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CEPTHRIKAT AHAJIZY N 438/2022

4 Ne peecipauiiinoro
TPUIYKTAH MB, TocBinueHHs:
TabaeTkn, BRpUTi miiskosoio ofosIoHKON, UA/5030/41/01
3 MoAHGpiKoBaAHUM BHBIILHeHHAM, 10 35 Mmr Tepwmin aii

B OmicTepax No20, z:apaxosani p nayuxy Ne6d (20x3)

peecTpauiiinero
ITOCBi IUSHHAT

Besctpokoro

Cecnan wa ey Tabnerky aiwoanx PEYORMH: TPHMETASHANHY JHTLAPOXACPHAY — 35 M,

Ne cepii: 210622 Kinrxicts apogyxnii s cepii; 43795 OfL. Y11

Hata BupoGuHuTEa: (7.06.2022 Tepmin npupatuocti: 06.2025

Hara kontpomro: 05.09.2022

Kontpons sinnosiako go: MK JI3 nig 16.12.2021 no PI1 Me UA/S030/01/01
HAHMEHYBAHHA BUMOI'E HOPMATHBHO] PE3IYJBTAT
NOKAZHUKA AOKYMEHTALIT

Orine Tabaerkn  xpyrooi ~ diopmu, ABCOMYKN, BKPHTI TMIBKDBOW OB0NOHKOM Binnosinae

PaXeROro konsopy. Ha nonepeuwoMy posnami suasc asa wapH. 3a

30BHILIHIM  BUTIAAOM  MAOTS BIANOBIAATH  BMMOraM AGY, crarrs
«TabneTkms.

inernrndikanin

2.1. Ha xpomaTorpami BHApOGOBYBaHOTO PO3IUMHY, OTPHMaHGI rpu
nposexeHnl sunpobynanns «Kimbkiche BH3HAYEHHA, uac YTpUMyBaHHf;

OCHOBHOTG NIKY TPMMEIa3WAHHY Mac CRiBAZATH 3 Jacom y'rpumyaamasé‘
OCHOBHOIO DKy TPHMETAa3MmHHY Ha XPOMRTOrpaMi PO3IYKHY NOPiBHAHHT 3, -

TOUHICTIO + 2%,

2.2. YP-cnewtp sHipofonysanoro pozuuny & obnacti sig 250 uM zo 300 1M
TNOBHHCH MATH MAKCHMYM IIOITHHARHA 32 AOBYHE] XBUNI (270 = 2) um.

Cepenns maca

Big 150,1 go 165,9 mr

158,6 mr
{58 mr & 5%)
Onmuopigsicrs Mae Binnosinati suMoram HeY, 2.9.40, Bianosizac
A030BAHUX UAHKEKLE
PosunHerns KinskicTs CyHuCLN,0, {TpuMeTasHaHKY AMCIPOXNIOPHAY), AKa Mac
NepeiTH B po3uHH, Bif BrazaHol B posnim «Crnamgy: Binnoaijae
— i 25% no 45% - wepea 1 POHEY: Biinaoinge
— Bin 43% 10 63% ~ wepes 2 rogaim; ) )
— He medwie 80% — aa 8 ronum. Bignoginae

Januwmkosi xinekocTi
OPTAHIYHHX POIUHHHNKIR

Eranon — e Ginwiwe 1,0 %.

Cynpoeianmi
EOMinIKH

byne-sxol oquunamnet AOMilLKD — He Sinpme 0,5 %:
Cyma nomimok — He Sinsie 1,5 %.

MixpoGionorivea

JHCTOTA

KpwTepti npuitnatnocti;
3aranene wncao aepobHux MiKpOOpranismis (TAMC) - 10 KYO/r,

Bix 32,38 no 36,75 mr/Tat.

