3aperucTpupoBaHo B HauMoHanbHOM peecTpe NpaBOBbIX akTOB

Pecnybnuku Benapycb 8 nions 2015 r. N 8/29969

NMOCTAHOBJIEHUE MUWHUCTEPCTBA 30PABOOXPAHEHUA PECNYBIIUKU BEJTAPYCb
17 anpens 2015r. N 51

O NOPAAKE N YCNOBUAX NPOBEAEHUA MHCNEKTUPOBAHUA (PAPMALIEBTUYECKOM MHCNEKLIUN)
ANTEYHOI o U3roToBJIEHUA BbIABIIEHHOIO HEKAYECTBEHHOIO NEKAPCTBEHHOIO CPEACTBA

(B pen. noctaHoBneHus MuHsgpasa ot 15.09.2022 N 97)

Ha ocHoBaHun YacTtu BocbMol ctatbi 12 3akoHa Pecnybnuku benapyck ot 20 mions 2006 r. N 161-3 "O6
obpalleHnn nekapcTBeHHbIX cpeacTB”, ab3aua BocbMoro noanyHkta 8.17 nyHkTa 8, nognyHkta 9.1 nyHkta 9
MonoxeHns o MwuHucTepcTBe 3OpaBooxpaHeHuns Pecnybnukn benapycb, yTBEpXXOEHHOrO MNOCTaHOBIIEHMEM
Coseta Munuctpos Pecnybnukn Benapycb ot 28 oktabpsa 2011 r. N 1446, MyHuCTEpCTBO 34paBOOXpaHeHus
Pecnybnukun Benapycb NOCTAHOBJIAET:

(npeambyna B ped. noctaHoBneHus Munagpasa ot 15.09.2022 N 97)

1. YTBepanTb VIHCTPYKUMIO O MOpsigKe W YCrOBUAX MPOBEAEHUS MHCMNEKTUPOBaHMA (dapmMaleBTUYECKON
WHCMEKUMM) anTe4YHOro M3roTOBIIEHWS BbISBIIEHHONO HEKaYeCTBEHHOIO NEKapCTBEHHOIrO CpeAacTBa Ha npeamer
COOTBETCTBUSA TpeboBaHWsM Hapgnexailen anteyHon npakTuknm u dapMakonenHbiX cTaTten [ocyaapCTBeHHOWM
dapmakoneun Pecnybnukn Benapycs (npunaraetcs).

(n. 1 B pea. noctaHoBnexnns Munagpasa ot 15.09.2022 N 97)

2. HacTtosliee noctaHoBneHne BCTynaeT B CuUIly nocrne ero O(*)VILI,I/IaJ'IbHOFO OI'Iy6J'WIKOBaHl/Iﬂ.

MepBbIi 3amecTuTens MuHucTpa 0.11.T"TuHeBNnY

YTBEPXIEHO

I[TocTaHOBJIEHME

MUHMCTEepCTRa 3IOPaBOOXPAaHEHUSA
Pecnybnuku Bejapychb
17.04.2015 N 51

(B pemakUuM [NOCTAHOBJIEHUS
MryHMCTEepPCTRBa 3IOPaBOOXPAaHEHUS
Pecnybnuku BeJsapychb
15.09.2022 N 97)

MHCTPYKUUA
O NOPAOKE U YCNOBUAX MPOBEAEHUA UHCNEKTUPOBAHUA (PAPMALLEEBTUYECKOW MHCNEKLMW)
ANTEYHOI'O U3rOTOBJIEHUA BbIABNEHHOIO HEKAHYECTBEHHOI'O IEKAPCTBEHHOI'O CPEACTBA
HA NPEOMET COOTBETCTBUA TPEBOBAHUAM HAONEXXALLEN ANTEYHON NMPAKTUKU U
®APMAKONEWHBLIX CTATEW TOCYOAPCTBEHHON ®APMAKOMNEWU PECNYBNUKU BENAPYCb
(B pea. noctaHoBneHus MuHsgpasa ot 15.09.2022 N 97)

1. Hactodwasa WHCTpykuuss onpegensetr mnopsgok W YCNOBUS  MPOBEAEHUS  MHCMEKTUPOBaHMS
(dbapmaueBTUHECKOM WMHCMEKUMM) anTeyYHOro W3roTOBMEHWS BbISIBIEHHOTO HEKA4YeCTBEHHOTO J1eKapCTBEHHOMo
cpencTBa Ha NpeameT CooTBeTCTBMSA TpeboBaHnsaM Hagnexallen anTeyHon NpakTukM 1 pbapmakonenHbIX cTaten
ocymapctBeHHon dhapmakonen Pecnybnukn Benapycb (ganee, ecnu He yka3aHO WMHOE, - MHCMEKTMPOBAHME) U
pacrnpocTpaHseTCss Ha lopugnyeckMe nmua W WHAMBWMAYanbHbIX NpeanpuHMMaTenen, OCYLLECTBISOWMX
hapmaLeBTUYECKYIO AeATENbHOCTb B YaCTM anTE4YHOro N3roTOBMNEHMWS NEKAaPCTBEHHbIX CPEeaCTB.



