YTBEPXJIEHO

IToctanoBnenue

MunHHCTEpCTBa 31paBOOXPAHCHUS
Pecriyonuku benapych

o

PETJTAMEHT

aIMUHUCTPATUBHOM IIPOLIETYPHI,
OCYILIECTBIISIEMO B OTHOILIEHUH
CyOBEKTOB X035IUCTBOBAHMS, 1o
noanyHkrty 9.4.1  «l'ocymapcrBeHHas
perucrpanus U MOJTy4EHUE
PErMCTPALIMOHHOIO  YJIOCTOBEPEHHSI Ha
JIEKapCTBEHHBI U npenapar WIn

(hapMaIeBTUUECKYH0 CYOCTaHIIUIO)

1. OcoOeHHOCTH OCYILECTBICHUS aAMUHUCTPATUBHOM MPOIIEAYPHI:

1.1. HanMeHOBaHWE YNOJIHOMOYEHHOrO OpraHa (I0JIBEIOMCTBEHHOCTb
aIMUHUCTPATUBHOM NIpoLEeaypbl) — MUHUCTEPCTBO 3ApaBOOX PAHEHUS;

1.2.  HOpMaTUMBHBIE TIPABOBBIE aAKThl, PETYIUPYIOMIHE MOPSAOK
OCYIIECTBJIEHUS aIMUHUCTPATUBHON MPOLEAYPHI:

3akon Pecnyonuku benapycs ot 20 wrons 2006 r. Ne 161-3
«O0 oOpallleHuH JTEKAPCTBEHHBIX CPEIICTBY;

3akon Pecnyonuku bemapycs or 28 okta0ps 2008 1. Ne 433-3
«O0 ocHOBax aJMUHUCTPATUBHBIX MPOLIEAYPY;

Vka3 Ilpesuaenra Pecniyonuku benapych ot 25 urons 2021 r. Ne 240
«O0 aIMMHHCTPATUBHBIX MPOLEAYpPaX, OCYIIECTBISEMBIX B OTHOILIECHUU
CyOBEKTOB XO3SIICTBOBAHUS;

nocranopienne  CoBera  MunuctpoB  PecnyOonuku — benapych
or 1 ampems 2015 1. Ne 254 «O rocynapCTBEHHON pErucTpalnuu
(mOATBEPKACHUH TOCYAAPCTBEHHON PErUCTPALIMM) JIEKAPCTBEHHBIX CPENICTBY;

nocranopienne  CoBera  MunuctpoB  PecnyOonuku — benapych
or 24 centsabps 2021 1. No 548 «OO0 agMUHUCTPATHUBHBIX MPOIEIYypax,
OCYILIECTBIISIEMBIX B OTHOIIEHUHU CYOBEKTOB XO3SIICTBOBAHUS;

nocta”HoBlieHne MuHucrepcTBa 31paBooxpaneHusi Pecnyonuku benapych
ot 17 nosiopss 2020 r. Ne 97 «O06 yrBepxaeHuu llonoxkeHus: 0 KOMUCCUU TIO
JIEKapCTBEHHBIM CPEACTBAM;

1.3. VHBIC MUMEIOIIHECS 0COOEHHOCTHU OCYLIECTBJIEHUS
aIMUHUCTPATUBHOW MPOLETYPHI:

1.3.1. ToCcymapCTBEHHOW pErucTpalii HE TMOJJIekKAT JIEKAPCTBEHHBIE
CpeliCTBa, yKa3aHHbIE B 4yacTu BTopou ctaThu 10 3akona PecniyOnuku benapych
«O0 obOpaileHuy JTeKapCTBEHHBIX CPENICTBY;
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1.3.2. 3asBuTENeM ISl TOCYAAPCTBEHHOM PETHMCTpalliy JIEKAPCTBEHHBIX
CPEACTB MOT'YT BBICTYNATh JIMIA, YKA3aHHBIC B YaCTH 1IecTOM ctaThu 10 3akoHa
Pecniyonuku benapych «O0 oOpailieHuH JTeKapCTBEHHBIX CPEACTBY;

