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Ceptudikar akocti Ne 040000118402

Jlisak®, TabneTkn ana cMOKTaHHA 3i cmakom wokxonany, no 10 rabnetox y 6nicrepi, no 2
Bnicrepy y nauui
1TAB/IETKA MICTWTb NI3OLMY MAPOXIOPUAY 10 MY MEPEPAXYBAHHI HA CYXY PEYOBUHY, IEKBANIHEO XNOPUOY
0,25 M"Y [EPEPAXYBAHHI HA 100% CYXY PEHOBUHY

Homep cepi: 181024 Kpafha oTpumysau: Yrpaiva
KinbKicte npogykuii: 19,158 Tuc.ynak. N2 Peectp., noceig4eHHn: UA/10650/01/01
HRara pupobHuyTea: 10.2024 TepmiH Al peectp. nocsiguerHa:  HeoBmemeHui

AHani3 erkoHarui no: MKA 113 ao PTT NeUA/10650/01/01, 3mitnm sig 07.10.2021 p.

HalimeHysaHHA nokasHuKis Bumorut AHA({cneundikanii) PesynsTatu sunpobysaHe

Cnuc TabneTku Big ciporo Ao KOPUYHEROro KONLOPY, 3
BKPanneHHAMN, 2 NNOCKOI0 NOBEPXHEI0, PUCKOID i
drackoio, 31 cMaKom Kakao, Ha roeepxHi TabneTok
AONYCKAETBCA MAapMYPORICTh Bignosigae

InenTudixkauin
OekeaniHio xnopug Ha xpomatorpami Bunpo6osyeaHoro posunky (b),

OTpUMaHIii y poagini "KinbkicHe BuaHaueHHA",
Hac YTPUMYBaHHA Nika AekeaniHilo Xnopuay Mae
CriBRafaT 3 4acoM YTPMMYBaHHA Mika gexeaniHiio

Xnopugy Ha Xpomatorpami posunHy nopieHaHHA (b)

3 TOYHicTiI0 £ 2% Bignosigae
nisouumy rigpoxnopiug fikicna peaxyin Binnoeigae
CepegHsa maca BinG,713rpo 0,788 r 0,752
Poznapaxus He Ginbwe 30 xB 19 x8
OnHopigHicTE fo3oBaHUX OOMHIILL
nizoummy rigpoxnopug Mae BUTpumMmyBaT BUMOTHY Bignosigae
feksaninilo xnopug Mae ruTpumMyBaTI BUMOr Binnoeigae
®epmeHTaTBHA giA Mae Bignoeigat BluMoram Bianoginae
MikpoGionoriuna uncrora
3aranbHe Yncno aepobHmMx Kputepii npuitnatHocti 100 KYO/r
MmikpoopraHismis (TAMC) * =
3araneHe WWCno APRKEKOBUX T Kputepii npuiiHaTHoCT 10 KYO/r
nAicHABWX rpubis (TYMC) * ~
Staphylococus aureus * BlacytHicte 8 11 x
Pseudomonas aeruginosa * BipcytHictb 8 1 r *
KinbkicHe BusHaueHHs
nizounmy rigpoxnopug, Big 9,0 mr o 12,0 mr, B nepepaxysaHui Ha
Cepmudhikam nidnucaHo enekmpoHHUM nidnucom ID 040000118402 Crop.1 32
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cepenHio macy ofHIiel Tabnetkn 10,4 mrirab
Aeksaniniio xnopug Bin 0,225 mr o 0,275 mr, B nepepaxyBaHHi Ha
cepenHie mMacy oaHiel TabneTku 0,240 mrirab
Ynakoeka Mae signosigaTtv BuMoram Bianoeinae
MapkyBaHHA Mae signosigati sumoram Bignogigae
Tepmin npugaryocri: 2 poku Oo 10.2026

Ymoeu 36epiraunn;  3bepiratu npu Temnepatypi He sme 25 °C,
KomenTapi:

