTBUS

[lanbHenwas oLueHKa CTeneHn
BbIPa)>XEHHOCTN HECOOTBETCTBUSA
N €ro BrMSIHNA Ha CUCTEMY
dbapmakoHa3opa Aepxarens
perncTpaumoHHOro
YOOCTOBEPEHMSA U
InekapcTBeHHble Npenaparhl
KoppekTupyoume gencrasns
MpeagynpexgaroLwime 4encTBus
MpakTnyeckue pesynbraThl
[laTbl BbINOMHEHNUS
KOPPEKTUPYIOLLMX 1
npeaynpexgatroLmx JencTasnm

3. Pe3yanaTb| UHCNEeKTnpoBaHuAa no (papmaKOHa.qsopy U peKkomeHpaauunn:

Pesynbtathl
MHCNEKTMPOBaHMWA No
dbapmakoHagsopy
PekomeHgaumnm

OueHka oTBeTa Aepxartens
perncTpaumMoHHOro
YOOCTOBEPEHNS




3akniounTenbHbIE BbIBOAbI 1
pekoMeHaauum

4. BaknwoueHue:

CucremMma @apmaKOHansopa nepxareiid perrMcCTpPalVMOHHOI'O YIOOCTOBEPEHMA

(HaMMeHOBaHME »epXaTelis PeTUCTPALMOHHOTO YyIOOCTOBEPEHU)
TpeBboBaHMAM [IpaBUJl HaOjiexamel NOPpaKTUKU

(cooTBeTCTBYEeT/HE COOTBETCTBYET)
bapmakoHanmzopa EBpas3uiickoT'0 DKOHOMUUECKOT'O COK3a.

Benyumii MHCIEKTOP

(DOJIXHOCTE CJTYXalleTro) (mommmce) (MHMLMANE  (MHULMAJT
CODCTBEHHOT'O MMeHU) , GaMmiams)

YJIeHBl MHCIIEKLMOHHOM T'PYIIIIEL :

(DOJIXHOCTE CJTYXAalleTro) (mommmcso) (MHMLMANE  (MHULIMAJT
CODCTBEHHOT'O MMeHM) , GaMmnams)

(DOJIXKHOCTE CJIYyXallero) (mommnmce) (MHMUMAJE  (MHMLMAJ
CcOoBDCTBEHHOTO MMeHM) , obaMmimsa)
(DOJIXKHOCTE CJIyXallero) (mommnmce) (MHMLUMAJE  (MHMLMAJ

CODCTBEHHOT'O MMeHM) , GaMmims)

JaTa nomnmMcaHmsda

YTBEPXIEHO

I[locTaHOBJIEHME

MuHMCTEepCTBa 3OPaBOOXPAaHEHUA
Pecnybnmuxku BeJsapychk
18.11.2020 N 102

NONOXEHUE
O NOPSAOKE M YCNOBUAX MHCNEKTUPOBAHUSA (PAPMALEEBTUYECKOW MHCMNEKLUWN) KITMHUYECKNX
WCCINEOOBAHUN (UCMbITAHUW) NEKAPCTBEHHbIX MPEMNAPATOB HA NPEOMET COOTBETCTBUS
TPEBOBAHUAM MPABUI HAQNEXALLEN KITMHUYECKOW NPAKTUKU EBPA3UNCKOIO
9KOHOMUYECKOIO COIO3A

FMABA 1
OBLUME NMONOXEHUA

1. Hactosiwee T[lonoxeHue onpegensieT MNOPsSAOK M YCNOBUS WHCNEKTUpOBaHWUS (hapmavueBTuyecKomn
WHCMEKUMM) KITMHUYECKUX WUCCIeoBaHUi (UCMbiTaHWIA) NekapCTBEHHbIX MpenapaTtoB (Oanee - MHCMEKTUpOBaHUE
KMMHUYECKOrO UccrefoBaHus) Ha MNpPeaMeT COOTBETCTBUS TpeboBaHuaM [MpaBun Hagnexawewm KIMHUYECKON
npakTukn  EBpasuinckoro 3KOHOMMYECKOrOo  Cot3a, YyTBepxaeHHblx PeweHnem CoBeta EBpaswuiickon
3KOHOMMYECKOM koMmuccum oT 3 Hosibps 2016 1. N 79.

2. Ona uenen HacTtoswero [lonoXeHUa WUCMOMb3YTCA TEPMWUHbI U UX OMpedernieHMss B 3HaYeHUsX,
yCTaHOBNEHHbIX 3akoHoM Pecnybnvkmn benapyck "O0 obpalleHun nekapCTBEHHbIX CPEACTB", a Takke cneayroLmne
TEPMUHbI N UX ONPeAeneHns:

HecooTBeTCTBME - KpMTepMﬁ, MCﬂOﬂb3yeMbwa ONs OUEHKM COOTBETCTBUSA KIUHUYECKMX MCCregoBaHUN
(MCHHTaHMﬁ)ﬂeKapCTBeHHHX npenapaTOB(Aanee,ech Heé YyCTaHOBJIEHO MHOE, - KITMHU4YecKue MCCﬂGﬂOBaHMﬂ)



TpeboBaHuaM [MpaBun Hagnexalwlen KIUHWUYECKOW NpakTMKu EBpasMickoro 3KOHOMUMYECKOro COK3a B chnydae
BbISIBITIEHUNS] YAaCTUYHOIO MM NOJSTHOrO HEBbLIMOMNHEHUA TpeboBaHui MpaBun Hagnexawen KIMHUYECKON NPaKTUKK
EBpasmnickoro 3KOHOMUYECKOro CoH3a;

3asiBUTENb - CMOHCOP, KOHTPaKTHas UccrnegoBaTenbCckas opraHusauus, 3asBuTenb, NoaaBlUMe OOKYMEHTHI,
COCTaBnsIIOLLME PErnCTpaLMOHHOE [OCkE, Ha FOCY4apCTBEHHYHO perncTpauuo (NoaTBepxkaeHe rocyjapCTBEHHOM
peructpaumun), AepxaTenb pPerncTpaurMoHHOro YAOOCTOBEPEHMSI NekapCTBEHHOro npenaparta, npeacTaBuTesb
aepxaTtensi permcTpaunoHHOro YA0oCTOBEPEHMS Ha NekapCTBEHHbIV npenapar;

TEXHUYECKUIA IKCNEepT - MPUBMEYEHHbIA CNeLnanucT, KOTopbin obnagaeT cneunaneHbIMy 3HAHMAMKU U (M)
onbiTom B obnactn NpoBeAeHUst KITMHWYECKOro UCCrefoBaHUA, MOATBEPXKOEHHbIMU B YCTAHOBIIEHHOM MOpPSiAKe
OVNIIOMOM, aTTecTaToMm, CBUOETENbCTBOM, MHbIM OOKyMEeHTOM 06 obpasoBaHun (06 obyveHnn) u gokyMeHTamu,
yOOCTOBEPSAOWMMM  CTak paboTbl MO  onpedeneHHoOW crneuuanbHOCTW, KOTopble MpegoCcTaBnsiloTcs B
dapmaLeBTUYeCKMn MHcnekTopaT MuHWCTepcTBa 34paBOOXpaHeHUsa (ganee, €cnvM He YCTAHOBMEHO WHOE,
dapmMuHcnekTopar).

