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Cepmudgpiam sidnosionocmi yxoe BUPOGH LM RiNapCExRILE
2200018 suMo2aM Hare KOl SUPOSHUNO! HpaXmKY

Mo 001/72022:GMP sid 05.00.2022 p.. mepain Qi do

05.11.2024 p.
- . so ety m . Ceprudixar cepii Ne 2 . ' ) .
Hasa npoywiuil, nixapcexa Gopua : ' Inamin, rabnerka, Howep cepii DY20122
BKpHTI nN1iBK0B010 06010HK010, N0 2,5 MI
Howmep peecTpauifkoro noceigvenia K UA/4527101401__aic GeseTpoxoso Poxwip cepii 253499 yn.
Chaa il BKTHBHICTS Innanamiz - 2,5 wr Hara gupodnnursa 01,22
Poasip T8 THI naKoRBMMs T - | To 10 vebnerox y Gaicrepi; o 3 Gaicreph y navwai Haaa kpalin upHIHAYCHHA
g ) ; : Yupaina
[ BunpoSosysanis aposencne 38 MK J13 no PT1 Ne UAJ4527/01/01
- : : -Coeundixaui so MKS 113 :
N I Tioxasin sxoeri O ) m Metoau kosrponio PusynuTin
1| Onuc ot TaGaetiow kpyrAol OpMH 3 AB0OMYKNOIO NOBEPRICID, AXPHTI Janl Bianosiuae
: i FUTIBKOBOK) 0GOA0HKOI ¥ODTOND KOALOPY ) i
2 | iacHTHOiKaWA A, Yavmpadionetosud ciexrp otpiManoro posukuy 8 ofiacti sin Jan. 2A, *JDY, 2225 Bintpusiye
220 um 20 350 WM ROBILICH MATH MAXCHMYM 18 JOBRHHN XBHI
(24242) HM | Aka nICYA 30 NOWKHH XBAAB (2792} nM i (28722) Hu.
B. Ha xpomarorpami sunpoGonysanore PO3LHHY, OTPHMAHIR npu 3an. 2B, * 10y, 2.2.29 Burpnye
| KinLkicHOMY BHINRMEHHI, YAC YTPHMYREHNR Hiky inpamaminy Mac
CRISIATHTH 3 S8C0M YIPHMYBEHHS NikY IHAANEMIZY Ha
XPOMATOrpasi pOSUHHY NOpiBHANKS,
C. Ha xposaTorpani sunpoGosyBaHON PO3HNHY MEE BHABASTUCE ) 3an. 2.C, @Y, 2227 Burpimayc
OCHOBHE ANAME HE DIBHI OCHOBHOT LAWK HB XPOMATOrPaN POTHHY s
tiopisnuns (a), ainnosina A 3a poamipos T fiTeRcuBHicTIO
TIOTHHAHHA, ;
3 | Poshanaiis : ) HeOinewe30xa 3an 3, oY, 29.1 o D
4 | Cynposimii nomiwxu . . ' : 3an 4, *AdY, 2229
isnanamiay aomiwxmn B ne Binswe 0,5 % Bianosisac
4-xnop-3- ne Giaswe 0,2 % Bianoaizac
cynsamoinbeinofinoi
KHCOTH
Gyan-sxof inmol aomiun te Gitswe 0,0 % : : Bianosizac
_cmnquimox. xpim ' ue Ginvise 0,3% ' Bianosinac
innanaminy somilkn B - : :
3 | Powmnenns -He menwe 75 % (Q) 33 45x8 - j dan. 5 *NdY, 26.3 2225 Bignosizac
6§ Ousiopinicts A0FOBBHHX Mac sutpuMysati suNomi YADY - : - 3an. 6, *4OY, 2.5.40 - Burpnaye
OAHHHLL S : : 4 § : meron |, *ADY 2.2.29 460 ;
. : : £ i : : . MeTon 2, *APY 2.2.25
7 | Mikpobionoriusa . Kpurepil npuArsrsoci; ) Jan. 7,*10Y 514 .26.12,
WMot g 3arankie MHEAO APOBHHX MiKPOOPraHiaMik {TAMC) 2.6.13
-10°KYOs1r, <10
Jaranee 4Hene APUKIKOBHX T8 NAICCNERHX IPHOIS (TYMC)
~-10°KYOs i, ; <ip
; Biacyrnicry Escherichia coli B 1T _ Biaeymui
8 ‘Kmuciﬁfe BICIHAYCHHS ‘| - Hasoseny sumycey Tlporearom Tepminy 3an. 8, meron 1, *JldY, 2229
ilmnamity : i L o NpHAITHOCTI alo MeTon 2, *I0Y, 2.2.25
(CiuH i CING,S) vin 2,38 mr 10 2,63 nr, y sia 2,31 Mr 202,63 ur, y 2,58
’ NEPEPAXYBAHHE HA COPERHIO . - | ACPEPEXYBBHHI HA CEPEAHIO ’ .
9_ | Yoakosks .| Binnosiano o gi I3 ; I ] 3a MKA I3 Bianosizae
10_| Maps e | 3rimnosm i - -
1l | Yuosuabepicannn | B ophry f i He Buwe 25°C :
12 | Tepuin npraamvocti 4 CIC | Mo 0126
Amaniy sukonaan; Kozapeaosa 1.0, . BN\Z o
Bucriosox: Bianosisac sumoran MKS Ji %o ﬂlfo >
o.* Mo 3
. - BB\ Akocry g oo
Havaawnux BKS Kurazno 010, 9;;‘:‘}' L Iér/P —
' ava3s :