1.3.3. IONONHUTENbHBIE OCHOBAaHUS JUIsi OTKAa3a B OCYIIECTBICHHUU
aIMUHUCTPATUBHON TIPOLIEAypbl 1O CpaBHEHHMIO ¢ 3akoHOM PecmyOmuku
benapych «O06 ocHOBaxX aJMUHUCTPATUBHBIX MPOIEAYP» OMPENEICHBl B YacTU
IBaJlaTh BTOPOU CTaTbu 10 3akoHa PecryOnuku benapych
«O06 oOpalleHuH JIEKapCTBEHHBIX CPEICTBY;

1.3.4. ocHOBaHUMS ISl pELICHHs BONPOCAa O MPUOCTAHOBIICHUU JIEWCTBUS
BBIJJAHHOTO PEruCTPAllMOHHOIO YJIOCTOBEPEHUS Ha CpPOK He Ooliee IIeCTH
MECSIIEB OIpEIeIeHbl B 4YacTH JABaAuaTh Tperbe crtatbu 10 3akona
Pecniy6nuku benapych «O0 oOpaliieHur JeKapCTBEHHBIX CPEJICTBY;

1.3.5. ocHOBaHMsI JJisi PEIICHHS BOMPOCA O MNPEKPAIICHUMU JICUCTBUS
PErMCTPALIMOHHOTO YAOCTOBEPEHHUS OINpPEACIICHbl B YaCTH ABAaALaTh YETBEPTON
cratbu 10 3akona Pecnyonuku bemapych «O0 oOpaleHuu JeKapCTBEHHBIX
CPEICTB», 3a HCKJIIOYEHUEM Ciy4as, MPEeAyCMOTPEHHOro B a03aile BTOPOM
yKa3aHHOW 4acCTH;

1.3.6. penieHne BOITPOCOB roCyJapCTBEHHOM pErucTpanuu
JIEKapCTBEHHBIX CPEJCTB OCYILIECTBIISIETCS C YYaCTHEM KOMHUCCHUH IO
JIEKAPCTBEHHBIM CPEACTBAM COTJACHO NYHKTY S5 llomokeHuss o mopsake u
YCIIOBUSIX OCYIIECTBJICHUSI TOCYJAPCTBEHHON peructpaiuu (MoATBEPKACHUS
rOCY/IApCTBEHHOM pErucTpanm) JIEKapCTBEHHBIX CPECTB;

1.3.7. OCylIECTBIEHUIO TOCYIapCTBEHHOM PETMCTPALM JIEKAPCTBEHHBIX
CPEIICTB TPEIIECTBYET KOMIUIEKC MPEABAPUTENBHBIX TEXHUYECKUX PadoT,
npeaycMOTpeHHbIX B TyHKTe 3 IlomoxkeHuss O mopsake U YCIOBHUAX
OCYIIECTBJICHUSA rocyJapCTBEHHOMN perucTpanuu (moaTBEpIKICHUS
rOCYy/IapCTBEHHOM pErucTpalim) JIEKapCTBEHHBIX CPEACTB.

2. JlokymMeHThl W (WIM) CBEACHHUS, HEOOXOJMMBIE ISl OCYIIECTBIICHUS
aJIMUHUCTPATUBHOM MIPOLEIYPHI, TPEACTABISIEMbIE 3AUHTEPECOBAHHBIM JIMLIOM:

HaumenoBanue 1oKymeHTa TpeGoBanus, dopma U opsIoK
U (WIH) CBEeICHUI IpEIbSBISIEMbIC NpeACTaBICHUS JOKyMEHTa
K TOKYMEHTY | (UJIH) U (W) CBEICHUI
CBE/ICHUSIM
3asiBIICHUE dbopmMa, cormacHo B ITUCBMEHHOU opme:
IPWIOKEHUAM 1, 2
B XOJI¢ TIpreMa
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3aKJIIOUYEHHE ¢dopMa, coriacHo 3aMHTEPECOBAHHOIO JIUIIA;
pecyOIMKaHCKOTO MPUIIOKEHUIO 3
YHUTAPHOTO TIPEANPUATHS IO TI0YTE;
«eHTp sKcnepTu3 u
VCTIBITAHU Y B HapOYHBIM (KyphepOM)
31paBOOXPAHEHUNY O
COOTBETCTBUU
JIEKapCTBEHHOT'O CPEJICTBA
TpeOOBaHUSIM O€30MaCHOCTH,
A ()EKTUBHOCTH M KaUeCcTBa

