(1 OMED PEECTPALTHHOTO NIOCBIAMEHHS

AT KHIBCOKHI BITAMIHEHI 34800
Vipaina, 04073, m. Kuls, ayn. Komurigeora, 38
Mputivarona: meahae (044) 461-03-08
Komepngdinun sidoiv; (044) 461-03-31

Bidois xowmpomo arocrai: (M4} 461.03-34

Csidoy

Bupoduuwa diaunugs,
Adpeca: Yxpatua, 04073, m. Kufs, aya. Konwiigcewa, 38,
Jiyjenzin cepin AB MNe 598093 eudana Jepacasuoio enysicboio
Vipainu 3 aikapeorsux sacetia gio (4.07.2014 p,

&-04-331/8.02

Gopamopit N 216 sud

BP0 mec

sid 07.07.2004 p.
Cepmugbixam sidnogionocti ymos sUpGHUYMED NINAPCEKUX
3acolla suMozam nasexctol suponunol pakmusy
N 002200 9/GMP @i 14.01,2019 p., mepsin 01t 0o

14.12.2021 p.

Ceprudikar cepif No |

Hepaicasnon cayxwodow Yipainu 3 slkapesiuy sacobie

| Hazsa npoaykuil, nikapeska dopma

Hopmonpee, Tabiaerkn

Howep cepii FZ10121

Mo UAS3668/01/01  ntie Beacrpokoso

Posmin gepil 40645 yn.

Cua il agTHBHICTE

Kanronpuny — 50 mr
Ciapoxnopriaznty — 25 Mr

Hara supobuuursa 01.21

| Poasip 1a TN MaKDBAHHY

ITo 10 radnerox y Gaicrepi; no 2 Gnicrepu y naui

Yrpaiua

Hassa kpaiuy npHIHAYCHHR

|
|
1
|

BunpoGosysanua nposeacue 3a MIKH J13 1o PITNe UA/3668/01/01

Crennpixauis no MK I3
Ne TNokasuuky AKocTi Jonyerumi Mesi MeTom KoHTPOIO PesynbTaTi
1 | Onnue Tabneriu kpyriol Gopmu 3 IIOCKOK NOBEPXHCIO, 31 Ja .1, (sisyaneno) Bignosinac
CROLIEHEMI KPAsStM | prekaio, Ginoro abo cnabkoro Kowtoro
KOMLOPY.
2 | laenrrdikania Ha xpomatorpasi suripoGosysaiioro pozusity, OTpHyanii npu Jam A, Bianonigac
KANTOOpHA | KinbkicnoMy Br3nascini (Meroa 2), Hacu yrpuMyBanHs nikis by, 2.2.29
riapoxmopriazny KATTONpHAY | MAPOXIOPTIA3HY MUIOTL CHIBNALATA 3 HacaMH
YTPHMYBAHHA THKIB KANTONPUAY | TUIPOXIOPTIA3HAY Ha
KPOMATOrPaMi po3ariy nopisHsHms (&),
rigpoxJopTiazuL Yaprpadionerosuii cliekTp noraHHanig BHIPoBOBY Balioro Jan 2.8, Butpusmye
posdutiy 8 0Gaacti 81 250 1M 10 350 HM HOBUHCH MATH by, 2.2.25
MAKCHAMYMIE 30 J0BACHHN XBuai (27342) in i (323£2) i,
Binouienns onTaanol TYCTHHM 33 0BAIHK X3HAi 273 uM o
ONTHYHOT FYCTHHY 3a 1osxuin xsuai 323 nM mae Gyru sin 5.4
o 5,7.
KATONPHI Sxicua peaxuis, Jam 2.C Burpumye
3 | Cepemna maca 1abacTRy Bin 238 mr a0 263 mr Jan 3, *1DY, 2.9.5 250
4 | QuuopianicTs A030BaHMX
OILMHHIL 3am. 4,
PLAPOXIOPTIZINA Mae piznosiaamy sumoras * DY Y, 2.9.40 Bianosistae
KAHTONPII Mae pignosiaari Bumoram *J1@Y *J1QY, 2.2.25 Binnosizac
5 | Posnaanns He Binsie 15 x8 Jan. 3, *J0Y, 2.9.1 8
6 | Posuuneins Jam 6, *ldY, 2,93,
riapoxaopriazny He menure 75 % (Q) 3a 45 xs 2225 - Binnosinae
| xarrronpuiy He menwe 75 % (Q) 32 45 xp Binnosinac
7 | Cynposizni noMimkm :
GensoTianiasumy He Binpme 1,0 % 3an. T.A, *I0VY, 2229 Bianosinae
JOMiWH A
Karntolpuay gueyabginy | He Ginswe 3.0 % 3an. 7.B, *0Y, 2.2.29 Binnonsinac
8 | MikpoGiosoriuna Kputepil npuiisatiocti: 3an.§, :
YHCTOTA Saransue uneno aepobuux mikpoopranizdis (TAMC) Y, 5.1.4,2.6.12,
~10°KYO B Ir. 2.6.13 <100
3araneie 9ucao apiuaosiy ta nicenenux rpadis (TYMC)
~1PKYO s lr. <10
Bineyrnicre Escherichia colis 1 1. Bincyrhi
9 | Kinexicne susnadenis Ha MosMenT punycky Ipotarom Tepminy 3an.9,
NPHAATHOCTI
riapoxnopriasuny Bia 23,75 mrno 26,25 mr Big 23,13 mr o 26,88 mr Meroa 1, 26,19
(CaH,CIN;Q,S;) B NepepaxysaHti Ha B MEpEPaxyBatHi Ha CEPEHIO oY, 2.2.25, .
cepeiHio Macy TalieTiH. Macy Tabnerky, uGo
KaIrronpuay Bin 47,50 mr a0 52,50 mre | Bin 46,25 mr o 33,75 Mra Meroa 2, 49,03
{CoH1sNO,S) MepEPAXyBAHHT HA CEPEIMIO | MEPEPAXyBAHH] HA CEPEHIO OV, 2.229