OPFAHOM, 8 TAKOW ¥ BIAIOBLINOCTI 20 CneuiKaLif, axi MICTRTLOR Y PRy
BCTaHOBACHD BlanoBiaHicTs GMP. Cepis roTosol mpoayxidi nianosiphé’
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Yipaina, 04073, m. Kuls, gva. Konuniscsia, 38
Hpuiniarens: mea /iparce (044) 461-03-08
Kovepyiianui ¢iddia: (044) 461-03-31

Biooin konmpons skoemt: (044) 46 1-03-34
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Bupotnua dinemuyn.
Adpeca: Ypaina, 04073, n, Kula, sya. Konwniscoxa, 38,
Misgenain cepin AB M 598093 sudana Jepacasnow crywdioio
Ypatuu 3 alkapcwux sacobis sio 04.07.2014 p.

Caidoymeo npo amecmayio Aadopamopil N 216 eudawe
Aepcaswors cayuctaro Yipatu 3 AIRAPCOKUX Jacobie
#id 07.07.2014 p
Cepmudpi o) Ymos i Yreg AIKAPCHRIY
3ac0bie susioeam waaexcnol supobruvol npakmusi

Ao 00272019/GMP sid 14.01.2019 p., mepain 0it do
14.12.2021 p.

Ceprudixar cepii Ne 6
Inamin, rabnerscn,
BKPHTI I1iBKOBOI0 060/101K010, 110 2,5 Mr

| Hatea npoaykuii, nikapesxa popua Howep cepii DY 60420

Homep pecctpauifinoro nocsiavenis Ne UAMS527/01/01 _ mie no 16.03.2021 Poamip cepii 27136 yn.
Craa nil/ axTenicns Inasnasia - 2,5 mr Jlata supobunursa 04.20
PoimMip Ta THN nakosanHs [To 10 raGnerox y Gaicrepi; no 3 Gnicrepn y nauw Huisa kpainn npuanavenng
Yrpaina
[ BunpoGosysaris nponeacrie 3a MKA JT3 20 PIT Ne UA/MS27/01/01
Crgunibikauis a0 MK /13
N IMokasnuky gkocti Honyetumi mexi Meroan korrpomo Perynbram
I | Omie TaGnerku kpyraol dopai 3 ABoonykaoio TIOBEPXHENO, BKAMTI Jan.l Bianosigac
IVIBKOBOIO 000N0HKOI) KOBTOID KOABOpY
2 | laewrndixauis A. Yawtpadioserosnil cnekTp oTpusanoro posumny B obnacti pin Jan 2A, DY, 2225 Birrpumye
220 um 210 350 uM noBMHEH MaTH MAKCHMYM 30 AORKHHH XBMA]
(2422) im i 292 newa 58 AOBKHI XBIL (279£2) 1im i (28722) .
B. Ha xpomatorpani sunpoGosysasoro POIHMHY, oTpManiil npu 3an 28, 40y, 2229 Burpnmye
KIABKICHOMY BH3HRHEHH, HAC YTPIMYBaNI iKYy iHaanasiny mac
CTIBNAAATI 3 HACOM YTPHMYBAHIA TTiKY iHanam iy Ha
XPOMUTOrpEMI POIHHHY NOPIBHAHNA.
C. Ha xpomarorpami sunpoSosysanoro POIUHHY MAC BUABIATHCR Jan 2C. *Jloy, 2227 Birrpusye
OCHOBHA IIAMA HY PIBHT OCHOBHOT NAAMM Ha XPOMATOIPEMI poIuiNy
HOPIBHANIA (A), BIANOBEANA TH 10 POIMIPOM Th iHTY icno
MNOCIHMHEHHA,
3 | Ponananns He Hunwie 30 xp, Jan 3, *ldy, 291 10
4| Cynposiani nomimku Jan 4, *JidYy, 2229 ,
iHAanamisy aomiwke B ne Biswe 0.5 % Bignosinac
4-xnop-3- ne Gustie 0.2 % Bianosiase
cynbdamoinfenioiinol
KHCAO0TH
Gy.b-akol inmwol noMiiku e Ginwwe 0,1 % Binnoeinae
CyMd JIOMILIOK, KpiM e Ginbuie 0,3% Bianosinae
inanasiay somiwku B
5 | Posuunenss He menwse 75 % (Q) 3a 45 xn 3an. 5. */10Y, 293, 2225 Bianosinae
6 | Omiopiamicrs a03obanux Mac miwrpumysarv simorn *JldY 3an. 6, *1DY, 2.9.40 Butpumye
OAHHH UL Meton |, *dY 2.2.29 abo
meron 2, YDV 2.2.25
7| Mikpodionoriuna Kpurepil npuiinatroeri: Jan 7,*0dY514,2612,
HHCTOT Jaranene wweno acpobinx Mikpoopranismis (TAMC) 26,13
~10'KYO & 11, ' 45
3aranbie UL APIHIDKOBNK T8 NiceHeBIX rpubin (TYMC)
- 10'KYO 1 r <10
Biacyrnicrs Escherichia coli w | 1, Bincyrii
§ | Kimskicue moHavenis Ha smoment sunyexy Hporarom repminy Jan. 8, weron |, *A0OY, 2229
iknanaminy TPHAITHOGTI abo netoa 2, *JIdY, 2,225 -
(CieH1eClI N;058) #ia 2,38 i 20 2,63 mir, y Bia 2,31 mir n0 2,63 wr, y : 2,56
NEpepaxysaiii va cepemino Aepepaxysanii Ha cepeanio
Macy radnerku Macy Tafnerku i
9 | Ynakoska Bianosiano a0 sumor MK J13 3a MKA J13 Bignosizac
10| Mapkysanns Binnosiaac HAZLMIOMY TEKCTY MAPKYBANHA :
11 | Ymosi 3bepiranig B opurinan,uifl yn | IPH TEMNEpaTypi He il 25°C
12 | Tepmin_npiaamwocti | lo 0424