3auHTEpECOBAHHBIM  JIMIIOM  NPEACTABISIOTCA  CIEAYIOIIME  WHBIE
NOKYMEHTHI, NPEAYCMOTPEHHBIE B YAaCTU NEPBOM IMYHKTa 2 CcTaThbu 15 3akoHa
PecnyOnuku benapyce «O0 ocHOBaxX aJIMUHUCTPATUBHBIX MPOLIETYP:

OpY HAMpaBJICHUH IO TMOYTE JUIsl IOPUAMYECKOrO JMIA — CBEICHUS
0 pYKOBOJMTENEC opuauyeckoro juna (pamunus, CcoOCTBEHHOE UM,
OTYECTBO (€CIM TAKOBOE HMEETCs), JaHHbIE IOKYMEHTa, YAOCTOBEPSIOIIETO
JUYHOCTh, A Takke JOKyMEHTa (€ro KOMWH), MOATBEPKIAIOIIETO
ero TMOJIHOMOYMsS (TIpUKa3 O HA3HAYEHUU Ha JIOJDKHOCTh PYKOBOJMUTES
WIN BBIKUCKA U3 PEIICHUs OOIIEro coOpaHus, MpaBieHUs JU00 MHOrO OpraHa
yIpaBIEHUS IOPUAWYECKOTO JIMLA, WIA TPYAOBOM JOroBop (KOHTPAKT),
WIN FPAXKJAHCKO-TIPABOBOM 10T OBOP);

IpU JTUYHOM TPEJCTABICHUU:

JOKYMEHT, YIOCTOBEPSIOIINMN JTUYHOCTh, U JIOKYMEHT, MOATBEPKAAOLINN
MOJTHOMOYMSI PYKOBOJUTEINS FOPUAMUYECKOro JHla (MpUKa3 O HA3HAUYEHUU HA
JOKHOCTh PYKOBOJMTENSA, WM BBIIMCKA W3 PEUIEHHs] OOIIEero coOpaHus,
npaBjeHUusT JUMO0 WHOTO OpraHa yYOpPaBJICHUS IOPUAUYECKOro JHIa, WIH
TPYAOBOM J0roBOop (KOHTPAaKT), WM TPaXJAHCKO-TIPAaBOBOW JOTOBOp), —
PYKOBOJIUTEIEM FOPUANYECKOIO JINLA;

JOKYMEHT,  yAOCTOBEPSIOMIUA  JIMYHOCTh, —  WHAMBUIYAJIbHBIM
npearnpuHUMAaTeNIEeM;

JOKYMEHT,  yJIOCTOBEPSIOIIMHA  JIMYHOCTb, W  JOBEPEHHOCTh  —
YIOJTHOMOUYEHHBIM MPEACTABUTENIEM 3aBUTEIIA.

3. CBeneHuss o0 cOpaBKE WIA HWHOM JOKYMEHTE, BbIJaBAEMOM
(IpUHEMAaEMOM,  COIJACOBBIBAEMOM,  YTBEPKAAEMOM)  YIOJHOMOUYECHHBIM
OpraHOM IO pe3yJibTaTaM OCYIIECTBIICHUS aIMUHUCTPATUBHOU MPOLEAYPHI:

HaumenoBanue Cpok dopma
JIOKYMEHTa JEUCTBUS MPEICTABICHUS
pETUCTPALIMOHHOE 5 net (mpu rocy1apCcTBEHHOM MMUCBMEHHAs
YI0CTOBEPEHHE pErUCTpaLH JIEKAPCTBEHHOTO
npenapara)
pPErUCTPAIlMOHHOE oeccpouHo (TIpH MUCbMEHHAs
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YIIOCTOBEPEHUE TOCYIapCTBEHHOW PETUCTPAIIUU
(hapMareBTHIEeCKOM CyOCTaHITNH)

Nuble pgeiicTBUs, CcoOBEpIIa€Mble  YIIOJHOMOYEHHBIM OpPraHoM IO
UCIIOJTHEHUIO JIMUHUCTPATUBHOTO PEIICHUS, - BHECEHUE CBEIACHUU O
3apEeTUCTPUPOBAHHOM  JIGKAPCTBEHHOM  Tperapare,  (hapMareBTHICCKOMN
cyoctaniuu B ['ocy1apCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CpeacTB PecyOnuku
benapyce.