macy TafieTki. Macy TadIerki.

Crop. 1




10 | Yiakoska Bianosiano o suvor MKH J13 | 3a ML I3 | Bimnoriaae
11 | Mapkysautis rifno SATHCPAKEHOMY TEKCTY MAPKYBAHHA
12 | ¥Ymosn sbepiranus B opurinaissiil ynakosni npi remneparypi ve sume 25 °C

| 13 | Tepuin npizariocti 3 poku [ fo 0124

Asants sikonann: Convapeiko A.C., l{)‘pml{d A C. "Iapnmuﬂu 10.0., Mypawko H.O.
Burenosox: Biarosizac susoran MK .TI'3 o PITNEL

B
mm Po); H{}

AKOCTY

Hasamuuk BKS Huraano O] .

Jassa npo ceprudiranio: Ly a sace ‘{‘mﬁ@\
(BRMONRIONH [1AKY BAHHN T8 MAPKYBAHIT A HPOIIG
BCTAHOBACHHM MICUCRHM PErYIRTOPHAM OPTRHEM Jiird BIANOBIAHOCTI 40 cnietmiikauiil, axi mictarecs y peectpauiiinosy aocse, [poTokonu
BHPOOHHITBA, YIAKOBKH | ananizin Gynu uape“?{'ﬁf' 1 BCTAROBACHD al,gnuui;lﬁiifr v GMP. Cepis rorosol npoaykuil Bianosigac 38 nokazHuKamm

seocti MKA JI3 no PTT Ne UA/3668/01/01 Ta no3soaserses 1o pea.l}/(

Ynosnosakena ocoba  Ulmaprye LR,




©-04-351/6.02
Bupoliruva dinvruys.
Adpeca: Yupatia, 04073, m. Kuts, ays. Konuniscoxa, 38,
Jiyensin cepla AB M 598093 sudara Jepocasnow cayncoro
Ypaiuu 3 aikapeoxux sacobie 6id 04.07.2014 p.
Csidoymso npo amecmayino sabopamapit M 216 eudane
Aepxcasnoro cryacdor Yipatuu 3 alxapesrux sacobis
6i0 07.07.2014 p.
Cepmudbixam eidnosionocmi ymos supobuiymea aixapcsxux
3acoble eunozam Hanexcnol supobwuyol npaxmuxu
No.002/2019/GMP ¢1d 14.01.2019 p., mepmin 0if do
14.12.2021 p,

AT ,KHIBCLKHI BITAMIHHHH 34BOJ"
Yrpatna, 04073, m. Kuls, eyr. Konuniscoxa, 38
TTputimanvnn; mer/paxe (044) 461-03-08
Komepyiiinuii siodin: (044) 461-03-31

Bidoin xonwmpomeo axeemi: (044) 461-03-34

Ceprudikar cepii Ne 2

Hasea nponykuil, nikapcoka dopma
Homep peecrpauilinoro nocsinueHHa

Howmep cepit FZ20221
Poamip cepil 19296 yn.