3. MHCHEKTMpOBaHMe KIMNMHNYECKOIro nccriegoBaHnAa ocyulecTBiidaeTCcaA Cbale/IHCﬂeKTOpaTOM npwu:

BbISIBIEHNN 3KCNEPTOM B XOA4E MNPOBEAEHUSA KOMMMeKca npeaBapuTerbHbiX TEeXHUYECKMx pabor,
NPOBOAMMBIX B COOTBETCTBUWU C NMOCTaHOBMNeHnemM MuHucTepcTBa 3gpaBooxpaHeHns Pecnybnukm Benapych oT 2
Hosbps 2020 r. N 93 "O komnnekce npegBapuTenbHbIX TEXHNUYECKNX paboT, NpeaLecTBYOWMX rocyaapCTBEHHON
permctpaumMm nekapCcTBEHHbIX cpeacTB" (ganee, eCcnu He yCTaHOBMNEHO MHOE, - KOMMNIEKC MnpeaBapuTeNbHbIX
TeXHMYecknx paboT), uHdopmauun, cTaBslend No4 COMHEHME [OOCTOBEPHOCTb CBEAEHMN B MPeACTaBlEHHbIX
3asgBuTENEM JOKYMEHTaXx B OTHOLLEHUM NPOBEAEHHbIX KIMHNYECKNX NCCNeaoBaHni;

npoBeaeHnn KInHN4eckoro nccreanoBaHna OpurmHarbHONo JiekapCTBeHHOro npenaparta C BbICOKMM PUCKOM
pa3BuUTNA Cepbe3HbIX HeXenaTellbHbIX peaKLl,VIVI Yy Cy6'beKTOB nccnenoBaHud, ydactBywwmnx B OgaHHOM
KIMMNMHN4YeCKOM nccneagoBaHnu;

Hanm4mm I/IH(bOpMaLI,VII/I 06 n3meHeHUn B Xoge npoesefeHua KIMHUYeckoro mccrnegoBaHuda COOTHOLUEeHUA
"none3a - puck" nekapcTBEHHOro npenapaTa;

nonyYyeHnn uHGOpPMaLMM O HapyleHuax TpebosaHuii [MpaBun Hagnexawer KIMHUYECKOW NpaKTUKn
EBpa3smnitckoro a3koHOMUYECKOro coto3a B XO4e NPoBeAeHNs KIMHUYECKOTO UCCIef0BaHUs.

4. |/|HCI'I€KTI/IpOBaHVIe KNMMHUYEeCKOoro nccrnenoBaHna npoBoanTCA No MeCTy BbINOJIHEHUA COOTBETCTBYHOLLEro
gTana KIMHUYeCKOoro uccnenoBaHnd, KOTOpoe noaneXut OoueHKe Ha COoOoTBeTCTBue Tpe6OBaHI/IF|M Flpanm
Hagnexawlen KNMHNYeCcKon NPaKTUKn EBpa3l/|l7|CKOFO 9KOHOMMYECKOro coraa.

dapmaLeBTUYEeCKME WHCMEKTOPbl MpYU  MPOBEAEHWU WUHCMEKTUPOBAHWUS  KIMUHUYECKOrOo  UCCRenoBaHus
obecrneumBaloT [LOCTOBEPHOCTb €ro pe3ysibTaToB, COXPAHHOCTb W KOHUAEHLUMANbHOCTL  MHGOpMaLum,
MOJSy4EHHOW Npu ero NpoBeAeHUM, B TOM YUCTE:

MMEKT AOCTyn B MeEeCTO BbINOJIHEHUA COOTBETCTBYHOLWEro 3Tana KIMHUYEeCKOro wuccrieqosaHua npu
npenobAaBiieHUN CJ'Iy)Ke6HOI'O yoocTtoBepeHna W1 OOKyMeHTa, dABndwwerocd OCHOBaHMEM Ha npoBeneHue
MHCNEKTUPOBaHUA KIMHNYECKOIro nccrnenoBaHu4;

NPOBEPSIIOT  UH(PACTPYKTYPY, LOKYMEHTbl (CTaHOapTHble OnepauuoHHble npouenypbl, WMHCTPYKUUM,
[AOroBOpbI, 3anucu, OTYeTbl, MPOTOKOMbI MUCMbITAHWA W ApyrMe OyMaxHble WNW  SMEKTPOHHble HOCUTenwu
NHdOpMaLIMK, Ha KOTOPbLIX PEFUCTPUPYIOTCS AaHHbIE);

CHMMaKOT KOMn C OOKYMEHTOB, nony4aroT NMCbMEHHbIE N YCTHbIE 00 BbSACHEHNS;

MOANUCHLIBAIOT [OOKYMEHT O KOHMUAEHUMaNbHOCTM W COXPaHHOCTU WHGOPMaUMK, copepXkalencs B
OOKYMEHTax MHCNEKTUPOBAHMS KIMHUYECKOro UCCreaoBaHusS.

FMABA 2
NoPAAOK OPTAHU3ALIMU U OCYLLECTBNEHMA MHCNEKTUPOBAHUA KNMHUYECKUX
NCCNEOOBAHUA

5. Ons opraHunsaunm WMHCNEKTNpoBaHMA KIMHUYECKOro wuccriegoBaHnA 3asaABUTESlb HanpaBnAeT B
MVIHI/ICTepCTBO 3paBooOXpaHeHna 3adBlieHne Ha nposeaeHne UHCNEKTNpoBaHUA KIMMHUYECKOro nccrnenoBaHud, a



Takke nNUCbMeHHOEe YyBeOOoMIlIeHMe 3adBuTenda O TOTOBHOCTU obecneunTtb npoeegeHne UWHCNEKTUPOBaAHUA
KIMNMHN4YeCKOoro nccneaoBaHua.