4. Bux wu pasmep 1miaThl, B3UMAEeMOM IMpPU  OCYILECTBICHUU
aIMUHUCTPATUBHOW TIPOLIEAYpPHl, WM TIEpedYeHb 3aTpaTr, CBS3AHHBIX C
OCYIIECTBJICHUEM AJMUHUCTPATUBHOM TMPOLEAYpbl, — TOCYIapCTBEHHAs
nouuinHa B pazmepe 10 6a30BbIX BEIUYMH, 32 UCKIIOUYEHUEM TOCYAApCTBEHHOMN
peructpanuu ¢GapMareBTUUEeCKON CyOCTaHIIMM 3apyOeKHOTO IMPOU3BOCTBA,
NPEICTABISIEMON HA TOCYJApPCTBEHHYIO PETHUCTPALUIO IOPUIUYECKUM JIUIIOM
Pecniyonuku benapych, IMEIOIINM CHEIIHAIBHOE pa3pelieHue (JUIEH3UI0) Ha
OCYIIIECTBJIICHHE (papMalleBTHUECKOW JESITENIbHOCTH corjlacHo EmuHomy
MIEPEYHIO aIMUHUCTPATUBHBIX npoueayp, OCYIIECTBIISIEMBIX
TOCYJApCTBEHHBIMUA OpraHaMMd MW WHBIMU OpTraHU3alMsIMUA B OTHOIIECHUHU
IOpUJIMYECKUX JIUI] U UHJUBUAYIBHBIX NPENPUHUMATEIICH.

5. Tlopsigok mogauu (0T36IBa) AIMUHUCTPATUBHON KaJTOOBI:

HaunmenoBanue rocygapcrseHHoro oprana |(dopma nosnauu (0T3bIBa) aAIMUHUCTPATUBHON
(MHOM OpraHu3alum), paccMaTpPUBAOIIETO &KayoObl (3JIEKTPOHHAA U (WIIH)
aJIMHHHUCTPATUBHYIO JKallo0y nuchbMeHHasi hopma)

CoBeT MuHHCTpPOB MUCHbMEHHAs, DJIEKTPOHHAS
Pecnyonuku bemapych




[Tpunoxenue 1
K pEraMeHTy aJIMWUHUCTPATUBHOU
MpOLEAYPhl, OCYLIECTBISIEMON B

OTHOILLIEHUU CyOBEKTOB
XO3SMCTBOBAHUS, 1O  TOAIYHKTY
9.4.1 «l"ocymapcTBeHHas
perucrpanus 17} HOJIy4ECHHE

PETUCTPAllMOHHOIO0  YAOCTOBEPEHUS
Ha JICKAPCTBEHHBIM TNIpernapar Wi
(hapMaleBTHUECKYIO CyOCTaHIIUIO»

dopma

3ASBJIIEHUE
0 rOCYJIapCTBEHHOM PErHCTPALMU JIEKAPCTBEHHOr O IIpenapara

1. lepkatenb perucTpallMOHHOTO yIOCTOBEPEHMSI, MECTO HAXOXKACHUS
2. 3asBUTENb, MECTO HAXOKICHUS
3. [Ipon3BoaMTEH, MECTO HAXOXKACHHUS
B Tom gucre:

OCYIIECTBIIIOIINI POU3BOJCTBO TOTOBOM JIEKAPCTBEHHOU (DOPMBI

OCYILECTBIIAIONINI (hPaCOBKY U (MJIM) YIIAKOBKY

OCYILECTBISIIOIINAN KOHTPOJIb KauecTBa
OCYILIECTBISIONINN BbIJIauy pa3pelICHHs Ha BBITYCK JICKAPCTBEHHOTO Mpemnapara

WHBIE YYACTHUKU TMPOW3BOJCTBA M KOHTPOJISI KadyecTBa JIEKAPCTBEHHOIO
npenapara
4. IlpomsBoautens QapMaleBTUYECKOW CYOCTaHIIMM, MECTO HaXOXKJICHUs

