YTBEPXJIEHO
IlocTanoBienue
MuHucTepcTBa 37paBOOXPAHECHUS

Pecniy6nuku bemapych

PEI'JTAMEHT

aJIMUHHCTPATUBHOM MIPOLICTYPHI,
OCYIIIECTBIISIEMOMN B OTHOILIEHUH
CyOBEKTOB X035 CTBOBAHMS, 1o

noanyHkry  9.4.8  «lloarBepxkaeHue
peructpanuu  (mepeperucTpanus) U

NOJIy4eHUE PErUCTPALIMIOHHOTO
YIOCTOBEPEHHUS] ~ HA  JIEKApPCTBEHHBIN
npenapar B COOTBETCTBUU C
MEXYHAPOAHO-TTPABOBBIMU aKTaMu,

COCTaBJAIOIIMMHU [paBo EBpasuiickoro
SKOHOMHYECKOI'0 COO3a»

1. OcoGeHHOCTH OCYIIECTBIEHUS aIMUHUCTPATUBHON MIPOLIEAYPHI:

1.1. HauMeHOBaHHWE YMOJHOMOYEHHOTO opraHa (MOJABEIOMCTBEHHOCTb
aJMUHUCTPATUBHOM TIpolieiypbl) — MUHUCTEPCTBO 3pABOOXPAHEHUS;

1.2. HOpmaTMBHBIE TPABOBBIE AaKThl, PETYJIUPYIOLIME  MOPSIIOK
OCYILECTBIICHUS aIMUHACTPATUBHOM MTPOLIEAYPHI:

Cornamienne O eAWHBIX MNPUHLUMIAX U TOpaBuiax  oOpalieHus
JIEKapCTBEHHBIX CPEJICTB B paMKax EBpa3HilCKOro »KOHOMHYECKOI'O COHO3a
ot 23 nexabps 2014 r.;

Pemenue Cosera  EBpazuiickon DKOHOMHUYECKOU KOMHCCHUU
or 3 HosO0pa 2016 r. Noe 78 «O IlpaBuiiax perucrpaivvi M SKCIEPTU3BI
JIEKAPCTBEHHBIX CPEJICTB I MEAUIMHCKOTO MPUMEHEHUS;

3akon Pecnyonuku benapycs ot 28 oktsOps 2008 1. No 433-3
«O0 oCHOBax aAMUHUCTPATUBHBIX MPOLEAYPY;

Vka3 Ilpesuaenta Pecnyonuku benapyck ot 25 urons 2021 r. Ne 240
«O0 aJAMUHUCTPATUBHBIX TPOLIEAYypaX, OCYIIECTBISIEMbIX B OTHOIICHHUU
CyOBEKTOB XO35IIICTBOBAHUSY;

IIOCTAHOBJICHUE CoBera  MuHHCTpOB Pecnybnuku ~ benapych
or 24 centsops 2021 1. Ne 548 «OO0 agMUHUCTpPaTUBHBIX MpOIEAYypax,
OCYIIECTBIIIEMBIX B OTHOIIEHUN CYOBEKTOB XO35ICTBOBAHUSY;

nocTaHoBjeHMe MuHUCTEpCTBA 3/ipaBooxpaHeHus Pecryonuku benapych
ot 23 anpenst 2018 r. Ne 36 «O npenocTaBIeHUH TOJIHOMOYUI;

