= = & .
}fﬁ?mg}! 20300, Yepxacoka 06.., M. YMaHb Ykpaina
AT BITAMIHI» BYJL YcmenchbKa, 31

Tell./paxc (04744) 4-67-60, 3-23-25

Ceprudikar sxocti Ne 3 Bix "16" samms 2024 p-

Halimenysanus npenapary ®OJIEBA KHCJIOTA, Tabmerku
Cuna pil/axTusHicTs 1 mr
Posmip Ta Trn naxysamms 10 25 Tabuerox y GJicrepi o 2 6uicTepy y maumi

Ne UA/5940/01/01. Tepmin mif peectpaniifzoro mocsiqyeH s Ha

Peec 1iHe IToCBimuenns . -
Tpax pakt TEpUTOpPil YXpaily HeoOMexKeHuit.

Howmep cepii 30624 ‘ Kimexicts B cepii 21 999 ym.
Hara BuapobammnTRa 21.06.2024 p. [Ipuparamit no _06.2027 p.
Jlinensis na BUpoOHMIITEO Cepis AB, Ne 598019

Ceprubikar Binnosimmocti GMP  033/2024/GMP

KonTpoms sxocti BizmmosinHo 1o Cneumbix«ani‘i PI no PII Ne UA/5940/01/01

Ne Ilapamerpu Cnemndixkamis PesynsTaT
1 2 3 4
1. | Onme ' Tabnerxu xpyrioi hopmu 3 mIockow0: Binmosigae
IIOBEPXHELO 1 PacKO¥0, CBITIO-KOBTOr0 -

KONb0py. JIomyCKaeThCs HEOTHOPIAHICTE
3abapBiIeH s Ta He3HaYH BKPaIICHHL.

2. | Inenradixamin Pozumn npenapary B 0,1 M posunsi kucioTn Binmosimae
XIIOPHCTOBOAHEBOI NPH NOIABAHHI PO3TMHY
KA IepMaHraHaTy 1 pO3YMHY BOJIHIO
IEPOKCHAY ,, IIOBHHEH  MaTd 6JIaKHTHy
(bnyopecuelmno Ip¥ posryanansi B Y O-ceitmi
IpH DOBXHHI XBHI 254 HM (kucioTa ormiesa).

Ha XpOMaTOI‘paMl BUIIPOOYBAHOTO po3IHHy Binmoginae
IIOBHHHA 3’IBUTHCS OCHOBHA IUIAMa Ha piBHI
OCHOBHOI IULIMH Ha XPOMATOIpaMmi pOSTHEY
NOPIBHSHHY, BimmoBimHa mo posmipy i

ryopecenii. ,
3. | Cepenns maca 100 Mr+5% 100
TabseTKu Bix 95 mr 10 105 Mr J{QQ@E}Q\
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e

4. | OpsopigmicTs Macn HomycTume Bigxunenss £ 7,5 ///ng; z(’ ggpeme »;H 3;-1,2
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5. | Posmapanus He 6inpme 15 xB. %1nn03inae
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1 |2 3 4
Posumnenasn He Menme 75 % (Q) Bix BMICTY, BKa3aHOTO B
pozzinmi «Cxuam» 99
7. | OnmopimuicTs BMicTY
Nix0 9ol pegoBunm 85,0-115,0 % 100,4
8. | OmmopimnicTn
NO30BAHMX OJUHMIIb: ,
- IpuAManbHe 3HaYenHs | AV <15,0 1,3
9. | Cynposimmi qomimxu
- KHCJIOTa He 6inpme 0,5 % <0,5
4-aminoOensoiya
- xucnora N(4- He 6imeime 2 % <2
amigo6eH3011)-L-
TIIyTaMiHOBa
10. | Mixpo6ionoriuna B 1 r openapary nomyckaerscs HasBHICTD
TMCTOTA TAMC ne 6inpme 1000 KYO/T, 50
TYMC me 6insme 100 KYO/r. Bincyrricts
Bincyraicts Escherichia coli 1 r npenapary. | Bigcyraicts
11. | Kimexicne Bm3nagenns | 1 mMr+ 5% 0,99
(8iz 0,95 Mr mo 1,05 mr)
12. | Ymakosxa Bimmosinzo mo PIT Binmosigae
13. | Mapkysanns Bimmosinso mo PII Bimnosinae

TP Y ALY

Hata

Lum 5 3aceiduyio, o nasedena suwe ingopmayBr 0BIPHOI0 MA MOYHOIO.

Cepiro 30624 JI3 «®OIIEBA KHCIIOTA, madnemxuy, 6yno 6upobnero (GKIOUAIOYU NAKYBAHHA /
MAPKYSAHHS) MA NPO8EOEHO KOKMPON® ii AKOCE HA GUUye3asHAYEHTT OinbHUYi y noeHuiti 6idnosioHoCmi
3 eumozamu GMP, ecmanosnenumu micyegum DezyIaAmoprym 0p2anom, a maxoxc 6i0nogioHo 0o
- cneyuixayit, wo micmameca y pee q} A LTFIONE D0 b€ (PI).