2. Ona uenen Hactoswen WIHCTPYKUMW WCMONb3YIOTCA TEPMUHbI M WX OMpedeneHus B 3HayYeHusXx,
ycTaHoBneHHbIX 3akoHom Pecnybnukn benapycek "O6 obpalleHnn nekapcTBeHHbIX CpeacTs".

3. I'Ipoaep.eHwe WHCMEKTNpOBaHNA OCYLLECTBJIAETCA B CrieayrLnxX cryyasax:

nekapcTBEHHOEe CpeacTBO, M3rOTOBMEHHOE B anTeke Mo peuenTy Bpaya, MPU3HAHO WUCNbITaTenbHOW
nabopartopuen, akkpeauMToBaHHOMW B HauuoHanbHOM cucteme akkpegutauum Pecnybnukn Benapycb ans
UCNbITaHUIN NeKapCTBEHHbIX CPeACTB (Oanee - wucnbiTatenbHas nabopaTopusl), HeKayeCTBEHHbIM U MOXeT
npeAcTaBnsATb COOON ONACHOCTb AN XXU3HU U (M) 300POBbS YENOBEKA;

nekapcTBeHHOe CpeAcTBO, W3rOTOBMEHHOE B anTeke Mo TpeboBaHusM (3asiBkam) opraHusauun
3[paBOOXPAHEHUs, UNN NeKapCTBEHHOE CPEeACTBO B BWAE BHYTpManTeyHOW 3aroToBku U chacoBku nvubo BoAaa
oyvLeHHaa unu BOAa ANS WMHBbEKUWUW, U3rOTOBMIEHHbIE B anTeke, ABMAWMECH NeKapCTBEHHbIMWU CpeacTBamu,
Npu3HaHbl UcNblTaTeNbHOM NabopaTopmnen Heka4yeCTBEHHbIMN.

4. PeweHne o0 npoBedeHWM WHCMEKTUPOBAHUA MNPUHMMAETCA T[OCYAapCTBEHHBIM  yYpeXAeHVEM
"ocyaapcTBeHHbIM hapMaueBTUYeCKMn Hag3op B cdepe obpalleHnst nekapcTBeHHbIX cpeacTB "ocdapmHagsop”
(nanee - 'Y "TocdapmHag3op”) Ha OCHOBaHWM MPOTOKOSA UCMbITAHUI NIeKapCTBEHHOIO CPeACTBa, NOJTyYEeHHOro OT
ucnblTaTenbHON nabopaTtopun, B CPOK, HE NpeBbIWAWMA 5 pabounx OHEeNn C MOMEHTa €ero nomnyyYeHus, 1
odhopMsieTca NPUKa3om.

Mpuka3 o NpoBeAEHNW UHCNEKTUPOBAHNS AOIMKEH COAEPXKaTb:

Lenb NPOBEAEHUS UHCNEKTMPOBAHUS;

OCHOBaHue A5l NPOBEAEHNS UHCNIEKTUPOBAHUS;

HauMeHOBaHWe 1 afpec anTeku, B KOTOPOW GbINo BbISIBNIEHO HEKAa4YeCTBEHHOE NEKAPCTBEHHOE CPEACTBO;

NnofHoe HavMeHOBaHWe topuamdeckoro nuua (dpamunus, cobCTBEHHOE MMs, OTYECTBO (€Cnu TakoBOe
nmeeTcs) MHAMBMOYanbHOro NpeanpuHMMaTens, KOTOpoMy MPUHAANEXWUT anTeka Ha npaBe COBCTBEHHOCTWU MIu
WHOM 3aKOHHOM OCHOBaHUW (ganee - PUANYECKOE NULO UNN UHAMBUAYAnNbHbLIN NpeanpuHMMaTenb), ero MecTo
HaxoxaeHus (MecTo XMTenbCTBa MHAUBMAYArNbLHOro NpeanpuHumarens);

COCTaB UHCMEKLMOHHOMN rpynnobl;
nepuoa npoeeneHna MHCNEeKTUpoBaHUA.

5. lpoBegeHue WMHCNEKTUPOBaAHUSA OCYLLECTBNAETCA WHCMNeKuuoHHon rpynnon Y "locdapmHansop”,
BO3rNaBfsieMon BeAyLMM MHCNEKTOPOM.

Benywumii MHCnekTop COCTaBnsieT MporpamMmmy WMHCMNEKTMPOBaHUSA No hOpMe COrnacHo MpunoxeHuo 1 u
HanpaBnsieT ee PUANYECKOMY NULY UNN UHAMBMAYANbHOMY NpeanpuHMMaTtento He nosgHee 3 pabounx gHen oo
Havana MHCMNEKTUPOBaHWUSI.