1.3. UHBIE UMEIOIIHECS 0COOEHHOCTHU OCYLIECTBJICHUS
aIMUHUCTPATUBHOU MPOLIETYPHI:

1.3.1. 3asBHUTENEM U JIepHKATEIIEM PETUCTPALMOHHOIO YJIOCTOBEPEHUS ISt
MOATBEPKICHUS pETUCTpaIuu (TepeperucTpaiumn) JeKapCTBEHHBIX MTPenapaToB
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B COOTBETCTBHUHU C MEXTYHAPOIHO-IIPABOBBIMHU aKTAMH, COCTABIISIIOLIMMU ITPABO
EBpa3uiickoro 3KOHOMHYECKOr0 COK3a, MOTYT BBICTYINATh JIMIIA, YKA3aHHbBIC B
rimaBe 2 IlpaBui peructpalud M 3KCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB IS
MEIMIIMHCKOTO IPUMEHEHUS, yTBEepKACHHBIX Pemennem Cosera EBpasuiickoi
AKOHOMHYECKOU Komuccuu ot 3 Hosa0pst 2016 1. Ne 78;

1.3.2. NOMOJHUTENbHBIE OCHOBAHUS JJIsI OTKAa3a B OCYIIECTBICHUU
aIMUHUCTPATUBHONM TIPOLIEAYpPHl IO CpaBHEHWIO ¢ 3akoHOM PecmyOmukm
benapyce «0O0 ocHOBax aAMUHHCTPATUBHBIX TMPOIEAYpP» OMPEICICHBl B
nyHktax 4, 5 crarbu 7 CornameHus O €IWHBIX MPUHIIMIAX W MpaBHiIaxX
oOpalnieHus JEeKapCTBEHHBIX CPEACTB B paMKax EBpa3uilckoro 3SKOHOMUYECKOTO
coro3a ot 23 nmekabps 2014 r.;

1.3.3. ocHOBaHuA sl PELIEHHsS] BONPOCA O NMPUOCTAHOBICHUU JECHUCTBHS
BBIJJAHHOTO PETUCTPAIMOHHOTO YAOCTOBEPEHHUsI ONpeAesieHbl B MyHKTE 159
[IpaBun perucTtpaiu ©  SKCIEPTU3bI  JIGKAPCTBEHHBIX  CPEACTB IS
MEJIMIIMHCKOTO IPUMEHEHUs, yTBepKAeHHbIX Pemennem Coera EBpazuiickon
AKOHOMHYECKOU komMuccuu ot 3 HostOpst 2016 1. Ne 78;

1.3.4. ocHOBaHMs OJisl peuieHus Bompoca o0 OT3bIBE (OTMEHE) JNEHCTBUS
PETUCTPALlMOHHOTO yAOCTOBEpEHUs omnpeaesieHsl B nyHkre 160 IIpaBun
PETUCTpAallM M DKCHEPTU3bI JIEKAPCTBEHHBIX CPENCTB ISl MEIULHMHCKOTO
IIPUMEHEHMUS, YTBEPKICHHBIX Pemenunem Coserta EBpazurickou
AKOHOMUYECKON KoMHuccHH OT 3 HOs1Opst 2016 . Ne 78;

1.3.5. mnpoBeneHue KOMIUJIEKCA OSKCIEPTU3, OCYLIECTBIAEMBIX IpPH
MOATBEPKJICHUA pPErucTpanuu (mepeperucrpanuu) B paMmkax EBpasuiickoro
DKOHOMMYECKOTO COr03a, corinacHo myHKTy 10 IlpaBun perucrpamum u
DKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB JUISI MEQUUHUHCKOIO IPHUMEHEHHS,
yTBepkIcHHbIX Pemiennem CoBera EBpa3niicko SKOHOMUYECKON KOMHCCUU OT
3 HosOps 2016 1. Ne 78, m abzamy BrOpoMmy mnoanyHkra 1.1 mynkra 1
nocTaHOBJEHUsT MuHuUCTEpCTBAa 3/ApaBooxpaHeHus Pecnybnuku benapych
ot 23 ampenst 2018 r. No 36, oCylIecTBIAETCS 3KCIEPTHOM OpPraHU3AUENd —
pecnyOJIMKaHCKUM ~ YHUTapHeIM  npeanpusitueM «lleHTp skcneptus
UCIIBITAHUN B 3IPAaBOOXPAHECHUNY;

1.3.6. oOxajioBaHHE aJIMUHHUCTPATUBHOIO PEIIECHUS OCYIECTBISIETCS
B Cy/ICOHOM TOpsIKE.

