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Hassa npoaykry:

Ceptudikar signosigHocri N° 170000013678

Derike®, TabneTtkn, BKpUTI NNiBKOBOK 060NoHKoI, No 10 mr, no 14 TabneTok y Gnictepi, no

2 6nicTepu y nauyi

Cknag: 1 Tabnetka, BKpuTa nniskoBot o6onoHKot , Mictutb 10 Mr puBapokcabaHy
Homep cepi: 00212826

KinbkicTb npogykuii: 6.232 Tuc.ynak.

Hara Bupo6HULTBa: 04.2026

Oarta supo6Huyrea in-bulk: H/B

Homep cepii in-bulk: H/B

Kpaina oTpumysau: YKpaiHa

Ne Peectp. nocBigueHHA: UA/21188/01/02

TepmiH gii peecrpauiitHoro 0o 09.03.2031

nocBiAYeHHA:

TepmiH npugaTHoCTI: o 04,2029
CepTudikar aHanisy: [ofaToK

Teva API India Pvt. Ltd.
Teva API India Pvt. Ltd.

Homep naprii/cepii A®IL: 1101900126

1101900624

YKPAIHA, 04080 m. Kuis-80, syn. Knpuniscbka, 74;JliueHsia Ha BupobHiuuTeo AE Ne 637430
Big 07.04.2015

CeipgoyTso npo atectadito Ne 390 Big 22.01.2019

AinbHuya Bupo6uuuTea ADI:

Bupo6Huua ginbHULUA:

KoHTponb sikocri:

Bupaua gosBony Ha peanisauito: YKPAIHA, 04080 m. Kuis-80, syn. Kupunisceka, 74

TexHiuHa yropa: H/B

KomeHTapi: H/B

3asBa npo ceprudikauiro:

Lium s 3acsiguyto, wo BulLeBKasaHa iHbopmMaLlia € LOCTOBIPHOI | TouHo0. Lito cepito npoaykuil 6yno BupobsieHo (BKntovawoun
YNaKoBKy/MapKyBaHHs) Ta NpoBeLeHUI KOHTPONb 1T AKOCTI Ha HUMKJYEeBKa3aHii finbHuui B noBHIil signosigHocTi go sumor GMP,
BCTaHOBJIEHUX MICLEBUM PEryNATOPHIM OPraHoM, a TakoX y BIANOBIAHOCTI i3 cneundikayiamu, aki 3HaX0AATbCA Y JOCbE/TOProBol
niueHsii. MpoTokonu BUPOo6HULTBA, NaKyBaHHS Ta aHaniiB 6ynu nepesipeHi Ta BCTaHoBAEHa BignosigHicte GMP.

PN
YnosHonakgHa A \\
HdozBoneHo go peanisauii / 4o BigBaHTaXKeHHA:
YrnosHoBaxeHa ocoba - HayanbHuk Bigginy BCraBIl Nantyx HO.M. 14.05.2026
L
Cepmugpikam nionucaHo enekmpoHHUM Nidnucom ID 170000013678
Ten. (044) 496-87-87, Ten./daxc (044) 239-19-38, Ten./dakc (044)49689-42, Ten. (044) 485-26-57 uinono6o)
Ctop. 133
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no Ceptudikarty signosigHocti Ne170000013678
CepTudikar aHanisy

Oenike®, TabneTku, BKpUTI NniBkosoto 060m10HKo, no 10 Mr, no 14 Tabnetok y 6nictepi, no 2

HasBa npoaykry: énictepu y nayui

Homep cepii: 00212826

Darta novarky aHanisy: 28.04.2026

Data 3aKiHueHHA aHanisy. 14.05.2026

HopmaTuBHUI BOKYMEHT: MK$ 13 o P Ne UA/21188/01/02 Big 09.03.2026 p.

He notpebye ocobnusnx ymos 36epiraHHs. MoapiGHeHi TabneTku pusapokcabaHy cTabinbHi y BOA

YmoBu 36epiraHHs:
Ta Abay4YHOMY niope A0 4 roauH.

MNoka3HuK (03HaKa) ] Bumora PesynbTat

Onwc TabneTku Kpyriol Gopmu, 3 BBOOMYKNO0 NOBEPXHEND, MOKPUTI Bignosigae
NiBKOBOK 0BONOHKOI POXEBOro Kofbopy

laenTudikauis

pusapokcabaH Ha xpomaTtorpami BUnpoGoByBaHOro PoO3uuHy, ofilepXaHin B posgini  Bignosigae
«KinbKicHe BU3HAUYEHHA», Yac yTPUMYBaHHA Nika puBapokcabaHy,
Ma€ crniBnafaTtit 3 Yacom YTPUMYBaHHA Mika puBapokcabaHy Ha
XpomaTorpami po3unHy MopiBHAHHA (@) 3 TouHicTio £2 %

puapokcabaH YnbTpadioneTosi cnekTpy NornuMHaHHA nika pusapokcabaHy, B Bignosigae
o6nacri Big 210 Hm go 400 Hm, Ha xpomaTorpamax BunpobosyBaHoOro
PO3UMHY | PO3UMHY HOpIBHAHHA (a), OTpUMaHWX B poagini "KinbkicHe
BM3HaueHHA" MaloTb criBnagaTtu