6. MHCﬂeKTMPOBaHMe npoBOANTCA B COOTBETCTBUN C HpOFpaMMOVI MHCNEKTUpoBaHA, BbINMOJIHEHNE KOTOpOIZ
obecneunBaeT Bep,yu.mﬁ MHCMNEKTOpP, N BKIOYaeT:

nocelleHne anTeku, B KOTOpOI7I BblABJIEHO HEKa4YeCTBeHHOEe NekapCTBeHHOE CpeaCTBO;

nposegeHune nepen Ha4darioM WMHCNEKTUpoBaHUA BCTYNUTENIbHOINO COBellaHnA, Ha KOTOPOM Be,EI,YLLI,VIl7I
MHCNEKTOp npeacrtaBndeT 4iieHOB WHCMEKLMOHHOM rpynnbl, oOrnawaet uenm wu obnactb MHCNEeKTUpoBaHu4,
YTOYHAET nporpaMmy MHCNEKTUPOBAHUA U rpachK ero nposengeHnd, 3adBndeT O HepasrinalleHnn |/|H¢>opmau,vw|,
nonyquHon B XO4€e UHCMEKTNpoBaHNA, 1 OTBe4YaeT Ha BOMPOCHI HpeﬂCTaBMTeﬂeVI anTekKku,

OCMOTp I'IOMeLLLeHI/II;I n o6opy,qosaH|/|;|, OTHOCALWLMXCA K anTe4yHoOMY WU3roToBJIEHNIO JeKapCTBEHHOro
CpencTBa;

n3yvyeHne OOKYMEHTOB CUCTEMbl KadecTBa (CTaHﬂ,apTHble onepauuoHHble npouenypbl, TEXHONorn4yeckmne
MHCTPYKUUKN, 3annUCKn, OT4ETbI, NPOTOKOIIbI MCHbITaHMﬁ);

nony4yeHve Konumn OOKYMEHTOB, MNCbMEHHbIX N YCTHbIX NOSICHEHUI OT I'Ipe.EI.CTaBI/ITeJ'IeVI anTeKku,;



HabnogeHWe 3a AesaTenbHOCTLI0 pabOTHUKOB anTekn Ha paboynx MecTax, onpoc paboTHMKOB anTeku;

oT6op 06pasLoB NEKAPCTBEHHbLIX CPEACTB, W3rOTOBMEHHbIX B anTeke, Ans MNpPOBEAEHUs KOHTPONs WX
KayecTtBa (Npn HEOOXOAUMOCTW);

O3HaKoMIIEHME OTBETCTBEHHbIX MWL, anTekn ¢ NpeaBapuTEnbHbIMU pe3yribTaTaMy MHCNIEKTUPOBAHMS B KOHLIE
Kakgoro pabo4yero AHS MHCMNEKTUPOBAHUS, a TakkKe Ha 3aKMuYUTENbHOM COBELaHUW MO ero 3aBepLUeHuu,
obcyxaeHne npeaBapuTenbHbIX HABNOAEHUI C NpeacTaBUTENSMU anTeku;

cocTaBreHue oT4yeTa 06 WHCMEKTUpoBaHMn N ero HanpasneHne vopngn4eckomy nmuy mnm nHonsBmnayaribHoOMy
npegnpuHnmMaTernto;

OLEHKY MraHa KOpPEKTUPYIOLWMX U Npeaynpexnarolimx AEVNCTBUN, OTYETA O €ro BbIMONTHEHWUM U AOKYMEHTOB,
CBUOETENbCTBYIOWNX 006 YCTpaHEHMU BbISIBNIEHHbIX HECOOTBETCTBUA UNN O NMPUHATLIX Mepax, HanpaBneHHbIX Ha
yCTpaHeHue Takux HECOOTBETCTBUN.

7. B pamkax npoBefeHuNsi UHCNEKTUPOBAHUS YNEHbI MHCMEKLMOHHOM rpynmbl:

MMEeKT OO0CTyn B MNOMeLleHUA anTeku npu npeaobaBieHun CJ'Iy)Ke6HOFO YAOCTOBEPEHNA n pelieHuna o
npoeegeHnn MHCNEeKTUNpPOBaHNA;

NPUMEHSIIOT C corfacusi NpeacTaBUTENst anTeku TexHWYeckMe cpeacTBa, B TOM 4ucrie annapaTtypy,
OCYLLECTBNAIOLLYIO 3BYKO-, BUAE03anncb, OTOCHEMKY (MPU HEOGXOAMMOCTH).

8. O160p 06pa3uoB NekapCTBEHHbLIX CPEACTB, N3rOTOBMEHHbIX B anTeKke, OCYLLECTBMASETCS B COOTBETCTBMM
¢ TpeboBaHusmu locyanapcteeHHoM chapmakoneun Pecnybnukn benapycek B criyyasx:

yCTaHOBIEeHNA nNpu nposegeHNn NHCNEKTUpoBaHUA HapyLueHvu7| TemMnepaTtypHoro pexmmMma n BnaKHoCTu npu
XpaHeHUn NeKkapCTBEHHbIX CpeacTB B NOMeELUEeHNAX, NnpeaHa3Ha4YeHHbIX ONnA UX XpaHeHusd, B TOM Yncre CtaBALLNX
nog COMHeHue Ka4yecCcTBOo nekapCTBEeHHOro cpeacTea, U3roToBJIEHHOIO B anTeke;

BO3HMKHOBEHUSI 0OOCHOBAHHbLIX COMHEHWUA B MOAJSIMHHOCTU AOKYMEHTOB, JOCTOBEPHOCTM YKa3aHHbLIX B HUX
CcBeeHUN.