6. [oKkymMeHTbl, ykasaHHble B nyHkTe 5 HacTtosiero [MonoxeHus, MWHUCTEPCTBOM 34paBOOXpaHEHMs!
HanpaBnATCA PyKOBOAMTESNO dhapMUHCNEKTOpaTa.

PykoBoantenb  dapMuHCNeKkTopata OCYLleCTBNAeT pacCMOTPEHue OOKyMeHToB 1 odopmnseT
pacnopsbkeHme O Ha3Ha4YeHUU MHCMNEKTUPOBaHMS (hapmaueBTUYECKON MHCNEKLUN) KNMHUYECKOro McCnenoBaHus
(McnbiTaHU) NekapCTBEHHLIX NpenapaTtoB (Aanee - pacnopsixeHne) no opmMe CornacHO NPUIoXeHuo 1.

PelweHne o npoBedeHWM MHCMEKTUPOBAHWUS KITMHMYECKOro uccnegoBaHus npuHuMaeTtcs MuHucTepcTBoM
34paBOOXpPaHEHNs Ha OCHOBaHWMM pacropsbkeHus n oPopMMsSeTCs MpMKa3oM, KOTOPbIM B CPOK He nosgHee 10
KaneHaapHbIX AHEN CO AHS ero NpUHATUS HanpaBnaeTcs hapMUHCNEKTOPaTOM 3asBUTENIO.

7. MHCHeKTI/IpOBaHVIe KIMNMHNYEeCKOro umccriegosaHnAaA npoBoaunTCA Ha OCHOBaHWMKM OOroeopa O npoBedeHuun
MHCNEKTUPOBaHUA  KITMHUYECKOIo uccneaoBaHusd, 3aKio4YeHHOro mexay opraHmsaumeVl (yqpe>+<,quV|eM),
yl'lOJ'IHOMO‘-IGHHOV] Ha npoBedaeHne WHCNEKTUpoBaHNA KIMMHUYECKOro wuccnegosaHuda, W 3adaBUTENEM, 3a
NCKITKO4YeHneM crny4daen, YKa3aHHbIX B absauax TPpeTbeM - MATOM NYHKTa 3 HacTogwwero NMNonoxeHus.

3asBuTenb B pamKax 3akMl4YeHHOro pJorosopa obecneyvBaeT BO3MOXHOCTb 6ecnpensiTCTBEHHOrO U
CBOEBPEMEHHOIO BbIMONIHEHNSA BCEX AENCTBUMI (hapMaueBTUYECKMX MHCMEKTOPOB B COOTBETCTBMM C MPOrpammon
NHCMEKTMPOBaHUS KIMHUYECKOro MCCneaoBaHms no hopmMe COrfiacHO NPUNOXeEHUo 2.

Fpadwn( MHCNEeKTUPOBaHUA KIMMHNYECKOro wuccriegoBaHuA, BKINIOYEHHbIN B nporpaMmMmy MHCNEKTUPOBaAHUA
KITMHNYECKOro uccrneagoBaHuna, MOXET YTOYHATbCA B XO4e WHCNEeKTUpPpOBaHUA KIMMHUYECKOro wuccrnenoBaHuna B
pa6oqu nopsagke no corfacoBaHUIo C 3aAaBUTENTEM.

8. B cnyyae oTkaza wnu HeobGecnedyeHus 3asiBUTENEM YCMOBUM MPOBEAEHUS WHCMNEKTMPOBAHMSA
KNMUHUYECKOTO UCCNeaoBaHMs KITMHUYECKOE WCCrnedoBaHWE MNPU3HAeTCsl He COOTBETCTBYHOLWMM TpeboBaHMAM
MpaBvn Hagnexawen KIMHUYEeCKOW NpakTukM EBpasmmnckoro aKOHOMMYECKOro cot3a, o 4Yem MuHUCTepcTBO
3[paBOOXpPaHEHNsI MMCbMEHHO YBEAOMIISIET 3asiBUTENS MOCIe NPUHATUSE COOTBETCTBYIOLLIErO peLLEeHMs.

9. MHCcnekuMoHHaa rpynna oopMuUpyeTecst M3 1L, BKIMIOYEHHbIX B peecTp hapMaLeBTUYECKUX MHCNEKTOPOB
Pecnybnvukn Benapycb, B COOTBETCTBMM C MOCTaHoBneHneM MwuHucTepcTBa 3apaBooxpaHeHus Pecnybnukm
Benapycb o1 18 Hoabps 2020 r. N 103 "O nopsake arttectaumu, (GOPMMPOBAHUA W BEAEHUS PeecTpoB
YNOMHOMOYEHHbIX NUL, NPOU3BOAUTENEN NEKapCTBEHHbIX CPeacTB, papmaLeBTUYECKUX NHCMEKTOPOB".

PyKOBOD,I/ITeJ'Ib WMHCMEKLMOHHOWN rpynnbl HagendaeTcd CtatyCoM BeayLwero nHCrnekropa. Bep,yu.wl|7| MHCNEKTOop
pacnpepnendet (*)yHKLI,MVI B WHCMEKLMOHHOMN roynne wn KoOpAMHUPYET MeponpuAatuda, CBA3aHHbIE C
MHCNEeKTUpOBaHNEM KITMHNYECKUX nccrnegoBaHun.,

Mpy HeobxoaMMOCTU (ANt NONyYEHNsT KOHCYNbTaLUMI B CneuuanbHbIX 06nacTax 3HaHWN) B MHCMEKLMOHHYHO
rpynny MOryT BKMHOYATbLCH TEXHUYECKME IKCNEPTHI.

10. I'Ipou,e/:l,ypa MHCNEKTUpPOBaHUA KITMHNYECKOIro nccrnenoBaHmna BKIKO4YaeT:

WHCMEKTUPOBaHUE KITMHUYECKOTO MCCNedOoBaHWUs HEMNOCPEACTBEHHO HA MecTe MpoBefeHUst KIMHUYEeCKOro
nccnegoBaHus;

VIH(*)OpMI/IpOBaHI/Ie BegywnM KMHCNEKTOPOM 3adABUTENNA O Hadane WHCNEeKTnpoBaHUA  KIMTMHUYECKOro
ncecnenoBaHua, Lenax U nopagke ero npoBeaeHuA. BeD,yLLI,VIIZ WMHCMEKTOP COCTaBNAET U HamnpaBnAeT 3adaBUTEIIO
nporpamMmmMmy MHCNEKTUpPOBaHUA KIMHUYECKOro nccnenoBaHna B CPpOK HE no3aHee 10 pa60qu OHen 0o OHsA Hadvana
MHCMEeKTNpoBaHUA KIMNMHNUYECKOro nccrieqoBaHus;

OCMOTp MeCTa npoBegeHua KIMMHM4YeCcKoro wuccnenoBaHus, na6opaTopHoro n aHanumTn4deckoro
OGOpyD,OBaHMFl, onpoc OTBETCTBEHHbIX INnLY, ndyvyeHne OOKyMeHTauunm n 3anMcen B COOTBETCTBUM C nporpaMMO|7|
MHCNEKTUPOBaHUA KIMMHNYECKOIro nccneanoBaHu4;

O3HaKoOMIeHne 3aaBuTend C npeaBapuTesrnibHbIMA pe3ynbTatamu MHCMEeKTnpoBaHNA KITMHUYeCKOoro
nccnenoBaHus.

