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Bbigan no uToram npobefeHMs (ApMALIEBTHYECKOH WHCMeKUMH B @ooTBeTCTBUM C [lpaBuiamu

npoBeleHUs (papMalleBTHYECKUX WHCMEKLMWH, YTBepKAEHHbIMM PellleHliem Cosera Epasuiickoi

3KOHOMMHYECKO# koMUccHH OT 3 HOstOps 2016 1. Ne 83. ('Os

MunuctepeTBo 3apaBooxpaHenus Pecnybnuku benapychb @
(TI0/THOE ¥ COKPALICHHOE HAUMEHOBAHUS YIOJHOMOUYEHHOIO op\’@a‘?la)

NOATBEPXKAACT CIICAYIOLIEC: ,&

N
NpoOBE€ACHa (bapmauesmqecxaﬂ HMHCNCKUHA (b'

Avara Liscate Pharmaceutical Services S.p.A./Asapa Jiuckaze (Da@%acuomkan Cepauces C.n.A
(MOIHOE HAMMEHOBAHHE NPOUIBOAUTENL)

VIA FOSSE ARDEATINE, 2 20050 — LISCATE (M), ITALS@EBua ®occe Apaeatune, 2, 20050
Jluckare (MH)yMzanus <
(anpec Npou3BoCTBEHHOH nno%&ﬁxu)
Ha OCHOBaHMWMU: _ S
npukasa MuHucTepcTBa 34paBOOXPaHEHUS Pecnme/IKH E?:napy% ot 8 aerycra 2025 r. Ne 912 «O6
OpraHu3aldy UHCTIEKTUPOBAHHUSAY. @
Ha ocHoBaHuy cBeneHHid, MoMy4eHHBIX NpPH npoeene@ﬁu WHCTIEKTHPOBaHHS, MOCIEAHEE U3 KOTOPbIX
6bu10 npoBeneHo ¢ 29 ceHTaOpsa 2025w, no ‘UOKTﬂGpﬂ 2025 r., yCTaHOBJEHO, YTO JAHHOE
dapmaLeBTHUECKOE  MPOU3BOACTBO COOTBeTq@%yeT Tpe6OBaHl/lHM [paBun  Haanexaileh
MPOU3BOACTBEHHOH NpakTHkK EBpasniiCKOro 31(8':-\(0anecxoro CO103a, SKBUBaJIeHTHbIX [IpuHLMnam U
PykoBoacty EBponeiickoro corosa nolHaniexaieii npou3BoJICTBEHHOH MPaKTUKE JIEKAPCTBEHHBIX
CPEICTB U1l MEAULIMHCKOTO U BeTepuHapHo,gb MpUMeHeHHs ¥ NpuHLMnam CUCTeMbl COTPYHUYECTBA
(apmauesTHueckux uHcnekuui (PIC/S). & ‘
Hacroswmuii ceprudukar orpakaer CTaggfc MPOU3BOACTBEHHO! TUIOIIAAKH HA MOMEHT MPOBEACHUS
(bapMalLleBTHUECKOH MHCIEKUHI, U0 #icTeueHuu Oosee 3 fieT OT AaThl NOCAEAHErO IHs NOCACIHEro
MHCMEKTUPOBAHUS HE MOXKET cqmalﬁx JOKYMEHTOM, CBUJIETEJIbCTBYIOLLMM O CTaTyCE COOTBETCTBUS.
Cpox npeiicTBus ceprudiikara eT ObITb COKpAallleH MNpW MCIOJb30BAHUM COOTBETCTBYIOLIMX
NPUHLMIOB  YNpaBJieHHA pncr@n NPU HaJM4YHMK COOTBETCTBYIOWIEH 3amuch 00 3ToM B TOJi€
«OrpaHuueHns WM noawwpg‘?ibﬂble 3aMeTKH, Kacawoluecs 00JacTH NPUMEHEHUS HACTOSALIErO
cepTudukaray. &
Ceprudukar aifercs) 1eHCTBUTENbHbIM B Clly4ae MPeCTaBISHHUsS! BCEX €ro JUCTOB (KaK OCHOBHbIX
JINCTOB, TaK M J1ONOTHUTENbHBIX JINCTOB).
AyTeHTHYHORTE (non@mx—xocu) HACTOALIEro CcepTUdUKATA MOXKHO TMpOBEpUTh B 0ase AaHHbIX
MuHucTepcTBa 3g§§sooxpaﬁeﬂm Pecniy6nukn  benapycs, pacnonomeHHoﬁ no aapecy'
hitpsi/mmzdray, godb y/ru/dlya-spetsialistov/lekarstvennaya-politika/farmatse:
ministerstva-z( sq@)okiudnemya/mdw php (PeeCTp cepTMq)uKaTOB GMP EABC)
Ecnu  cepru @(aT He MpEeACTaBlieH B yKasaHHOM « 6a3e JaHHBIX, cJexyeT oOpaTuTbcs B
ynonﬁorvloqe blii OpraH, ero Bbl}laBHJPII/l \
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1. [IPOM3BOJICTBEHHBIE OTEPALIUM

CTepuibHas NPOAYKUHUS
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1.1.2. Moasepraemas GUHUILHON CTEPUIM3ALMH (ONEPALIH 06pa60TKn U1 cie

IeKapCTBEHHBIX HOPM)
1.1.2.2. Xunkue nekapcrBeHHble GOpMbI Manioro oobema

1.5 [VnakoBka
1.6.3. Xumuueckue (GHU3MUECKHE) UCTILITAHUS

1.6.1. Mukpo6Hosornieckue UCrbiTaHus
1.6.2. MUKpOGHOIOrHYECKHE UCTIBITAHUS.
1.6.4. Buonoruueckue UCTILITAHUS

1.5.2. BropuuHas ynakoeka
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JlekapcTBEHHbIE CPEACTBA Anﬁ MEIULIMHCKOTO npumeHeHHﬂ»
JlekapcTBEHHBIE NpEnapaThi A8 KIHHUUECKUX HCCIIEA0BaHMI (MCTIbI
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