YTBEPXJIEHO
IlocTanoBienue
MuHucTepcTBa 37paBOOXPAHECHUS

Pecniy6nuku bemapych

PETJIAMEHT

aIMUHUCTPATUBHOM MIPOLETYPHI,
OCYUIIECTBIIIEMOU B OTHOILICHU U
CyOBEKTOB X035 CTBOBAHMSI. o
MONTMVHKTV 9.22.1 «ITonvaenue
paznerieHus Ha MIDOBENICHUE
KIIMHUYECKIX VCCITeTOBAHWH
(MCTIBITAHNI ) JIEKaPCTBEHHOTO
npernapara»

1. OcoGeHHOCTH OCYIIECTBIEHUS aIMUHUCTPATUBHON MIPOLIEAYPHI:

1.1. HaMMEeHOBaHKE YITOJHOMOYEHHOIO OpraHa (MOJABEOMCTBEHHOCTh
aIMUHUCTPATUBHOM Mponeypbl) — MHHUCTEPCTBO 3APABOOXPAHCHHUS;

1.2. HOpMAaTWBHBIC TMPABOBBIC AaKThI, PETYJIUPYIOIINUE MOPSIJIOK
OCYIIECTBIICHUS a[IMUHUCTPATUBHON MPOLETYPHI:

3akon Pecnyonuku bemapycs or 20 wurons 2006 r. Ne 161-3
«O0 00pallleHNH JIEKAPCTBEHHBIX CPEACTBY;

3akon Pecnyonuku benapycs ot 28 oktsaOps 2008 1. No 433-3
«O0 oCHOBax aAMUHUCTPATUBHBIX MPOLETYP»;

Vka3 Ilpesuaenta Pecnyomuku benapyck ot 25 uronsa 2021 r. Ne 240
«O0 aJAMUHUCTPATUBHBIX TNPOLIEAYypaX, OCYIIECTBISIEMbIX B OTHOIICHHUU
CyOBEKTOB XO35IICTBOBAHUSY;

noctanoBienne  CoBera  MwunuctpoB  Pecnyonuku — benapych
or 24 cenrsiops 2021 No 548 «OO0 aaMUHUCTPATUBHBIX MPOLEIYPAX,
OCYIIECTBIIIEMbIX B OTHOLIEHUN CYOBEKTOB XO35ICTBOBAHUSY;

noctaHoBjeHMe MUHUCTEpCTBA 3/ipaBooxpanHeHus Pecryonuku benapych
ot 6 HOsOpst 2020 1. No 94 «O KIMHUYECKUX HCCIEIOBAHUIX (MCIIBITAHUSX )
JIEKapPCTBEHHBIX MPEMAPATOBY.

1.3. WHBIE UMEIOIIMECS 0COOEHHOCTH OCYILIECTBJIECHUS
aIMHUHUCTPATUBHON MPOLIETYPHI:

1.3.1. BeIga4e pazpenieHus Ha MPOBEACHUE KIMHUYECKUX HUCCIICI0BAHUMN
(MCnibITaHWI)  JIEKAPCTBEHHOI'O  IIpenapara NpPEAlIeCTBYET  MPOBEACHUE
KOMILJIEKCa MIPEABAPUTEIIbHBIX TEXHUYECKUX PA0OT, CBA3AHHBIX C MPOBEICHUEM
AKCIEPTU3, AampoOalMd METOJMK KOHTPOJs KadecTBa JIEKAPCTBEHHOTO
mpernapara M KOHTPOJISI KayecTBa HTOTO JIEKAPCTBEHHOTO TIIpemapara ¢
U CIIOJIb30BAHUEM TaKUX METO/IVK, OCYILECTBIISIEMbIN
pecnyOMKaHCKUM ~ yHUTapHeIM  mpeanpusituem «llenTtp oskcmeptus wu
UCIIBITAHUN B 3IPaBOOXPAHECHUM.
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2. JloxymeHTBl W (WJK) CBEACHUS, HEOOXOAMMBIC ISl OCYIIECTBICHUS
aIMUHUCTPATUBHOM MPOLIETYPHI, PE/ICTABISIEMbIC 3aUHTEPECOBAHHBIM JIUI[OM:

HaunmenoBanue nokymenta| TpeOoBanus, npeabsBisieMble dopma 1 nopsAI0K
u (W1n) cBeaeHUI K JOKYMEHTY U (WJIM) CBEICHUAM IIPEACTABICHUS
JOKYMEHTa

U (Wn) cBeACHUI

3asiBIICHUC pou3BoJIbHAS (hopma B IIUCEMEHHOM
dbopwme:

KOIIHS 3aKJIFOUEHUS npou3BoJIbHAs (popma,

HE3aBUCHUMOT0 THYCCKOTO | TIOJIIMUCHIBACTCS TpE/ICceaaTeIeM T10 IIOYTE;

KOMHTETA MPH 9TUYECKOTI0 KOMUTETA

roCyIapCTBEHHOM OpTraHM3aIuy 3/JPAaBOOXPAHEHUS, | HAPOYHBIM

OpraHu3aruu OTPaXKAKOTCS PE3YJIbTATHI (Kypbepom)

31PaBOOXPAHEHUS IKCIIEPTHON OIICHKH TI0

(3aKITIOYEHUS BOIIPOCaM BO3MOYKHOCTH

HE3aBUCUMBIX dTHYECKUX oOecrieyeHHsI Mpas,

KOMHTETOB IIPH 0€30IMaCHOCTH U OXPAHbI

roCyIapCTBEHHBIX 3JI0pPOBbSI CYOBEKTOB

OpraHu3aIusaX uccienoBaHus (MCIbITaHuUsA),

31paBOOXPAHEHHs), HA COOTBETCTBHS KBaTU(PUKAIINN

0a3e KOTOpoH (KOTOPHIX) HCCIeI0BaTeIeH U HaTuYHs

[UIAHUPYETCS MPOBEACHUE | YCJIOBHM B OpraHU3alUU
KJIMHUYECKOTO MCCIEI0Ba | 3ApaBOOXpaHEHUS AJIs

HUs (MCTIBITAHUS) MPOBEJICHUS KIIMHUYECKUX
IEeKapCTBEHHOTO UCCJIEIOBAaHUM (UCIIBITAHUI)
npenapata, 00 ogoopenun | IlpaBuiiam Hajuiexkanei
IPOBEJICHUS KIIMHUYECKOT | KIMHUYECKOW MPAKTUKU, U

0 McceI0BaHus (MCTIIBITaH | JieJaeTcst BRIBO: 00 0100peHuH
is1) ICKapCTBEHHOTO (HEOTIOOpEHNUH ) TIPOBEICHUS
npernapara KIIMHUYECKOTO UCCIIEOBAHMUS
(uctpiTanms); 00 0A00peHUHN
(HEO10OpEHNUH) TPOTPAMMBI
(MpOTOKOJIa) KIMHUYECKOTO
UcclieIoBaHus (UCTIBITAaHMUS)

3aKJII0UCHIE dbopma, cormacHO MPUITOKECHHUIO
PEeCITyOIIMKAaHCKOTO
VHUTAPHOI'O MIPEIIIPUATHS
«LlenTp skcriepTus u
HCITBITAHUH B

37 PaBOOXPAHECHUM O
BO3MOKHOCTH BBIJIa4uH
pa3pelIeHus Ha
MPOBEJCHUE
KJIMHUYECKOTO
KCCIICIOBAHUS
(MctibITaHUs)
IIEKapCTBEHHOTO
npernapara




3aMHTEPECOBAaHHBIM  JIMIIOM  MPEJCTaBISIOTCA — CICAYIOIIUE  HHbIE
JOKYMEHTBI, MPEAYCMOTPEHHBIE B YAaCTU NEPBOM NMyHKTa 2 crartbd 15 3akoHa
Pecniy6mmku bemapycs «O6 ocHOBax aMUHUCTPATUBHBIX MPOIEIYP»:

OpU HANpPABJICHWU MO TMOYTE JUIsl IOPUAMYECKOrO JIMIAa — CBEICHUSA
0 pyKOBOAWTENE MOpuandeckoro Juma (dpamMuiaus, CcoOCTBEHHOE WM,
OTYECTBO (€CIIM TAaKOBOE HMEETCs), JAHHBIE JOKYMEHTA, YAOCTOBEPSAIOIIETO
JUYHOCTh, a TaKke JOKyMeHTa (ero KONWM), TMOJATBEPKIAOIIETO
ero mnoyHOMOouHus (MpHUKa3 O HAa3HAYCHMH Ha JOJHKHOCTh PYKOBOJIUTEIS
WIM BBINKACKA U3 PEIICHUs O0IIeT0 coOpaHus, MpaBiieHus 100 WHOTO OpraHa
VIOpaBJIEHUS IOPUIMYECKOrO0 JIMLA, WIM TPYAOBOM JOroBOp (KOHTPAKT),
WJIU TPAXKIAHCKO-TIPABOBOM J10TOBOD);

