YTBEPXJIEHO
IlocTanoBienue
MuHucTepcTBa 37paBOOXPAHECHUS

Pecniy6nuku bemapych

PEI'JTAMEHT

aJIMUHUCTPATUBHOM MPOLIETYPHI,
OCYIIIECTBIISIEMOMN B OTHOILIEHUH
CyOBEKTOB X035 CTBOBaHMS, 1o
MOAITYHKTY 25.12.14 «ITonyuenue
3aKJIOYEHUS (pa3peuTeasHOro
JOKYMEHTa) Ha BBO3 Ha TEPPUTOPHUIO
PecnyGimku benapych
HE3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB, npeIHa3HaueHHbIX IS
oOecredeHus paHHEro J0CTyIa
MAIMEHTOB K HOBBIM METOJIaM JICUEHUS

1. OcoGeHHOCTH OCYIIECTBIECHUS aIMUHUCTPATUBHON MPOLIEAYPHI:

1.1. HauMeHOBaHUE YIMOJIHOMOYEHHOTO OpraHa (1MO0JIBEIOMCTBEHHOCTb
aJMUHUCTPATUBHOM TIpolieiypbl) — MUHUCTEPCTBO 3pABOOXPAHEHUS;

1.2. HOpMaTUBHbICE TMPABOBBIE aKThl, PETYJIUPYIOIIME  MOPSIAOK
OCYIIECTBIICHUS aIMUHUCTPATUBHOU MPOLIEAYPHI:

3akon Pecnyomuku bemapycs or 20 wurons 2006 r. Ne 161-3 «O6
oOpalieHuu JEeKapCTBEHHBIX CPEJICTBY;

3akon Pecnyonmuku bemapycs ot 28 oktsa0ps 2008 1. No 433-3
«O0 oCHOBax aAMUHUCTPATUBHBIX MPOLEAYPY;

Vka3 [Ipesunenra Pecniyonuku benapyce ot 25 utons 2021 r. Ne 240 «O06
aJMUHUCTPATUBHBIX MPOIIEAYpaxX, OCYIIECTBISEMbIX B OTHOIIEHUHU CYOBEKTOB
XO03MCTBOBAHUSY;

[Tonoxxenue O TMOpSAJKE ¢ YCIOBHSX BblAa4M MUHHCTEPCTBOM
3IpAaBOOXPAHEHUSI 3aKJIIOUEHUI (pa3peliuTeNbHbIX JTOKYMEHTOB) Ha BBO3 Ha
Tepputoputo PecnyOnuku benapych JeKapCTBEHHBIX CPEACTB, YTBEPXKIACHHOE
MTOCTAHOBJIICHUEM Cosera MunucTpoB PecnyOnuku bemapych
ot 23 cents6ps 2008 r. Ne 1397;

IIOCTaHOBJICHUE CoBera  MuHHCTpOB Pecnyonuku ~ benapych
or 24 centsops 2021 1. Ne 548 «OO0 agMUHUCTpPaTUBHBIX MpOIEAypax,
OCYIIECTBIIIEMBIX B OTHOIIEHUN CYOBEKTOB XO35ICTBOBAHUSY;

nocTaHoBjeHMe MuHUCTEpCTBA 3/ipaBooxpaHeHus Pecryonuku benapych
ot 17 centsi6ps 2020 r. Ne 75 «O MeAUIIMHCKOM MPUMEHEHUH OPUTHHAIBHBIX
JIEKApCTBEHHBIX TpEnapaTroB JJisi 00ECTICUCHUs] paHHETO JOCTYyIa MalMeHTOB K
HOBBIM METOJIaM JICUCHHUS»;

1.3. UHBIE UMEIOIIHECS 0COOEHHOCTHU OCYLIECTBJICHUS



aMUHUCTPATUBHOMN MIPOLIETYPBI:

1.3.1. anmMuHUCTpaTHBHAS TpOLEAYypa OCYIIECTBISETCS B OTHOLICHUU
opuauuecknx — Jmn - PecnmyOnuku  benmapych M MHAMBHIYaJIbHBIX
MpeAnpuHUMAaTENel, 3aperucTpupoBaHHbIx B PecnyOnmke — bemapycs,
MHOCTPAaHHBIX FOPUJIMYECKHUX JIML, WUHOCTPAHHBIX OpraHW3aluil, CO3JaHHBIX B
COOTBETCTBUU C 3aKOHOJATEIbCTBOM HWHOCTPAHHBIX TOCYJAapCTB (najiee —
3asBUTEIb), OCYIIECTBJSIONIMX BBO3 Ha TaMOXEHHYIO  TEPPUTOPHIO
EBpazuiickoro skoHomMuYeckoro cow3a B PecnyOnmuke bemapyce u B
Pecniybnuky benapych ¢ TeppuTopuu rocynapctB - wieHOB EBpasuiickoro
AKOHOMHYECKOI'O CO03a;