5. TOpFOBOC HaNMMCHOBAHUE JICKAPCTBCHHOI'O IIpCI1apaTa

6. Me;xz:yHaposzoe HeaTeHTOBAaHHOE HAaMMEHOBaHUE™

7. CocraB JE€KapCTBEHHOro mpemnapara (C YKa3aHHMEM HaWMEHOBAHUS
Y KOJIMYECTBA JNENCTBYIOIINX U BCIIOMOTaTEIbHbIX BEILIECTB)

8. JlekapcTBeHHast (hopMa C yKazaHHEM J03bl JEHCTBYIONIEro BellecTBa (st
OJTHOKOMITOHEHTHOTO ~WJIM  JIBYXKOMIIOHEHTHOTO JIEKQpCTBEHHOTO  Ipernapara)

9. CranpaptHas ymakoBKa (I€pBUYHAs, BTOPUYHAS, MPOMEXKYTOUHAS — TPH
HAJIMYUN) C yKa3aHUEM KOJMYECTBA /103 B yIaKoBKe**
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10. Cioco6 nmpuMeHeHHsl JIEKApCTBEHHOT O Tpenapara (BHYTpeHHEe, Hapy>KHOE,
JUTSl TAPEHTEPATBHOTO BBEICHUS U JIPYTO€)

11. ®apmakoTepaneBTUYECKass TpPYIIA, KOJA aHATOMO-TEPANEBTUYECKO-
xuMuueckon knaccudukanuu (kog ATX)
12. Cpok rogHoCcTH
13. YcnoBus xpanenus

14. 3amumieHHocTs naTteHTaMu B PecryOnmke benmapychk (Bimamener] mareHTa,
HOMEp, J1aTa Bblauu, CPOK ACHCTBUSA)

15. JlanHble 00 YHOJIHOMOUYEHHOM JjHile 1o ¢apMmakoHan3opy B PecnyOnuke
benapycn

16. MecTo ocyiecTBIEHUS OCHOBHOU JEATEIbHOCTHU M0 (hapMaKOHAA30py

17. MecTonaxoxieHue Mactep-Qaiiia cucremsl (hapMakoHaa30pa

3asiBeHUE TPECTaBIAeTCS Ha (pUpMEHHOM OJIaHKe 3asBUTENS WM JepKaTens
PETUCTPALIMOHHOTO  yJOCTOBEPEHHUS, MOJIMUCHIBAECTCS YINOJIHOMOUYEHHBIM JIUIIOM
3asgBUTENS] WM JEP)KaTeNlsl PErHCTPAIlOHHOTO YAOCTOBEPEHHUSA, C yKa3aHUEM €ro
JOJDKHOCTH CITYy’Kallero, (paMuiivu, COOCTBEHHOIO MMEHH, OTYeCTBa (€CIu TaKOBOE
umeercs). B 3asBneHun 3an0aHAI0TCS BCE MPEAyCMOTPEHHBIE Ipadbl.

JlepxaTensb perucTpalmOHHOTO YIOCTOBEpEHHS OepeT Ha ce0s OTBETCTBEHHOCTh
32 3(pPeKTUBHOCTH, OE30MACHOCTh U KAY€CTBO JIEKAPCTBEHHOI'O Mpernapara.

JlepxaTenb pEerucTpaliOHHOTO YJIOCTOBEpPEHMs (3asBUTEb) TapaHTHPYET
JOCTOBEPHOCTh HMH(OPMAINH, COJCpXKAIIEWCS B PETUCTPAIIMOHHOM JIOChe U
HACTOSIIIEM 3asIBICHUU.

JepxaTtenb pPEruCTPallMOHHOTO YAOCTOBEPEHHUS TapaHTHPYeT, YTO IpaBa
TpPEeTheH CTOPOHBI, 3AlIWIICHHONW [aTeHTOM, HE HapymIAlTCI B CBI3H C
rOCYJapCTBEHHOW perucrpanuei (MoATBep>KICHUEM TOCYJapCTBEHHOM PEruCTpaIlin )
JIeKapCTBEHHOT 0 Mpenapara.

