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Hassa npopgyxry:

Cknap:

Homep cepii:

KinbkicTb npopykuii:

BAaTta BupobHUyTBa:

Bata eupo6HuyTea in-bulk:

Homep cepii in-bulk:
KpaiHa otpumysau:
N2 PeecTp. NoCBigueHHn:

Tepmiu gii peecTpauyiiiHoro
nocBiguYeHHA:

Tepmin npugaTHoCTi:
Ceprudikar ananisy:
AinbHnya supobuuurea AQI:
Homep naprii/cepii AQI:

BupobHuua ginbHULA:

KoHTponb AKocTi:

Bupaua possony Ha peanisauyiio:

TexHniuHa yropga:
KomeHTapi:

3anBa npo ceprudikauiio:

Ceptudikar BignosigHocti N2 170000009077

QeHikc®, Tabnetku, BKpUTi NniskoBoio o6onoHkoto, no 15 mr, no 14 tabnetok y 6nicrepi, no
2 6nicrepu y nauui
1 TabneTtka, BKpUTa NNiBkoBoW 060N0HKOI , MicTUTb 15 Mr puBapokcabaHy

00137126
6.939 Tuc.ynak.
03.2026

H/B

H/B

YKkpaiHa
UA/21188/01/03
po 09.03.2031

go 03.2029

[oAaToK

IHpis, 477117, Ghirongi, Q1 to Q4 Industrial Area
1101900624

YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74;/liueHsis Ha Bupo6HMuTBo AE N2 637430
ging 07.04.2015
Ceigoureo npo artecrauito N2 390 Big 22.01.2019

YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74

H/B

H/B

Lium s 3acsiauyto, Wo BULLeBKasaHa iHpopmauin € gocTosipHoto i TouHoto. Lilo cepilo npoaykuii 6yno supobneHo (Bkntovaioum
ynakoBKy/MapKyBaHHsA) Ta NpoBeAeHUIA KOHTPONb i AKOCTI Ha HUXKYeBKasaHil AinbHULI B NOBHIN BignosigHocTi Ao Bumor GMP,
BCTAHOBNIEHUX MiCLIEBUM PerynsToOpHUM OPraHoMm, a TakoX Y BigNoBIiAHOCTI i3 cneundikauiamu, AKi 3HaXoAATbCA Y AOCbE/TOProBoi
niuensii. NMpoTokonu BUpO6HULTBA, NaKyBaHHA Ta aHanisis 6ynu nepesipeHi Ta BcraHoBneHa BignosiaHicts GMP.

[lo3soneHo o peanisauii / Ao BigBaHTaXKeHHA:

YnoBHoBaxeHa ocoba - HauanbHuk Bigainy BCraBIl 02.04.2026
Cepmucgbikam nidnucaHo eniekmpoHHUM NiONUCOM ID 170000009077
Ten. (044) 496-87-87, Ten./bakc (044) 239-19-38, Ten./dakc (044)49689-42, Ten. (044) 485-26-57 Linono6o)
Crop. 133

MCDE - a valid license will remave this messa
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no Ceptudikary signosigHocti Ne170000009077
Ceptudikar aHanisy

MeHikc®, Tabnetkun, BKpUTi NNiBkosoto obonoHkolo, no 15 mr, no 14 Tabnetok y 6nictepi, no 2

Hassa npopykry: 6nicrepn y nauui

Homep cepii: 00137126

[Jata nouatky aHanisy: 14.03.2026

[Oata 3akiHYeHHA aHanisy: 02.04.2026

HopmaTuBHMi AOKYMEHT: MKA N3 go MKA P Ne UA/21188/01/03 eig 09.03.2026 p.

He norpebye ocobnueux ymos 36epiravHs. MoapibHeHi TabneTkn pusapokcabaHy ctabinbHi y Boai

Ymoeu 36epiraHHA:
Ta AbnyyHomy niope A0 4 roavH.

| Moka3zHuk (o3Haka) | Bumora Pesynbrar

Onuc Tabnetku kpyrnoi ¢popmu, 3 ABOONYKNOIO NOBEPXHEID, NOKPUTI Bignoeigae
NNiBKOBOIO 060NOHKOI POMEBO-KOPUYHEBOrO KONbOPY

