YTBEPX/IEHO

IlocTanosnenue

MuHuCcTEpPCTBA 3/IPABOOXPAHEHUS
Pecnybnuku benapych

o

PEI'JTAMEHT

aIMUHUCTPATUBHOMN MPOLIEAYPHI,
OCYILIECTBJISIEMON B OTHOLLIEHUU
CyOBEKTOB X0341ICTBOBAHMUS, o
MOJIIYHKTY 25.12.13 «ITonyuenue
3aKITIOYCHUS (pa3pemmuTEIBLHOTO
NOKYMEHTa) Ha BBO3 Ha TEPPUTOPUIO
PecniyOnuku benapycn
3apETUCTPUPOBAHHBIX u
HE3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
CPEACTB,  BBO3UMBIX B  KayeCTBE
WHOCTPAHHOU 0€3BO3ME3THOM MTOMOIIIH

1. Oco0eHHOCTH OCYIIECTBICHUS aIMUHUCTPATUBHON MPOLIETypHhI:

1.1. HanMeHOBaHME YIOJHOMOYEHHOTO OpraHa (IOJABEAOMCTBEHHOCTh
aJMUHUCTPATUBHOM NIpoLEeypbl) — MHUHUCTEPCTBO 3APABOOXPAHEHUS;

1.2.  HOpMaTUBHBIE TIPaBOBBIE AaKThl, PETYJIUPYIOIUHE MOPSIAOK
OCYLIECTBJIECHUS aIMUHUCTPATUBHON MPOLEAYPHIL:

3akon Pecnyonuku benapycs or 20 wurons 2006 r. Ne 161-3 «O06
oOpalleHnu JIEKapCTBEHHBIX CPEJICTBY;

3akon Pecnyomuku benapycs ot 28 oxtabps 2008 1. No 433-3
«O0 ocHOBax aJIMMHUCTPATUBHBIX MPOLEAYPY;

Vka3 [Ipesunenta Pecny6nuku benapyce ot 25 utonst 2021 1. Ne 240 «O6
aIMUHHUCTPATUBHBIX MPOIEAYypaxX, OCYIIECTBISIEMbIX B OTHOUIEHUH CYyOBhEKTOB
XO03SIICTBOBAHUSY;

[Tonoxxenue O TOpSAKE U YCIOBUSAX BbIIaud MUHHUCTEPCTBOM
3IPaBOOXPAHEHUS 3aKIIOUCHHUH (pa3peniuTebHbIX JOKYMEHTOB) Ha BBO3 Ha
Tepputoputo PecnyOnuku benapych nekapCTBEHHBIX CPEACTB, YTBEPKICHHOE
II0CTAaHOBJICHUEM Cogera Munuctpos PecnyOnuku benapyce
ot 23 centsi0ps 2008 r. Ne 1397;

nocranoBienne  CoBera  MunuctpoB  PecnyOonuku ~— benapychk
or 24 centsaOps 2021 r. Ne 548 «0O06 agMUHHCTpPATUBHBIX MPOLEAYpaAX,
OCYIIECTBIISIEMbIX B OTHOIIEHUHU CYOBEKTOB X0O3SHCTBOBAHUS;

nocta”HoByieHre MunucrepcTBa 3apaBooxpanenus Pecnyonuku benapych
ot 1 mapra 2010 1. Ne 20 «O npoBeIeHMN KOHTPOJISI KAYECTBA JEKAPCTBEHHBIX
CPEIICTB J0 TNOCTYIUICHUS B peaju3alliio, a TakKe JICKAPCTBEHHBIX CPEJNCTB,
HAXOJAIIMXCS B 00pallieHnu Ha Tepputopuun Pecriyonuku benapycoy;

1.3. VHBIC MMEIOIINECS 0COOEHHOCTH OCYIIECTBJICHHUS



aAMUHHUCTPATUBHOW MPOLETYPHI:

1.3.1. agMuHUCTpaTUBHASL TIPOLIEypa OCYIIECTBISETCA B OTHOIICHHUU
opuauyeckux — Jun - PecnyOnuku  bemapych W MHAMBHUIYAJIbHBIX
npeAnpUHUMATENe, 3aperucTpupoBaHHblx B PecnyOnuke — benapyces,
WHOCTPAHHBIX IOPUANYECKUX JIMIl, THOCTPAHHBIX OpraHU3aliid, CO3JaHHBIX B
COOTBETCTBUU C 3aKOHOJIaTEIHLCTBOM MHOCTPAHHBIX roCcyJ1apCTB,
OCYILECTBIISIIOIIMX BBO3 Ha TaMOXEHHYH Tepputoputo EBpaszuiickoro
PKOHOMHYECKOT0 coro3a B Pecnybnuke benapych u B Pecnyonuky bemapycs ¢
TEPPUTOPUU TOCYAAPCTB - WIEHOB EBpa3niickOro 3JKOHOMUYECKOTO COI03a;