*Ha nigcrast nepioguyHoro koHTponio, NpoTe My NiATBEPIXKYEMO BignoBigHICTb AaHOT cepii Bumoram HA
3anaBa npo ceprudikayiro:

Uum s saceiguyo, Lo BMileBKasaHa iHGopMalia € gocTosipHoto | TouHolo, Lo cepilo npoaykuli 6yno BupobneHo (BKOYACYY
ynakoBky/mapKysaHH#A) Ta NposeaeHnii KOHTPONL 1 AKOCTI Ha WWKMEBKazaHii AinbHuMUE B NosHilE BignosigHocti go sumor GMP,
BCTAHOBNEHWX MICLIEBAM PEryNATOPHIM OPraHoM, a TakoX Y BignosigHocTi iz cneundikauismm, axi 3HaXORATHCA Y peecrpauifinomy
Aocbe/toproeo niuensii. NpoTokonu BUPOBHMLTEA, NAKYBaHHA Ta aHanisis Gynu nepesipeHi ra BeTaHoRNeHa signosigHicts GMP.,

Jozeonero go peanizauii / go sigpanTayeHHA

YnosHoBaxeHa ocoba — MposigHui iHxeHep BCTaBI Apemenko B.B. 07.11.2024

BupobHuya ginbHuna:

YKPAIHA, 04080 m. Kuie-80, syn. Kupwniscoka, 74; Jlitenain Ha smpobHuuTeo AE Ne 637430 sig 07.04.2015;
Ceprudikat GMP N°045/2022/GMP sin 25.08.2022; GMP_UZ-08:2023 giz 30.11.2023; GMP/EAEU/KZ/81-01-24 sig
16.12.2023; 530-10/24-06/02 sin 02.09,2024

KonTpone skocri ta Bugava gossony Ha peanisaujio:
YKPAIHA, 04080 m. Kuis-80, syn. Kmpuniscoka, 74; CeinoUTeo npo atectayiio Ne 390 sin 22.01.2019

Cepmudpirkam nidnucaxa enexmpoHHUM hidnucom iD 040000118402 Crop.2 32
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CepTudikar akocri Ne 040000120226

Jizak®, TabneTky AnA CMOKTaHHA 21 CMakom wokonaay, no 10 Ta6netok y 6nicrepi, no 2
6nicrepu y nauuj
TTABNETKA MICTUTB II30LMMY MAPOXIOPMAY 10 MP"Y MEPEPAXYBAHHI HA CYXY PEYOBUHY, JEKBANIHIIC XA0OPUAOY
0,25 MT" ¥ NEPEPAXYBAHHI HA 100% CYXY PEYOBUHY

Homep cepii: 10225 KpaiHa oTpumysay: Ykpaita
Kinskicre npogykuii: 18.582 Tuc.ynak. N2 PeecTp. nocsigyerna: UA/10650/01/01
Hata supobHuyTea; 02.2025 Tepmin ail peecrp. nocsiguerHn;  HeoBmexeHMl

Anania BuKkoHaHué no: MKA 13 go PT NeUA/10650/01/01, 3miku sig 07.10.2021 p.

HatimeHyeauHA nokaskukis Bumorn AH[(creymdikanir) Pezynuraty sBnnpo6ysann

Onunc TabneTkn eig ciporo go KOPUYHEROTC KONbOPY, 3
BKpanieHHamn, 3 NI0CKO NOBEPXHEK, PUCKO |
dackoto, 3i cMakom Kakao. Ha rnoeepxHi Tabnerok
fONYCKAETLCA MapMypoBICTL Bianoeinae

lxenTndixanin
AekeaniHilo xnopug Ha xpomarorpami BUNPoBOBYBAHOro poayumHy (b),

oTpUMaHIA vy posgini "KinbkicHe BU3HAYEHHR",
Hac YTpUMyBaHHA Nika geKkBanidin xnopuay mae
cniBNapaTin 3 Yacom yTpUMyBaHHA nika Aeksaniuio

XIOpPUAY Ha XPOMATOrpami PO3UnHY nopisHarHA (b)

