AT, KHIBCHKHI BITAMIHHHI 3ABOT”
Vrpaina, 04073, u. Kula, gya. Konunigcexa, 38
puiviareus: mex/paxe (044) 461 -03-08
Keosepyiinui 6i0oin; (044} #61-03-31

Biddin ronmpomo axocmi: (044) 461-03-34

¢id 07.07.2014 p.

Bupofina dinvauys.
Adpeca. Yxpaiua, 04073, ». Kute, syn. Konunlecoxa, 38
Jlisgensis ceplin AB No 598093 eudana lepacasnow cryxcbon
Vipatuu 2 nixgpevi sacobis o 04.07.2014 p.

Caidoymso npo anecmayic sabopamopil At 216 eudare
Jlepaicasrown cayacoio Yepaiin 3 HkapcoKice 3acobie

@-04-351/.02

Cepmughivam sionosionocmi yyMos supoSHIYINGa AIKAPCLRUX
3acobi GUNGAM HAAEHCHOT BUPOBHINOT NpaKINUKL
A6 002/2019/GMP 6id 14.01.2019 p., mepmily dil 0o

14.12.2021 p.

Ceprugixar cepii Ne |

Hasea npoaykuii, nikapeusa (upma

Jlisocrop, TabjaeTKH,

BKPHTI I/IIBKOBOIQ 000/JIOHKOH, 110 10 mr

Haoumep cepil E£Z10121

Hosep peccTpauiftiorg foceiageia

Ne UA/6452/01/01  JHic Gesctpoxono

Poauip cepil 14294 ym.

Cina 1t/ aKTHBHICTS

ATOpBACTATHHY KA TPHTiApaTY, U0 EXB{BANCHTH
arapsacTarigy = 10 ur

Iara supoGHitusa 01.21

Po3uip T8 THN BEKOBAHHI

Tlo 10 TaGrerok y Gaicrepi; no 3 Gaicteps y nauui

Ha3pa Kpaik# NpU3RaNERHs

Yipaina
BunpobosysaHiis ripopeaene 3a MK JI3 xo PIT Ne UA/6452/01401
Creumbikauia 1o MK JI3
Ne TloxaInuk sKoCTi JlonycTumi Mexi Metoan kenipao Pe3vIIBIATH
1 § Omic Tabneriss kpyrniol $opMi 3 BOONYKNOIO [IOBCPXHEIO, BRpHTI NAIBKOBCIO Janld Bignoslgae
ofonoxkolo Ginorg &G0 akiye GLroro KonBapy {nizyansuo)
2 | Lrewmudikanis Y nwtpadioncTonuit ¢NEKTP NOTAHHARNA BHNPOSOBYBAHOID PUIIIHY, 3am LA, ¥V, 2225 BurpHMye
4TOPBACTATHN oftepskanoro B poanini «KinbKicke BHIHDUCHHAR, B obnacti 812220 um 20 350 | (Cd-meron)
HM TIODHHEH METH MBKCIMYM 38 ZOBXGHRH XBHAL {247£2) HM.
KaabLif Xapukrephia peuxuia (). Jan 2.B, 10V, 2.3.] Burpumye
3§ Posnajaanng He Ginze 30 xa. 3aa. 3, *AOY, 29.1 6
4 | Cynposinsi noMikw Ha MOMEHT BHITYCKY [TooTAroM TepMIHY NPHAATHOCT 3am 4, *[OY, 2.2.29
dasthaxa F He Ginpwe 0.3 % He Ginbwe 0,5 % (mevon PX) Bianopinae
Oomituara A He Ginwie 0,3 % He Ginvie 0.5 % Bianosigae
costiura G He Ginsle 0,3 % He Ginbe 0,5 % Bianosinae
dosimxa H He Ginswe 0,3 % He Giswiwe 0,5 % Bianopinae
a;:f)pmcmamww seminosutt | He Ginsume 03 % He Ginvize 0,5 % Bianosinse
eghip
Gydb-axa imua dosiukg He Ginvwe 0,2 % He Ginswe 0,2 % : ;
cyma Gomiuiok He Ginsiwe 1,5 % He Ginbwe 2,0 % g?’mmﬂe
innonigae
5 | PosuMHeHuA He menwe 80 % (Q) 32 30 xp Jan 540DV, 293, Bianonijae
2.2.25 {CD-meT0R)
6 | OnsopianicTs 1030BaHHX M BRTPHMYBATH BHNPODYBaHEA 3an. 6, *1BY, 2940 BHTpHMYE
OIHHHIS
7 | MikpoGicaoriuna Kpurvepil npuitATHOCTE: Jan. 7,* oY,
YHCTOTA Saraipie wHCA0 nepobinx mikpooprasiamis (TAMC) - 10 KYO B I 5.14,26.12,26.13 <50
JaraapHe HICHO APIKKOBHY T8 Inicenentx rpubis (T YMC)- 10 KYO B Ir. <50
Bizcyriicrs Escherichia colin 1 1. Bineytwi
8 | Kinukicne Bi3RaNCHIA Ha MOMEHT BHNYCKY Tlpomirom TepMisy npiaTHocti 3an. 8 *dY, 2225
ATOPRACTATHHY Bia 9,5 murno 10,5 mr, y Biz9.25 Mrao 10,5 mr, ¥ (Cd-meTon) 103
NepepaxysaHHi Ha CepeaHIO Macy repepaxyBatHi HA CEPEINI0 Macy
TalNCIKY Ta6neTrH
9 | Ynaxopxa Bianosiano ac seyor MKA J13 3a MKA T3 Binnosinac
10 | Mapkysauy 3riaHo 3ATEEPDRSHOMY TEKCTY MAPRYBAHHSR,
11 | Ymosu 3Bepiratna B opiriHatbHifl ynaxosui npy TEMNEpATYpi He BhHue 25°C.
12 | Tepatin npunaTHocTi 3 poxi | Lo 01 24

