YTBEPXJIEHO
IlocTanoBienue
MuHucTepcTBa 37paBOOXPAHECHUS

Pecniy6nuku bemapych

PEI'JIAMEHT

aJIMUHUCTPATUBHOM MPOLIETYPHI,
OCYIIECTBIISIEMOM B OTHOIIICHUU
CyOBEKTOB X035 CTBOBAHUS, 1o
NOAITYHKTY 25.12.7 «[Tomyuenune
3aKJIOYEHUS (pa3pemuTeasHOro
JOKYMEHTa) Ha BBO3 Ha TEPPUTOPHIO
PecnyGimku benapych
3aperuCTPUPOBAHHBIX u
HE3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX
CPEJCTB, npeIHa3HauCHHbIX L
PeyTPExKICHUS " yCTpaHEHUS

IIOCJICICTBAM YPE3BBIYANMHBIX CUTYalUH
IIPUPOJHOIO U TEXHOIEHHOI'O Xapakrepa,
B TOM Yuclie AIUIEMUAYECKUX
3a00JIeBaHUM, a TaKkxKe
HE3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
CPEACTB, [IpeAHa3HAYCHHBIX VIS
OKa3aHWs MEAULMHCKON IMOMOIIM II0
JKU3HEHHBIM II0Ka3aHUSM KOHKPETHOIO
NalMeHTa WM OKa3aHUs MEAULMHCKON
IIOMOIIM OIPAHUYECHHOMY KOHTUHIEHTY

MAIMEHTOB C JOKa3aHHOU
Hed(DHEKTUBHOCTHIO WIH
HETNIEPEHOCUMOCTHIO

3apETMCTPUPOBAHHBIX  JIEKAPCTBEHHBIX
CpeacTB, U000 ¢ opdaHHBIMU (PEIKUMU)
3a00JIeBaHUSMHU U (vm)
KUZHEYTPOKAIOIMIMMHU  3a00JICBaHUSIMU,
100 C TSHKEJIBIMUA WHBAJIWTU3UPYIOIIUMHU
3a00J1€BaHUSMI

1. OcobeHHOCTH OCYIIECTBICHUS aJMUHUCTPATUBHOMN TIPOLIETYPHI:

1.1. HauMeHOBaHHUE YIOJHOMOYEHHOIO oOpraHa (IOJBEIOMCTBEHHOCTD
aIMUHUCTPATUBHOM TIpoLIeaypbl) — MUHUCTEPCTBO 37PABOOXPAHEHUS;

1.2. HopMaTUBHBIC  TPABOBBIE  aAKTHI,  PETYIUPYIOIIME  TOPSIOK
OCYIIIECTBJICHUS a[IMUHUCTPATUBHON MPOLEYPHI:

Pemenne  Komtermn — EBpa3uiicKOM  DKOHOMUYECKOM  KOMHCCUH
ot 16 mas 2012 1. Ne 45 «O egunoit hopme 3akioueHus (pa3permTebHOro
JIOKyMEHTa) Ha BBO3, BBIBO3 W TPAH3UT OTIEIBHBIX TOBApPOB, BKIIOUCHHBIX
B EnuHbii mepedyeHh TOBapoB, K KOTOPHIM TPUMEHSIIOTCS  3aIlpPEThI
WJIM OTPAaHUYCHMS HAa BBO3 WJIM BBIBO3 rOCYyJapCTBaMU-UJieHaMU TaMOKEHHOTO
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coro3a B pamkax EBpa3uiickoro sKOHOMHYECKOTO COOOINECTBA B TOPIOBIIE C
TPETHUMU CTpaHaMHu u METOJIMYECKUX YKa3aHUSIX o
€ro 3ar0JIHCHUIO;

3akon PecnyOmukm bemapyce or 20 wuroms 2006 1. Ne 161-3
«O0 obOpareHnn JIEKapCTBEHHBIX CPEACTBY;

3akon PecmyOnuku benapycs ot 28 okrsa0ps 2008 1. Ne 433-3
«O0 0CHOBaxX aJIMUHHUCTPATUBHBIX POLIEAYPY;

Vka3 Ilpesuaenra Pecnyomuku bemapyce ot 25 umions 2021 r. Ne 240
«O0 aIMUHUCTPATUBHBIX TMPOIEAYpPAX, OCYIIECTBISIEMBIX B OTHOIICHUU
CyOBEKTOB XO35IICTBOBAHUSY;