I'Ipvl HeobXxoaMMOCTN  MHCMEKLNOHHAs roynna npuMmeHdaeTr B XoAe WHCNEKTUPOBaHUA KIMMHUYECKOro



nccnenooBaHna ayanosanmchb, d)OTO- n BUOeoCbeMKy (I'IO cornacoBaHuio C SaﬂBMTeJ'IeM).

11. Mpu BbIABNEHWUM B XOAE MHCMEKTUPOBAHUS KIMHUYECKOTO UCCIEA0BaHUS KPUTUYECKMX HECOOTBETCTBU,
CBUAETENBLCTBYIOLUMX O HANUYMUW Yrpo3bl NPUYMHEHUS BPeAa XU3HW U (Mnn) 300PpOBb0 CY6HLEKTOB MCCefoBaHWs U
(unn) dpakToB, CTaBAWMX MOA COMHEHME KA4YeCcTBO WCCMeayemoro JekapCTBEHHOrO MpenapaTa, BeayLiuii
WHCMEKTOP He3dameaMTensHO MHAOPMUpYET pyKOBOANUTENS hbapMUHCNeKTopaTa Anst NPUHATUSE COOTBETCTBYOLLNX
mep.

12. HpM OCyWleCTBJIIEHUN WHCNEeKTUpOBaHUA KIMMHUYECKOro wmccrnegoBaHnAaA MOryT OblTb BbISIBIEHDI
HEeCOOTBETCTBUA:

12.1. KpUTUYECKME HECOOTBETCTBUS - HECOOTBETCTBMS, KOTOPble MOBAMANM WAM MOFYT MOBNUSATbL Ha
6e3onacHoCcTb WM Gnarononyyve MauueHToB, W (UNW) CBUMAETENLCTBYIOWME, YTO [AaHHblE KIMHWYECKOTO
nccrnenoBaHust SIBASIIOTCS HEAOCTOBEPHbIMW, W (MNK) MNOATBEPXKAAMOLWME CUCTEMATMYECKOE HEBLINOMHEHNE
TpeboBaHuii N0 obecrneyYeHno ka4ecTBa NPOBEAEHMS KITMHUYECKOro UCCIeA0oBaHNS NekapCcTBEHHOro npenapara, a
Takke MaHWNynMpoBaHWE W nNpeaHaMEpPEHHOE WCKaXKeHMe [AaHHblX, MOMYyYeHHbIX B Xo4e KIMHWYECKOro
nccnenoBaHus;

12.2. CyLleCTBEHHblE HECOOTBETCTBUA - HECOOTBETCTBUA, CBUAETENbCTBYOLWLNE O HAITM4YNN 3HAYUTETIbHbIX U
HeonpaBAdaHHbIX HEeCOOTBETCTBUN, KOTOpble elle He nepewnn B KpUTn4eckme, HO MOryT I'IepeﬁTI/I, eCnn He
npeanpuHATL Mepbl N0 UX YCTPaHEHUIo, a TakKkKe KoMOuHauunsa HeCyLeCTBEHHbIX HEeCOOTBETCTBMIA, HN OAHO U3
KOTOPbIX CaMO Mno cebe He aBnsieTcs CyLeCTBEHHbIM, HO KOTOpPbl€ B COBOKYMNHOCTU NpeacTaBnAl0T CyleCTBeHHOe
HEeCOOTBETCTBME U OOIMKHbI OO bACHATLCA 1 (*)I/IKCI/IpOBaTbCﬂ B Ka4ecTBe TaKOBOIO,

12.3. HecyuleCTBeHHble HEeCOOTBETCTBUA - HECOOTBETCTBUA, KOTOPble HE MOryT OblTb OTHECEeHbl K
KPpUTU4ECKMM WU CyLecTtBeHHbIM (B TOM 4ucne npum OTCyTCTBUM O0CTAaTO4YHOro obbema VIHCbOpMaLI,VIVI,
HeobxoouMOoN ANst OTHECEHUS UX K KPpUTU4E€CKOMY Unmn cyiecTtBeHHomMy HeCOOTBeTCTBVI}O).

FMABA 3
OPOPMIIEHUE PE3YNIbTATOB UHCMNMEKTUPOBAHUA KIIMHUYECKOIO UCCNEOOBAHUA, NX
PACCMOTPEHUE N OLIEHKA

13. PesynbTaTbl MHCNEKTUPOBAHMSA  KIMHWYECKOrO  MccriegoBaHus  odopmnsaoTcs  otyetom 06
MHCMEKTMPOBaHnK (hapmaueBTUYECKON WHCMIEKLMW) KITMHUYECKOro UccrnenoBaHns (MCMbiTaHus) NekapCTBEHHOro
npenapaTta Ha npeaMeT CooTBeTCTBMA TpeboBaHuAM NpaBun Hagnexalen KIMMHUYECKOW NpakTukn EBpasmnickoro
9KOHOMWYECKOTO COl03a (Janee, ecnv He YCTaHOBMEHO WHOe, - OT4YeT 00 MHCMEKTUPOBaHWM KIMHWYECKOrO
nccnegoBaHus) No popme cornacHo NPUNoXeHuto 3.

Otyer 006 MHCMNEeKTUpoBaHUMN KIMHUYECKOIo unccrnegoBaHnA COCTaBnAeTCA B ABYX J3K3eMnndpax WU
nognuncbiBaeTcd BeayLmmMm NMHCNEKTOPOM U YileHaMum WMHCNEKLMOHHON rpynnbel B CPOK HE no3gHee 30 KaneHaapHbIX
OHen co gHs 3aBepLieHna MHCNEeKTNpoBaHNUA KIMMHNYECKNX nccrnegoBaHus.