__Hopmonpec, Tabaeru
Ne UA/3668/01/01  zie Gescrpokoso

Cuna aii/ axTusHicTs Karrronpuiry — 50 mr Ilara Bupobrnursa 02.21

Ciapoxnopriasuny — 25 mr

,i Qs 2N/ ,é}{ﬂ QWQQ/f/y

Po3mip Ta TR nakoBaHHs Mo 10 Tabnerok y 6nicrepi; no 2 Gnictepu y nauui Hasea xpalny npusHaveHHs
VYkpaina
BunpoGosysanns nposeseHe 3a MK JI3 no PIT Ne UA/3668/01/01
Creundikania xo MKS JI3
Ne Hokasukx sxocti Jonycrumi Mexi Meronn xouTpomo Pesynsraru
1 | Onue Tabnerkn kpyrnof GopMu 3 IOCKOIO NOBEPXHEID, 3i 3a n.1, (isyansno) Biznosinae
CKOLIEHHMHE KpaaMy | prckoio, 6inoro abo cnabkoro xostoro
KO/IbOPY.
2 | laenrudixanis Ha xpomarorpanmi sunpo6oayaanom PO3UHHY, OTpUMaHIH nipu 3an. 2.A, Bianosinae
Karronpua i KinekicHoMy BH3tadeHui (Meron 2), wacy YTPHMYBaNHS nixis ey, 2.2.29
rizpoxaopriasHa KanTonpHAy i riApOXAOPTIEsUIY MBIOTS CHIBNANATH 3 YacaMM
YTPHMYBaHHS nikie kanTonpuny i riapoxnoprisiuay na
XpOMATOrpaMi po3synHy nopiBHAHAS (a).
riipoxaopriasna Yurpadionetosult cnekTp NOrTHHAHKS BHITPOGOBYBAHOrO 3an. 2.B, Burpumye
po3unuy B obnacti Bin 250 um 10 350 1M nosHHEH MaTH oY, 2.2.25
MaKCHMYMH 38 JOBMHHN XBHM (273£2) 1M i (32342) um.
BiHOLIEHHS ONTHYHOT TYCTHHH 38 JOBXRUHK. XBUAT 273 UM [0
ONTHYHOT YCTHHY 38 AOBKHHH XBIAT 323 uM Mae 6yTw i 5,4
1o 5,7,
KanTonpyi Jxicna peaxuis. 3an 2.C Butpumye
3 | Cepenus maca Tabnerkn Bix 238 mr a0 263 mr 3an. 3, *dY, 2.9.5 258
4 | OnnopiasicTs A030BaHMX
OAHHHLL 3an, 4,
riapoxnopriasng Mae signosizary sumoram *JIQY 1Y, 2.9.40 Bianosinae
KanToupun Mae pianonizaru sumoram *IQY DY, 2.2.25 Biznosinae
5 | Posnananss He Ginswe 15 xa 3an. 5, *10Y,2.9.1 2
6 | Posunuenns 3am. 6, *IDY, 293,
rinpoxnopriasuay He mexme 75 % (Q) 32 45 xa 2225 Binnosinac
Karronpuy He menue 75 % (Q) 3a43 xs Bianosinae
7 | Cynposiani gomiumu R
GensoTianiasuny He 6inswe 1,0 % 3an 7.A, *19Y,2.229| Bianosizae
ROMilkH A :
xanronpuny ancynediny | He 6insiue 3,0 % 3an. 7.B, *1dY, 2.2.29 {  Bixnosinae
8 | MixpoGionoriuna Kpurepil nputtusthocti: 3am. 8, .
YHCTOTA 3aranshe uucno aepoSHUX MikpoopranisMis (TAMC) *DY, 5.1.4,2.6.12,
~10°KYOelr, 26.13 <100
3arwisHe MCNo APIkIKOBHX Ta nuicereBHX rpuGia (TYMC)
~10°KYO s Ir. <10
Bincyrnicrs Escherichia colis | 1. Bizcyrni
9 | KinskicHe sauaueHns Ha momMeuT BHIyCKy Hpotarom Tepmiiy 3an.9,
npuaaTHocTi
riapoxnopriasuay Bin 23,75 mr 10 26,25 Mr Bia 23,13 mr 026,88 Mr Meron 1, 26,16
(C/HyCIN;0,S;) B riepepaxysanui Ha B fiepepaxysasil Hacepenmo | *HOY, 2.2.25, '
CEPEIHIO Macy TabneTku. Macy TabrneTiu. abo
KanTonpuiy Bin 47,50 mr o 52,50 mre | Bia 46,25 mr 0 53,75 Mra Merox 2, 51,96
(CsH;sNO,S) nepepaxyBanHi KA COPEANio | mepepaxybanui Ha cepentio DY, 2.2.29
macy Tabnerky. macy Tabnerku.
Crop. 1