[Tonoxxenue o0 TMOpsAJKE M YCIOBUSX BblJa4yd  MUHHUCTEPCTBOM
3IPaBOOXPAHCHUS 3aKJIIOUCHUHN (pa3pelIuTeNIbHbIX JOKYMEHTOB) Ha BBO3 Ha
Tepputoprto PecyOnuku benapych JieKapCTBEHHBIX CPENCTB, YTBEPKICHHOE
IIOCTaHOBJICHUEM Cosera MuHuCcTpOB PecnyOnuku benapych
ot 23 centsa0ps 2008 . Ne 1397,

noctaHoBieHne  CoBera  MunuctpoB  Pecnybmuku — benapych
or 24 centsaops 2021 1. Ne 548 «O0 agMUHUCTPATUBHBIX IMpOIlEaypax,
OCYILIECTBIIIEMbIX B OTHOIIIEHUH CYOBEKTOB XO3SIMICTBOBAHUS;

1.3. uHBIC UMEIOIITHECS OCOOEHHOCTH OCYILIECTBJICHUSI
aJMUHUCTPATUBHOMN MIPOLIETYPHI:

1.3.1. anMuHUCTpaTHBHAS TPOIEAYypa OCYIIECTBISIETCS B OTHOIICHUU
opuauyeckux — Jn  PecnyOonukum  benmapych M MHAMBUAYaJbHBIX
npeanpuHUMaTesieii, 3aperucTpupoBaHHbIx B Pecnybmuke — bemapyce,
UHOCTPAHHBIX IOPUIWYECKUX JIUI, UHOCTPAHHBIX OpraHU3aliii, CO3JaHHBIX B
COOTBETCTBUU C 3aKOHO/IaTE€IbCTBOM MHOCTPAHHBIX rocyaapcTs,
OCYIIECTBIIIOIIMX BBO3 Ha TaMOXEHHYIO Tepputopuio EBpaszuiickoro
sKOHOMHUYECKOro coro3a B Pecnyonuke benapyck u B Pecniyonuky benapycs ¢
TEPPUTOPHUU TOCYAAPCTB - YJIEHOB EBpa3niickoro sJKOHOMUYECKOIO COI03a;

1.3.2. HanM4ue CrenualbHOTO pa3pellieHusl (JIMIEH3MH) Ha OCYIIECTBIICHNE
(dbapManeBTUUECKON I MEIUIIMHCKOMN JIEATeIbHOCTH B Cly4yasiX, YKa3aHHbBIX B
nyHkte 8 IlomokeHust O MOpSAKE W YCIOBHSX BbIJauu MUHHCTEPCTBOM
3IpAaBOOXPAHEHMS 3aKJIIOUEHUI (pa3peliuTeNbHbIX JTOKYMEHTOB) Ha BBO3 Ha
Teppuroputo Peciyonuku benapych JekapCTBEHHBIX CPEJICTB;

1.3.3. ocHoBaHusi 00 aHHYJIUPOBAHUU 3AKIIOYEHUS (Pa3pelIUTEILHOTO
JOKyMEHTA) MpeaycMoTpeHbl yHKTOM 11 TlonoxkeHust o mopsiike U yCIOBHSIX
BbIJJayl MUHHCTEPCTBOM 3/IPABOOXPAHEHHS 3aKIHOYEHUN (pa3pelInTeNbHBIX
JIOKyMEHTOB) Ha BBO3 Ha TeppuTopuio Pecnyonuku benapych nekapCcTBEHHBIX
CPEACTB.

2. JlokymMeHTbl ¥ (WJIM) CBEIEHHUS, HEOOXOIUMBIC i OCYIIECTBICHUS
aIMUHUCTPATUBHON MPOLETYPHI, MPE/ICTABISIEMbIC 3aUHTEPECOBAHHBIM JIUI[OM:
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HanmMenoBanue nokymeHTa u
(wnn) cBeeHUM

TpeboBanus,
peIbsABIsEMbIC
K JJOKYMEHTY U (HJIN)
CBEJCHUAM

dopma
U TIOPSAJIOK
IpeICTaBICHUS
JOKYMEHTa
U (W1n) cBeAeHUIN

3asBJICHUE O BBIJaUe 3aKIIOYCHUS
(pa3pemmTenbHOro JOKYMEHTA)

3asBJICHUEC JTOJKHO
COZIEPXKATh CBEIICHUSA O
TOPrOBOM U
MEKTyHapOTHOM
HEIMaTEHTOBAaHHOM
HAaUMEHOBAHHUU
BBO3UMOTO
JIEKapCTBEHHOI'O
rpenapara, CTpaHe
IIPOU3BOIUTETIA,
npousBoauTENe, Gopme
BBIIyCKa, 03¢,
KOJINYECTBE, CEPUU U
KOHKPETHOM LIEJIU BBO3a