1.3.2. Hamuuue  CHOEHMAIIBHOTO  pa3pelleHus  (JIMLUEH3WH)  Ha
OCyIIleCTBIICHHE (HapMaleBTUYECKON WM METUIIMHCKOW JeATeTbHOCTH B
ClIy4asix, yKa3aHHbIX B NyHKTe & [lonokeHust 0 MmopsiAKE W YCIOBUSAX BbIAAUH
MuHucTepcTBOM 3/IpaBOOXPaHEHUS 3aKJIFOYEHU (pa3peluTenbHbIX
JOKYMEHTOB) Ha BBO3 Ha TeppuTopuio Pecnyonuku benapych nexkapCcTBEHHBIX
CPEACTB;

1.3.3. ocHOBaHMsI 00 aHHYJMPOBAHUM 3AKIIOYEHUS (Pa3pelIuTeIbHOTO
JOKYMEHTA) MpeaycMoTpeHbl MyHKTOM 11 TlonmoxkeHust o mopsigke U yCIoBHSIX
BbIIaYM MMHHHCTEPCTBOM 3/IpaBOOXPAHECHUS 3AKIIOUEHUN (pa3pelInTesIbHbIX
JOKYMEHTOB) Ha BBO3 Ha Teppuropuio PecriyOnuku benapych nekapCTBEHHbBIX
CPEACTB.

2. JlokymMeHThl W (WJIM) CBEACHHUS, HEOOXOJMMBIC MJI OCYIICCTBIICHUS
aIMUHUCTPATUBHOM IIPOLIENYPBI, ITPEACTABIISIEMBIE 3aNHTEPECOBAHHBIM JIUL[OM:

HammeHnoBaHue 10KyMeHTa
U (WIH) cBeACHUMN

TpeboBanus, MpeabsBIsIEMBbIC
K IOKYMEHTY ¥ (WJIH) CBEACHHUSAM

dopMa U OpAAOK
MpeACTaBICHUS
JIOKyMEHTa
1 (WIn) CBeACHUMN

3asBJICHUC

3asiBJICHHUE JIOJIKHO CO/EPKATh
CBEJICHUSI O TOPTOBOM U
MEXTyHapOJHOM
HEMaTEHTOBAaHHOM HaWMEHOBaHUU
BBO3HMOTO JIEKAPCTBEHHOTO
npernapara, CTpaHe
MIPOU3BOIUTEINS, POU3BOIUTETIE,
¢dbopMme BhITIycKa, 103€, (haCOBKH,
KOJIMYECTBE, CEPUU
JIEKapCTBEHHOTO Tpernapara u
KOHKPETHOU LIEJIM BBO3a

KOIIUU JIOTOBOpa
(KoHTpakKTa), B
COOTBETCTBUU C KOTOPHIM
MJIaHUPYETCS
OCYILLIECTBJIIEHHE BBO3a
IEKapCTBEHHOTO

KOIINH 3aBCPAIOTCA 3asABUTCIICM

B IIMCbMEHHOM
dbopwme:

B XOJI€ IpuemMa
3aMHTEPECOBAHHO
ro JINIIA;

10 TTOYTE;

HapO4YHbIM
(KypbepoM)




npenapara, crenudukanmii
K HEMY JIU0O CUETOB-
(dakTyp (MHBOIIC) C
YKa3aHHMEM TOPrOBOTO U
MEXTyHapOIHOTO
HaUMEHOBAHUs, CTPAHBI
MIPOU3BOIUTES,
MPOU3BOUTENS, POPMBI
BBIITYCKa, /10361, (haCOBKH,
KOJIMYECTBAa BBO3UMOTO
NEeKapCTBEHHOTO
npenapara, [eHbl U
CTOMMOCTH. B ciyuae
OTCYTCTBUS — KOTHUSA
NTOKYMEHTA,
MOITBEPHKIAIOIETO
HaMEpeHHs] CTOPOH

KOIUH IOKYMEHTOB KOITUU 3aBEPSIOTCS 3asiBUTEIIEM
MPOU3BOIUTENS,
MOATBEPKIAFOIITNX
KauyecTBO JICKAPCTBEHHOTO
npernapara

KOTIMHA MaKETOB YITaKOBOK KOTIMH 33aBEPSIOTCS 3asBUTEIIEM
(mepBuYHas, BTOPUYHAS) U
MHCTPYKIIHH T10
METUITTHCKOMY
PUMEHCHHIO