Ananis sukonan; Kosapesosa T.0., Ad bi, K.

Buckosok: Bianosinae sumoran
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TAKYBAHHA TH MAPKYDAHHA) T8 NPOBE/EHG KOO, ronianoei sinor GMP, Beranoucin Micugbig peryiaTopiin-
OPTAHOM, & TAKOX Y BLINOBLAROCTI 20 Crici Ipdyoonn supoGuuTsa, ynaxosky | ananisie Gyal iepernanyrii
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AT, KHIBCLKHI BITAMIHHHT 34 B0 Bupobinuna dinsmus,
Yipalwa, (4073, m, Kuia, spr. Konusiacsra, 38 . & Adpeca: Vipaing, 04073, s, Kuts, ey Konwiseoxa, 38.
{lpuisanvs; mendpaxe (044} 461:03-08 itjensin cepin AB Ne 598093 sudana flepyeaanorn exyucéon
Kasepyiding siddin: (044) 461-03-31 Yipainu 3 nixapeesux 3acobia sid 04.07.2014 p.
Bigoir xonmpono axoemi: (044) 461-03-34 Ceidoymao mpo amecmayii aadopamopit M 216 sudane
Hepcasuoo cnyacton Yepalun 3 nivapesiu sacobis
ald 07.07.2014 p.
Ceprughixam sionoaidnacmi ynos Gupobiuymsa wixapcorux
3ACOBIE BUMOAN HaRENCROT BUPOBHUNOT NPARMUKY
A2 002201 9/GMP 6id 14.01.2019 p., mepsin 0t oo