35,73 mr/Tab.
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HANMEHYBAHHSH BAMOIrd HOPMATHBHO] PE3VYJBLTAT
NTOKAZHHKA JOKYMEHTAWII
YnakoBka Hosunna Binnogigarn sumoramM MK JI3, e Bianoginae
MapxypanHs ToeuuHo sionosigaTs BuMorasm MK 13, f‘ffj; *éﬁ?g%ﬂ% Bianosimae
ST XN

Brcnosox: Biznostaac sumoram MICS JE3 sin 16.12.2021 no PII Ne UA.’ 0.

Kepinuuk JK5 JLE. Koceuxo OF 2022,
{i.L.LE.
Bucuosex:

IuM & miaTeepxyio, WO NpuReNCHA Buie indopmanin ¢ aocroni

prow i Toynowo. Ia cepin Gyaa BMroTOBAEHA (BRITI0OYA 0
YHAKOBKY/MAPKYBANI)

i 0y npoBenennii xoutposs W skocti HA BHIIeEKAZARIH AineMnni y moswiii minmoziguocri 3
sumoramin GMP, a Takox y sigmominmecti 3i cneupdikainyu, aKi MicraTees B peectpauniiitomy Aocke. Mpotokoan

BHPOGHRUTEA, YRAKORKHE TA AHATIZR Gy TepernanyT i BeTAnOBACHa BigmoBigRicTs Busoray GMP.
{Ipenapar go3eoNel0 fo peanizamii.

-
YnosroBaxkeHa ocoBa 0.0. Caniunxa
IILE. Mianuc
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TOB «dapya Crapin
Vipabid, i Kofs, fyansap Baociasa Pasean, 6y 1000-§ e

Cinensis ua nupoGuini e cepis AR Ne 501328
Ceprndinar sianosiznocri GMP 0072019GMP

CEPTHOIKAT AHAJIZY N 891/2020

recnfpare +38 044 281 23 33

E-mail: Natalin. Minduk@acino.swiss

TPHAYKTAH MB,

TallleTKH, BKpHTI NJIRKOBOIO 0G0JI0HKO10,
3 MoaAH(IKOBAIIEM BHBIILHEHHAM, N0 35 MT
B Oaicrepax No20, 3anakoBaui B nayrky Ne6l (20x3)

Ne pecetpantifinoro
HOCRIMCHE:
UA/S030/01/01
Tepmin aif
peecrpanifinoro
1HOCBIAYEHHA:

a0 19.07.2021

Craag na oy Talie rky AONHX PEHORHH] TPHMETABLANILY JUTIADONIOPUIY — 35 ML

Ne gepii:
Jlara supotinngaa:
Jlara konrpocige:

970920
30.09.2020
03.11.2020

Konrpoas siamosioe qor MIGTIS sia 17.09.2020 a0 Pl Ne UA/SO30/G1/0T tu sa. 1o inerpykidi
MK I3 »in 04.08.2020 e P Ne UA/SO30/01/01 aas nokasnika Maprysanius

Kizxskiers npoayxudi s cepii: 44193 vayn,
Tepsiin npuaartnocti: 09.2023

HANMEHYBAHHY

CLOBOBAHKX OHEILL

Mae sianosizari ssoras 1BV, 2.9.40,

BHMOI'H HOPMATHBHOI PE3IVHALTAT
MOKAZHHKA JIOKYMEHTAL
Onuc Tabnersn  kpyrzaol  dopan, Boonvial. BEPHTI naiskonolo  ofonotikeo Binnonixac
posenora keawopy. Ha nonepesnony pozaasi Buio asa mapu. 3a
SOBHILINGN  BHIEAOM  M210TH  Blanonizats  samoras  JIOY.  crarrs
«TabaeTiy,
Laewtudixain 2.1, Ha xposmarorpasi  sunpoSomyBaloro  posusiny.  OTpUMAHOTO NP Bianonizac
uponeilenti  BrnpoSyramin  «lKiabkiCNe BHINAHCHIM», UAC YTPHMY BalHs
OCHOBHOTO  IHKY TpuMeTasuiinny Mae 38iraTHes 3 4acoM  yTpHMYBaHHsA
CCHOBHOTO THKY TPUMETAIIMHY Ha xpoMaTerpasi posuuny nopisnanns 1
TOUNIETIO = 2%,
2.2, V-grrertp sunpoSosyRanore posunny B oGaacti sin 230 war o 300 us Bianosizac
MOBHIEH MATH MAKCHMY AL TOMIHanns 1pi 1omnkni xouai (270 £ 2) 1.
Cepeana saca Bia 1531 s 0 165,9 a1 138,0 sir
(158 s 5%)
OCanopianicr Bitnonsizac