KOIWS MPOTOKOJIA PELIECHUs | KOIHH 3aBEPSIIOTCA 3asBUTEIIEM
KOMUCCHH MO OIPEACIICHUIO
000CHOBAHHOCTH
METUIUHCKOT O
MIPUMEHEHUS
NEeKapCTBEHHOTO IIpenapara
U1 0OecTieueHUs] PAaHHETO
NOCTYIIA MAIIUEHTOB K
HOBBIM METOJaM JICUCHUS
MuHucTepcTBa
31paBOOXPaHECHUS
Pecniy6muku benapych

MPOCKT 3aKITFOUCHUS NPeJICTaBIICTCS B hopmare
(pa3penmTensHOTO Microsoft EXCEL
NTOKYMEHTA)

3aMHTEPECOBAHHBIM  JIMLOM  MPEACTABJISIOTCS  CIEAYIOIIME  WHBIE
JOKYMEHTBI, ITPEAYCMOTPEHHBIE B YAaCTU NEPBOM INyHKTa 2 crartbd 15 3akoHa
Pecnyonuku benapych «O0 ocHOBax aJIMUHUCTPATUBHBIX MPOLEAYP»:
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OpU HANpPAaBJICHWU MO MOYTE JUIsl IOPUAMYECKOrO JIMIAa — CBEICHUSA
0 pyKOBOAWTENE Iopuandeckoro Jmuma (dpaMuius, CcoOCTBEHHOE WM,
OTYECTBO (€CIIM TAaKOBOE HMEETCS), JaHHBIE JOKYMEHTA, YAOCTOBEPSIOIIETO
JUYHOCTh, a TaKke JOKyMeHTa (ero KONWM), MOJATBEPKIAOIIETO
ero moyHOMouus (MpUKa3 O HA3HAYEHMH Ha JOJHKHOCTh PYKOBOJIUTEINSA
WJIM BBIMKCKA U3 PEIIeHUs] O0IIero coOpaHus, MpaBieHusl TMOO0 WHOTO OpraHa
VIOPaBJICHUS IOPUAMYECKOrO JIHIA, WIK TPYIAOBOW JOroBOp (KOHTPAKT),
WJIY TPaXKIaHCKO-TIPaBOBOM JOTOBOP);

IpU JIUYHOM TIPE/ICTABIICHUU:

JOKYMEHT, YIOCTOBEPSIOUINI JTUYHOCTh, U IOKYMEHT, TIOJITBEP K IAtOIII
MOJTHOMOYHSI PYKOBOJUTENS FOPUIMYECKOro Jinia (MpUKa3 O HA3HAUYECHUU Ha
JTOJHKHOCTh PYKOBOJUTENS, WM BBIMMCKA W3 pEHIeHHs OoOIIero coOpaHwus,
IpaBJieHUs JUOO HMHOTO OpraHa YIpaBiCHHS HOPUIAWYECKOTO JIMIA, WA
TPYJIOBOM JOroBOp (KOHTPAaKT), WIM TIPaxAaHCKO-IIPAaBOBOM JOTOBOp), —
PYKOBOAUTENIEM FOPUANYECKOTO JIUIIA;

JOKYMEHT,  yIOCTOBEPSAIOIMIUNA  JUYHOCTh, —  HWHIAUBUAYATbHBIM
pearnpuHIMATENIEM;

JOKYMEHT,  yJIOCTOBEPSAIOIIUNA  JUYHOCTh, M  JIOBEPEHHOCTh  —
YIOJTHOMOYEHHBIM MPEICTABUTENIEM 3asIBUTEIIS.

3. CBemeHus O CHOpaBKE WIM HMHOM JIOKYMEHTE, BbIJIaBAEMOM
(IpUHMMAaEMOM,  COTJIACOBBIBAEMOM,  YTBEPKIAEMOM)  YIOJIHOMOYEHHBIM
OpraHoM IO pe3yJIbTaTaM OCYILECTBICHUS aIMUHUCTPATUBHON NPOLETYPHI:

HaumenoBanue Cpok dopma
JIOKYMEHTA JIEHCTBHS MIpeACTaBICHUS
BaKIr0YeHUe (pa3penIuTeabHbI | 10 6 MECAIIEB CO JHS MPUHSITHS MMCbMEHHAs
TTOKYMEHT) pelieHus O BbIAaue 3aKII0UCHHUS
(pa3penIuTeIbHOrO JOKYMEHTA)

4. Tlopsaiok mogauu (OT3bIBA) IMUHUCTPATUBHOMN KaTOOBI:

HaumeHnoBaHue ToCy1apCTBEHHOTO dopma nomaun (0T3bIBA)
opraHa (MHO#M opraHHu3aIlyH), aJIMUHUCTPATUBHOM KaJIOOBI (3JIEKTPOHHAS
paccMaTpHUBAFOIIETO aJIMAHUCTPATUBHYIO U (WIK) TUchbMeHHas (hopMma)
KaJI00y
CoBer MUHUCTPOB MUChMEHHAs, DJIEKTPOHHAS
Pecniy6nuku benapych
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