2. JlokymMeHThl W (M) CBEACHHUS, HEOOXOAMMBIC IS OCYIIECTBIICHUS
aIMHUHUCTPATUBHON MPOLETYPHI, PEICTABISIEMbIC 3aUHTEPECOBAHHBIM JIUI[OM:

HaumenoBanue nokymenta| TpeGoBaHus, MpeabsBIsIEMbIC dopma U nopsAIoK
u (W1K) cBeAeHUM K JIOKYMEHTY U (WJIH) CBEACHUSIM IIPEJCTaBICHUS
JIOKyMEHTA

U (Wnu) cBeAeHUN

3asiBIICHUE ¢dopma, coriaacHo B MUCBMEHHOU (opme:
PUIIOKCHHIO




DKCIIEPTHBIN OTYET
[pecyOIMKaHCKOTO
VHUTAPHOTO TIPEIITPUATHUS
«LlenTp sxcniepTus u
WCTIBITAHUHN B
3PaBOOXPaHEHUN» 00
OIICHKE O€30IMacHOCTH,

b exTuBHOCTH U
KauecTBa (B CiIydyae eciu
Pecny6nuka benapyce —
pedepeHTHOE
TOCYJapCTBO)

dbopma, corinacHo
npuioxeHuro 16 Ipasun
perucTpanuu 1 3KCIepTU3bI
JIEKapCTBEHHBIX CPEJICTB IS
MEAMIMHCKOTO NPUMEHEHUS,
yTBEPKICHHBIX Periennem
Cosera EBpazniickoit
SKOHOMHUYECKON KOMHCCUU OT
3 HOs10pst 2016 . Ne 78

3aKIIIOYCHHE O
BO3MOYXHOCTH WJIH
HEBO3MOXHOCTH
MPU3HAHUS YKCIIEPTHOTO
OTYeTa 1O OICHKE,
MOITOTOBJICHHOTO
pedepeHTHBIM
rOCyIapcTBOM (B Cllydae
eciu PecryOnuka
benapych — rocyaapcTBo
IPU3HAHMS)

dbopma, cormacHo
npuinoxenuro 18 [Ipasun
perucTpanuu 1 SKCIepTU3bI
JIEKapCTBEHHBIX CPEJICTB IS
MEAMIIMHCKOTO MPUMEHEHUS,
yTBEPKICHHBIX Perennem
Coseta EBpa3zuniickoit
HKOHOMUYECKON KOMUCCUH OT
3 Hos0pst 2016 1. Ne 78

B XOJI¢ Mpuema
3aMHTEPECOBAHHOTO
UL,

I10 TI0YTE;

HapOYHBIM (KypbepoMm)

3auHTEPECOBAHHBIM  JIMIIOM  MPEACTABISAIOTCA  CIEAYIOIIME  WHBIC
JOKYMEHTBI, MPEIYCMOTPEHHBIC B YaCTH NEPBOM IMYHKTA 2 cTarthu 15 3akoHa
Pecny6nuku benapyck «O0 0CHOBax aJMUHUCTPATUBHBIX MPOLETYP»:

IIPU HAIpPaBJICHWM MO IOYTE U1 FOPUAMYECKOrO JIMIA — CBEACHUSA
O PYKOBOAMWTENE IOpuUadyeckoro Juna (paMunusa, CcoOCTBEHHOE UM,
OTYECTBO (€C/IM TaKOBOE HMEETCs), JaHHBbIE IOKYMEHTA, YAOCTOBEPSIOIIETO
JUYHOCTh, @ TaKkkKe JOKyMeHTa (ero KOMmuH), MOATBEPKAAIOIIETO
ero TMnojHoMouus (MpUKa3 O Ha3HAYEHWHM Ha JODKHOCTh PYKOBOIUTEIS
WM BBIMTKMCKA U3 pElIeHUs OOIIero coOpaHus, MpaBjieHUs MO0 MHOTO OopraHa
yIpaBiACHUS IOPUIUYECKOTO JIHMIA, WIA TPYJOBOM JOroBop (KOHTPAkKT),
WJIN TPaXIaHCKO-TIPAaBOBOM J10rOBOP);