Avanis saxonani; Korona A.O., Crysiua M.O., Tapmirosa 10.0.
Brenonok: Bimnosizae ausoras MK JI3 xo PTT A LLASd

Haxansiuk BKS

NIaKyBAHIA T4 MIPKYBARHA) TA MPOBEAEHO KOPRRG!Y !
PEFYISTOPHAN OPrAHOM, 3 TAKOXK ¥ BLIUIOBIZHO
niepernnyt 1 soTanosneno sianosiaricrs GMP. Cepid
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N in ¢ fmcr_onipuqao T8 TOUHOIO. Llso cepito npoaykiil Gyno supolneHo (BrmouaH

Ok dRnayerifl ginsund y nosuif BigsosianocTi aumor GMP, BrtanoBiIcHHM MICHEBHM

5Ki MicTRTBOR ¥ peceTpatifHoMy a0¢we. [TpOTOKOMH BHPOGRUUTEA, YNAKOBKH i ananizio Gyni
OTOR6! nponyKuil BiINOBIARE 33 HOKEIHHRAMY AkoeTi MK N3 s0 PR Ne UA/6452/01/01 Ta po3sonscrues




AT ,KHIBCHKHH BITAMIHHII 3ABOI"
Vipaiua, 04073, m. Kuls, eya. Konuniscoxa, 38
lputemaneun: men./haxe (044) 461-03-08

Komepyitmuii siddin: (044) 461-03-31

Bigoia xowmpomo axocmi: (044) 461-03-34

@©-04-351/6.02
BupobGnuua direniya.
Aopeca; Vipaina, 04073, m. Kuis, syr. Konwiiecexa, 38.
Aiyensin cepin AB Ne 598093 sudana llepxcasnow crymtoio
l’xpamu 3 Aikapcexux sacobie eid 04.07.2014 p.
Ceidoy npo amecmaiyi Gopamopil Ne 216 suo
Hepacasnoio cryacbow Yrpalnu 3 n.fmpcsxux 3acobis
sio 07.07.20i4 p.
Cepmudgbixam sionosionocmi ymos supobuuymea rikapcsxux
3acobis eumozam nare¥eHol supotiusol npaxmuxu
Ne 001/2022/GMP 6io 05.01.2022 p.. mepmin 0ii do
05.11.2024 p.