14. Ecnn B xo4e WMHCMNEKTUPOBAHUS KMMHMYECKOrO UccneaoBaHust He Obifo BbiSIBIEHO HECOOTBETCTBUNA, B
nyHKTe 22 oT4eTa 00 MHCMEKTUPOBAHUN KITMHWYECKOTO UCCNeAoBaHWs yKka3biBaeTcsl "He npumeHnmo”. Ecnun 6binm
BbISIBIIEHbl TOMBbKO HECYLLECTBEHHbIE HECOOTBETCTBUS, B NyHKTE 23 oTyeTa 06 MHCNEKTUPOBAHMU KITMHUYECKOTro
nuccnegoBaHusa ykasblBaeTca "Mpu crnegyrolemM WHCNEeKTUPOBaHWWM KrMHUYeckoro uccnegosaHus”. lNMpu atom B
nyHkTe 23 otyeTa 06 WMHCNEKTUPOBAHUU KIMHUYECKOTO WCCREeAOBaHWS BeOyLiUM MWHCMNEKTOPOM YKa3blBaeTCsl
nHOpMaLMa O COOTBETCTBUM KITMHUYECKOro uccrnegoBaHusa TpeboBaHusaM [MpaBun Hagnexawlen KIMHUYecKown
npakTukn EBpasninckoro 3KOHOMUYECKOro Cok3a.

OavH 9K3eMnnAap oT4yeTa 00 MHCNEKTUPOBaHUN KITMHUYECKOIo nccrneaoBaHuna HanpaBniAaeTcAa 3adBUTENO He
nosgHee 5 paGqux OHen co OHA ero noanucaHus BeaywUnM MHCMEKTOPOM U YieHaMmu WHCMNEKLMOHHOMN rpynnbl,
BTOpOVI 9K3eMNnnAap XpaHUTCA B COOTBETCTBUU C Tpe6OBaHI/IF|MVI 3aKoHoJaTenbCTBa B cd)epe apxXmnBHOIro aena un
gernonpoun3soacTBa B (bapMMHCFIeKTOpaTe.

Ecnn B xo4e VMHCMNEKTMPOBaHUSA KIMHUYECKOro UCCrenoBaHus Gbifn BbisIBNEHbl TOMbKO HECYLLECTBEHHbIe
HECOOTBETCTBUSA, MHCMEKLUMOHHAA rpynna OCYLIECTBNSAET OLEHKY BbIMOMHEHWA OTBeTa 3afBUTens C MNnaHoM
KOPPEKTMPYIOLLMX U Npedynpexaarowmx AeACTBUA, oT4eTa O ero BbINOSHEHUM W AaHHbIX (KOMWIA JOKYMEHTOB),
CBMOETENbCTBYIOWMNX 06 YCTpaHEeHWU BbISIBNEHHbIX HECOOTBETCTBUWA, W (UMW) OaHHbIX O MPUHATBLIX Mepax,
HanpaBleHHbIX Ha YyCTpaHeHMe HecoOTBEeTCTBMI (Oanee, ecnv He YCTAHOBIEHO WHOe, - CBUAETeNbCTBa
YyCTpaHeHus1 BblsIBNIEHHbIX HECOOTBETCTBMiA), NPV MPOBEAEHUM CIEeAyoLWEero WMHCMEKTUPOBAHNA KIUMHUYECKOro



nccnenooBsaHuA.

15. Ecnn B xoOe WHCNEKTUPOBAHUS KIMHUYECKUX WCCMEeAOBaHMI ObINN BbiSIBNEHbI KpUTUYeckne u (1nm)
CYLLLECTBEHHbIE HECOOTBETCTBUS, 3asiBUTENb B CPOK He nosaHee 30 kaneHaapHbIX AHEN CO OHS NONyYeHUs oTyeTa
06 MVHCNEKTUPOBAHMM KITMHUYECKOTO WCCReoBaHUs HanpasnsieT BedyLemy WHCMEKTopy OTBET C MiaHoM
KOPPEKTUPYIOLWMX M Npegynpexgatowmx OeNcTBUMIA, OTYET O ero BbINOSIHEHUMM W CBMOETENbCTBA YCTpaHeHus
BbISIBIIEHHbIX HECOOTBETCTBUIA.

B Teyenne 10 paboumx AHEM CO AHA NOMNYYEHUS OOKYMEHTOB, YKa3aHHbIX B 4acTU MEpBOW HaCTOSLLEro
NyHKTa, BEAYLIMA WMHCMEKTOP W YfeHbl MHCMEKUUOHHOW TpynMbl OCYLLECTBASAOT OLEHKY COAepXallencs B HUX
WMHopMaumn.

MToroBbie BbIBOAbI M 3aKMOYEHUSA BeOyLLMM MHCNEKTOPOM M YrieHaMn MHCMEKLUNOHHONW rpynmbl OTpaxarTcs
B NyHKTe 23 oT4yeTa 06 MHCNEKTUPOBAHUN KIMHUYECKOTO UCCIeL0BaHNS.

OpuH ak3emnnsp otdyeta 00 WMHCMEKTMPOBAHWM KIMMHUYECKOrO WMCCNefOoBaHUsl C 3akiioYeHUeM BeayLlero
MHCMEKTOpa O COOTBETCTBMM (HECOOTBETCTBMM) KIMHUYECKOTO NccreoBaHnst TpeboBaHusam lNpaBun Hagnexawlen
KMMHUYECKOW MpPaKTUKM EBpasninckoro SKOHOMMYECKOTO COK3a HanpasrisieTcs 3adBUTENO He no3gHee 5 pabounx
OHEN Co OHs1 ero nognucaHus BedyLMM MHCMNEKTOPOM WM YIieHaMy MHCMEKLUUOHHOW Fpynmbl, BTOPOW 3K3eMMsip
XpaHUTCS1 B COOTBETCTBMU C TpeboBaHMAMU 3aKoHOOATENbLCTBA B chepe apXMBHOIO Aena v Aeronpon3BOACTBA B
dapMuHcnekTopare.

16. B cny4ae oTcyTcTBMSA No uctedeHun 30 kaneHgapHbIX AHEW C AaThbl NonydeHust 3asaBuTenemM ot4yeTa ob
WHCNEKTMPOBAHMUM KIMHUYECKOrO UCCreaoBaHUsi cBedeHuMn 00 yCTpaHeHUMM HecOoOTBETCTBMIA NUOO Npu3HaHWUK
OaHHbIX CBeAEHVMN HefoCTaTOYHbIMU W (MNM) HEeOOCTOBEPHBLIMU KITMHWYECKOE WCCedoBaHWE MpU3HaeTcs He
COOTBETCTBYOLWMM TpeboBaHusaM [NpaBun Hagnexaiwlen KIMHUYEeCKOW NpakTuku EBpasnmnckoro 3KOHOMWYECKOro
cotoza.