OnevaTtaHHasa ynakoBka ¢ oTobpaHHbIMM 0bpasuammn nekapCTBEHHOro CpeacTBa, M3roTOBMEHHOMO B anTeke,
N aKTt 0T6opa O6pa3LI,OB HanpaBnAalwTCA BeayLnM UHCMEKTOPOM Unn npeacraButenieM antekm B UCNbliTaTellbHYO
naboparopuio.

9. B xoge MHCMEKTNPOBAHNA MOTyT ObITb BbISIBIIEHbI:

9.1. KpUTn4eCckme HeCooTBETCTBUA - HECOOTBETCTBUA, KOTOPbIE€ BbI3biBAOT NN NPUBOOAT K CyLECTBEHHOMY
PUCKY BO3MOXHOCTU MU3rOTOBJ1EHNA HEKa4YeCTBEHHOro NiekapCTBeHHOro cpeacrtea U CBMAETENBCTBYHOT O Halnyun
yrpo3bl NpUu4MHEHUA Bpeaa Xn3Hn 1 300p0OBbH0 HacesneHus,

9.2. CylwleCTBeHHble HeCOOTBETCTBUA - HECOOTBETCTBUA, KOTOPble HE MOryTt KﬂaCCVICbVILJ,VIPOBaTbCFI KakK
Kputn4yeckune, Ho:

npueenn nnm MoryTt npnBecTu K NU3rotoBrieHN0 HeKa4eCTBEHHOIO J1eKapCTBEHHOIo CpencTBa;
YKa3bIBakOT Ha CyLeCTBEHHOE OTKIIOHEHNE OT Tpe6OBaHVIl7I Hapnexallen ante4Hom NPaKTuKu,

yKasblBalOT Ha CyLECTBEHHOE OTKMOHeHWe OT TpeboBaHun dapmakonenHblx ctaten [ocyaapcTBEHHOW
tapmakoneun Pecnybnuku Benapycs;

ABNSATCA KOMOUHALMEN HECOOTBETCTBUIN, HN OOQHO U3 KOTOpPbIX caMo Mno cebe He aABnsieTcs CyLEeCTBEHHbIM,
HO KOTOpbleé B COBOKYNHOCTU nNpeacTaBnAlT CylweCTBeHHOe HeCOOTBEeTCTBUE U OOJDKHbI (bMKCMpOBaTbCFl B
Ka4yeCTBe TaKoBOrO;

9.3. Npoyne HecCooTBETCTBUS - HECOOTBETCTBUS, KOTOPbIE HE MOTYT KnaccuduumpoBaTbCa Kak KpuTU4eckme
WUNN CyLWEeCTBEHHbIE, HO YKa3biBalOT Ha OTKIOHeHMe oT TpeboBaHui Hagnexaiwewn anTeyHOW NPakTUKM u (Mnu)
dapmakoneriHbix ctaten FocygapcTBeHHon dhapmakonen Pecnybnukn Benapyce.

10. PesynbTaTtbl MHCMNEKTMPOBaHMS OQOPMISATCA 0TYeTOM 06 MHCMNEKTMPOBaHWM Mo opMe COrnacHo



NPUNOXeHNIo 2.

Ecnn B xoge uvHcnekTMpoBaHMs Obinv BbISIBMIEHbI HECOOTBETCTBMS, YKa3aHHble B MyHKTe 9 HacTosLien
MHcTpykumm, coctaBnsaetca YacTb | otyeTta 06 MHCMEKTMPOBaHUN C yKa3aHueM MHGOPMaLMM O HECOOTBETCTBUM
anTe4yHOro M3roTOBMEHUS BbISIBIEHHOrO HEKAYeCTBEHHOIO NEKapCTBEHHOMO cpeacTBa TpeboBaHuaM Hagnexaluen
anTevyHon NpakTukn n (Mnu) papmakonenHeix ctaten flocygapcTeeHHon hapmakoneun Pecnybnvku benapychb.

Yactb Il otyeta 00 WHCMEKTNpoBaHMn COCTaBNAeTCA nocne npeactaBieHna ropnandeckmm Inmuom Uin
nHamsuayanbHbiM npegnpuHMMatTeneM njiaHa KOPPEKTUPYLWNX U npeaynpexgarowmx OEencTBuin, oT4yeTa O ero
BbIMOJIHEHNN N OOKYMEHTOB, CBMAOETEJIbCTBYOLLNX 00 YCTPaHEHUWN BbIABITIEHHbIX HEeCOOTBETCTBUN U O NMPUHATbBIX
mMepax, HanpasJi€HHbIX Ha YCTPAHEHNE TakKnx HEeCOOTBETCTBUN.

Yactb | otyeta 06 WMHCNEKTMpPOBAHWM COCTABMSETCA B ABYX 3K3eMnnspax, NoanucbiBaeTcs BeayLium
WHCNEKTOPOM W YNEeHaMM MHCMEKUMOHHOM rpynnbl B Cpok He no3gHee 10 paboumx OHen co OHSA 3aBepLueHus
uUHcnekTupoBaHus. B cnyyae otbopa 06pa3uoB nekapcTBEHHbIX CPeACcTB CPOK COCTaBreHus otyeta 00
WHCNEKTMPOBAHMUM UCYUCIIAETCA CO OHSA OUUManbHOro MnonydeHus BeAyLWMM WHCMEKTOPOM pe3ynbTaToB MX
NCNbITaHUN.