IpU JIMYHOM TIPE/ICTaBIICHUU:

JOKYMEHT, YIOCTOBEPSIONINI JTUYHOCTh, U IOKYMEHT, TIOJITBEP K 1At
MIOJTHOMOYHSI PYKOBOJUTENS FOPUIMYECKOro Jinila (MpUKa3 O HAa3HAUYEHWUU Ha
JOJHKHOCTh PYKOBOJUTEINSI, WM BBHIMHCKA W3 pEHIeHHs OOIIero coOpaHws,
npaBjeHUusT MO0 HHOIO0 OpraHa yOpaBJ€HUS IOPUIWYECKOrO JIMIA, WU
TPYAOBON JOTOBOpP (KOHTPAKT), WM TPaKIAHCKO-TIPABOBOM JOTOBOp), —
PYKOBOAUTENIEM FOPUANYECKOTO JIUIIA;

JOKYMEHT,  YAOCTOBEPSIOIIMA  JIMYHOCTh, —  HUHAUBUIYAIbHBIM
npeAnpUHUMATENEM;

JOKYMEHT,  yJOCTOBEPSIOIIUM  JIMYHOCTh, MW  JOBEPEHHOCTh  —
YIOJTHOMOYEHHBIM MPEICTABUTEIIEM 3asIBUTEIIS.

3. CBemeHus O CIOpaBKE WIM HHOM JIOKYMEHTE, BBbIJIaBAEMOM
(MpUHUMAaEMOM,  COTJIACOBBIBAEMOM,  YTBEPKIAE€MOM)  YIOJIHOMOYEHHBIM
OpraHoOM IO pe3yJIbTaTaM OCYIIECTBICHUS aIMUHUCTPATUBHOMN MPOLIETYPHI:

HaumenoBanue Cpok dopma
JTOKyMEHTAa JNENCTBUS MpeACTaBICHUS
pa3pellieHne Ha poBeieHne | GeccpodHo MMCbMEHHAas

KIMHUYECKUX UCCIIeI0BaHUN
(MCTIBITaHMI) JIEKAPCTBEHHOTO
npemnapara

WNuble nelicTBUS, COBepIIaeMble  YIMOJHOMOYEHHBIM OpraHoM IO
UCIIOJIHEHUIO aJIMUHUCTPATUBHOTO pEIICHUSI — BHECEHHWE CBEIACHUU O
KJIMHUYECKOM UCCJeOBaHUM (UCHBITAHUM) B PEECTp pas3pelieHud Ha
MPOBEACHUE KJIMHUYECKUX HCCIEIOBAaHUN (MCHBITAHUM) JIEKAPCTBEHHBIX
penaparos.

4. Tlopsanok mogaun (OT3bIBA) IMUHUCTPATUBHOMN KaTOOBI:
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HanMeHoBaHue rocy1apcTBEHHOIO OpraHa
(MHOM OpraHu3alym), pacCMaTPUBAIOIIETO
aJIMMHHUCTPATUBHYIO KaJl00y

®opma nojayu (0T3bIBa) AAMUHUCTPATUBHON
K00kl (JIEKTPOHHAS U (WJIH)
nucbMeHHast hopma)

CoBeTr MUHUCTPOB
Pecnyonmmku benapych

IMMCbMCHHAsA, 3JICKTPOHHAA




[Ipunoxenue

K perjaMeHTy aJIMUHHCTPATUBHOU
MPOLEAYPHl, OCYLIECTBISIEMON B
OTHOUIEHUU CyOBEKTOB
XO3AMCTROBAHUSA. TIO  TONMVHKTV
9.22.1 «Ilonvuenwne pazpenieHus Ha
IDOBENCHUE KIIMHAYECKUX
MccrienoBaHui (MCTIBITAaHUH )
JIEKapCTBEHHOTO Mpernapara»

dopma

PECITYBJIIMKAHCKOE YHUTAPHOE ITPEAIIPUATUE
«IEHTP OKCIIEPTU3 1 UCIIBITAHWU B 3IPABOOXPAHEHWI»