Ceprudikar cepii Ne 2
Hasea npoaykuil, nikapceka dopua Jlisocrop, Tabaerkn, Homep cepii EZ20522
BKPHTI IUIIBKOBOIO 060/10HK010, 110 10 M1
Howmep pecctpauifinoro nocsiaueHns Ne UA/6452/01/01 _ [lie GeacTpokoso Possip cepii 28656 yn,

Cuna i/ aKkTHBHICTS

ATOPBACTATHHY KAIBLIIO TPHILAPATY, IO CKBIBATCHTHO
aroppacratuny — 10 mur

Jara supobrnursa 0522

Poasmip Ta Tun nakosanua

o 10 rabnetok y Gaicrepi: no 3 Gaicrepu y navui

Ha3sa kpainu npusHadeHns

Yxpaiva
BunpoGosysanna nposencre 3a MKA J13 a0 PIT Ne UA/6452/01/01
Crewndixawa a0 MK JI3
Ne [MokasHHKK SKOCTI JonyeTumi Mexsi Meroan KoHTpomo Pesynstatu
1 Onme Tabaetkn kpyraoi GopMu 3 ABOONYKAOIO NOBEPXHEIO, BKPUTI 11BKOBOIO 3anl Bianosiaae
o6ononkoio 6u10ro 460 Maibke GLI0T0 KOALOPY (Bi3yanbHo)
2 Lnesrrudpikanis Yastpadionerosuit criektp norausanna sunpobosysanoro PO3HHHY, 3an 2A DY, 2225 Butpuumye
ATOPBACTATHH OACPIKAROro B poain «KiapkicHe BusnaueHnan, 8 obaacti sia 220 wm ao 350 (CD-meTon)
HM MOBHHEH METH MAKCHMYM 3@ JOBKHHH XBimi (247+2) num.
KaTbLLif ﬁmm:pﬂa peakuis (¢). 3an 2B, *[l®OY,23.1 Butpumye
3 Posnananns € Ginkiue 30 xs. 3an 3, IOV, 2.9.1 7
4 | CynpoBiani A0MiluKkw Ha momenT BHITYCKY [lporarom Tepuminy npuaarHocTi 3an. 4, *JlOY, 2229
domiwxa F He Ginsmwe 0,3 % He Ginswe 0,5 % (metoa PX) Binnosinae
domiwra A He Ginswe 0,3 % He Ginsie 0.5 % Bianosiaae
domiuxa G He Ginswe 0,3 % He Ginswe 0,5 % Bianoniaac
domiuixa H He Ginbuwe 0,3 % He Ginvwe 0,5 % Binnosimae
:;opmcmmuxyncemmoeu? He Ginswe 0,3 % He Ginbie 0,5 % Binnosizse
ip
Bydv-axa inwa domituxa He Giasiwe 0,2 % He Ginsuie 0.2 % R AnGaiRAL
cyma damiuox He Ginbwe 1,5 % He Giaswe 2,0 % Blmiosians
5 Posunnenns He menme 80 % (Q) 3a 30 xs 3an. 5, *ldY, 293, Bianoriaae
2.2.25 (C®-meToN)
6 | OaHOPUIHICTE NOIOBAHMX Mae pirrpumysaTi BUNpoGYBaHts 3an 6, *JIGY, 2940 Birpumye
OHHHLLL
7 | MikpoGionoriuna Kpurepii npubinsrsocti: 3an. 7, 1oy,
4HCTOTA 3arankie yneao acpobuux Mikpoopranismis (TAMC) - 10° KYO s It 5.1.4,2612.26.13 <50
3arasbHe YHCN0 APIHUDKOBHX Ta Mlicenenix rpubis (TYMC) - 10 KYO 5 Ir. <50
Biacyruicrs Escherichia colis 1 . Biacyrni
8 KuibkicHe suanauenns Ha mMoMmenT BHnycky TlpoTaroM Tepminy npragmocTi 3an, 8, *1dYy, 2.2.25
ATOPBACTATHHY Bia 9,5 mr g0 10,5 mr, y Bia9.25 mro 10,5 wr, y (CP-meTON) 10,2
NCPEPaxyBanii Ha CEPLIHIO Macy NEPEpPAXyBaHHi HA CEPEHIO Macy
TabneTki Tabnerku NE
9 | Vnaxoska Bianosiano a0 susor MK J13 3a MK 13 _Bianosiaae
10 | Mapkysauns 3riAHO JATBEPIKEHOMY TEKCTY MAPKYBAHHA.
1 | ¥wmosu 30¢cpiranns B opHrinaisHifl ynaxosiii np4 Temneparypi we BHile 25°C.
2 | Tepmin npuaarsocti 3 poku | Jdo 05 25