CepepHa Maca Big 0,084 r o 0,092 r (0,088 r £ 5 %) 0.089r

Po3yuHeHHs He merwe 85 % (Q) uepes 30 xB 94 %

CynpoBigHi gomiluKn

6ynb-ska HecrneyudikoBaHa He 6inbwe 0,2 % 0.0 %
nomilka <MB
Ccyma JoMmiloK He 6inbuwe 0,3 % 0.0%

< MB
OpHopigHicTb f030BaHKX Mae BuTpumyBatin BUMOru Bignosipnae
OAUHULb

Mikpo6ionoriuHa uncrora

3aranbHe UnMcno aepobHMNX Kputepiit npuiiiatHocti 1000 KYO/r 0
mikpoopraHismis (TAMC) MeHwe 100
3aranbHe ynucno apikaKoBux Ta  Kpurepiit npuitiatHocti 100 KYO/r 0
nnicHssux rpnbis (TYMC) Menuwe 10
Escherichia coli BigcytHictb B 1 T BigcyTHi

KinbKicHe BU3HauYeHHA

pusapoxcabar Big 9,5 mr o 10,5 mr B ofiHi TabneTui 9.9 mr/tab

Cepmucbikam nidnucaHo eneKmpoHHUM nNionucom ID 170000013678

Ten. (044) 496-87-87, Ten./pakc (044) 239-19-38, Ten/daxc (044)49689-42, Ten. (044) 485-26-57 uinopo6o)
Crop.233



Far mak

Bty

YnakoBKa Mae BignoBinati BMMoram Bignosigae

MapkyBaHHA Mae Bignosigatyt BUMoram Binnoeinae

Tepmin npugatHocti 3 p.

KomeHTapi:

BucHoBok: Cepisi 00212826 Bignosigae sBumoram MKA N13 no P Ne UA/21188/01/02 sip 09.03.2026 p.

MposigHUN iHxeHep 3 3a6e3neueHHﬂ Kika 11.C. 14.05.2026
KOHTPONIO
Cepmucpikam nidnucaHo enekmpoHHUM NidnUCcom ID 170000013678

Ten. (044) 496-87-87, Ten./dpaxc (044) 239-19-38, Ten./daxc (044)49689-42, Ten. (044) 485-26-57 uinonobo)
Crop. 333
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Hassa npogykry:

Cknaa:

Homep cepii:
Kinbkictb npogykuii:
Hara Bupo6GHMLTBA:

Hata Bupo6HuuTea in-bulk:

Homep cepii in-bulk:
KpaiHa oTpumyBavu.
Ne PeecTp. nocsigueHHs:

Tepwmin gii peecTpauifiHoro
nocBigYeHHA:

Tepmin npuaaTHOCTI:
CepTudikar aHanisy:
LinbHnuys Bupo6Huurea AQI:
Homep naprii/cepii ADI:

Bupo6Huyua pinbHuUA:

KoHTponb AKocri:

Bupgaua go3ssony Ha peanisadilo:

TexHniyHa yropa:

KomeHTapi:

3asBa npo ceptudikauito:

Ceptuoikar BignosigHocti N2 170000008975

DeHike®, Tabnetku, BKpUTI NNiBkoBo 060n10HKot, No 10 Mr, no 14 Tabnetok y Gnictepi, no
2 6nictepu y nauyi
1 TabneTka, BKpUTa nniBkoBol 060510HKo0 , MicTuTb 10 Mr puBapokcabaHy

00136926
6.748 Tuc.ynak.
03.2026

H/B

H/B

YKpaiHa
UA/21188/01/02
po 09.03.2031

po 03.2029

[oaaTokK

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

YKPAIHA, 04080 m. Kuis-80, Byn. KupuniscbKa, 74;JlineHsis Ha supobHuuTeo AE N2 637430
Big 07.04.2015

Csigoutso npo arectaduito N2 390 sig 22.01.2019
YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74

H/B

H/B

Linm 5 3acsiguyto, Wo BuLieBKazaHa iHpopMaLia € AOCTOBIpPHOW i TouHow. Lo cepito npoaykuii 6yno supobneHo (Bkiovaoun
ynakoBKy/MapKyBaHHs) Ta NposefeHNi KOHTPOAb 1T AKOCTI Ha HUKYeBKasaHil inbHuULi B NoBHIN signosigHocTi go sumor GMP,
BCTAHOBNEHUX MICLEBUM PETYNIATOPHUM OPraHOM, a TakoX y BiINOBIZHOCTI i3 cneundikayiamu, fAKi 3HaxoaATbCA Y A0CHE/TOProsol
niyeHsii. NpoTokony BUpobHKULUTRA, NakyBaHHs Ta aHanisis 6ynu nepesiperi Ta BCTaHoBreHa BignosigHicTs GMP.