3AKJIFOYEHUE
O HaJIMYHNHU (OTcyTCTBI/II/I) OCHOBAHUM JJI1 BblAAa4H
MI/IHI/ICTepCTBOM 3APaBOOXPAHCHUS pa3pCIICHUA Ha ITPOBCACHUC
KIIMHUYCCKOI'O UCCIICAOBAHUA (I/ICHI)ITaHI/ISI)

20 T. r. MuHCK

Hacrosimiee 3akimioyeHue TOJATOTOBIEHO IO  pe3yjbTaTaM  KOMILIEKCa
IpeIBApUTEIBHBIX padOT

(mammeHoBaHME (KOM) JICKAaPCTBEHHOTO Ipenapara, T03UPOBKa,

(hopma BhIITyCcKa, Ha3BaHHE, KOJ, HOMEpP (BEpCHs) U JaTa IPOrpaMMBI (IIPOTOKOIIA)

KIIMHAYECKOTO UCCIICTOBAHUS (MCIIBITAHMUS )

(HanmMeHOBaHME CIIOHCOpa KIIMHUYECKOTO UCCIIEOBaHMUS (MCTIBITAHMUSA),

KOHTPaKTHOH HCCIIE0BATEIhCKON OPTaHU3AIINN )
MPEIIICCTBYIOIINX  BbIJAU€  pa3pelIeHUuss Ha  MPOBEACHHUE  KIMHUYECKOTO
UcCIeI0OBaHUsl (MCIBITAHUS ), BKIIFOYASL:
1. Pe3ynbpTaThl NEPBUYHOI 3KCIEPTU3BI TOKYMEHTOB

2. Pe3ynbTaThl ClieMAIM3UPOBAHHON SKCIEPTU3BI IOKYMEHTOB, B TOM YHCIIE:
KIIMHUKO-()apMaKOJIOTUYECKON
dbapmareBTHIECKOI IKCIIEPTU3BI

3. Pe3ynbrarthl ampoOaluy METOJHMK KOHTPOJISI KadyecTBa JEKAPCTBEHHOTO
mpernapara W KOHTPOJIA  KadecTBa 3TOr0  JIEKAPCTBEHHOrO  Ipernapara ¢
HCMOJIb30BAHUEM TaKUX METOJUK

BbIBO/IbI:

KJIMHUYECKOE MCCIIeIOBaHNE (MCTIBITAHUE)
(HammeHOBaHUe (KOJ) JIEKapCTBEHHOT' O IIpenapara),




JIO3UPOBKA, (hopMa BBITYCKa)
1o mporpamMme (IMPOTOKOITY) KIMHUYECKOTO UCCIICIOBAHUS

(Ha3BaHwue (KO),

BEpCHS U JaTa MporpamMMsl (IIPOTOKOJIA) KITMHUYECKOTO UCCISIOBAHUS (MCITBITAHMS)
TpC6OBaHI/I5{M 3aKOHOJATCJIbLCTBA O IIPOBCACHUU

(cooTBeTCTBYET (HE COOTBETCTBYET)
KIMHUYECKHX UCCIIeTOBAaHUM (MCIIBITAHUI ).
Bpimaua paspemieHuss Ha NOPOBEACHUE  KIMHUYECKOTO  HCCIEAOBAHMS
(uctipITaHuUs)

(Bo3MOXKHA (HEBO3MOXKHA)
YTBepxkaeHue mnporpamMMmbl  (IIPOTOKOJIA)  KIMHUYECKOTO  MCCIEAOBaHUS
(uctipITaHuUs)

(BO3MOXXHO (HEBO3MOXKHO)
Hacrosee 3akiroueHne qeiCTBUTENBHO 6 MECSIIEB OT AAaThl €r0 BbIIAUU.

(TOIDKHOCTH CITY’KAIIIero (moamuce) (MHUIIATE (HHATIA AT COOCTBEHHOT'O
YIOJTHOMOYEHHOTO WUMEHH), haMuITus)

JIOTHKHOCTHOTO JIHTIA)

M.IL
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