IPU JTUYHOM IIPEICTABIICHHUM:

JTOKYMEHT, YAOCTOBEPSIOIINI JIMYHOCTh, U JIOKYMEHT, MOATBEPKIAFOIINAN
MOJIHOMOYHST PYKOBOAUTENS IOPUIMYECKOro juia (MpuKa3 O Ha3HAYEHUU Ha
JOJKHOCTh PYKOBOJAMTEIIS, WJIM BBIMHUCKA W3 PEIICHUs oOIIero coopaHus,
npaBjeHUusT MO0 HWHOTO OpraHa yOpaBJCHUS IOPUIWYECKOrO JUIA, WM
TPYJIOBOM JOTOBOp (KOHTPAKT), WM TPaxAaHCKO-TIPAaBOBON JOTOBOp), —
PYKOBOJIUTEIIEM HOPUINYECKOTO JHIA;

JOKYMEHT,  YAOCTOBEPSIOIIUN
IpEeAIPUHAMATETIEM;

JIMYHOCTD, - HHANBHUAYAJIbHBIM
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JOKYMEHT,  yJOCTOBEPSIOMUM  JIMYHOCTh, W  JIOBEPEHHOCTh  —
YIOJHOMOYEHHBIM MPEICTABUTEIEM 3aIBUTEIIS.

3. CBeneHus o0 cOpaBKE UM HWHOM JOKYMEHTE, BbIJaBa€MOM
(MpUHUMAaEMOM,  COTJIACOBBIBAEMOM,  YTBEPXKIA€MOM)  YIIOJHOMOYCHHBIM
OpraHOM TI0 pe3yJIbTaTaM OCYIIECTBICHUS aIMIHUCTPATHBHOMN MPOIIETyPHI:

HanmenoBanue Cpox dopma
JOKYMEHTa neicTBus IpeICTaBIECHUs
ETUCTPALMOHHOE YAOCTOBEPEHHE 0eccpoyHO NUCbMEHHas

4. Bupg wm pasMmep IUIaThl, B3MMAEeMOW IIPU  OCYIIECTBJIEHUU
aIMUHMCTPATUBHOW TIPOLEAYPHI, WM TNEPEYEHb 3aTpar, CBA3AHHBIX C
OCYILECTBIICHUEM aIMWUHHUCTPATUBHOM IMPOLEAYpPbl, — TOCYJIapCTBEHHAs
nonuimHa B pazmepe 10 0a30BbIX BETUYMH.



[Ipunoxenue

K pEerlaMeHTy aJIMHHHCTPATHUBHOM
MPOLEAYPHl, OCYLIECTBISIEMONM B
OTHOUIEHUU CyOBEKTOB
XO34WCTBOBaHUS, IO  MOJIYHKTY
9.4.8 «llonTBepxkaeHne perucTpanuu
(mepepeructpanusi) HW  IMOJYyYEHHE
PETUCTPALIMOHHOTIO  YAOCTOBEPEHHMS
Ha JICKapCTBEHHBIM Ipenapar B
COOTBETCTBUM C  MEXKIyHapOIHO-