OonH ak3emnnap uvactm | otyeta 006 MHCNEKTMPOBAHUM HanpaBfsieTCsA OpUAUYECKOMY nuly unu
WMHAMBMAOYarnbHOMY NpegnpuHMMaTtento B CPoK He nosgHee 3 paboumx AHeW CO AHSA ero NMOANMCaHus BedyLlumm
WMHCMEKTOPOM W YNeHaMu WHCMEKUMOHHOW rpynnbl, BTOPOM ak3emnnap xpaHutcda B Y "locdapmHagsop” B
COOTBETCTBMU C TpeboBaHUAMM 3aKoHOAATENLCTBA B Chepe apXMBHOIO Aena n 4enonpoussoacTaa.

KOpugnyeckoe nuuo unu MHAMBUOYanbHbIA NpeanpuHMMaTens He no3gHee 10 pabounx gHeW co AHA
nony4yeHust yactu | otyeta 06 MHcnekTMpoBaHUM HanpaenseT B [Y "TocdapmHagsop” nnaH KOPPeKTUPYIOLWNX 1
npegynpexaawLwmx AeNCTBUA, OTYET O €ro BbINOSIHEHMU U OOKYMEHTbI, CBUAETENbCTBYOWME 00 yCcTpaHeHuK
BbISIBITEHHbLIX HECOOTBETCTBUIA UIN O MPUHATBIX Mepax, HanpaBeHHbIX HAa YCTPaHEHNE TakMX HECOOTBETCTBUN.

11. B TedyeHue 5 paboumx gHen CO OHA NONyYeHUs AOKYMEHTOB, yKa3aHHbIX B 4acTu wwecton nyHkra 10
HacToswen WHCTPYKUUWM, YrneHbl WMHCNEKUMOHHOW rpyMnbl OCYLUECTBISAOT OLUEHKY cogepXalencs B HUX
nHdopmauumm.

PesynbTaTthbl oueHkn oTpaxatoTca B yacTu Il otyeta 06 MHCNEKTMPOBaHMM, KOTOpas COCTaBMAseTcs B ABYX
3K3emMnnsapax M noanucbiBaeTcs BedyLiMM WMHCMEKTOPOM M YfieHaMW WHCNEeKUMOHHOW rpynnbl. OgnH ak3emnnsp
yactu Il oTyeTa HanmpaBnseTca PUOANYECKOMY MWLy WNW MHOUBMAYaNbHOMY NpPeanpuHMMaTento B CpPOK He
nosgHee 5 pabounx OHEN CO OHS ero nognucaHus, BTOpPOW ak3emnndap xpaHutcs B [Y "locdapmHagsop” B
COOTBETCTBMU C TpeboBaHUAMM 3aKoHOOATENLCTBA B Chepe apXMBHOMO Aena u 4enonpoussoacTaa.

12. MNMpu BbISIBMEHUN B X0O€ WMHCMNEKTMPOBAHWsSI hakTOB, CO34aloUX Yrpo3y MPUYMHEHMS Bpeda XU3HU U
(nnn) 3goposbio Yenoseka, 'Y "lNocdapmHaasop” HemeaneHHo UHgopMupyeT o AaHHbIX hakTax MUHUCTEPCTBO
3[paBOOXpPaHEHUss ONsA MPUHATMA Mep B COOTBETCTBMM C 3aKOHOAATENbCTBOM 00 OOpalleHun neKapCTBEHHbIX
cpencTs.

13. MNpu HenpegocTaBneHUN JOKYMEHTOB, yKa3aHHbIX B YacTu wecTton nyHkTa 10 HacToswen NHCTpykumK, a
Takke B criydyae ux HegoctoBepHocTu Y "lNocapmHansop” B cpok He no3gHee 3 paboyunx gHen nHdpopmmpyet 06
3TOM MUWHUCTEPCTBO 34paBoOOXpaHeHns AN NPUHATUS Mep B COOTBETCTBUM C 3aKoHOA4AaTenbCcTBOM 06 obpalueHun
rnieKkapCTBEHHbIX CPeacTB.

Mpunoxexue 1

K IHCTpyKUMKM O NOpsiAke U yCnoBMsaX
NpoBeLEeHUS NHCMEKTUPOBAHMS
(cbapmaueBTUYECKON MHCNIEKLMN)
anTeYHOro N3roTOBMEHUS BbISIBIIEHHOTO
HeKa4yeCTBEHHOIO JIEKapCTBEHHOMO
cpencTBa Ha NpegMeT COOTBETCTBUSA
TpeboBaHusiM Hagnexallen ante4yHom
NPakTUKM N hapmakonenHbIx cTaTen



[NPOT'PAMMA

"ocynapcTBeHHOW hapmakoneun
Pecny6nuku Benapycb

dopma

MHCIIEeKTNPOBAHUA (Qapmaueswuuecxoﬁ MHCHEKHMM) AllTeYHOI'O MBI'OTOBJIEHUSI

BHSBJIEHHOT'O HeKa4YeCTBEHHOT'O JIEKAPCTBEHHOT'O CPeACTBAa Ha NpegMeT COOTBETCTBUS
TpeBoBaHuMsM Hagmexamel anTedyHOM NPaKTUMKMU M bapMakoNeMHBX cTaTen