Posunnenns

Kiaskiern  C, L, CLN,O, JMPLAPOXIAOPHAY),  4Ka
nepeiith 8 po3uiy, 8l skasanol 8 posnini «Ckaan na oauy TabacTKy»:
- Bia 25% 1o 45% - wepes 1 rozmny:

-~ i 43% 40 63% — uepes 2 roaning

— ne sienme 80% — 3a 8 roann,

(rpuseTasHAEHy Mae

Bianosiae
Biatosiae

Bixznosizac

3amroRl Kiankoecri

OPTAHIMHIN PO HIHITIRIE

Eranon — ne Giasme 1.0 %.

0.2%

Cynponiani

CLOMILIRH

By ian-axol o;nnaHol aosinku — e Glanme 0,5 %o

Cyvaa stomimok - ne Siasme 1.5 %.

Bianosinar

Binnosizae

Mikpodioaariniga

HHCTOTY

Kpureptt upniinsrrnocri:
Jarassue wneao agpodnnx adikpoopranizyin (TAMC) - 107 KYO/r:
3araaeHe UMCIO APHKIDKOBNN | Iicenesnx tpudin (TYMC) - HF KYOQ/hr;

Hasnsuicts Escherichia coli 8 1 r - e nonyvexacinen.

Biznosizac
Bianoritac

Biuoniae

Kiankicne
RHE3HAMCHII:

TPHMCTAZIANNY

ABCAPeNIopRA

Bix 32,38 710 36.75 mrfrad.
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[HAMMEHYBAR IS BUMOT'H HOPMATHBHO| PE3YJILTAT
IMMOKA3HHKA AOKYMEHTAILI
Ynakonka Mosunia sinnosizary Bitsoras MIC JI3 sin 17.09.2020. Bianosizae
Mapkypanus Hopurno sianonizar sussoras MICH T3 Bin 04.08.2020, Bianoni;ac

Bucnosoxk: Binnosinae sumoranm MEKSI JI3 Bia 17.09.2020 10 PIT Ne UA/S030/01/01 1a 381, a0 HeTpyRnii, xas noxazuiga
«Maprysanna» MKS JI3 sig 04.08.2020 a0 PIT No UA/5030/01/01. ’ "

Kepipix JIK31 ILE. Kocenxo /‘Z(P_ L &OF » T 20F0p.

ILLE. iAmHe

Bucnonox:
Llnm 9 nirsepiosyro, wo fIPHBEICHA BHIYe indopmauin ¢ A0CTOBIPHOIG | Tounole. Wsr cepis 6yua BHIOTOBRCHA (BRIIO a0 H
YRAKGBRY/MAOpRYBanun) i 6yB nposesenni ROurposis 11 swikoeTi ua BHINCBKRAIAHIT AlMbHEO Y noBuiit sinnoniungeri 3
shsorasr GMP, a takow Y Bimmosiznocri 3 creiidicauismu, i sictsTees B peccrpauifiniomy gocke. Hporoxony
BUpoBHHLTER, yOakonKkn Ta AHANI3IB Gy IeperNsInyTi i BeranoseHa BilOBIIHICTE BiAMOras GMP,

Mpenapar gossonein 0 peamizanif,
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