IIPABOBBIMHU aKTamHu,
COCTAaBJIAFOLIMMU IpaBo
EBpasuiickoro HKOHOMUYECKOI0
COI032»

dopma
3ASBJIEHUE

O MMOATBCPKIACHUU PECTUCTPALIUN (HCpCpCFI/ICTpaIII/II/I)
JICKAPpCTBCHHOTO IIpCIiapara

1. Jlep>xaTenb perucTpallMOHHOTO YJIOCTOBEPEHHUS, MECTO HAXOXKICHUS
2. 3agBHUTEIIH, MECTO HAXOKJICHUS

3. IlpousBoauTENH, MECTO HAXOXKICHUS
B Tom umcne:

OCYIIECTBIISTFOITUN MPOU3BOJICTBO TOTOBOH JIEKAPCTBEHHOUW (hOPMBI

OCYIIECTBIISTIONTNN (PacoBKY U (MJIH) YITAKOBKY

OCYILIECTBIAOLINN KOHTPOJIb KayecTBa
OCYILIECTBIIAIOLIMMI BbIIa4y pa3pellICHHs Ha BBIYCK JIEKAPCTBEHHOIO Ipernapara

VWHBIC YYAaCTHUKHA IIPOM3BOJICTBA M KOHTPOJS KayecTBa JIEKAPCTBEHHOTO
npenapara
4. TlpousBomutens (apMareBTUUSCKON CyOCTaHIIMM, MECTO HaXOXKJICHUS

5. ToproBoe HaMEHOBaHHUE JIEKAPCTBEHHOTO IIpenapara

6. MexayHapoHOE HEMMaTeHTOBAHHOE HAMMEHOBaHUE™

7. CocraB JeKapCTBEHHOro mpemapara (C yKa3aHHUEM HaUMEHOBAHUS
Y KOJIMYECTBA NENUCTBYIOIINX u BCIIOMOTaTEIbHBIX BEILECTB)

8. JlekapctBeHHass ¢opMa ¢ yKazaHHEM JI03bl JECHCTBYIOIIETO BeliecTBa (It
OJTHOKOMITOHEHTHOTO HWJM JBYXKOMIIOHEHTHOTO JIEKApCTBEHHOTO IIperapara)
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9. CranpapTHas ynakoBKa (MEepBUYHAs, BTOPUYHAS, NPOMEKYTOUYHAs — MPHU
HaJIM4YMK) C yKa3aHUEM KOJIMYECTBA J03 B YIIaKOBKe™*

10. Crioco6 nmpumeHeHus JIEKapCTBEHHOIO Mpenapara (BHyTpEHHEE, Hapy>KHOE,
JUTSL TApEHTEPATHLHOTO BBEACHUS U JIPYToe)

11. ®apmakorepaneBTUYECKass TpyINa, KOJ aHATOMO-TEPaNeBTUYECKO-
xumuyeckon knaccupukanuu (kog ATX)
12. Cpok rogHocTH
13. YcnoBus xpaHeHus
14. Tlpowzonum JM Kakue-TuOO HU3MEHEHUS C MOMEHTa TOCYyAapCTBEHHOMU
perucTpanuu  ykasaTh  Kakue (3amojiHseTcss B ciy4yae  IOATBEPKICHUS
rOCy/IapCTBEHHON perucTpaiuu (MmepeperucTpalunu) JEeKapcTBEHHOro Ipernapara)

15. 3ammmenHocts nareHtamMu B PecnyOnuke benapych (Biamenel] maTeHTa,
HOMED, 1aTa BbIIAYU, CPOK JEHCTBUS)

16. JlanHble 00 yHmOJHOMOYEHHOM JHIle MO (apmakoHaa3opy B PecmyOmuke
benapych

17. MecTo ocyiecTBIEHUs OCHOBHOM JIEATEILHOCTH 1O (hapMaKOHAIA30py

18. MecTonaxosxaenne Macrep-daiiiaa cucteMsl papMakoHaa3opa

3asiBiieHHE Tpe/ICTaBsieTCsd Ha (PUPMEHHOM OJIAHKE 3asiBUTEINS WIM JIepKaTels
PETUCTPAILMOHHOTO YAOCTOBEPEHUS, MOANUCHIBACTCS YIOJIHOMOYEHHBIM JIMIIOM
3asBUTEN WIHM JEPKATellsl PErHMCTPAllMOHHOTO YIOCTOBEPEHMS, C YKa3aHHEM €ro
JOJIKHOCTU CIIyXaIliero, GpamMuwinu, coOOCTBEHHOTO MMEHM, OTYECTBA (€CIM TaKOBOE
umeeTcs). B 3agBiieHnn 3an0THSAIOTCS BCE PEyCMOTPEHHBIE rpadbl.