ApoGinko T.A. /% %/ﬂ//
JHara

YuosHoBaXeHa 0c00a

ZZOBPPUCTEN

Hr” Bas
7 w
ALY s o

Crop232




Yitamiiry ®
TR e . O oim e

AT «BITAMIHW

- 20300, Yepracora o6ur., M. Ymaun Yxpaina
ByJI. Yemenenka, 31
TesL/(paxe (04744) 4-67-60, 3-23-25

CeprudikaT sioeri Ne 7 Bin "20" nucronapma 2024 P

Hattmenypamms npenapary

Cuna niv/akrupHicTs

Posmip Ta Tur maxypanms

Peectpariiine mocsijems

Homep cepif

Hata supo6uniTsa

Jlivensia ma supoGrmTRO

Ceprudixar simosizmocti GMP

KonTpoms sxocti signosingo zo

DOJIEBA KHCIOTA, Tagmerxn

1 mr

X0 25 Tabierox y batierepi no 2 baticrepn v navumi

Ne UA/5940/01/01. Tepmin nit PeecTpanifHoro noceiguenns Ha
TepuTopil Yipaiuu meoSvenenyit,

71024 . Kinsxicts B cepii 22 507 y.

30.10.2024 p. Upanareni 1o 10.2027 P,

Cepin AB, Ne 598019

033/2024/GIVIP

Crerpudirearnit P mo PII Ne UA/5940/01/01

N

Iapamerpu

Cnenadiranis PesynnraTn

1

2

3 4

1.

Onue

Tabnerwn kpyraoi dopa 3 miockoro Bimmozimae
IIOBEPXHEIO i (hackoro, cBimo-KoBTOrO
Komsopy. JomyexaeTnes HEeOAROpiAHiCTE
3a0apBIIeHHY Ta He3HAHI BXpatenHs.

Lenrudinaris

Pozymn npenapaty B 0,1 M pozymni xucirore Bimmozizae

XIOPHCTOBONHEBO! NpPH HoNaBamui posTmEny
Kajiro IepMaHraHaTy 1 posumay mopmio
OCPOKCHIY  IIOBHHEE  MaTw Gnaxuray
(IEyopecenio IpH po3mIfasi 8 V®-cpitm
IIpY JOBXHHI XBEN 254 my (xrenoTa thormiena).

Ha xpomarorpami BHEITPOGYBAHOrO po3TmHY Bimmoginae
HOBYMHHA 3'SBUTECS OCHOBHA INsMa HA pisni
OCHOBHOI INDIMH Ha XpOMATOrpaMi pO3TURY
NOpiBREAMMA,  Bimmomimma 1o posmipy i
(ryopecnentit,

Cepenss maca
Tadaern

100 Mr= 5 % ' 101
Bix 95 Mr 10 105 Mmr

Oanopinmicrs macu

Homycrume sigxusnerss + 7,5 % sin cepenmnoi | +1,9; -1 4
Macy //C—‘_‘m':t‘\ .

Poznagans

He Gimrie 15 xa, /ém'CX\ Bimnopinae

AOKYMenTIa 0?4\

Crop 112
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1 [z 3 4 Hl
6. | Posunuenns He Merme 75 % (Q) Bim Bmicry, Brazamoro g
‘ poznini «Crcnamy 100
7. | Oxnopinmiers BMiery
HiroqoY pewonmhy 85,0~115,0% 99,5
8. | Omropinuicrs
HO30BANMX 0HIIAIE
- IPHEMALHE 3Haderns | AV <150 1,7
9. | Cyuposigui Rominmxen
- KUCIOTa - He 6imsine 0,5 % <0,5
4-aMinoBensoitna
- Kuesora N(4- He 6insme 2 % <2
amizroBensoln)-I -
TIyTaminopa
10. | Mixpo6ionoriyira Blr TIPENapaTy NOMyCKAETLCH HasBHicTs
qHeToTA TAMC ze Gimpme 1000 KVOrr, 50
TYMC ne 6insme 100 KYOrr. Bineyrai
Bigeyruicrs Escherichia colizlr Ipenapary. | Bimcyruicrs
1. | Kinnicicne BisHaweuns | I mra 5% 0,99
(8in 0,95 Mr no 1,05 mr)
12. | Ynaxoska Bimosimmo no PII Binnopinae
13. Maprysamug Bimmosimmo mo PII Bimmosinae )

Konerrapi: 36epirarn
Burcrosox: Binmonina

B OPHTIHANRHiH YIRKOBI OIpy TEMICNATYDi He BEme 25° C.
€ BHMOTaA enenmt iranii
-

S UA/5940/01/01

KHCITOTA, mabneimriy, yno SUpObRENo (srmovaoyy naxysanus /
Onb I Axocmi va guu esasnauenit dinvruyi y nogris Gidnaaionocmi

i HIy
peaynsamoprun opeanom, a maroo 81Ono&idn0 Do

Crop232




taminry®

AN MNO - OSm=

AT «BITAMIHI

20300, Yepkacbka 00.1., M. YMaHb
ByJ. YcneHcska, 31 :

Tea/paxce (04744) 4-67-60, 3-23-25

Ceprudikar axocri Ne 2 Bin "15" nunus 2024 p.