202 T.

(momnuck) (vHUIUANTBI, (HaMIITHS)

KonTtakTHOE "1110
(mpu HAJTUYUHN )

(MHUITAATBI, (DaMUITHS)
Mecto HaxoxieHus, TenePpoH

*B cmyyae OTCYTCTBHS MEXKIYyHAapOJAHOIO HEMAaTEeHTOBAaHHOIO HAMMEHOBAHMS
yKa3bIBaeTcsi oOulenpuHATOe (TPYNMUPOBOYHOE) HAMMEHOBAaHUE, HAYYHOE (XMMHYECKOE)
HaMEHOBaHMUE.
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**Yka3pIBaeTCs Marepual NEPBUYHON YNAKOBKH (IJIEHKA MOJWMBUHUIXJIOPUIHAS,
alfoMUHUeBas (osibra M T.11.), BUJA MEPBUYHON YNAKOBKH (aMIlyiibl, (UIakKOHBI, KOHTYpHas
AYEKOBas yNaKOBKa M T.II.), KOJWYECTBO €IMHHUI] MPOAYKIHHM B IEPBUYHON YIAKOBKE
(komm4ecTBO TaONETOK B KOHTYPHOM S4YEHKOBOM yIAakoBKE M T.N.), BTOpUYHAs U, MpPHU
HaJIMYUU, TPOMEXKYTOUHAsl YIAKOBKA, KOJMYECTBO MEPBUYHBIX YIMAKOBOK BO BTOPUYHOM
(IpoMeXyTOYHOM) yHaKoBKe (KOJIMYECTBO KOHTYPHBIX STUEMKOBBIX YITAKOBOK BO BTOPUYHOM
yIaKoBKe U T.I.), WH(pOpMAIMs O HAJIMYUU TIOTJIOTUTENSl BJIArd, JUCTKA-BKIIAbIIIa
(MHCTPYKIIMM TIO MEIUIMHCKOMY TPHUMEHEHHUIO), KOMIUIEKTHOCTH (WIJa, KarelbHHUIIA,
MepHasi JIO)KKa U T.I1.).



[Tpunoxenue 2
K pEraMeHTy aJIMWUHUCTPATUBHOU
MpOLEAYPhl, OCYLIECTBISIEMON B

OTHOILIEHUHU CyOBEKTOB
XO3SIICTBOBAHUS, MO  MOAIMYHKTY
94.1 «l"ocynapcTBeHHas
perucrparnus u HOJTy4YEHUE

PETUCTPAllMOHHOIO0  YAOCTOBEPEHUS
Ha JICKAPCTBEHHBIM TIIpenapar Wiu
(hapMaleBTHUECKYIO CyOCTaHIIUIO»

dopma

3ASBJIEHUE
0 TOCYAapCTBEHHOM perucTpanuu (papMareBTHIecKor CyOCTaHITNN

1. lepkatenb perucTpallMOHHOTO yIOCTOBEPEHMSI, MECTO HAXOXKACHUS

2. IlpousBoaunTENb, MECTO HAXOXKICHUS

3. HaumenoBanue (hapmarieBTHUECKOM CyOCTaHITHH

4. CpoK TOJTHOCTH

5. YcnoBus XxpaHeHUs

6. YmakoBka*®

7. amunieHHOCTh mateHTamMu B PecnyOmuke benmapych (Biagener; mareHra,
HOMeED, JaTa BbIJJa4H, CPOK JCHCTBUS)

3asgBieHue  MpeAcTaBisieTcss Ha  (UpMEHHOM  OJlaHKe — Jiepkarens
PETUCTPALMOHHOIO YAOCTOBEPEHUS, IOANMCHIBAECTCA YIOJIHOMOYEHHBIM JIMLOM
JepKaTensl PErucTpPallMOHHOTO YIOCTOBEPEHHUS, C YKa3aHWEM €ro JOJKHOCTH,
(damMuIMu, COOCTBEHHOTO MMEHHU, OTYECTBA (€CIM TakoBOe umeeTcs). B 3asBienun
3aIOJIHAIOTCS BCE MPEYCMOTPEHHBIE TpadBbl.