IgenTndikayin
puBapokcabaH Ha xpomartorpami Bunpo6oByBaHOro posuuHy, ogep»aHiih 8 posgini  Bignosigae
«KinbkicHe BU3HaueHHA», Yac YTPUMYBaHHA Nika puBapokcabaHy,
Ma€ cniBnaaaT 3 4acoM YTPUMYBaHHSA nika pusapokcabaHy Ha
XpoMaTorpami po34mHy NopiBHAHHA (a) 3 TouHicTio + 2 %
puBapokcabaH YnbtpadioneTosi cnekTpu nornuHaHHA nika pusapokcabaHy, B Bignogigae
obnacri Big 210 Hm go 400 HmM, Ha XxpomaTorpamax BUNpo6oByBaHOro
PO34MHY | PO34UHY NOPIBHAHHA (a), oTpUMaHuX B po3aini "KinbkicHe
BM3HayeHHA" MaloTb cniBnaaaTty
CepeaHsa Maca Bin 0,084 r no 0,092 r (0,088 r + 5 %) 0.088r
Po3unHeHHs He meHwe 85 % (Q) yepes 30 xs 99 %
CynposigHi gomiwkn
6yab-fika HecneyudikoBaHa He 6inbwe 0,2 % 0.0 %
AOMiLlKa < MKB
cyMa JOMILIOK He 6inbwe 0,3 % 0.0 %
< MKB
OpHopigHICTL AO30BaHMX Mae ButpumyBaTU BUMOTK Bianogigae
OAUHULIb
KinbkicHe Bu3HaueHHA
puBapokcabaH Bia 14,25 mr go 15,75 mr B ogHiih TabneTui 14.97 mr/tab
MikpobionoriuHa unucrora
3aranbHe 4MCNo aepobHMX Kputepiit npuitHatHocti 1000 KYO/r 0
mikpoopraHizmie (TAMC) MeHwe 100
3aranbHe uMcno apixkgkoeux Ta Kputepiit npuitnatHocti 100 KYO/r 0
nnicHasux rpubie (TYMC) MeHwe 10
Escherichia coli BiacytHictb B 11 BipcyTHi

Cepmucgbikam nidnucaHo eniekmpoHHUM NiONUCOM ID 170000009077

Ten. (044) 496-87-87, Ten./dakc (044) 239-19-38, Ten./daxc (044)49689-42, Ten. (044) 485-26-57 Linogo6o)

Crop.233

TRIAL MODE - a valid license will remove this mess See the ke

y of this POF for maore information.
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YnakoBka Mae BignoBigati BUMoram BianoBigae

MapkyBaHHA Mae BignoBigatn BuMmoram BianoBigae

TepmiH npupatHocTi 3 p.

KomeHTapi:

BucHoBok: Cepis 00137126 signosigae sumoram MKA J13 go MKA PN Ne UA/21188/01/03 sig 09.03.2026 p.

HauanbHuK nabopaTopii BuxigHoro

Taparaiko M. O. 02.04.2026
KOHTPOJIO

Cepmucgbikam nidnucaHo ennekmpoHHUM NiONUCOM ID 170000009077

Ten. (044) 496-87-87, Ten./dakc (044) 239-19-38, Ten./pac (044)49689-42, Ten. (044) 485-26-57 Linogo6o)

Crop.333

TRIAL MODE - a valid lic the k of this POF for mare information.




Farmjak:

Hasea npogykry:

Cknap:
Homep cepit:
Kinbkicrb npopgykuit:

HaTta Bupo6GHMYTBa:

Dlara Bupo6HuuTea in-bulk:

Homep cepii in-bulk:
KpaiHa oTpumyBau:
Ne PeecTp. nocBigueHHs:

TepwmiH gii peecTpauiftHoro
NoCBigYeHHA:

Tepmin npugaTtHocrTi:

CepTudikar aHanisy:

AinbHuya Bupo6HuuTea AdL:

Homep naprii/cepit AOIL:

Bupo6Huua ginbHUuLUA:

KoHnrponb akocri:

Ceptudikar BignosigHocti N2 170000013900

DeHike®, Tabnetkn, BKpUTI NNiBKoBoK 06010HKOW, no 15 mr, no 14 Tabnetok y 6nictepi, no
2 6nictepu y nayui
1 TabneTka, BKpUTa nniBkoBo 060NOHKOW , MicTUTb 15 Mr pruBapokcabaHy

00212926
36.243 Tuc.ynax.
04.2026

H/B

H/B

YKpaiHa
UA/21188/01/03
o 09.03.2031

no 04.2029

AOAATOK

Teva API india Pvt. Ltd.
1101900126

YKPATHA, 04080 m. Kuis-80, Byn. Kupwuniscbka, 74;/lieHsina Ha BupobHuuteo AE N2 637430
8ig 07.04.2015
Ceigoyrso npo atectauiio Ne 390 Big 22.01.2019

Bugaua possony Ha peanisauito: YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74

TexHiuHa yroga:

KomeHTapi:

3asBa npo cepTudikauito:

H/B

H/B

Linm 5 3acsiguylo, Lo BulieBKasaHa iHdopMalis € JocToBipHOI0 | TouHO. Lo cepito npoaykuil 6yno supobneHo (BKnoYaoun
ynakoBKy/MapKyBaHHA) Ta NpoBefeHU KOHTPOSb 1i AKOCTI Ha HUXKUYeBKasaHill ginbHuUUi B NoBHil signosigHocTi go sumor GMP,
BCTAHOBMIEHWNX MICLEBUM PErynaTOPHUM OpPraHoM, a TakoX Y BigNOBIRHOCTI i3 cneyudikaliamu, Aki 3HaXOAATLCA Y [OCLE/TOProgol
nidensii. Mpotokonu BupobHULTBA, NaKyBaHHA Ta aHanisie 6ynu nepesipeHi Ta BCTaHOBNeHa BianosifHicTe GMP.