Jlep>katensb perucTpalMOHHOTO YA0CTOBEpEHUs OepeT Ha ceOsl OTBETCTBEHHOCTD
3a 3(ppeKTUBHOCTH, 6E30MACHOCTh U KaU4eCTBO JICKAPCTBEHHOTO Mpernapara.

JlepkaTenb PErucTpallMOHHOTO YAOCTOBEpPEHUS (3asBUTENb) TapaHTUPYET
JIOCTOBEPHOCTh HMH(MOpPMAIUHU, COACPKAIIEHCS B PETHCTPAIIMOHHOM JO0Che W
HACTOSILEM 3aBICHUU.

JlepkaTenb PErucTPallMOHHOTO YIAOCTOBEPEHUS TapaHTHpPYET, 4YTO IIpaBa
TPeThE CTOPOHBI, 3alMIIEHHOW MATeHTOM, HE HapylIalTCi B CBI3H C
rOCYJapCTBEHHOW perucTpanueit (MoaATBEp:KICHHUEM TOCYJapCTBEHHOW perucTpaluuu
(mepeperucTtpanueil)) 1eKapcTBEHHOTO Mpenapara.

202 .

(moamuchk) (vHUIMATB] (MHUALIAAT
COOCTBEHHOI'O

UMeHH), pamuins)



KonrtakTHOE 11110
(Tpu HAJTMYHH)

(MHULMATEl (MHUIIMAT COOCTBEHHOTO UMEHU), (haMUITUs )
Mecto HaxoxeHus, TenedoH

*B cmyyae OTCYTCTBHS MEXIYHapOJIHOIO HEMAaTEHTOBAHHOTO HAMMEHOBAaHUS
yKa3pIBaeTcsl OOIIENpUHATOE (TPYHNIMPOBOYHOE) HAMMEHOBaHHE, HayyHOe (XMMHYECKOE)
HauMEHOBAaHUE.

**Yka3pIBaeTcsi MaTepuan NepBUYHON YHAKOBKHM (TJICHKA IMOJIMBUHWIXJIOPUIHAS,
ayfoMuHueBast (osbra u T.I.), BUJ NEPBUYHON YHNAKOBKHU (amIyibl, (JIaKOHbBI, KOHTYpHas
AYEHKOBas YINAaKOBKa W T.N.), KOJMYECTBO E€AMHUIl NMPOAYKLHH B INEPBUYHON YIAKOBKE
(komnyecTBO TAOIETOK B KOHTYPHOW SYEHKOBOM yMaKOBKE W T.N.), BTOpUYHAS U, MPHU
HaJIMYMU, TIPOMEXYTOYHAs YNAaKOBKA, KOJMYECTBO MEPBUYHBIX YIAKOBOK BO BTOPUYHOMU
(mIpoMeXXyTOUHOI) YyITaKOBKE (KOJIMYECTBO KOHTYPHBIX SYEHKOBBIX YIIAKOBOK BO BTOPUYHOMN
YHakoBKE M T.M.), MHQOpPMALKA O HAIWYMMA TOTIOTUTENS BIIATH, JHCTKa-BKJIabIIIa
(MHCTpYKLIMM 10 MEAMLHMHCKOMY NPHMEHEHHIO), KOMILIEKTHOCTH (MIVa, KareJbHULA,
MepHasi JIOXKKa U T.I1.).



	Приложение