Jlepxaresb perucTpallmOHHOrO Y0CTOBEpEHUs OepeT Ha ce0si OTBETCTBEHHOCTh
3a 3(¢(heKTUBHOCTD, 0€30MMACHOCTh U Ka4eCTBO (papMalleBTUUYECKON CyOCTaHIIUM.

Jlepxarenb pErucTpallMOHHOTO YIOCTOBEpEHUs (3adABUTENb) TapaHTUPYET
JIOCTOBEPHOCTh MH(pOpPMAIUU, COAEpXkallleiicsi B PErMCTPAllMOHHOM JOChbe U
HACTOSIILIEM 3asIBJICHUU.

Jlepxarenb pEruCTPAlMOHHOIO YIOCTOBEPEHUs TrapaHTHUPYET, 4YTO MpaBa
TPETbel CTOPOHBI, 3AIUIICHHOW MAaTeHTOM, HE HapylmalwTci B CB3H C
rOCYJapCTBEHHOW perucrpanuen GpapmaneBTHYeCKON CyOCTaHIIUM.

202 .

(moamuck) (vHUIIHATBI, haMuTHS)

KoHnrakTHOE 1110
(Mpy HATWYHH)

(vHUIUATBI, (haMIITHS )
Mecto HaxoxJieHus, TenedhoH




*VYka3piBaeTcd MaTepuajd MEPBUYHOM YNAKOBKH, BHJ TEPBUYHON YMAaKOBKH,
BTOpPUYHAs M, MPU HAJIMYUU, MPOMEXKYTOUHAs YIMAKOBKA, Apyras MHbopMalus, UMerouas
3HA4YCHHUE.
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[Tpunoxenue 3
K pEraMeHTy aJIMWHUCTPATUBHOU
MpOLEAYPhl, OCYLIECTBISIEMOM B

OTHOILLIEHUU CyOBEKTOB
XO3SMCTBOBAHUS, 1O  TOAIYHKTY
9.4.1 «l"ocymapcTBeHHas
perucrpanus 17} HOJIy4ECHHE

PETUCTPAllMOHHOIO0  YAOCTOBEPEHUS
Ha JICKAPCTBEHHBIM TNIpernapar Wi
(hapMaleBTHUECKYIO CyOCTaHIIUIO»

dopma

PECITYBJIMKAHCKOE YHUTAPHOE HPEATIPUATHE
"HEHTP SKCIIEPTU3 1 UCIIBITAHUU B 3IPABOOXPAHEHNI"

3AKJIIOYEHUE
0 COOTBETCTBUU (HECOOTBETCTBHHM ) JICKAPCTBECHHOTO CPEIICTBA TPEOOBAHUSIM
6e3omacHoCTH, 3(H(PEKTUBHOCTH M Ka4yecTBa

20 T r. MuHCK

Hacrosmee — 3aximodyeHue  IOATOTOBICHO IO pe3yibTaraM  KOMIUIEKCa
IOpEBAapUTEIbHBIX TEXHUUYECKUX padoT, MPEAUIECTBYIOLUIUX TIOCYIapCTBEHHOMN
PETUCTPALIMY JIEKAPCTBEHHBIX CPEIICTB

(Toprosoe HalIMEHOBaHUE JIEKapCTBEHHOTO npernapara (papmanieBTHUECKOM
cyOCTaHINN), JIEKapCTBEHHAs dopma (yxa3pIBaeTcs JUTS JIEKapCTBEHHOI O
npenapara), HauMEHOBaHUE u CTpaHa JiepKaTeIs PErUCTPALIMOHHOT O
yJIOCTOBEPEHUS, IPOU3BOAUTENS (npousBoauTenei), COOTBETCTBYET

(He cooTBeTCTBYET) TpeOOBaHUSAM 0€30MacHOCTH, 3PPEKTUBHOCTH U KaueCTBa)

HaCTOﬂIHGG 3aKJIIOUCHUC I[CﬁCTBPIT@JIBHO 6 MCCALCB OT AAaThl €T'O BBIAA4YH.

(TOMKHOCTD CIY>KAIeTo (moamucsk) (nHUIIMATEL amMuITus)
YIIOJTHOMOYEHHOT O

JIOJKHOCTHOTO JTUIIA)
M.II.
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