210 peanizaLii.

Ynosnosakena ocoba  Ilmapryn I.B.
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nudropuamn € JAOCTOBIPHOIO T4 TOuHOIO. Lo cepuo nponym.ui 6ynn BHPOOACHO (BRIIOYAIONH
s | HA HIDKYE 3a3HaueHIi ANBHHL Y NOBHIA BIANOBIAHO g TRLTA

PETYAATOPHHM OPIAHOM, 8 TAKOK Y BULNOBIAHOCTI 10 cncu.nd:mmuﬁ AKI MICTATLCA ¥ PeECTPALLIIHOMY 10CHE. Fl b 1

NEPETAAHYTI | BCTAHOBACHO Bianobianicts GMP. Cepis rorosoi NPOAVKLIT BLANOBIAAE 10 {STEETY

IOBJICHUM MICLEBHM
NAKoBKH | ananilie Gyau
252/01/01 ra ao3sonaecTuen




D-04-35176.02
AT JKHIBCOKHH BITAMIHHHA 34804 Bupobmwaa dizwuns.
Yapabua, 04073, u. Kuig, eya. Konuaiscora, 33 e Adpeca: Yapatua, 04073, s, Kue, sya, Konwiscnsa, 38,
flputivgnenn: meaddaxe (044) 461-63-08 Jiyernsin copin AB Ne 598093 auana Hepscasnon caymton
Kosepyisinuii giddin: {0433 461033} Vipatuu 3 aixapcorux sacobie gid 04.07.2004 o
Biodia xenmpome seocmi; (044} 465-03-34 Cridoymen npe amecmanio rabopamopii M 216 sugare
Hepwaanow cayocboie Yepatan 3 aivapossu sacobie
gi¢ 07.07.2014 p.
Copomsihinam gionosionoemt yuos supsnummea HRAPCORUX
SUCOEIS UGN HIREHCHOT BUPOBHIIOT NpaKkMUsY
N GU22019/GMP wid 14.01.2019 p., mepaiin 8if 9o