10 | Ynaxonka Bianosiano no sumor MK Ji3 | 3a MKA )13 | _Binnosizae

11 | Mapxysauus 3riano 38TBEPIUKCHOMY TCKCTY MADKYBARHN
12 | YmoBu 36epiranns B opurinanenit ynaxoeni TNIPH TEMNEPATYDi He Buute 25 °C

| Jo 02 24

13 | TepMin upwmathocti 3 poxu
Ananis sukonanu: Mypauxo H.0., Ciy
Bucnosok: Binnosinae sumoram

BLIYLT
KONTPO.O

&
»
O

Hauansuux BKA JKuraano O. Ky <,

3asna npo ceprudixauiio: LIum 1 3acainy HO10. Lo Bepeito npoxyxuil Gyno Bupobneno
(Bxmouatoun naxysanms Ta MapKYBaHHA) Ta npoN nosaik sianosinuocTi piMor GMP,
BCTAHOR/ICHUM MICLICBHM PErySTOPHMM op iAnosi i i i mictaTnen y peccrpauiltuomy zocse. Mpotokonu

BHPOGHHITBA, ynakoky i ananisin Gy ne, ii i iorh-G AIHHKAMH

YnosHosaxena oco6a Limapryn LB. QLOBA

QUALIFIED
PERSON

Crop. 2




P-04-351/8.02
AT KHIBCbKHIT BITAMIHHHI 3ABOT”
Vipatwa, 04073, m. Kuls, éya. Konuniscexa, 38
Hpuivansus: mea./axc (044) 461-03-08
Komepyiiinuii giodin: (044) 461-03-31
Bidoin xowmpomo axocmi: (044) 461-03-34

Bupobuua oinbruya.

Aopeca: Vxpaiua, 04073, m. Kuie, sy, Komuniecexa, 38.
Hiyensia cepia AB Ne 598093 eudana [Jepacasnow cayacboro
Vepatuu 3 aikapcvkux Mcoﬁ.(s 6io 04.07.2014 p.

Ceid npo amec nabopamopif Ne 216 eud
Heprcasnow cryxceow Yxparnu 7 Jnmpcr,m sacobia

sio 07.07.2014 p.

Cepmughixam gidnoeioHocmi yMos supoGHIMEea Aikapcsrux
3aC06i8 GUMO2AM HANENCHOT BUPOOHUNOT NpaKMuKy

No 001/2022/GMP gio 05.01.2022 p., mepmin 9if do

05.11.2024 p.
Ceprudikar cepii Ne 2
Hasa npoaykuil, nixapcska gopua ____Hopwmonpec, Tabaerkn Howmep cepit FZ.20422
Homep peecpailifinoro nocsiadcHma Ne UA/3668/01/01 _nie GeacTpokoso Posmip cepii 40704 yn.
Cuna nii/ akTHBHICTE Kanronpuay = 50 mMr JHara supoGunirrsa 04.22

Fiapoxnopriasuiy — 25 M1

Poamip Ta THN NakoBaHHA Mo 10 Tabnerok v Gaicrept; no 2 Guicrepu y naw Ha3sa kpainm npH3nayicHis