1.3.2. ocHOBaHMS 00 aHHYJIMPOBAHUHU 3aKIIOYEHUS (pa3peniuTeIbHOrO
JIOKYMEHTA) IpeaycMoTpeHbl myHKTOM 11 TlomoxkeHus o mopsjike U yCIOBHUSX
BbIJJayd MUHHUCTEPCTBOM 3/IPAaBOOXPAHCHUS 3aKIIOUECHUM (pa3pelinTesbHbIX
JIOKYMEHTOB) Ha BBO3 Ha TeppuToputo Pecriyonuku benapych JiekapCTBEHHBIX
CPEACTB.

2. JlokymeHTHl W (MJIM) CBEACHUS, HEOOXOJMMBIC IS OCYIICCTBIICHHS
aAMUHHUCTPATUBHOW MPOLETYPBI, IPEICTABISIEMbIEC 3aNHTEPECOBAHHBIM JTUI[OM:

HanmenoBanue nokymeHTa TpeGoBanus, mpeabsIBIsIEMbIC dopma U mopsSA0K
U (W) CBEICHUI K JIOKYMEHTY U (WJIH) MPEJCTABICHUS
CBEJICHUSIM JIOKyMEHTa
1 (WIH) CBeICHUIN
3asiBIICHUE 3asIBJICHUE JOJIKHO COJIEPKATh B MHCEMCHHO
CBEJICHHS O TOPTOBOM U dopme:
MEHKIYHAPOLHOM B XOJIe premMa
HEMATCHTOBAHHOM 3aMHTEPECOBAHHOIO
HAUMEHOBaHUH BBO3UMOTO JINIA;
JIEKapCTBEHHOTO TIpenapara, )
10 T0YTE;

CTpaHe TIPOU3BOIUTEIS,
npousBouTeNe, popMe Boimycka, | HAPOTHBIM
n03¢e, GacoBKHU, KOTMYECTBE, (kypbepom)
CepUU JICKApPCTBEHHOTO
npenapara 1 KOHKPETHON eH
BBO3a

KOIHMH JIOTOBOPA KOIHH 3aBEPSIOTCS 3asBUTEIIEM
(KOHTpaKTa), B COOTBETCTBUU
C KOTOPBIM IJTAHUPYETCS
OCYILIECTBJICHNE BBO3a
TIeKapCTBEHHBIX CPEJICTB,
cnenuduKanuii K Hemy Jr00
cueToB-(PaKkTyp (MHBOIC) C
yKa3aHUEM Ha3BaHMS,
CTpaHBI TPOU3BOAMUTEIIS,
MPON3BOAUTEINS, (POPMBI
BBIITYCKa, 103bI, ()aCOBKH,
KOJINYECTBA, IICHBI M 00TIeH
CTOMMOCTHU BBO3UMBIX




NIEKapCTBEHHBIX CPeACTB. B
Clly4yae OTCYTCTBUS — KOIHUSA
TOKYMEHTA,
MOATBEPKIAIOIIETO
HaMEpEHUsI CTOPOH

KOIIMSI CBUJIETENILCTBA O
peructpanuu (st
0OIIECTBEHHBIX U
0J1arOTBOPUTEIBHBIX
OpraHu3aui)

KOIIUH 3aBCPAIOTCA 3asABUTCIICM

KOIKS KOHTPAKTa (JI0roBopa)
WTH TAPCTBEHHOTO MHUCHhMa
00 OKa3aHWHM WHOCTPAHHOMN
0Ce3B0O3ME3THOM ITOMOIIH

KOITNH 3aBCPAIOTCA 3asIBUTCIICM

KOITUM IHceM (oOparieHui)
OpraHu3aun
3PaBOOXPAHECHHUS O
FOTOBHOCTHU MPUHSATH
NeKapCTBEHHBIC MPEMapaThl,
MOCTYTAIOIIUE B Ka4eCTBE
MHOCTPaHHOU
0€3B03ME3/1HOI OMOIIH