F202.202 p.
Ceprugixar copii No B
Haasa npoaykudl, nisapceka Gopaa Jlisocrop, Tabaerky, Homep cepii EZ81220
BKPHTI IIIBKOBOI0 06010HK010, 110 10 mr
Homep peectpauifiuoro noesiauenny Ne UAIBASZ/I01/01  Hie Bescrpokoso Poastip cepsi 13820 vu
Cr ¥/ aRTHBHICTY ATOPBACTATHHY KILIBLIR TRHITAPATY, L0 EXBIBANCHTHO Hava supoGuirsa 12,20
fKropsacranmy - 10 ur
Poamip 18 THR pAKOBIHES o 10 rabuerox y Saicrepi; wo 3 Gaicrepst y nawd Hrnwa kpafon npsonasenss
Yrpalua
BunpoGonysamna nposeaene 33 MESE IS ao PIT No UA/6452/01/01
Crneundirawia ao MKS /13
hil Tiorusmaks axocti Joryerast weki MeTo KORTPOMY Pesyasrary
b Omae Tabaereu kpyraol Gops 3 ABOOUYKAGK HUBLPXHEIO, BRPUTE NIBKOBHD Janl Bianorime
ofosonxoo Ginore abo Maibie Si10r0 Koakopy {RivELaeg
2 Lwewradicans Yastpadioseronisdt coekTp noraunanma sunpobosyaanry POIMHHY, Bam 2A, MOV, 2223 Brrrpusye
FICPBACTHTIH rpKanoro i poazini «iiaskicne sivmanensy, 5 ofizact! vix 220 na o 350 {Cdmeroad
HM DOBMHCH MATH MEKCHMYS 33 Aosut xed 34743 na,
KarsLi Xapaktepna peariis {¢). aw 2B, 2V, 234 Butpusye
3 | Pomsasuns He Giasire 30 xs. 3am 3 DY, 29,1 7
4 | Cynposiani aomitssn Ha smoment sunyeky Tporaros tepminy npuaaraoes Jan 4,0 Y, 2229
dosiupea F He Ginve 0.3 % He Glasme 0,3 % {meron PXY Bianostaac
dostituxa A He Sinpine 0.3 % He Siasme 8,3 % Bianosizae
Qumitxet (7 He 6:;;1&:;;6 0.3 % He & mme{) 3% Rimmonizac
oosira H ) He Gfmsmc 9,3 ‘3‘%; He Glanme ﬂ,:} %% Bisnesime
amopeacmaminy memwroguii | He Gimpue 03 % He Giaswme 0,3 % Binonizac
ehip
L’j}:’z?b»}zm ::maa camtiara He ?F;‘mng (),% ‘*f% He ff:)%i;s»uxc 0,? % Binosiane
Cyma domimon He Slasure 1,3 % He fisnme 2,0 % ! .
Biaosisae
$ 1 Pogmenns He srexie 80 % (Q) 23 30 xn fan 5,300V, 293 Bianosime
2228 {Cneron
& | Qauoplasticn Aosopannx Mae sirrpusysar sunpolysuin Jam 6,* 1Y, 2940 Butpusive
GAHERILE
7 | MirpoBionerivia Kpurepii npuitstioc: Jaw 7, Y,
HHCTOTR Jaramie wneae aepoSuux wikpoopranissis (TAMC) - 10 KVO 8 Ir. 514,2612,2613 <30
Furtn e Wacas APEKGKOBHX TA fUiceHERIX rpubin (TYMO) < 10 KYO iy, <30
Bineyriicrs Escherichiacolin v, Biaevrui
§ | Kisegicne monascna Ha momenT sunvexy Dlporsrost tepuiny spspmnocn Jap 90V, 2.225
ATOPBUCTATHIY Bin93wrao 103w, y Biab25wr a0 10,5 mr, v {CD-nern) 8.7
HCPEPANYBAHIT 1A COPCIHID MaCY HEPUPRXYRAHAT HA COPEANID Magy
ralbaerks yadacrin
§ 1 Yumkoska Bianosizaso o sumer MICHL 113 3a MESI3 Biamosinuc
10 | Mapxysuura Bi20081 8¢ HAARHOMY TEKCTY MAPKYBANHA.
L1 YwopusGepiranug B oparisaasill vimK0sw npy TeMueparypl ve suine 25°0
12| Tepwin npuaarsocn 3 pose™ iy | Jde 1223

Auaiy pikonain: Horopmencxa O MICRuia MO
Bucnosos: Bianosizae susoray. MIST {300 P 2

Haymmsung BKA FKuraane QIO

Janwa npo ceprudixanio: LM 8 3aceimyio, T Haseaeia smue inchopmards ¢ gocmsipron T o, Lo SOPIO poayRul Y10 BpoliaeHo (RIRIGUEW
HAKYBAHHA T8 MADKYBAIHA) 14 UPOBCACHD KOHTIONE SKOCTE HE IH0KIE 3a3HaYenid i ¥ uoBEil siAROBLHOCT BHMOr TIMP, ROTasosacy siciiesny
PCrYANTOPRMM OPFAHOM, R TAKOK Y BLANOBIAHOST] A0 creumdikaniit, axi micoamcs ¥ pecctpauifinosy gooee, Hxnosons srpobasraa, yoaxomry § anunisie Gyan
neperaanyt § aeranosiend sianoeiauicrs GMP. Cepix rotosol npoavkull sianosing 38 momastiass weoert MK TS so PIT M UABA52/01/01 18 aovsometscs
HO peamiamgi. 3
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