HaiimeHnyBanHs mpenapaTy

Cwua pii/akTuBHICTE

PosMip Ta THD makyBaHHA

Peectpaniiine nocBigueHHs

Howmep cepii

Hara BupoOHUITBA

Jlinensig Ha BUPOOHUIITBO

Ceprrdixkar BigmoBigaocti GMP

KoHTpoib SKOCTI BIANIOBIIHO KO

Ykpaina

DOOJIIEBA KUCJIOTA, TabaeTku

1 Mr

o 25 TabjaeTok y 6Jicrepi o 2 6JicTepy y mavui

Ne UA/5940/01/01. Tepmin aii peectpamitHoro
TEPUTOPil YKpaiHu HeoOMexeHuH.

OCBIOUYEHHS Ha

20624 Kinexicrs B cepii 21

957 yn.

20.06.2024 p. [Tpupatamit no  06.2027 p.

Cepisa AB, Ne 598019

033/2024/GMP

Crenudikanii PJI no PIT Ne UA/5940/01/01

Ne Ilapamerpu Croenudikanis PesynbTaTH
1 2 3 4
1. | Onme Tabnerku xpyrnoi GopMH 3 IIOCKOIO Binnogsinae
TIOBEPXHEIO 1 HacKO0, CBITI0-XKOBTOIO
KOJBOPY. J[OIyCKaeThCsl HEOMHOPIIHICT
3abapBICHHS Ta HE3HAYHI BKpalyICHHS.
2. | InenTndikanis Po3umn mpenapary B 0,1 M posumHi KMCIOTH | Bignosinae
XJIOPHCTOBOAHEBOI IIpH JMNOJABaHHI pPO3UHHY
KaJI}0 [epMaHra€Hary 1 pO3YHHY BOJHIO
[IEPOKCHLY  IIOBHHEH  MaTH  OJakuTHY
diryopecneHuio npy posrisgansi B Y ®-cBitimi
Ipu HOBXKHHI XBUi 254 mM (kucnora omiepa).
Ha xpomarorpami BumpoOyBaHOro po3uuHy | Bimmosimae
IIOBMHHA 3’SIBUTHCS OCHOBHA IUIIMa Ha piBHI
OCHOBHOI IULIMH Ha XpOMaTorpaMi pO34YHHY
NOpiBHAHHSA, BIAMOBiAHA IO po3Mipy i
diyopecueHuii.
3. | Cepenus maca 100 Mr £ 5 % 100
TabaeTKu Bin 95 mr no 105 mr _ m
4. | OgsopinHicTh Macu HomyctuMe BimxuneHss + 7,5 % Bj 4/9 35{-1 2SY5 g i
EEH dz{o BAS NN/ e/ oKy MEHTI
. roreyaeuTia NI
5. | Po3napanus He 6inpme 15 xs.

3 ,'t—"(“.h!(e'
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1 |2 3 4
6. | Po3unnenus He menme 75 % (Q) Bix BMicTy, BKa3aHOTo B
pozaim «Cxmamy 100
7. | OnsopignicTs BMicTy
Aix090i peOBHHH 85,0-115,0 % 99,7
8. | OnuopinHicrn
N030BaHUX OQUHHIb:
- IpuiiMayibHe 38adeHHss | AV <150 2,3
9. | CynpoBigai qominika
- KHCJIOTa He 6inpime 0,5 % <0,5
4-aminOOeH30HA
- xuciora N(4- He 6inpme 2 % <2
aminobensoin)-L-
Iy TaMiHOBa
10. | Mikpo6ionoriuna B 1 r npenapary HOIycKaeThCS HasBHICT
9HCTOTA TAMC =e Ginsire 1000 KYO/r, Bincyrnicts
TYMC ne 6utsme 100 KYO/T. BincyTHICTH
Bincyrricts Escherichia coli B 1 r npenapary. | BincyTricts
11. | KinbkicHe pusHavenns | 1 mr= 5% 0,99
(Bim 0,95 mr no 1,05 mr)
12. | Yoakoska Binnosimmo mo PJT Binnosinae
13. | MapkyBauus Bigmosinxo mo P)Z[ Binmmosinae

Lum 5 3aceiduyro, o Hasedena suwe inGopmayis € 00CMOGIPHOIO Ma MOYHOIO.

7L 07 ALY

Hara

Cepito 20624 JI3 «®OJIIEBA KHCIIOTA, mabaemxuy, 6yno supobneno (8Kuouaio4y naKysanHs /
MApKYBAHHSA) MA NPOEOeHO KOHMPOL i AKOCMI HA 8UWe3A3HAYeHIT OLIbHUYI y NOGHIN 6i0n08iOHOCMI
3 6UMO2aMU GMP 6CManoeneR UMY Mzcueewvz DeZyASMOPHUM OP2AHOM, a4 MAKOHC 8i0n0gioHO 00

YrosHoBaxena ocoda

Jlara
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