KOIINHM 3aBCPAIOTCA 3adABUTCIICM

TTOKYMEHT JOJKEH COACPKATh
MH(GOPMAIIMIO 0 BBO3UMOM
IeKapCTBEHHOM TIpernapare:
TOPTrOBOE U MEXIYHAPOIHOE
HEIIaTeHTOBAHHOE HAMMEHOBAHUE,
CTpaHa MPOU3BOAUTENS,
MPOU3BOIUTENH, (hOpMa BBIMYCKA,
no3a, acoBka, KOIMYECTBO, CPOK
TOJTHOCTH

TUTaH [1eJIEBOTO
MCTIOJIb30BAHHUS
(pactipeneneHust)
MHOCTPaHHOU
0€3B03ME3/1HOI MOMOIIH C
YKa3aHUEM TMePEUHSI
IOPUANYECKUX JIUIT U
WHINBUTYATBHBIX
[IpEAIPUHUMATEIIEH,
MMEIOIIUX CIIeIUaIbHOE
paspenieHue (JIMIICH3UIO) Ha
OCYIIECTBIICHHE
MEIUITMTHCKOM JIeATeTbHOCTH
(32 UCKIIFOUCHHUEM CITy4aes,
MPETyCMOTPEHHBIX
3aKOHOJATEIILCTBOM O
ITUIICH3UPOBAHHH, TIPH
KOTOPBIX TTOJTYICHHUS
CHEIUANTBHOTO Pa3peIICHUS
(JTMLIeH3UN) IS
OCYILECTBIICHUS
MEIUITMHCKON JIeATeIbHOCTH




He TpeOyeTcs ), KOTOPhIM
MepenaeTcss UHOCTPaHHAs
0e3B03Me3/1Has TOMOIIb B
[EJISIX OKA3aHUS
MEIUIITHCKON ITOMOIIHU
nanueHTam

KOIMMKU JOKYMCHTOB
IMPOU3BOONUTCIIA,
MOATBCPIKAAOIINX KAaYCCTBO
VICKApCTBCHHOTI'O IIpCIriapara

KOITNH 3aBCPAIOTCA 3asIBUTCIICM

KOS TOKYMEHTA,
M0JITBEPIKIAIOIIETO
pETUCTpaINIO
IIeKapCTBEHHBIX MpPENapaToB
B CTpaHE MIPOU3BOAUTEIS,
MO0 B CTpaHe JepiKaTes
PETUCTPALIMIOHHOTO
YAOCTOBEpPEHMUsI, THOO0 B
CTpaHe OTIPABUTENSA
ryMaHUTapHOU MOMOIIN
(perucTpalmoHHOE
YIOCTOBEPEHUE, UITH
cepTudukat
(dhapMaleBTHIECKOTO
MPOyKTa, NN cepTuduKaT
CBOOOTHOM TIPOJIAXKH ), TUOO
pacnedaTtka rpaguueckoro
M300paKeHUs IKpaHa
(CKpPMHILIOT) HUHTEPHET-
CTpaHUILIbI OPUIIHMATIEHOTO
caiiTa peryJasiTOpHOTO OpraHa
B IJ100aJIbHOM
KOMITBIOTEPHOU CETH
NuaTepHeT, conepxkaiias
MH(OPMALIUIO O PETUCTPALIUU
JIeKapCTBEHHOTO Mpenapara B
CTpaHe MPOU3BOIUTENS, TNOO
B CTpaHE JepKaTess
PErUCTPALIMOHHOTO
YIOCTOBEpEHUS, 1100 B
CTpaHe OTIPABUTENS
r'yMaHUTapHON MOMOIIY WIIN
0 MPOXO0XKJICHUU
NIeKapCTBEHHBIM MPENapaToB
MPOrpaMMBbl
npeKBaTu(UKALUU
BceMupHON opraHu3anuu
3IPAaBOOXPAHECHHUS C
Ka3aHUEM calTa, Ha

KOITNH 3aBCPAIOTCA 3asABUTCIICM




KOTOPOM pa3MelleHa TaKas
WH(pOopMaLUsL, — 15
HE3apEerUCTPUPOBAHHBIX
JIeKapCTBEHHBIX MpEeNapaToB

KOTIMH MaKETOB YITaKOBOK KOTIMH 3aBEPSIOTCS 3asBUTEIICM
(mepBUYHAas, BTOPUYHAS) U
WHCTPYKIIUHU TIO

METUIIUHCKOMY
MIPUMEHCHHIO

MPOCKT 3aKITFOUCHUS NPEICTaBIIsETCS B Jopmare
(pa3penmmTeTbHOTO Microsoft EXCEL
JTOKYMEHTA)

