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MuHuCcTEpPCTBA 3/IPABOOXPAHEHUS
Pecnybnuku benapych

o

PEI'NTAMEHT

aJIMUHHUCTPATUBHOM IPOLETYPHI,
OCYIIECTBIISIEMOM B OTHOIIECHUU
CyOBEKTOB X035IMCTBOBAHMS, 1o
HOJMYHKTY 9.11.2 «[Tomyuyenue
MIPOTOKOJIA HUCIBITAaHUSI CEepUU (MapTUHN)
JIEKapCTBEHHOTO CpencTBa npu
IPOBEICHUU KOHTPOJIS KauecTBa
JI€KapCTBEHHOIO npernapara 10

MOCTYIUICHUSI B pEAIM3alMI0  Ha
COOTBETCTBHE MOKazarento «OnucaHue»
HOPMATUBHOT'O JOKYMEHTA IO Ka4yeCTBY U
PETUCTPALMOHHOMY JOCBhE IO YIIAKOBKE,
MApKHUPOBKE YIIAKOBKH, WHCTPYKIUU IO
MEJIUIIMHCKOMY TPUMEHEHUIO (JIUCTKY-
BKJIQIBIIIY), NOKYMEHTY,
MOATBEPKIAAIOIIEMY Ka4YE€CTBO CEPUM»

1. OcoGeHHOCTH OCYIIECTBICHUS aIMUHUCTPATUBHON MPOIIEAYPHI:

1.1. HauMeHOBaHUE YIMOJHOMOYEHHOTO oOpraHa (MOJIB€IOMCTBEHHOCTh
aIMUHUCTPATUBHOMN TIpOLIeypbl) — MUHUCTEPCTBO 3APABOOXPAHCHHUS;

1.2. HauMeHOBaHWE TOCYAAPCTBEHHOTO OpraHa, WHOW OpraHU3aIlNH,
OCYUIIECTBIIAIOIIUX MPHEM, TOJATOTOBKY K PAacCCMOTPEHHMIO  3asBJICHUMN
3aMHTEPECOBAHHBIX JIMII W (WJIM) BBIJAYy aJIMHHUCTPATHBHBIX PEIICHUMH,
NPUHATHE aIMUHUCTPATUBHBIX PEIICHWH 00 OTKa3e B NMPUHITHH 3asBICHHUU
3aMHTEPECOBAHHBIX JIUIl, — UCIBITATENIbHAS JabopaTopusi, aKKpeAUTOBaHHAs B
HanmonansHoit cucteme akkpeautanuu Pecyonuku bemapyce it HCIBITaHHMA
JIEKapCTBEHHBIX CPEJICTB, MMEPEUEHb KOTOPHIX onpeenseTcs MuH3npaBoM;

1.3. HOpMaTHBHBIE TIPAaBOBBIE AaKThl, PETYJHPYIONIUE TOPSAIOK
OCYIIECTBIICHUS aIMUHUCTPATUBHOM MPOIIETYPHI:

3akon PecnyOnmuku benapycs ot 20 wurons 2006 1. Ne161-3
«O0 oOpaleHuH JIEKapCTBEHHBIX CPEIICTBY;

3akon Pecnyonuku benapyce ot 28 oxTa0ps 2008 1. Ne 433-3
«O0 ocHOBax aIMUHUCTPATUBHBIX MPOIIEAYP»;

VYka3 Ilpe3uaenta Pecnybmuku bemapyck ot 31 Hos0ps 2019 r. Ne 499
«O0 oOpallleHUH JTeKaPCTBEHHBIX CPEACTBY;

Vka3 Ilpesuaenta PecnyOnuku bemapycs ot 25 umrons 2021 r. Ne 240
«O0 aJIMUHUCTPATHBHBIX TIPOIEAYypaX, OCYIIECTBISIEMBIX B OTHOIICHHH
CyOBEKTOB XO3SIICTBOBAHHMSI;
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nocraHoBienre  CoBera  MwunuctpoB  PecnyOonuku — bemapych
or 24 centsaOps 2021 1. Ne 548 «O06 aaMUHUCTpaTUBHBIX MpOUEAYypax,
OCYIIECTBIISIEMbIX B OTHOILIIEHUU CYyObEKTOB X0O35IICTBOBAHUSIY;

nocraHoBiieHMe MuHuUcCTEpCTBa 3/1paBooxpanenus: Pecriyonnku benapych
ot 1 mapra 2010 r. Ne 20 «O mpoBeieHuN KOHTPOJIA KayecTBa JIEKapCTBEHHBIX
CPEJACTB /10 MOCTYIUICHUSI B peajiM3allfio, a TaKkKe JICKAPCTBEHHBIX CPEICTB,
HaXOJAIKXCS B 00palleHnu Ha Tepputopun Pecriyonuku benapyce»;