Ho3BoneHo po peanisayii / 4o BigBaHTa)XeHHA:

YrnoBHoBaxeHa ocoba — MNposigHuir iHxeHep BCTaBll ApemeHko B.B 20.05.2026
Cepmudpikam nidnucaHo enekmpoHHUM nidnucom ID 170000013900
pal
Ten. (044) 496-87-87, Ten./dakc (044) 239-19-38, Ten./daxc (044)49689,424Ten. (044) 485-26-57 uinogob6o)
Crop. 133
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?armak

po Ceptudikarty BignosigHocti Ne170000013900
Ceptudikar aHanisy

Denike®, TabneTky, BKpUTI NNiBKoBo 06010HKO0, No 15 mr, no 14 TabneTok y 6nictepi, no 2

Hassa npoaykTy: 6nictepu y nayui

Homep cepil: 00212926

laTta nouatky aHanisy: 29.04.2026

Data 3akiHueHHAa aHanisy: 19.05.2026

HopmaTuBHUI BOKYMEHT: MKS 113 go MKA PN Ne UA/21188/01/03 Big 09.03.2026 p.

He notpebye ocobnueux ymos 36epiranHa. MoapibHeni TabneTku pusapokcabaxy ctabinbHi y soai

Ymosu 36epiraHHs:
Ta A6ny4yHoMmy niope 10 4 roguH.

Moka3sHuk (o3HaKa) I Bumora Pesynbrar

Onuc Tabnetku Kpyrnoi ¢opmu, 3 ABOONYKAOK NOBEPXHEID, NOKPUTI Bipnosigae
NNiBkoBO 0BONOHKOW POXKEBO-KOPUYHEBOIO KONbOPY

lgeHTudikayia
puBapokcabaH Ha xpomarorpami eunpoboByBaHOro po3unny, ofepxaHivt 8 po3gini  Bignosigae
«KinbkicHe BU3HaYeHHAY, Yac yTPUMyBaHHS Nika pyBapokcabany,
Ma€ cniBnagati 3 YacoMm YTPUMYyBaHHs Nika puBapokcabaHy Ha
XpOMAaTOrpami posuunHy nopiBHAHHA (a) 3 TouxicTio 2 %

puBapokcabaH YnbTpadioneTosi creKkTpy noraMHaHHA nika puBapokcabaHy, B Bignosigae
obnacti sig 210 Hm go 400 Hm, Ha xpomaTorpamax BUNpoboByBaHOroO
PO3UUHY | PO3UNHY NOpiBHAHHA (a), oTpUMaHKX B po3aini "KinbkicHe
BU3HaueHHs" mMatoTb crisnagatu

CepepHa mMaca Big 0,084 r no 0,092 r (0,088 r £ 5 %) 0.088r

Po3unHeHHs He meHwe 85 % (Q) uepes 30 xs 98 %

CynpoBigHi gomiwKkn

6yab-aKa HecneundikoBaHa He 6inbwe 0,2 % 0.0 %
nomitika < MKB
cyma [OMILLOK He 6inblwe 0,3 % 0.0 %

< MKB
OpHopigHICTL [030BaHNX Mae sutpumyBaTtt BUMOT U Bignosigae
OAUHULb

KinbKicHe Bru3HaueHHs

puBapokcabaH Big 14,25 mr go 15,75 mr B oaHivt Tabnetyi 15.11 mr/Tab

Mikpo6ionoriuHa yncrora

3aransHe uncno aepobHUx Kputepin npuiHaTHocti 1000 KYO/r 0
mikpoopraHizmis (TAMC) MeHuwe 100
3aranbHe ynucno apixaxosux Ta  Kputepin npuitnatHocti 100 KYO/r 0
nnicHasux rpubis (TYMC) Menwe 10
Escherichia coli BigcytHictb B 11 BincyTHi
Cepmughikam nidnucaHo esekmpoHHUM nidnucom ID 170000013900

Ten. (044) 496-87-87, Ten./dakc (044) 239-19-38, Ten./dakc (044)49683-42, Ten. (044) 485-26-57 uinogobo)
Ctop.233



Mrm%ak:

YnakoBKa Mae Bignosigatu Bumoram Bignosigae

MapKyBaHHA Mae BignosigaTtu BuMoram Binnosinae

TepmiH npugatHocti 3 p.

KomenTapi:

BuchHosok: Cepin 00212926 sinnosigae Bumoram MKA J13 go MKA PN Ne UA/21188/01/03 sig 09.03.2026 p.

HauanbHuk nabopatopil BuxigHoro

TapaTaiiko 1. O. 19.05.2026
KOHTpOM0

Cepmudpikam nidnucaHo enekmpoHHUM nidnUcom ID 170000013900

Ten. (044) 496-87-87, Ten./dakc (044) 239-19-38, Ten./daxc (044)49689-42, Ten. (044) 485-26-57 yinopo6o)
Ctop. 333
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