17. KnuHuyeckoe wuccnegoBaHvMe NpU3HAETCs COOTBETCTBYHOLWMM TpeboBaHuam [paBun Haanexailen
KNUHUYECKOWN NPaKkTnKM EBpasninckoro 3kKOHOMMYECKOro CO3a B OOHOM U3 CrIeAYHOLLMX CIyYaes:

OTCYTCTBME HECOOTBETCTBUI;
OTCYTCTBME KPUTUYECKUX U (MNN) CYLLIECTBEHHBIX HECOOTBETCTBUNA.

18. Beaywum uvHcnekTop OCyLlecTBAseT NOoAroTOBKY Mpoekta yBegomreHnss  MuHucTepcTBa
3[paBOOXPAHEHUS O MPU3HAHMM KITMHUYECKOTO UWCCNEeAoBaHMA COOTBETCTBYHOLMUM  (HECOOTBETCTBYHOLLMM)
TpeboBaHuaM [NpaBun Hagnexawen KNMHUYECKOW NpakTukM EBpasMmnckoro 3aKOHOMWYECKOro coto3a (Janee -
yBEeOOMIIEHME) U HanpaBnseT ero n oryeT 06 MHCNEKTUPOBAHMM KIMHWYECKOTO WCCNEAOBaHUA PYKOBOAMTENO
dhapMuHCNeKkTopaTa B CPOK He no3aHee 5 paboymnx gHen oT AaTbl NOANMCAHUS BeOYLUMM UHCMEKTOPOM W YleHaMm
WHCNEKLMOHHON rpynnbl 0T4eTa 06 MHCNEKTMPOBAHMUM KITMHUYECKOIo UCCNeaoBaHms.

PyKOBOD,I/ITeJ'Ib (*)apMVIHCI'IeKTOpaTa ocyulecTBndeT pacCMOTpeHue npeactaBlfieHHbIX OOKYMEHTOB MU
HanpasndeT yBegoMIieHne 3adaBUTEN0 B CPOK He Mno3gHee 5 pa60L||/|x OHen nocne ero nony4yeHuna OT Beayllero
MHCNEKTOopa, a Takke NpnHnMmaeT NHble Mepbl B COOTBETCTBUN C 3aKOHOOATEIbCTBOM.

19. PesynbTaTbl WHCMNEKTMPOBAHWUS KIMHWYECKOr0 WCCMEedoBaHMSA YYUTLIBAKOTCA Mpu  OdhOpMIeHUn
3aKMYeHnss O COOTBETCTBUM (HECOOTBETCTBMM) JieKapCTBEHHOro npenapaTta TpeboBaHuam 6esonacHocTy,
appekTMBHOCTM M KayvecTBa, BbigaBaemoro YI1 "LieHTp aKkcnepTtns M ucnbITaHUM B 34paBooOXpaHeHun” mnpu
NpoBeAeHUN KOMMEeKca NpeaBapuUTeNbHbIX TEXHUYECKNX paboT.

Mpunoxexune 1

k MonoxeHuto o nopsigke

N YCIOBUSX UHCMEKTUPOBaHUS
(cbapmaueBTUYECKOM MHCNIEKLMN)
KMMHUYECKUX UCCriegoBaHun (MCNbiTaHni)
nekapCTBEHHbIX NpenapaToB Ha npegmeT
cooTBeTCTBMSA TpeboBaHusam Npasun



Haanexallewn KNMHUYECKOW NPaKTUKK
EBpa3sunnckoro aKOHOMMYECKOro coko3a

MuHucTepcTBO 3apaBooxpaHeHms Pecnybnvku Benapycb
dapmaLeBTMHECKUI MHCNEKTOpaT

PACIMOPAXXEHUE N
0 Ha3Ha4YeHMM MHCMEKTUPOBaHKSA (hapMaLeBTUYECKON MHCNEKLMMN) KITMHUYECKOTO UCCIeA0BaHUS
(McnbITaHWUIA) NeKapPCTBEHHBIX NpenapaToB

Lle]'lb MHCMNEKTUPOBaHUA KINMHNYECKOIro nccnegoBaHund:

HavmeHoBaHue 3asButens (TenedoH, akc, 3NeKTpoHHas noyra):

MecTo HaxoXaeHunsa 3aaBuTend:

MeCTO(a) HaXxoXxXaeHud npoesegeHuna KinnmHn4eckKoro ncciegoBaHund:

KonunyecTtBo OHeW MHCNEKTUPOBaHMWS KITMHUYECKOro UCCregoBaHUs ¢ y4eTOM BPEMEHU npoesaa K
MecTy(aM) NpoBefeHUs KNMHMYECKOro nccnegoBaHns u obpaTHo:

I'Iepmo,u, npoBeageHna MHCNEKTUPOBAHNA KITMHNYECKOIro nccrneaoBaHuna:

CocTaB MHCNEKLWOHHON rpynmbi:

Beaywimin nHcnekrop:

“reHbl MHCNEKUMOHHOW rpynnbl:

[laTa Ha3HaYeHMs1 MHCMEKLMOHHOW rpynnbl:

Mopnuce pykoBoanTens dapMmHcnekTopaTa

(BOmKHOCTB cryXaLero) (moanwuce) (vHuumansl (MHUUman
COBCTBEHHOTO MMeHW), pamunus)

dopma

Mpunoxexune 2

K MNonoxeHuto o nopsiake

N YCIOBUAX NHCMEKTUPOBAHNS
(cbapmaueBTUYECKOM MHCNEKLMN)
KMMHUYECKUX NccriegoBaHnin (MCNblITaHWN)
nekapCTBEHHbIX NpenapaToB Ha npegmeT
cooTBeTCTBMSA TpeboBaHusaM Npasun
Haanexatlen KnMHUYECKOM NpaKkTUKu
EBpasnnckoro akoHoMM4eCckoro cotosa

MuHucTepcTBO 3apaBooxpaHeHus Pecnybnvkn benapycb
dapmaueBTMYECKMIA MHCNEKTOpAT

NMPOrPAMMA MHCNEKTUPOBAHUA KITIMHUYECKOIO MCCNEOOBAHUA
1. Llenu nHcnekTMpoBaHus KNMHNUYECKOTO UCCNEA0BaHUS:
2. OcHOBaHuWs Anst MHCNEKTUPOBAHUS KMMHWUYECKOrO UCCrEeAOBaHUS:
3. aTa(bl) n mecTo(a) NpoBeaEHUS MHCMEKTUPOBAHUS KIMHMYECKOrO MCCIefoBaHNS:
4. Kputepum MHCNEKTUPOBAHUS KMMHUYECKOTO UCCNEefoBaHMS:
5. HcnekunoHHas rpynna:

6. [pad1K MHCMEKTUPOBAHUSA KITMHNYECKOro UCCreaoBaHUS:

| Data, Bpemsi | MeponpusaTus | OTBeTCTBEHHbIN(E) OT

dopma



MHCHGKHMOHHOﬁprHHH

1 2 3

BcTynuTtensHoe coBellaHne

OcmoTp nomMeLleHnn n obopygoBaHus

MpoBepka LOKYMEHTaLUN MO NPOBEAEHMIO
KIMHUYECKOro uccrnegoBaHust

[MpoBepka NepBMYHON JOKYMEHTaLUn

I'IpOBepKa OOKYMeHTaunnm CUCTeMbl KavyecTBa

Onpoc nepcoHana, BbINONHAOLLENO
KnMHU4YecKoe uccrnegoBaHme

CoBeLLaHne MHCNEKLMOHHOW rpynnbl

3aknio4ynTenbHoe coBellaHne

7. [lpoume yCJOBMSA MHCIEKTUPOBAHUA KIMHUUECKOTO MCCIIeODOBaHUA:

Benyumit MHCIIEKTOP

(DOJIXKHOCTE CJIyXallero) (mommnmce) (MHMUMAJE  (MHMLMAJ
CcOoBDCTBEHHOTO MMeHM) , baMmimsa)

Mpunoxexne 3

k MonoxeHuto o nopsgke

N YCMOBUAX MHCNIEKTUPOBAHUS
(cbapmaueBTUYECKON MHCNEKLUMN)
KMMHUYECKNX nccregoBaHni (MCNblITaHWUN)
nekapCTBEHHbIX NpenapaToB Ha npegmeT
cooTBeTCTBMA TpeboBaHusaMm [pasun
Haanexatlen KNMHUYECKON NpaKTuku
EBpasunickoro akoHOMMYEeCKoro cor3a

dopma

MyHMCTEepCTBO 3OpPaBOoOXpaHeHMsa PecnyOinmku Besapychk
dapMalleBTUYUECKMM MHCIEKTOPpaT

OTYET

06 mMHCnexTupoBaHuM (bapManeBTHMYECKONM MHCIEKLUMUM) KIMHMYECKOT'O MCCIeROBaHMUS
(McneITaEMsI) JeKapCTBEHHOI'O IIpernapaTa Ha npejMeT COOTBETCTBEUSI TpeboBaHMUSIM
IpaBun Hapexalmel KIMHUYECKOM NPaKTHMKM EBpasmuMiICKOrO DKOHOMMYECKOT'O Ccopnsa

(HaMMeHOBAaHME CTPYKTYPHOTO IOompasneiieHrsd GapMMHCIEKTOpaTa, OCYLEeCTBIISOLEro

MHCIIEKTUPOBaAHME KIIMHMYECKOI'O MCCJIegOBaHMA, MECTO HaxXOXIeHWMHA, Teﬂe@OH,

amipec 3JIEKTPOHHOM I[IOWYTEH)

HauveHOBaHMe 3asgBUTEJIA:

MeCcTO HaAXOXIEHUS BadABUTEJIS:

HpOBeHeHO MHCIIEKTUPOBAHME KIJIMHMYECKOI'O MCCJIegOBaHMA

(HamMeHOBaHME (KOI) JIeKapCTBEHHOTO IpelnaparTa,

OcHOBaHUe

JexapcTBeHHas dopMa M OO3UPOBKA)

(naTa, HOMEP M Ha3BaHMe IIpruKas3a MMHMCTepCTBa BHpaBOOXpaHeHMH)



1. ADMUHUCTpaTUBHAsA MHgopmauuns

Miccnegyembli NekapcTBEHHbIN NpenapaT

CnoHcop

HanmeHoBaHMe 1 MeCTO HaxoXaeHust CrnoHcopa |

Mporpamma (NpOTOKOS) KNMHMYECKOrO MCCnegoBaHus

HasBaHwe nporpammel (MpoTokona)
KNMHUYECKOro nccnegoBaHuns

[ata nporpammsbl (MPOTOKONA) KNMHNYECKOTO
nccnegoBaHus

KonnyectBo mect npoeegeHuna KnnmHn4ecKkoro
ncecnegoBaHua

ObLee KonNnmyecTBo CyObLEKTOB UCCNegoBaHMS,
y4acTBYOLINX B KNIMHUYECKOM UCCreqoBaHun

MecTo npoeegeHnAa KnnHn4eckoro nccrnegosaHua

MecTo HaxoxaeHuns

MccnepoBartenb

MccnegoBaTenbckas rpynna

(OCHOBHble AaHHbIE O npoeegeHnn KnmMHM4eCcKoro nccnegoBaHunsa

Konnyectso Cy6'beKTOB ncecnenoBaHus,
y4qacTByHOLNX B KITMHNYECKOM nccnegoBaHnum

[laTa nepBoro BM3nTa Nepeoro cybbLekTa
nccnenoBaHus

[laTa nocrneaHero Bu3nTa nocrneaHero cyobekra
nccnegoBaHus

KonnyecTBo cybBbEKTOB NCCREeaoBaHus,
npoweawmnx CKPUHUHL

KonunyecTtBo cybbEKTOB NCCREeaOoBaHuMs,
npoweawmnx npoueaypy paHgommsauum

KonnyecTtBo cyOBbEKTOB NCCNEeaOoBaHus,
MCKNIOYEHHbIX UMW BbIObIBLUMX U3 KMMHNYECKOrO
nccnegoBaHus

MHCnekTn poBaHMe KNnMHM4YeCcKoro nccnegoBaHma:

[laTa MHCNEeKTUPOBaAHUS KITMHUYECKOTO
nccnegoBaHua

[laTta HanucaHusa otyeTa 06 MHCNEKTUPOBAHMUM
KNWHWYECKOro nccneaoBaHuns

HneHbl MHCNEKLMOHHOW rpynmbl (JOMKHOCTb
crnyxauero, dhamunums, CobCTBEHHOE NMS,
0T4eCTBO (ECNM TAaKOBOE MMeeTCs)