3. 3auHTEpEeCOBaHHBIM JIMLIOM MPEACTABISIOTCS CICAYIOLIUE HWHBIE
JOKYMEHTBI, TPEAYCMOTPEHHBIE B YaCTU MEPBOM MyHKTa 2 ctaThu 15 3akoHa
PecnyOnuku benapych «O0 ocHOBaxX aJMUHUCTPATUBHBIX MPOLIEAYP»:

Py HANPABICHUHM MO TMOYTE IS HOPUAMYECKOTO JIMLA — CBEIACHUS
O PpyKOBOAMTENE ropuanyeckoro Juua ((amunus, CcOOCTBEHHOE UMH,
OTYECTBO (€CIIM TAKOBOE HMEETCs), JAHHbIC JOKYMEHTA, YJOCTOBEPSIOIIETO
JUYHOCTh, @ TaKXke JIOKyMEeHTa (ero KOIIMH), MOATBEPKIAIOIIETO
€ro IOJHOMOYMs (IIpUKa3 O HA3HAYEHUM HA JOJDKHOCTh PYKOBOJMTEIA
WIM BBINUCKA U3 pelIeHus1 00IIero coopanusi, MpaBieHHs TMO0 UHOrO opraHa
YOPABJIECHUS IOPUAUYECKOTO JIMIA, WIA TPYIOBOM JOroBop (KOHTPAkKT),
WJIU TPAXKJIaHCKO-TIPABOBOU JI0TOBOD);

IpU JINYHOM IIPE/ICTABIICHUH:

JOKYMEHT, YAOCTOBEPSIOIIMI JTUYHOCTh, U JOKYMEHT, IMOATBEPHKAAOLIIUN
NIOJIJHOMOYHSI PYKOBOIUTENS FOPUIAYECKOr0 Juua (IpUKa3 O Ha3HAYCHUU Ha
JOJKHOCTh PYKOBOJUTEINSI, WM BBIMNMCKA W3 pelleHus oOuiero coOpaHwus,
npaBjieHds JIU00 HMHOrO OpraHa YNpaBi€HHUs HOPUIWYECKOrO JIHIA, WIH
TPYZIOBOM JOTOBOp (KOHTPAKT), WM TPaxJAaHCKO-NIPAaBOBOM JOTOBOp), —
PYKOBOAMUTENIEM FOPUANYECKOTO JINIIA;

JOKYMEHT,  yAOCTOBEPSAIOIIMA  JIMYHOCTh, —  WHAUBUIYAIbHBIM
npeANnpUHUMATENIEM;

JOKYMEHT,  yJIOCTOBEPSIOIIMKA  JIMYHOCTb, M  JOBEPEHHOCTh  —
YIOJIHOMOYEHHBIM MPEICTABUTENIEM 3asIBUTEIIS.

4. CBegeHuss O CIpaBKE MWJIM HWHOM JIOKYMEHTE, BbIJaBaEMOM
(IpUHMMAaeMOM,  COTJIACOBBIBAEMOM,  YTBEPKIAEMOM)  YIOJHOMOYEHHBIM
OpraHoOM MO pe3yjibTaTaM OCYLIECTBICHHUS aIMUHUCTPATUBHOMN MPOLEAYPHI:

HaunmeHnoBanue Cpok dopma
JIOKYMEHTa JNENUCTBUS npeACTaBICHUs

3aKiIroueHue (pa3penuTeabHbIi | 10 6 MECSIIEeB CO JTHS MPUHSITHS NUChbMEHHAs
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NOKYMEHT) pEIIeHUS O BIIA4€ 3aKIIFOUCHHSI
(pa3pemmTenbHOro TIOKYMEHTA)

5. I[lopsnok momaun (OT36IBA) AIMUHUCTPATUBHOMN KaJI0ObI:

HanmeHnoBaHue rocyapCTBEHHOTO dopma nojiaum (0OT3bIBA)
opraHa (MHOM opraHu3aIun), aJIMUHUCTPATUBHOM kKaJ00bI (3JIEKTPOHHAS
paccMaTpUBAIOIIETO A IMUHUCTPATUBHYO U (um) nuchbMeHHas Gpopma)
xKano0y
CoBeT MuHHUCTPOB MMCbMEHHAs, DIICKTPOHHAS
Pecniy6nuku bemapych