14.12.2021 p.
Ceprudinar cepii Ne 7
FHasms npoxyKul, mikaposke diopaa Inamin, Tabaerkm, Howep cepii DY 71220
BKPHTI I1iBKOBOI0 060/10HK010, 110 2,5 Mr
Homep peccrpauifinoro nocsrenis Ne UAMS27/01/01  nie no 16.03.2021 Poamip cepii 24576 vo,
Chna il akTnsricts InganaMin - 2,5 mr y Hara supobauirsa 12,20
PoaMip Ta THN nakonania To 10 TaGaerok y Grictepi; no 3 Gaictepy y nawiy Haea kpaliin npuanaschia
Ykpaina
BunpoGosysanns nposcaene 30 MKA JI3 no PITNe UAMAS27/01/01
Creunixaiis no MK JI13
Ne Hokasnmiy micoeTi onycrisi mewi MeTom KoHTpONio Peaynutari
1| Omne Tabaericn Kpyraol GOpMH 3 ABOONYKIOK NOBEPXUEID, BKPMTI 3an.l Bianopinae
NABKDBO 0GOI0HKOI0 KOBTOTO KOJIBOpY
2| laesrudpikania A, YApTpaioncrosiil CIEKIp OTPHMAHOM PO3UHIY B 0BNECT] BiA 3an 2.A, ¥V, 22258 Buipumye
220 Hu 40 350 1M TIOBIHEH METH MAKCHMYM 38 JOBAKHHH XBUAL
(242:2) 1M § Ana WIeHd 38 JOBXKIH XBHAB (279£2) nu | (28722) b,
B, Ha xpomarorpasi BIIPOOOBYBAHOrO pO3YIHY, OTpHMaHIT Npy Jan 2.B, *JldY, 2.2.29 Birmpmye
KlflhKlCI'lOM)f anaqemn HMAC ¥YTPUMYBAHHA mh)" IIIJIﬂ-IliIMIJ’{)" Mae
CIIBIANATH 3 HACOM YIPHMYBAHHA iKY HAGnaMiny Ha
XPOMATOIPAMI POSUHHY NOPIBHAHHA.
C. Ha xpomarorpasi WHNPOGORY BAHOFG POSINHY MAE BHABAATICA 3an. 2.0, 41y, 2227 Burpumye
QCHOBHA I#MA HA pinl-li QCHOBHOT NBsIMY Ha Ap(JMd'I'O.F‘p}lMI PosHHY
fopinnsuns (a), siamosizua if 3a posy ipOM Ta IHTEHCHBRICTIO
NOCAHHAHHS,
3| Poanaaaung He Ginbume 30 xe. 3an. 3, * DY, 291 9
4| Cynposiui gosimsn Jan. 4, Iy, 2229
IAraMiay aomiuss B e Olakme 0,5 % Bignosimae
4-x0p-3- ue Oimsiie 0,2 % Bianoeinne
cyaianoinbenaoiinol
KHCMOTH
Gy an-aK0f Mol AoMiwKn ue Ginsme 0,1 % Bignonisac
CYMA AOMIILOK, Kpin He Gineme (0,3% Biznosisae
iHpanaMigy nosingu B
5 | Posuunel He Menme 75 % (0Q) 30 45 xp Jan: 5, *ADY,2.9.3 2225 Bianosinac
G | Qanopiamicts 1030BaHIX Mae BHIPHMYBATH BuMors * DY Jan. 6, *1bY, 2940 Brrpumyc
QHTHLL metol 1, ¥IMY 2229 abo
Meton 2, *JIOY 2225
7| MikpoGionoriuna Kpurrepii npufinaraocti: Jan 7 A0V SI14 2612,
HHETOTR Jarannie qneao acpoGuix mikpoopraniinis (TAMC) 26.13
~10°KYOB1r 50
3arw1wc HHCIO Api#pKoBHX Ta niticeHeax rpuGis (TYMC) ;
~ WP KYO sl r <10
Bigeyraicmn Escherichia coli v . Bincvinmi
8 | Kiaekicse sisHavenis Hu stomenT sunycky Hpotsros Tepainy Jan. 8 meron 1, Hlby, 2229
iHzanaMisy NpUAITHOCTI abo smeron 2, * iy, 2.2.25
(CiabeCl N;Ou8) Bid 2,38 M 0 2,63 Mr, y nix 2,31 mr 02,63 wr, v 2,55
DEPEPAXYBAIII 1a CEpeanio TIEPCPaXyBani Ha cepeio .
Macy TalacTki Macy rabnerku ;
9 | Ynakoska Binnosinio a0 pumor MK JI3 du MKAH I3 Bianosie
10 | Mapxysanns Bianosinge HEaiony TekeTY Mapkysanks
11| ¥sosi sbepiranns «,Hnﬁﬁmﬁmwg VIAROBIM NI TeMBEpatypi He suie 25°C :
12 | Tepuin npuaamiocri L :\”\\& | Jo 12 24
AHWI3 BHROHA: Tloropsietexs it N
Buchopok: Bianosisae sumglys
Hawamnnk BKS  Wurag
Jasna npo ceprudikaitio: L{um tRediin g;w HakeAcHa Bie indopuau eggqmnlpu A TOUHOK. Lo cepiio npoaykuii Gyao aupoﬁncnu (BRI H
naxynammmuapmymuaa) T nposdiek i E i J lmwnm‘ymumn\ﬁz OBIAHCCTE BHMOT GMP, BCTaHOBIEHIM MiCLeBHM PEryNATOpHIUM

OpraHoM, ammy nw{asmlom a0 cneumbmaum Axi mmmn 7 *' { KOJIH BHPOGHHLITH, YIakonkn | ana.mzm ﬁ;mwuep;mnmm i
i JI3 10 PIT Ne UAM527/01/01 T, 3§onat c
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