3 TOHICTIO £ 2% Bianosigae
nizoummy rigpoxnopug AkicHa peakuis Binnoeinae
CepeaHa maca Bin 0,713 rno 0,788 r 0,746 r
Po3naganuns He Ginbwe 30 xe 17 xB
OnHopigHicTe gozoBanux oANHULb
RizourMy rigpoxnopug Mae BuTpumMyBaTi BUMArn Bignosinae
Bexsaniniio xnopup Mae euTprmyBaTit sumory Bianosinae
®epmeHTaTisHa ais Mae signosigatu sumoram Bignoslgae
MikpoGionoriyna uncrora
3aranbHe u1cno aepoGHux Kpurepii npuiikatiocti 100 KYO/r
Mikpooprakizmis (TAMC) 0 (Menwe 100)
3aranbHe uncno ApixmEKoBUX Ta Kputeplit npuinatHocTi 10 KYOQ/r
AnfcHABMx rputis (TYMC) 0 {(MeHwe 10)
Staphylococus aureus BincyrHictbB 1 1 BigcyTHi
Pseudomonas aeruginosa BigcytHicte B 1 r BigcyTHi
Kinbkiche BnsHauennn
nizoummy rigpoxnopu Bin 9,0 mr go 12,0 wmr, 8 nepepaxysati Ha
Cepmupikam nidnucano enekmporRum nidnucom ID 0400001202286 Crop.1 32
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CepefiHio macy ofHiel TabneTku 10,3 mrfva6
fexsaninilo xnopua Bin 0,225 mr go 0,275 mr, B nepepaxyeaHHi Ha
cepeHIo Macy ogHiel TabneTkm 0,234 mrirab
Ynakoeka Mae Bignosigati Bumoram Bignosinae
MapkysauHsa Mae signosinaTi Bumoram Bignoeinae
Tepmin npupaThocti: 2 poKu Ho 02.2027
VmoBn 3bepiranun:  36epirati npu Temnepatypi He enwe 25 °C,

KomeHTapi:

3anea npo ceprudikayito:

Uum A 3acsiguyio, 0o BUweBKasaHa iHbopmauin € goctoripHom | TouHolo, Lo cepilo npogykuii 6yno supobneno (skmouaioyy
ynakoBKy/MapKyBaHHs) Ta MposeaeHNit KOHTpOAb 1i AkOCT! Ha HWxYeBKasaHlh AiNbHUUI B NOBHIR BignosigHocTi go sumor GMP,
BCTaHOBARHKX MICLIEBUM perynaTopHMM OpraHoMm, a Takox y signosigHocTi i3 cnewudikaniamm, AKki sHaxogaThea ¥ peecTpayifiHomy
Rocbe/roprool niyersit. MpoTokonu BUPOBHULTBA, NaKysaHHA Ta aHani3iB 6ynu nepeeipeni Ta BCTaHOBReHa BignosigHicte GMP.

fAozBonero [o peanizauii f go BifBaHTaMeHHA
YnosHosaxeHa ocoba — MNposigHui iHxeHep BCraBN ApemeHko B.B.

26.02.2025

i A xoq
ontification coge
00481198

Bupobuuua ginbhnya:
YKPAIHA, 04080 m. Kuie-80, Byn. Kupunisceka, 74; fliensia Ha eupobHuuTes AE N 637430 sig 07.04.2015;
CepTudikar GMP N2126/2024/GMP Big 29.11.2024; GMP_UZ-08:2023 Bin 30.11.2023; GMP/EAEU/KZ/81-01-24 Bif
15.12,2023; 530-10/24-06/02 Big 02.09,2024

Konrponb akocti Ta EWAaYa RO3EONY Ha peanizauio:
YKPATHA, 04080 m, Kuis-80, Byn. Kupunisceka, 74; CsigoyTtso npo arecrayio Ne 390 gig 22.01.2019

Cepmuchikam nidnucano enexmponHum nidnucom ID 040000120226 Crop.2 32
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