KOIUs JJOroBopa (KOHTpAKTa), B
COOTBETCTBHUHU C KOTOPHIM
IUTAHUPYETCsI OCYLIECTBIIEHUE BBO3A
JIEKapCTBEHHBIX MPENapaTros,
cnenudukanuii K Hemy Jr6o
CUeTOB-(PAKTYp C yKazaHUEM
Ha3BaHUs, CTpaHbl IPOU3BOIUTEIS,
IpOU3BOAUTEIISA, (POPMBI BHIITYCKA,
JI03b1, KOJIMYECTBA, LIEHBI U 00IIeH
CTOMMOCTHU BBO3UMBIX
JIEKapCTBEHHBIX MpenapaTos. B
cllydae OTCYTCTBHUS - KOIUS
JOKYMEHTa, OATBEPKAAIOIIEro
HaMepeHUs! CTOPOH

KOITUsA 3aBEPSACTCA
3asBUTCIICM

KOMUs JJOKYMEHTA,
MOJITBEPKIAOIIETO PETUCTPAIUIO
JIEKapCTBEHHOTO Tpernapara B
CTpaHe MPOU3BOAUTENS WIH B
CTpaHe, Ui KOTOPOI OH ObLI
MPOU3BECH (PETUCTPALIMOHHOE
yIOCTOBEpEHHUE, WIH CepTUPUKAT
(hapMareBTUIECKOro MPoIyKTa, WIn
cepruduraT cBOOOAHON MPOJAXKH),
6o pacrieyaTka rpaduueckoro
M300pakeHus FKpaHa (CKpUHIIIOT)
WHTEPHET-CTPAHUIIBI OPUITUATHHOTO
caiiTa peryJasiTOpHOTO OpraHa B
rJ100aTbHON KOMIBIOTEPHON CETH
WNuTepHer, coaepxamas

KOIIHNA 3aBCPACTCA
3ajABUTCICM

B IIMCHbMEHHOM!
dbopwme:
B XOJI¢ IpueMa

3aHHTEPECOBAHHOT
0 JINIIA;

I10 TI0YTE;

HapOYHBIM
(kypbepom)




MH(}OPMALIMIO O PETUCTPALIUU
JIEKapCTBEHHOIO IIperapara B
CTpaHe MPOU3BOAUTENS WIH B
CTpaHe, U1 KOTOPOI OH ObLI
MIPOU3BEACH, WU O MPOXOKICHUU
MpenapaToM NporpaMMel
npekBanupukanuu BeemupHoit
OpraHu3aluy 31paBOOXPAHEHHUS, C
yYKa3aHUEM caiTa, Ha KOTOPOM
pa3MelnieHa Takas uHpopmanus -
JUIS He3aperuCTPUPOBAHHBIX
JIEKapCTBEHHBIX IIPENapaToB

KOIIMU AOKYMCHTOB ITPOU3BOJUTCIIA,
MMOATBECPKAAOIINX KaYE€CTBO
JICKApCTBCHHOTO IMperiapara

KOITUsA 3aBEPSACTCA
3as1BUTCIIEM

KOIIMU TOKYMCHTOB ITPOU3BOJUTECIIA
O BBIITYCKE CCPUHU JICKAPCTBECHHOT'O
mnmpemapara ¢ yKa3aHuEM BCCX
CTaHI/If/'I IMPONU3BOJCTBA U BCEX
Y4aCTHHUKAX IIPOU3BOACTBCHHOI'O
Imponecca

KOITUsA 3aBEPSACTCA
3asIBUTCIIEM,

JTIOKYMEHTBI
NPEJICTaBISAIOTCA B
clly4ae MpeicTaBJIeHUs
3asiBUTEJIEM B KaUeCTBE
JTIOKYMEHTA,
MOJITBEPIKIAOILETO
perucTpanuio
JIEKapCTBEHHOTO
npernapara,
PErUCTPAIMOHHOTO
yIOCTOBEPEHUS,
cepTudukaTa
CBOOOHOM MTPOJAXKH,
pacrnedaTku
rpauIecKoro
U300pakKeHus FKpaHa
(CKpHUHIIIOTAa) UHTEPHET-
CTPaHMUIIBI
Oo(UIMAIBHOTO caiTa
PETYISATOPHOTO OpraHa B
rI100aNbHOM
KOMIIBIOTEPHOM CETH
HNaTepner wim konuu
JIOKyMEHTa O
MPOXOXKICHUH
MpernapaToM MporpamMmbl
npeKBan(UKALUU
Bcemupnoii
OpraHu3aIuu
3/IpaBOOXPaHEHUS
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KOMHS TOKYMEHTA, BBIJJAHHAS KOTIHSI 3aBEePSETCS
MECTHBIMH OpTraHaMH YIPaBICHHUS 3asBUTEIIEM
3[IPaBOOXPAHEHUEM HITU
OpTaHU3aIUSIMU 3APABOOXPAHEHHUS,
MOTYMHEHHBIMA MUHHCTEPCTBY
3IpaBOOXpPaHEHMUsI, C 000OCHOBAHUEM
1€71€cO00pa3HOCTH U pacyeTaMu
KOJIMYECTBA JICKAPCTBEHHBIX