OCHOBaHME Has3HAYEHUH MHCIIEKTUPOBaHMA :

T'ocymapcTBeHHOM bGapmaxonem Pecny6nmukm Besapychk

Hesnb IIpoBelneHMA MHCIIEKTVPOBAHMA::

VHCIeKTUPOBaHME INPOBOIUTCS B

(HaMMeHOBaHMe n apgpec alTerxy, IO0JIHOe
HaVIMEeHOBaHIMeE NPpUINYEeCKOI'O

auua  (bammnmsa, coBCTBeHHOE ¥MsS, OTUECTBO
VHOVMBUOYAJILHOTO [IPENNPUHUMATEN) ,

(ecnu TaxkoBOEe MMeeTCHd)

eT'0 MeCTO HaXOXIeHNnA

Hepmon IIpoBeleHNMA MHCIIEKTVMPOBAHMA: C
CocTaB MHCIEKLUMOHHOM T'PYIIIIEL .

(MeCTO KNUTEJIbCTBa MHIMBMIOYAJIBHOI'O HpeHHpMHMMaTeﬂH)

I10 .

damunus,

Jarta, cobcTBEHHOE UM4,
N OT1an npoBeaeHus
Bpems OT4YeCTBO (ecnu TakoBoe
n/n WHCNEKTMPOBaHUSA
Havana nmeeTcs)
YNIEHOB MHCNEKLMOHHON rpynnbl
1 BcTynutenbHoe coBellaHue
2 OcmOTp NOMELLEHUI, OTAENKA
NPOU3BOACTBEHHbLIX NOMELLEHUA U
NMOMELLEHWIN (30H) XpaHeHus
3 OcmoTp 0bopyaoBaHMs, OTHOCALLErOCs K
anTe4YHOMYy M3rOTOBMEHMIO NEKAPCTBEHHbIX
cpeacTs
4 MepuoanyHocTb 1 MeToabl yOopku
NMOMELLEHWIN, CAHUTAPHO-TUTMEHNYECKNE
MEepOonpusTUS, TMrMeHa Tpyaa v nuyHas
rmrmeHa paboTHMKOB, KOTopas BKNOYaeT
TpeboBaHWA K TUrMeHe N ogexae
5 Pa3melleHne cpeacTB U3sMepeHus
TemnepaTypbl U OTHOCUTENBHOW BNAXHOCTU
BO34yXa B MOMELLEHUSIX U 30HAX anTeku,
rocygapcTBeHHas moBepka
6 PaccmoTpeHne JOKYMEHTOB CUCTEMBI

obecneyeHunsi kKayecTsa (OTBETCTBEHHbIV 3a
nogaepxaHue cucTembl obecnedeHns
KayecTBa, JOJSIKHOCTHbIE MHCTPYKLMN,




obyyeHue)

7 PaccmoTpeHne TeXHONMOrM4eckmx
WMHCTPYKLNI

8 PaccmoTpeHne ctaHaapTHbIX onepauoHHbIX
npouenyp

9 BeneHune gokymeHTauum

10 Onucanune aeaTenbHOCTM anTeku no
anTe4yHOMY M3roTOBIEHUIO NEKapCTBEHHbIX
cpencTts

11 PaccmoTpeHme BbINONHEHUS Npoueaypbl

KOHTPOJ1A Ka4eCTBa JIeEKapCTBEHHbIX CPEeACTB,
M3roTOBJIEHHbIX B anTeKke

12 YnakoBka, MapknpoBKa feKapCTBEHHbIX
CPeACTB, M3rOTOBMEHHbIX B anTeke

13 XpaHeHune nekapcTBeHHbIX CPeacTB,
N3roTOBMEHHbIX B anTeke

14 Peanusauus (oTnyck) nekapCcTBEHHbIX
CPencTB, U3rOTOBIIEHHLIX B anTeke

15 CoBeLLaHne MHCNEKLVOHHOW rpynnbl

16 3aknounTenbHoe coBellaHne

Benymmuil MHCHEKTOpP:

(DOJIXHOCTE CJTYXAalleT o) (mommmcso) (MHMLIMANE  (MHMILMAJI CODCTBEHHOTO
UMeHM) , bamMuiaus)

MpunoxeHune 2

K IHCTpyKUMM O NOpsiAKE U YCNOBUAX
NpoBefeHUS NHCNEKTUPOBAHMS
(bapmaueBTUYECKON UHCNEKUMN)
anTe4yHOro N3roToBIEHNS BbISIBIIEHHOIO
HeKa4yeCTBEHHOIO JIEKapCTBEHHOMO
cpencTBa Ha NpegmMeT COOTBETCTBUSA
TpeboBaHusiM Hagnexalien ante4yHom
NPakTUKM N bapmakonenHbIX cTaTemn
"locypnapcTeBeHHOM dhapmakoneu
Pecnybnvkn Benapycb

dopma

OTUET
06 mHcCnexkTmpoBaHMu (bapManeBTHMYECKON MHCIEKUMM) alTeYHOI'O MSBITOTOBJICHMUS
BHSIBJIGHHOT'O HEKAa4YeCTBEHHOT'O JIEKapPCTBEHHOT'O CpPelCTBa Ha NpeiMeT COOTBETCTBMUS
Tpe6oBaHusaM Hapjexamer anTedyHOM NPaKTHMKM M papMaKONeMHEIX cTaTen
TocymapcTBeHHOM QapMmaxkonem Pecny6aukm Besapyce