1.4. uabie UMEIOIIHNECS 0COOEHHOCTH OCYILIECTBIICHUS
aJIMUHUCTPATUBHOMN MIPOLIETYPHIL:

1.4.1. xauecTBO  JIEKAPCTBEHHOTO CpEACTBA JO TMOCTYIUIEHUS B
peanu3alnuio  MOATBEPXKAAETCS  NPOTOKOJIOM  HUCIBITaHUS,  BBIJAHHOTO
UCIIBITATEIbHBIMU J1A00PATOPUSAMHU IO TIEPEUYHIO UCIIBITATEIbHBIX Ja00paTOPUIA,
aKKpeIuTOBaHHBIX B HarumonansHOM cucTeMe akkpeauTanuu PecnyOiuku
benapych 17151 MCTIBITAaHUH JIEKAPCTBEHHBIX CPECTB.

2. lokymMeHThl W (WIHM) CBEACHUS, HEOOXOIWMBIE ISl OCYIIECTBICHUS
aAMUHHUCTPATUBHOW MPOLETYPHI:

HaumeHnoBanue 10KymMeHTa TpeboBanus, dopma u nopsIoK
U (UIM) CBEACHUM HpeIbsIBIIIEMbIE IpEeCTaBICHUS JOKyMEHTa
K JIOKYMEHTY U (UIn) cBeACHUI

U (MI1) CBEICHUAM

3asBJICHUE MIPOU3BOJIbHAS B MUCHbMEHHOU dopme:
dbopma
10 TIOYTE;
OpUTHHAJ WK 3aBEpEHHAS OpUTHHAT WIn
TUCTPUOBIOTOPOM (JTUIEPOM) 3aBepeHHas KOIHUs | HapO4YHBIM (KypbepoMm)
KOIIHSI, a TAK)KE 3aBEPECHHAS JIOKYMEHTa

3asBUTENIEM KOIUsSI TOKYMEHTa
MPOU3BOIUTENS IEKAPCTBEHHOTO
CpeACTBa, MOITBEPIKIAIOIIETO
KaueCTBO JIEKAPCTBEHHOTO
CpeCTBa, CBOAHOTO MPOTOKOJIAa HA
ceputo, 0hOPMIICHHOTO B
COOTBETCTBUU C PEKOMEHIAIUSIMU
BO3, - 1jist UMMYHOJIOTHYECKUX
IMeKapCTBEHHBIX MPEnapaToB
(BaKIIMH, aHATOKCHHOB,
MMMYHOTJIOOYJIMHOB, CBIBOPOTOK)

NOTOBOp (KOHTPAKT) KYTUIH-
MPOAAXKH, 3aKJIFOUEHHBIN C
MPOU3BOJIUTENIEM WU JepiKaTelleM
[PETUCTPAIIIOHHOTO
YIOCTOBEPEHHUS JIEKAPCTBEHHOT'O
CpeICTBa, UK JJOTOBOP
(KOHTPAKT) KYIUIM-TIPOJIaXKH,




BAKJIIOUEHHBIN 3aSBUTEIIEM C
oQHIMATBHBIM TUCTPUOBIOTOPOM
(mrIIepoM) MPOU3BOAUTEIIS WIIH
NeprKaTesi perucTpaluoOHHOro
YIOCTOBEPEHHUS JI€KapCTBEHHOTO
CpEeJICTBA, a TAKXKE OPUTHUHAJ WU
3aBepeHHAas B YCTAHOBJIEHHOM
MOPSIJIKE KOIHS JOTOBOPA
(cormnamieHus, KOHTPaKTa) MEXIy
IPOM3BOIUTENIEM UJTU JIepKaTelleM
[PETUCTPAIIIOHHOTO
YIIOCTOBEPEHUS U €r0
oHUIIHATBEHBIM JUCTPUOBIOTOPOM
(musepom), MOATBEPKIAIOIINE
MOJIyYeHHE JICKaPCTBEHHBIX
CpenCTB OpUITHATBHBIM
UCTPUOBIOTOPOM Y
MPOU3BOIUTEINS, UITU HHOU