Ykpaixa

BunpoGosysanna nposeaciic 3a MK 73 a0 PIT Ne UA/3668/01/01

Creundixawia g0 MKA JI3
No TlokazHMKH RKOCTI JonycTumi sMexi MeToaH KOHTPOMIO Pesynntaru
1 Onuc TabaeTen kpyraol GopMH 3 MIOCKOIO NOBEPXHEIO, 31 CKOMCHHMH 3a n.1, (sizyansno) Bianosinae
KpasMH i pHekow, Gioro ato caabkoro KoOBTOr0 KOABOPRY.
2 | lnewmdikauis Ha xpomarorpavi bunpoGOBYBAHOIO POIYHHY, OTPHMAHIA NpH 3an 2A, Bianosizae
xkanronpun i KiLKiCHOMY Br3HAYeHRAI (MeToa 2), Yach YIPUMYRAHHA Nikie *ldY, 2229
riapoxnopTiazua KanTonpuay i rapoXA0pTIasHly MaOTh CIIIBNANATH 3 4AcaMi
YIPHMYBAHHS MIKIB KANTONPIAY i FAPOXNOPTIAIHAY HA XPOMATOIPaMI
posumiy nopisnsaua (a).
rigpoxnopriazua Yavrpadioncrosuit cNEKTp norauHanHs BHNpoGOBYBAHOD POIYHIY B 3an 2B, Butpumye
obnacTi Bia 250 M 10 350 HM NOBHHEH METH MAKCHMYMH 38 JIOBAKHHY *Ndy, 22325
Xeuai (273£2) um i (323£2) m,
Binnowennz onmiyHOl rycTiHi 38 NOBKHIH X8 273 HM 10 omynol
FYCTHIH 38 A0BAHIIN XBIAT 323 um mac Gymi 8ia 54 no 5.7,
SAxicua peakuis.
KQUrronpui 3an.2.C Butpumyc
3 | Cepenns maca TabneTku Bin 238 mr 10 263 mr 3an. 3 *IdY, 295 249
4 | OnnopiasicTs A030BaHUX :
OHHHLE 3an. 4,
FiApoXaOpTIaINa Mae sianosinam auvoram *JIOY *APY, 2940 < Bianosinae
KAMTOMpPHA Mac piumosinam samoram * 1@V *dY, 2225 ~ Bianoeisae
5 | Poanananusa He Ginbiie 15 x8 3an 5, *AOV,290.1 8
6 Pozunnenns 3an. 6, * DY, 293,
TiApoxnopTialLy He mene 75 % (Q) 3a 45 x8 2225 Bianosinac
KanTonpuay He menme 75 % (Q) 3a 45 xp Bianosiuse
7 | CynpoBiaHi JOMIIIKH
OeHzoTiamaInny He Ginse 1,0 % 3an. 7A *ldY, 2229 Buinosisae
AoMimkm A
KanTo aucynnbiay He Ginbuwe 3.0 % 3an. 7.B, *IdY, 2229 Bianosisac
8 MikpoGionoriuna Kpurepii npuiinsTHocTi: 3am 8,
YHCTOTR 3aranenc 4ucno acpofHuX Mikpoopranizmis (TAMC) *NDbY,514.2612,26.13
- 10°KYOs Ir. <100
3araisHe YHCNO APHRILKOBHX Ta muiceHesux rpubis (TYMC)
- 10°KYO s I <10
Bincymicte Escherichiacolis 1. Biagcytui
9 Kinskicue pisnascnna Ha momeHT BHNYCKY [poTarom 1Tepminy 3an.9,
NPHARTHOCTL
FApONIOpTIas Bin 23,75 mr 50 26,25 mr Bia 23,13 mr 50 26,88 mr Meroa 1, 2425
(C:H:CIN;O,S;) B MCPEPAXVEAHHI HA CEPEIHIO B nepepaxysanii na cepennio macy | *JAdVY, 2225,
macy Tabaerxu. TabaeTxkn. abo
Krmonpiy Bia 47,50 mr 10 52,50 Mr B Bin 46,25 mr 80 53,75 Mr B Meron 2, 52,32
(CsHsNG:S) nepepaxyBaii Ha CEPEIHIO NEpepaXyBalHi HA CEPEIIHIO Macy DY, 2229 v
macy TabneTki. i TabaeTki.
10 | Ynaxomka Bisnosizso a0 snmor MKSH 113 3a MKH /13 Bianoeigac
11 | Mapkysanus i %
12 | ¥moBu 3&pimmu
13 | Tepmin npuaarHocTi Ho 04 25

Amnaniz suxonanu: Kozapezosa T.O

Buctionok: Bianosizae sumoram MKHA

Havansunk BKSA Huramano
3asna npo ceprudikaunino: Llum 1
(BRIFOUAIOUH NAKYBAHIA T2 Map)

PETYARTOPHUM OPraHoM, 8 TaKOK ¥

NEPEerasuyTi | BCTAHOBICHO BLANOBLIHI

A0 peanizail.

Vnosrosaxena ocoba

aéi KONT! 'Nhff. ;
0 N\ . AROCTL J& >l

IHmapryu 1B,
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