MpernapaToB

KO MaKETOB YITaKOBOK KOTIMH 3aBEPSIOTCS
(mepBuYHasi, BTOpUYHAas) U 3aMBHTEIEM
WHCTPYKIIMH 110 MEAUIIHHCKOMY

MIPUMEHEHHIO

MPOEKT 3aKITFOYCHUS NIPE/ICTaBIISIETCS B
(pa3pemuTenbHOTO TOKYMEHTA) dbopmate Microsoft

EXCEL

3aHTEpPECOBAaHHBIM  JIMIIOM  MPEACTABJISAIOTCS  CIEAYIOIIME  WHBIE
JOKYMEHTBI, ITPEAYCMOTPEHHBIE B YaCTU NEPBOM MYHKTA 2 cTaThu 15 3akoHa
Pecny6nuku benapycs «O0 0CHOBax aJMUHUCTPATUBHBIX MPOLELYP»:

IPU HANPABJICHUM II0 IIOYTE JUIA FOPUAMYECKOrO JIMLIA — CBEICHUs
O pYKOBOAWTENE opuadyeckoro Jjuna (damuiaus, COOCTBEHHOE UM,
OTYECTBO (€C/IM TaKOBOE HMMEETCs), JaHHbIE AOKYMEHTA, YIOCTOBEPSIOIIETO
JUYHOCTh, a TaKXkKe JOKyMEHTa (ero KOIMHU), IOATBEPHKAAIOIIETO
€ro noysHomMouus (IpUKa3 O HA3HAYEHUH Ha JOJDKHOCTh PYKOBOJUTEIS
WIH BBINKACKA U3 PELICHUs 00IIero coOpaHus, MpaBJieHUsl JUOO MHOTO OpraHa
YIPABJICHUS IOPUAMYECKOrO JIMIA, WIM TPYAOBOW JOroBOp (KOHTPAKT),
WIH FPAXKIAHCKO-TIPABOBOI 10TOBOD);

IIPY JINYHOM IIPEACTABICHUM:

JOKYMEHT, YAOCTOBEPSAIOIINN JUYHOCTh, U TOKYMEHT, IIOATBEPKAAOIIUN
IIOJIHOMOYUSL PYKOBOJUTENS IOPUINYECKOro jula (MprUKa3 O Ha3HAUYE€HUU HA
JOJDKHOCTh PYKOBOJUTENS, WM BBIIMCKA W3 pelieHus oOmero coOpaHws,
IpaBJI€HUA JUOO HMHOIO OpraHa YIpaBJi€HHs HOPUIAWYECKOrO JMLA, WIA
TPYAOBOW JOroBOp (KOHTPAKT), WM TPa)xJAHCKO-IIPABOBOM JI0TOBOp), —
PYKOBOAMUTENIEM FOPUANYECKOTO JINIIA;

JOKYMEHT,  YAOCTOBEPSAIOIIMA  JIMYHOCTh, —  HWHAUBUIYAIbHBIM
IpEeANPUHAMATENEM;

NOKYMEHT,  yJOCTOBEPSIOIIMM  JINYHOCTb, M  JOBEPEHHOCTh  —
YIIOJIHOMOYEHHBIM ITPEICTABUTEIIEM 3asIBUTEIIS.

3.CBeneHust O cChmpaBKe WM WHOM  JOKYMEHTE,  BbIJlaBa€MOM
(IpUHHMAaEMOM,  COIJIACOBBIBAEMOM,  YTBEPKIAEMOM)  YIOJIHOMOYEHHBIM
OpraHOM IO pe3yJIbTaTaM OCYIIECTBJICHHS aIMUHUCTPATUBHON IPOLIETYPHI:

HanmenoBanue nokymeHTa Cpoxk aeiicTBus ®opma
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MpeACTaBICHUS

3aKJII0YEHKE (pa3pelInuTeNbHbIN
JOKYMEHT)

10 6 MecsAIEeB CO THA
TPUHSITHS PEIICHUS O
BbIJIaue 3aKIFOUCHUS
(pa3penuTenbHOro
JTIOKYMEHTA)

IIUCbMCHHAasA

4. Tlopsmok mogaun (OT3bIBA) aAMUHUCTPATUBHOMN KaJI00bI:

HaumeHnoBaHue rocyapcTBEHHOTO
opraHa (MHOM OpraHu3aluu),
paccMaTpHUBAOIIETO
aIMUHUCTPATUBHYIO 5KaJI00y

®opma nojgaun (0T36IBA)
aJMMUHHCTPATUBHOM 5kai00BbI
(3nexTpoHHas U (WIHM) MUCbMEHHAas

dbopma)

CoBeT MUHUCTPOB
Pecny6suku benapychb

IMUCbMCHHAs, 3JICKTPOHHAA