O UIAIbHBIN TOKYMEHT,
MOJATBEPKIAOIINN CTATyC
0(HUITHATEHOTO TUCTPUOBIOTOPA
(opuUrHHaN NpeaCcTaBIsAETCs MpU
MEPBOM IMOCTABKE HA TEPPUTOPHUIO
Pecniy6uku bemapych u mepsom
oOpalleHuy B UCTIBITATENbHBIC
mabopaTopuu OpraHu3aIui
cuctembl MuH3IpaBa,
AKKpEUTOBAHHbBIC B
HarnmmonansHOM cucTeMe
aKKpeauTanuu Pecryonuku
benapycs, nepedeHb KOTOPBIX
onpenensercs MuH3paBoMm, - U1
MCIIBITAHUIA JIEKAPCTBEHHBIX
CpE/CTB)

OpUT'MHAJI ¥ 3aBEpEHHAas
3asBUTEIEM KOMUS crienndukanum
K TOTOBOPY (KOHTPAKTY) KYILJIU-
MoKy (ITOCTaBKH)
NEKapCTBEHHOT'O CPE/CTBA, B
KOTOPOI1 TOJIKHBI ObITh YKa3aHbl
HAaUMEHOBAHUE JIEKAPCTBEHHOT O
CpEJICTBA, HA3BaHUE
MPOU3BOIUTENS JIEKAPCTBEHHOT O
CpeJICTBa, CTpaHa IPOU3BOINUTENS,
nmexapcTBeHHas Gpopma, 1034,
KOJIMYECTBO yIAaKOBOK U 1I€HA
BBO3MMOTO JIEKAPCTBEHHOTO
cpencTBa (OpUrHHANbI
NTOKYMEHTOB TIOCJIE UX CBEPKH C
KOIMSIMU BO3BpAIAlOTCS




BasiBHTEIIO) | | |

3anHTEPECOBAHHBIM JIUIIOM MPU HEOOXOIUMOCTH MOTYT TPEICTABIATHCS
WHBIC JOKYMEHTHI, TIPEAYCMOTPEHHBIC B YacTH TMEPBOM MyHKTa 2 cTaThMl 15
3akona Pecny6imku benapych ot 28 oktsiops 2008 r. Ne 433-3 «O6 ocHOBax
aJIMUHUCTPATUBHBIX MPOLETYP»:

MpU HAMPABICHUH 110 TOYTE JJIs FOPUAMYECKOTO JIMIAa — CBEIACHUS
O pyKOBOAMTENE ropuauyeckoro jauna (dbamunus, COOCTBEHHOE UMH,
OTYECTBO (€ClIM TAaKOBOE HMEETCs), JIaHHbIE JIOKYMEHTA, YJIOCTOBEPSIOIIErO
JUYHOCTh, @ TakKXke JIOKyMEHTa (ero KOINWH), TMOJTBEPKIAIOIIETO
ero MoJHOMOYus (IpUKa3 O HAa3HAYEHUW HA JOJDKHOCTH PYKOBOJMTENA
WJIM BBINMKCKA U3 PEIICHUsS 00Iero coOpanwus, MpaBieHUs JUO0 WHOTO OpraHa
YOpaBJICHUS IOPUIUYECKOTO JIMIA, WIA TPYAOBOM JOroBOp (KOHTPAKT),
WM TPaKIaHCKO-TIPABOBO IOTOBOP);

P JIMYHOM TIPEACTABICHUH:

JTOKYMEHT, YAOCTOBEPSIOIINN JTUIHOCTD, M TJOKYMEHT, ITOTBEPKIAOITUH
MOJTHOMOYMST PYKOBOJMTENSI FOPUANYECKOrO Jinila (MpuKa3 O Ha3HAYEHUM Ha
JOJDKHOCTh PYKOBOJUWTENS, WJIM BBINKMCKA W3 pEHICHUs] 0O0IIero coOpaHus,
npaBjieHUsT MO0 WHOTO OpraHa yIpaBJieHUS IOPUIWYECKOro JIWIA, WU
TPYZIOBOM JOTOBOp (KOHTPAKT), WM TPaxJAaHCKO-IIPAaBOBOM JOTOBOp), —
PYKOBOJIUTENIEM FHOPUIUYECKOTO JIUIIA;

JOKYMEHT,  yJAOCTOBEPSIOMMUA  JIMYHOCTh, —  WHAUBUIYAIbHBIM
MpeANPUHUMATENIEM;

JOKYMEHT,  yJIOCTOBEPSIOMINNA  JIUYHOCTh, M  JOBEPEHHOCTh  —
YIOJIHOMOYCHHBIM MPEICTABUTEIIEM 3asBUTEIIA.