2. O6Llune cBegeHuns

Ycnosus npoBeaeHnda NHCNEKTNpoBaHNA KITMHNYECKOIro nccnegoBaHnd

Llel'lb MHCNEKTUpPOBaHUA KITMHNYECKOIo
ncecneagoBaHna

Tpe6OBaHI/|FI 3aKoHoJaTeslbCTBa PeCFIY6J'IVIKI/I
Benapbe, pernaMeHTUpytowero nposegeHne
KINMMHNYECKOro nuccnegoBaHua

MepeyeHb nuL, NPUCYTCTBYIOLWMX NpU
NPOBEAEHUN UHCTIEKTUPOBAHUS KITMHUYECKOTO
MccnegoBaHus

3. ADMUHUCTPATUBHbBIE acneKTbl KIMMHNYECKOro Nc

crnefoBaHus

ﬂOKyMeHTbI KIMMHNUYECKOro nccnegoBaHua, yrtBepXxXgeHHble MVIHI/ICTepCTBOM 34paBoOXpaHeHuns

ﬂOKyMeHTbI KIMNMHNYEeCKOoro nccrnegoBaHun4, o,q06peHH|=|e He3aBUCUMbIM 3TUYECKUM KOMUTETOM

PuHaHCKMpoBaHWe 1 cCTpaxoBaHWe CybbEeKTOB MccneaoBaHms

4. [JOKyMeHTbl KNMHUYECKOro nccnegoBaHus




Bua gokymeHTa lOnucaHme, oLeHka cOOTBETCTBUS

5. Mpoueaypbl KOHTPONs KAYeCcTBa KMMHUYECKOro UccregoBaHus

Mpouenypa 3anonHeHnss LOKYMEHTauum

CobniogeHue npoueayp KOHTPons KayecTsa

6. XpOHONOrM4YeCcKnin NopsaoK KNMHMYECKOro ccrneaoBaHnst

7. O6ecneyeHne Ka4ecTBa ATUHECKMX acnekToB KIMMHNYECKOrO NCCneaoBaHms

8. NaeHTndmkauusa coctaBa McCcneaoBaTesnbCKon rpynnol

damunus, cobcTBEHHOE UMS,
0OT4YeCTBO (ecrnu TakoBoe
umeeTcs)

JomKHOCTb dyHKLMKM B X00€

Ob6y4eHune
crnyxawero  |KINUHUYECKOro NccneaoBaHuns

9. KoHTponb cobntogeHns MeTogonormm KnmHM4eckoro nccnegoBaHmst

10. ObecneyeHne N KOHTPOIb Ka4yeCcTBa 3anncen B MHAMBUAYaANbHbBIX PErMCTPaLMOHHBLIX KapTax
CyGBbEKTOB MCCNESOBaHUSI U COOTBETCTBUE NEPBUYHBIM MEANUMHCKUM SOKYMEHTaM

11. ObecneyeHune n KOHTPOJ1b Ka4yecCTBa O6paLIJ,eHI/|FI ncenegyemblX nekapCTBeHHbIX NMpenapaTtoB

12. OGecneyeHre KayecTBa perucTpaumnm n 06o6LLeHE MHGOPMALUK O HeXXenaTeNbHbIX SBIEeHUsX
(peakumsix) Ha uccrnegyeMblvi NEKapPCTBEHHbIV Npenapar

13. JlabopaTopHble CTPYKTYPHbIE NogpasaeneHns u MHCTpyMeHTanbHoe obcnegoBaHue

14. MOHUTOPWHT 1 ayauT

15. YnpaBneHue 6noobpasuamMm B pamkax KIMHUYECKOro UccredoBaHust

O6paboTka 06pasLoB B UccregoBaTENbCKOM
LeHTpe (cOop 06pasuoB 1 ynpaBneHne)

XpaHeHne 0bpasuoB (MOHUTOPUHT
TEMNepPaTypPHOro pexuma)

O6paboTka obpasLoB B nabopatopun

16. BroaHanutnyeckmne (dhapMakokmHeTM4eckue) nabopatopum

MCHOJ’IbSyeMbIe MEeTOONKUN

MeTogbl Banvgauum n oT4ETHOCTU

PesynbTathl

17. PapMaKOKMHETMYECKMI aHanms

CTaTtuctmnyeckoe/apmakokMHeETUYECKOE
nporpammHoe obecnevyeHune

MoBTOPHBIN aHanu3 obpasLoB

[MapameTpbl papMakoKMHETUYECKOro Npoduns

O6pasubl cybbekToB MccnegoBaHus

18. CtaTucTuyeckuin aHanms

19. OT4yeT 0 NPOBEAEHHOM KIMMHNYECKOM UCCNefoBaHMM NTEKapPCTBEHHOrO npenapaTa

KnnHnyecknm otyeTt

BuoaHanuTuyecknm otyeT

20. Cuctema MmeHegXMeHTa KayecTBa

CtaHgapTHble onepauunoHHble npoueaypbl (COM)

KoHTponb KavecTBa

ObecneyeHne kavyecTBa

21. MNepeyeHb HECOOTBETCTBUI, BbISBNIEHHbIX B NPOLIECCe MHCNEKTUPOBAHUS KIMHNYECKOro
nccnegoBaHus

Kputnyeckue

CyLlecTBEHHbIE

HecyuiecTBeHHbIe

22. NMMCbMEHHbIEe MOACHEHUSA 3asBUTENA




|23. VTorosble BbIBOAbI U 3aKMOYEHNS

BaknwoueHnue :

Knmumueckoe mccijenoBaHue

TpeboBaHMAM IIpaBuyl Hajexauemn

(cooTBeTCTBYEeT/HE COOTBETCTBYET)
KJIMHMYECKOV MNPaKTUKM EBPasuMCcKOI'O0 3KOHOMMUECKOT'O CO3a.

Benyumii MHCIEKTOP

(DOJIXHOCTE CJTYXalleTro) (mommmce) (MHMLUMAJE  (MHULMAJT
CcOoBDCTBEHHOTO MMeHM) , GaMmimsa)

YJIeHBl MHCIIEKLMOHHOM T'PYIIIEL :

(DOJIXHOCTE CJTYXalleTro) (mommmce) (MHMLMANE  (MHULMAJ
CcOoBDCTBEHHOTO MMeHM) , obaMmimsa)

(DOJIXKHOCTE CJIyXallero) (mommnmce) (MHMUMAJE  (MHMLMAJ
CcOoBDCTBEHHOTO MMeHM) , obaMmimsa)

(DOJIXHOCTE CJTYXAaleTro) (mommmcso) (MHMLMANE  (MHULMAJT

CODCTBEHHOT'O MMeHM) , GbaMmiams)

JaTa nomnmMcaHmda . .