[I[poBEeneHO MHCIEKTUPOBAHME B

(HaMMeHOBaHUE U agpec alnTexku, II0JIHOEe
HaVIMEeHOBaHIMe NPpUINYEeCKOI'O

amua  (bammiams, coOCTBEHHOE MMS, OTUEeCTBO (eCJM TakKOoBOEe MMeeTCs)
VHIMBUOYAJLHOTO MNPEennpMHMMaTeNs) ,

eIr'o0 MeCTO HaXOoXIeHWnd (MeCTO KNUTEJIbCTBa MHIMBUIOYAJIBHOI'O HpeﬂHpMHMMaTeﬂH)
Yactb |

1. Pestome

HanmeHoBaHue 1 agpec anTteku, B KOTOpOVI ObINIO BbISABNEHO
HeKa4YyeCTBeHHOe JieKapCTBEeHHOE CpencTBo

MonHoe HaumeHoBaHWe puamMdeckoro nuua (pamunus, Mg, 0T4eCTBO
(ecnv TakoBOE MMeeTCs) MHAMBUAYANbHOro NpeanpuHMMaTens), ero MecTo
HaxoxaeHus (MecTo XUTenbCcTBa MHOVBMAYaNbHOro NpeanpuHumaTenst)

CneuuanbHoe paspelueHmne (nMueH3uns)

OcHoBaHWe Ha3Ha4eHus MHCMNEKTUpPOBaHUA

Llenb npoBeaeHUst MHCNEKTUPOBaHMS

I'Iepl/lop, npoBeageHnAa NHCNEKTUpPoBaHUA

CocTtaB MHCNEKLMOHHON rpynnbl (3aHMMaemasi 4OPKHOCTb, (hamMunus,
COBCTBEHHOE MMS, OTYECTBO (€CNM TaKOBOE UMEETCS)

2. BBogHasa nHgopmanms:

HaTbl npeabliaywero MHCNekKTMpoBaHnA (I'IpVI HaJ'IVI‘-WIVI)

OTBETCTBEHHbIE NU1LA anTeku U3 Ynicna pykoBoauUTENEN, y4acTByOLMNE B
npoBeAEeHUN MHCMEKTUPOBAHUS

OcCHOBHblE U3MEHEeHMs1, Mpour3oLLeLne Co BpEMEHN NpeablayLLEro
MHCNEKTMPOBaHMWS (€CNY OHO NPOBOAMIIOCH)

MHcnekTupyemble NoMeLLeHns (30HbI)

3. HabnogeHus n pesynbTaTtbl MHCMEKTUPOBAHNS:

OcmoTp nomMeLleHnn, OTAernKa NPON3BOACTBEHHbLIX MOMELLEHUI U MOMELLEHNI (30H)
XpaHeHus

OCMOTp o6opyp,OBava, OTHOCALLErocAd K antTe4HomMy U3rotoBlieHUKO JNIeKapCTBEHHbIX
cpencTs

lMrneHa Tpyga v nuyHas rurneHa paboTHUKOB, KOTopast BKMoYaeT TpeboBaHus K
rMrueHe v oaexae, NEPUOANYHOCTM U MeToAaM yBOopKU NOMeLLEHWIA,
CaHUTapHO-TUIIMEHNYECKME MeponpuUaATUs

CpepcTtBa n3mMepeHus TeMnepaTtypbl U OTHOCUTENBHOWM BRAXXHOCTW BO34YXa,
rocygapCTBeHHasi MoBepka, pa3meLLeHne CpeacTB B MOMELLEHMSAX U 30HaX anTeku




Cuctema obecneyeHmnst Ka4yecTsa, OTBETCTBEHHbIN 3a NoAAepXaHUe CUCTEMbI
obecneyeHns KadecTBa, AOMKHOCTHbIE UHCTPYKUUK, 0ByYeHne

TexHonornyeckune MHCTPYKUUN

CTtaHgapTHble onepaunoHHble Npoueaypbl

BeneHve gokymeHTaumm

OnucaHune 0eATeNIbHOCTM anTekn Nno anTe4YHOMY U3roTOBITIEHUIO NTEKAPCTBEHHbIX
cpencTts

KOHTpOJ'Ib Ka4dyecTBa JieKapCTBEHHbIX CpeacTB, M3rOTOBJIEHHbLIX B alnTEKe

YnakoBka, MapKUpPOBKa NeKapCTBEHHbIX CPeaCcTB, N3TOTOBNIEHHbIX B anTeKke

XpaHeHme NeKapCTBEHHbIX CpeacTB, N3TOTOBJIEHHbIX B alnTeKe

Peanusaums (oTnyck) nekapcTBEHHbIX CPEACTB, M3rOTOBMEHHbIX B anTeke

4. NepeyeHb HECOOTBETCTBUN, BbISIBIIEHHbIX B XO4€ MHCNEKTUPOBAaHUS:

Kputnyeckne

CyLiecTBeHHblE

Mpoune

5. 3akntountensHoe coBellaHme:

KOMMeHTapI/IVI ﬂpe,ﬂCTaBMTeﬂeVI anTeKku, caernaHHble B Xoae
3aKITH4YNTENIbHOIO coBellaHng

OueHka KOMMeHTapueB I'Ipe,EI,CTaBI/ITeJ'IeVI anTeKkn no BblAB1I€HHbIM
HEeCOOTBETCTBUAM

Mony4YeHHble KONMU OKYMEHTOB U (MNn) oToGpaHHbIE B Xoae
MHCMEKTUPOBaHWS 06pa3Libl NIEKAPCTBEHHLIX CPEACTB

6. Pe3yﬂbTaTbI MHCNEKTUpoBaHNA N pekomMmeHgauunu:

Pe3yn bTaTbl MHCMEKTUPOBaHNA

PekomeHpgauun

OTueT 0O MHCIIEKTUPOBaAHMNM COCTAaBJIEH UM IIOOIIMCAH:

Benymuiyi MHCIEKTOP:

(DOJIXHOCTE CJTYXalleTro) (mommmce) (MHMLIMAJE  (MHULMAJ CODCTBEHHOTO
YMeHMr) , GamMmnmsa)

UJIeHBE MHCIEKLMOHHOM T'PYIIIIEL

(DOJIXHOCTE CJTYXalleTo) (mommnmce) (MHMLUMAJE (MHULMAJT CODCTBEHHOTO
MMeHM) , bamMuiaus)




(DOJIXHOCTE CJTYXalleTo) (mommmce) (MHMUMANE (MHMLMAJI CODCTBEHHOTIO
VMeHU) , GaMmiImsa)
(DOJIXKHOCTE CJIyXallero) (mommnmce) (MHMLUMAaJE (MHMLIMAJI CODCTBEHHOTI'O
VMeHU) , QaMmiImsa)
IlaTa nOoAnMCcaHM: . .
OTYET

06 uMHcnexTupoBaHuMm (bapMalieBTHMYECKOM MHCIEKLMM) aNTedYHOI'O MBI'OTOBJIEHMUS
BHISIBJIGHHOT'O HEKAaYeCTBEHHOTI'O JIEKapCTBEHHOI'O CPeACTBa Ha NpejMeT COOTBETCTBMUS
TpeBoBauusM Hagyexamel anTedyHOM NPaKTUMKMU M bapMakoNeMHBX cTaTen
T'ocymapcTBeHHOM bGapMmakonem Pecny6aukm Besapychk

HpOBeHeHO MHCIIEKTPOBaAHME B

(HaMMeHOBaHME U amgpec arTeky, I[OoJIHOe

HaVMMEeHOBaHMe KPpUINYeCKOI'O

gmua  (bammams, coOCTBeHHOe UM,

OTUYeCTBO (ecyiM TakKoBOEe MMEETCH)

VHOVBUOYAJBHOTO MNPEenlpUHMMAaTENd) ,

€I'0 MeCTO HaXOXIeHMA (MeCTO XKNMTEJIbCTBa MHIOVMBYIOYAJIBHOI'O npenanHmmaTenH)

YacTs Il
7. BbiBOAbI:
Keanudvkauns CeegeHus 06 ycTpaHeHun
HEeCOOTBETCTBYSA HEeCOOTBETCTBYSA
MepeyeHb OueHka ycTpaHeHus
o (kpuTn4eckoe, (kpaTKOE copepxaHue
HeCcoOoTBETCTBUN HeCoOoTBETCTBMUSA
CyLLEeCTBEHHOE, MeponpusaTHs,
npouee) NoATBEpPXXAatoLWMNA JOKYMEHT)
1 2 3 4

8. 3BakJioueHUe :

AnTeyHOe M3TOTOBJIEHUE JIEKAPCTBEHHEIX CpPencTsB

TpeOOBaHUAM Hannexamen

anTeyHom

(coorBeTcTByeT /
HE COOTBETCTBYET)

IPaKTUKU n bapMaxonemHex craTen

TocymapcTBeHHOM Gapmakoneu Pecnybnuxy Bejapych.

Benymmii MHCIEKTOP:

(DOJIXHOCTBL  CJIYXalleIro) (nmomnmce) (MHMUuMAaJNE (MHMLIMAJ CODCTBEHHOTO

vMeHu) , bamuims)
UJIeHBE MHCIIEKLMOHHOM TPYIIIH :
(DOJIXHOCTB CJIyXalero) (nmomnmce) (MHMUuMAaJNE (MHMLIMAJ CODCTBEHHOTO
YMeHM) , GamMmnmsa)

(DOJIXHOCTE CJTYXalleTo) (mommmce) (MHMUMAJE (MHMLMAJ CODCTBEHHOTO
vMeHu) , bamMuing)

(DOJIXHOCTE CJTYXalleTo) (mommmce) (MHMLUMAJE (MHMLMAJT CODCTBEHHOTO

JaTa monnmMcaHuA: . .

YMeHM) , GamMmnmsa)