3.CBenenuss O CHpaBKe WIM HWHOM JIOKYMEHTE, BBIJIaBacMOM
(MpUHUMAaEMOM,  COTJIACOBBIBAEMOM,  YTBEPXKIAEMOM)  YIOJIHOMOYECHHBIM
OpraHOM IO pe3yibTaTaM OCYIIECTBICHUS aIMUHUCTPATUBHOMN MPOIEAYPHI:

HaumenoBanue Cpok dopma
JOKyMEHTa NeNCTBUSA IIpeICTaBICHUS
[IPOTOKOJI UCIIBITAHUS B TEUEHHE CPOKa MMCbMEHHAas
cepud (mIapTUHM) JIEKAPCTBEHHOT'O CPENICTBA [FOTHOCTH
NIEKapCTBEHHOTO
CpelcTBa

WNHble peucTBusA, COBEpHIAEMBIE  YIOJHOMOYEHHBIM OPraHOM IO
VICTIOJIHEHHIO aIMUHUCTPATUBHOTO PELICHUSA

[0 pe3yabTaTaM IPOBEACHHOIO KOHTPOJII KadeCTBA JIEKAPCTBEHHOTO
CpelCTBa HCHBITATEIbHOM J1adopaTopueld IO MEPEYHI0 HCHBITATEIbHBIX
nabopaTopuii, akKpeAUTOBaHHBIX B HanuoHanmbHOM cucTeMe akKpeauTaluu
PecnyOnuku benapyce /uist uCnibITaHUM JIEKAPCTBEHHBIX CPEACTB, 0POPMIIIETCS
IPOTOKOJI MCIBITaHUSI cepuu (IapTUHU) JEKapCTBEHHOro cpencrsa. [Iporokon
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UCIIBITAHUN HE MOXET OBbITh BOCIPOM3BEACH HE B MOJHOM oObeMe 0e3
paspenieHus pyKOBOAUTEINS UCTIBITAaTEIbHOM J1a00paTOpHHU.

4. Bug wu pasMep IUIaThl, B3MMAaEeMOM NPU  OCYIIECTBJICHUHU
aIMUHHUCTPATUBHOW TPOLIEAYpPHl, WM TMEPEUYCHb 3aTpaT, CBS3aHHBIX C
OCYILIECTBIICHUEM aJIMUHUCTPATUBHOMN MPOIEYPHI:

MepeyYeHb 3aTpaT, CBS3aHHBIX C OCYIIECTBICHUEM aJMUHUCTPATUBHOU
npoueaypbl (GopMUpYETCS HMCXOJs M3 HOPM BpPEMEHHM U HOPM pacxoja
MaTepualioB  MpU  MPOBEICHUM  TOCYJAPCTBEHHBIMU  OpPraHHU3alMsIMU
3/[pAaBOOXPAHEHUS HUCIIBITAHUN JIEKAPCTBEHHBIX CPENCTB, (hapMaleBTHUYECKUX
cyOCTaHIIUMH, YTBEPKIECHHBIX MIOCTaHOBJICHUEM MunucrepcTBa
3npaBooxpanenus Pecniyonuku benapych ot 13 okTa0pst 2008 r. Ne 168.

5. Ilopsanok nojmauu (0T3bIBa) AIMUHUCTPATUBHOM KaI0OBI:

HaumenoBanue rocynapctsennoro oprana | @opma nojgauu (0T36Ba) aAMUHUCTPATUBHON
(MHOM OpraHW3alliK), PAaCCMaTPUBAIOIICTO XKano0bl (3JIEKTpOHHAS U (WJIH)
aJMUHUCTPATUBHYIO KaJI00y nuckMeHHasi opma)

CoBeT MUHUCTpPOB MMCbMEHHAs, DIIEKTPOHHAS
Pecniy6nuku bemapych