HdossoneHo Ao peanisayii / 4o BigBaHTaXeHHA!
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YnosHoBaxeHa ocoba - HauanbHuk Bigainy BCraBN NaxTyx H0.M. 01.04.2026
Cepmudpikam nidnucaHo enekmpoHHUM hidnucom ID 170000008975
Ten. (044) 496-87-87, Ten./daxc (044) 239-18-38, Ten./bakc (044)49689-42, Ten. (044) 485-26-57 1inosa6o)
Crop. 133
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HasBa npogykKry:

Homep cepi:
[Jarta novaTKy aHanisy:
Jata 3akiHueHHs aHanisy:

HopmaTuBHUI JOKYMEHT:

YMoBu 36epiranHs:

Oenike®, TabneTku, BKpUTI MNiBKOBOK 0600HKOM0, MO 10 mr, no 14 Tabnetok y 6nictepi, no 2

6nicrepu y nayui
00136926
14.03.2026
01.04.2026

po Ceprtudikaty BiANOBIAHOCTI Ne170000008975

CepTudikar aHanisy

MK$ 113 go PN Ne UA/21188/01/02 sin 09.03.2026 p.

He noTpebye ocobnueux ymos 36epiranns. MoapibHeHi TabneTku pusapoKcabaHy ctabinbHi y Boai
Ta abny4yHomy ntope Ao 4 rogunt.

[ Moka3HukK (03HaKa) l Bumora PesynbTar J
Onuc TabneTku Kpyrnoi Gopmu, 3 [IBOONYKI0K NOBEPXHEIO, NoKpwuTi Bignosigae
NNiBKOBOIO O60MOHKOK POXKEBOro KoNbopy
lpenTudikanis
pvBapoKcabah Ha xpomatorpami BUnpo6oByBaHOro posuunHy, ofepaHitt B po3gini  Binnosigae
«KinbKicHe BU3HAUEHHAY, Yac yTpuMyBaHHs fika pusapokcadaHy,
Ma€ CcriBnagaTit 3 4acom yTPUMYyBaHHA Mika pusapokcabaHy Ha
XpOMaTOrpami PO3UUHy NOPIBHARHA (@) 3 TouHICTIO + 2 %
puBapokcabaH YnbTpadionetosi CnekTpu NorfnHaHH#A mnika puBapokcabaHy, B Bignosigae
obnacri Big 210 1M 0 400 HM, Ha xpomaTorpamax BunNpo6oByBaHoOro
PO3UMHY | PO3UNHY NOPIBHAHHA (a), OTPUMAHUX B PO3AIN "KinbKicHe
BU3HaueHHA" MaloTb cnisnagaTu
CepepHAa maca Big 0,084 r 0o 0,092 r (0,088 r £ 5 %) 0.086r
Po3unHeHHs He meHwe 85 % (Q) uepes 30 xB 93 %
CynpogiaHi gomiwku
6yap-sika HecrieudikosaHa He 6inbwe 0,2 % 0.0 %
NoMmilIKa < MKB
cyma [OMILIOK He Ginbwe 0,3 % 0.0 %
< MKB
OfgHopigHICTb [030BaHUX Mae BuTpumyBaTtit BUMOTA  Bignosinae
OfUHNLb
Mikpo6ionoriuHa uncrora
3aransbHe Yucno aepobHUX Kpuepith npuiiHsTHocti 1000 KYO/r 0
mikpoopraxizmie (TAMC) Menwe 100
3aranbHe YNCIO ApiKIKOBUX Ta  Kputepiit npuithatHocti 100 KYO/r 0
nnicHasux rpubdis (TYMC) Meniwe 10
Escherichia coli BiacytHictb B 1T BigcyTHi
KinbKicHe BUSHa4YeHHA
puBapokcabaH Big 9,5 mr go 10,5 mr 8 ofHit TabneTyi 9.6 mr/Tab

Cepmuikam nidnucaHo enekmpoHHUM nionucom

ID 170000008975

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

Crop. 233



YnakosKa Mae Bignosinatu Bmoram Bignosinae

MapKyBaHHs Mae signosigatt BUMOram Binnogina€

TepmiH npupatHocti 3 p.

KomeHrapi:

BucHosok: Cepia 00136926 signosinae sumoram MKA 113 o P Ne UA/21188/01/02 ein 09.03.2026 p.

HauanbHuk nabopatopii BUXigHOro 01.04.2026

KOHTPOJIO

Taparatiko I1. O.

Cepmudpikam nidnucaHo enekmpoHHUM nidnucom ID 170000008975

Ten- (044) 496-87-87, Ten/daKc (044) 239-19-38, Ten/pakc (044)49689-42, Ten. (044) 485-26-57 Uinoao6o)

Crop.333
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