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Ne Jlinensii wa pupobusureg cepin AB Ne 501328

Ne Cepradivary signosianocti GMP 067/2021/GMP

KOMISi Ne 7
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CEPTUDRIKAT AHAJIZY Ne 274/2024
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Ten/Pare +38 044 281 23 33
axenol ocolin: UA_QP@acino.swiss

Ne peectpaniitiroro

BAJIBITPOKOM 500 XPOHO, NOCHUICHHS:
TAONETKH, BKPUTI BNIBKOEOIO UA/2169/01/02
“0bononKeo, Npoaouronamoi Al mo 500 Mr Tepuin i
B Ouricrepax Nel0, 3anaxonpani p maiKy Ne6l (10x6) peectpauiiimroro
| NOCBIAMCHH S
0e3CTPOKOBO
Crnan ra oy TalNieTKY MIOYHX PCIOBHIL: BAMETIPOaTy HaTPIto — 333 Mr, BaNLIPOEROT KHCNOTH — 145 M.
Na cepir: 230324 Kinnkicrs NPORYRIIT B cepii: 4104 ox.ym.
Hata BupoSuuursa: 12.03.2024 Tepmin npupatiocti: 03.2027
Hata xourpomo: 12.04.2024
Kourpons simnmosimmo no: MK JI3 8in 15.07.2021 no PIT Ne UA/2] 69/01/02 12 3m. no IHCTPYKLiY
HAMMERYBAHI BAMOTYM HOPMATHBHOT PE3YJILTAT
HOKASHUKA HJOKYMEHRTAINT
Ouuc Tabreriu xpyrnoi popmu, 3 groonyIIOIO HIOBEPXHCIO, 3 puckoio 3 oamoro Goky,]  niie

BKDHTL NIIBKOBOIO 0GONOHKOI0 Siioro KONLODY.
BIAOBIAATH BUMOTaM HDPY, c1aTra «TabneTims,

33 30BHIINIM BHEASAOM MalorTh
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L weenene
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Ineumdixanin 2.1, Ha Xpomarorpami BHIPOOORYBAHOro po3uuny,
TeeTy «Kunskicie susnavenns. Iomm BAMLOPOATY. N, YaC YTPUMYBAHIS OCHORHOTO Ky
RHCHAOTH  BamblpoeBol wMae aBirathes 3 wacown YTPHMYBAMHA  [TIKY KHCHOTH

BRIBNPOERO] Ha XpoMarorpam; POIKITY HOPIBHAHHS (KHCIOTA BaneIpocra).

OTPUMANOrO NP NpoBeCHHi| -

{ ~ Biartosinae

S i

2.2. Mopourox PO3TEPTHX Talnerok, smoucHpi

KHENOTOIO XJIOpHCTOBOAHCEOIO P i Biﬂngnimg
BHCCCHWIT B Oe3bapsHe moiryM's, 3alappiroe fioro n XOBTHH. Konip (peaxnis (¢) na
HATP1EL).
Cepenna maca Bin 651 Mr o 719 mr 687 mr

(685 mMr 5 %)

Omnopinuicss OnnopixHicTs ACI0OBANMX ONWHUUE TIPETIapaTy /I i0Ha BaNLApOATY B nepépaxyxmy

NO30BAHUX O, Ha BaNLIPOAT HATPIIO M€ BUNIOBINATY BHMOraM HADY, 2.9.40.

Bianorinac

Pozurenns Kinokicte iouis BANLNPOATY, B NCPepaxXyHKy ua HaTPIIC BANEOpoaT, Ski MAIOTL

MEPCHTH B POIUMH, Bij 3a3na4eH0l B HA3D] npenapary (500 mr);
- B 15 % 70 35 % - 33 | rOAHHY;

Binnorinae

Bignonigae
- B1X 30 % 50 50 % - 32 3 FONHAHII; Biarmorigac
~ B1X 45 % 50 65 % - 3a 6 Toyum,
JANUIIKORE KiNBKOCT]
OPraHidHUX POIUHEHIKIR Etanon — ne 6ine 1,0 % 0,3 %
Mixpobiosnoriuna JaragsHe wucno aepoduux Mikpoopranismis (TAMC) - 10° KYO/r Binnosizae
YHCTOTA SRIBIIC YHCTIO APIKILKORUX 1 IICEHEBHX rpHBIR {TYMC) - 10* KYO/r. Bianosipac
W Escherichia coli B 1 r - ne nonyexaetscy, Bianosinac
Kunrkicue
SH3HAC]
Bin 475 no 525 mr/1ab. 499 mr/rab,

Bix 308 o 358 mr/Tas.

329 Mr/raf,
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HAVIMEHYBANHS BHMOTH HOPMATHBHOI PE3YIALTAT
MOKASHMKA | JOKYMEHTAIIK ]
Ynakonxa IloruiHa BignoBigaTye spmoram MK JI3. Bianosizac
Mapkysanux ITopunno BignosifgaTH sumMoraM MIC JI3. Binniosigac
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Brcnosox: Bianosigae sumoram MICA JI3 i 15.07.2021 go PIT Ne UA!IIGQEI}(J!UZ :rafm’gﬂgx i E:rpylcuu,
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Tfum a1 migTBep/UKYI0, U0 HpuBeAeHa Buite hmpopmania ¢ gocrosipwolo i 'ro*mmo: iu‘fl cepiﬂ 6}*.!1‘ BHroTORMCHA (BKAIQTAICYN

ynmakoBKy/MapKysaHun) i 0yB nposeReuHii KonTpoask i socri Ha BHIeBKa3auiil mm;.mmi Yy NMoBHiA pignosigrocTi 3 sBUMoraMn
GMP, a Takox y Bignosignocti 3i cnemdirauiamu, nki MicraTses B peectpaniiinony gocse. IpoToroan RUpOGHAIITRA, YIAKOBKH
T4 aKanizis 6yaR nepernsiayTi i Beranosiiena Bignosigulers sunMoraM GMP.

Ilpenapar g03moneiro go peanizamii.
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