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Ceptudikat akocti N¢ 040000122380

Koppepis Lyo, Tabnetkun no 8 mr/2,5 mr, no 10 Tabnetok y 6snicrepi, no 3 6nicrepn 'y
navyi
1rabneTka MiCTUTL 8 M NepuHAONpPUAY TePT-6yTUNaMiHy, WO eKBiBaNeHTHO 6,676 Mr nepuHaonpuny Ta

2,5 mr inganamigy

Homep cepil: 20625 Kpaita oTpumysay: YkpaiHa
KinbKictb npoayKuir: 7.901 Tuc.ynak. N2 PeecTp. NoCBig4eHHA: UA/20545/01/03
[laTa BUpO6HULTEA: 06.2025 Tepmin aii peectp. nocsigdennn:  31.07.2029

AHanis BUKoHaHWi no: MKA 13 o PN Ne UA/20545/01/03 sig 31.07.2024 p., 3miHu sig 02.12.2024 p.

HaliMeHyBaHHA NOKa3HWKIB Bumoru AHA(cneyndikauii) PezynbraTi BURpoGyBaHb
Onwuc Kpyrni asoonykni Tabnetku sig 6inoro go maixe
6inoro Konbopy Bignosinae

lpeHTugikauis

MepuHgonpun TepT-6yTunamid Yac yTpuMyBaHHA NiKy nepuHaonpuiy Ha

XxpomaTorpami BUNPo6oByBaHOTO PO3UUHY Mae€

CRiBNafaT¥ 3 YacoM YTPUMYBaHHA NiKy

nepuHAONPUIY Ha Xpomatorpami posunHy

nopiBHAHHA (a) Bignosigae
MepuHgonpun TepT-6yTunamiH Ha xpomaTtorpami BUNpo6oByBaHOro PO3UNHY

MOBWHHA BUABNATCA MNAMA, AKa 3a KoedillieHToM

YTPUMYBaHHSI, BEIMUMHOIO Ta iHTEHCUBHICTIO

3abapeneHHs BifNosifae NsAmi nepuraonNpuTy

TepT-6yTUnamiHy Ha XxpomaTtorpami posunHy

nopiBHAHHA (M) Bignosiaae
IHpanamig Yac yTpumyBaHH#A Niky iHaanamigy Ha

xpomaTorpami BUnpo6osyBaHOro po3uuHy mMae

criBnagaTy 3 Yacom YTpUMyBaHHA Niky iHganamiay

Ha XpoMaTorpami po3uHy NOpIBHAHHA (a) Bignoeigae
Inaanamig Ha xpomaTorpami BUNpo6oByBaHOTO PO3UNHY

NOBUHHA BUABNATUCA MNAMa, AKa 33 KoedillieHToM

YTPUMYBAHHA, BENVYMHOIO Ta iHTEHCUBHICTIO

3abapBeneHHs BignNosigae NnAmi iHpanamigy Ha

XPOMATOFPaMi PO3unHy NOPIBHAHHA (M) Bignosipae

CepepHa mMaca TabneTku Ta oAHOPIAHICTb MacK Tabnetku

0,1900r-0,2100r 0,1999 r

3a ofHOpiAHICTIO Macn TabneTku NOBUHHI

sinnoeigatv Bumoram AdY*, 2.9.5 Bipnosigae
Cepmucpikam nidnucaHo eneKmpoHHUM nidnucom /D 040000122380 Crop.1 34
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CynposiaHi pomilKu: nepuHaonpun Tept-6yTunamiu, iHaanamig

lpeHTndikoBaHa gomilka Bn

lgeHTudikoBaHa gomiwka Fn

|lneHTUdikoBaHa gomilika En

lneHTUdikoBaHa fgomiwka Hn

lneHTMdiKoBaHa gomiwka Cn

lneHTudikosaHa gomiwka Dn

|peHTUikoBaHA AoMiluKa B1

KoxHa HeigeHTUdIkoBaHa

AomillKa

CyMma HeineHTUdIKoBaHHUX

DOMILLIOK

Cyma ycix goMmilok

He BpaxoByioTb JOMILLKK
Po3zunHeHHn

nepuHAONPUN TepT-ByTUnamiu

iHpanamin

He 6inbwe 0,3 % (Ha momeHT Bunycky). He
Ginbwe 1,5 %

He 6inbwe 0,2 % (Ha MOMeHT BUNYCKY). He
6inbwe 1,5 %

He 6inblwe 0,4 % (Ha MomeHT BUNYycKy). He
6inowe 0,4 %

He 6inblwe 0,2 % (Ha MOMeHT BuUnycky). He
Ginbwe 0,25 %

He 6Ginble 0,1 % (Ha momeHT BuUnycky). He
6inbwe 0,6 %

He 6inbwe 0,1 % (Ha momeHT Bunycky). He
6inbuwe 0,6 %

He 6inbwe 0,3 % (Ha momeHT Bunycky). He
6inbwe 1,0 %

He 6inbiwe 0,1 % (Ha MomeHT BUNYyCKy). He
6inblue 0,5 %

He HopmyeTbesa (Ha momeHT Bunycky). He Ginblue
2,0%

He 6Ginbwe 1,5 % (Ha momeHT Bunycky). He
6inbwe 4,0 %

menwe 0,05 % (Ha momeHT Bunycky). meHue 0,1 %

BignosigHicTb 3a TpbOMa PiBHAMY OL[IHIOBAHHA 3
ypaxysaHHam Q = 75 %:31 (6 sunpobysaHux
oauHuLb): He MeHwe 80 % ana KoxHo! oquHuLi.S2
(6 BUNpPOOYBaHYX OQUHUL): CEPERHE 3HAUEHHA i3
12 oanHuub (S1+S2) popisHioe abo 6inblue 75 %, i
HeMag KoaHo! ofJuHUL 3i CTyneHem po3umHeHHs
meHwe 60 %.S3 (12 sunpobysaHux oauHULb),
cepenHe 3HaueHHs i3 24 oanHuub (S1+S2+S3)

fopieHioe abo binbwe 75 %, i He Ginble 2

OANHWLb MaloTb CTYMiHb PO3UMHEeHHA MeHlwe 60 %, i

HeMae »oaHol OfNHNULI 3i CTYNeHeM Po3UMHEHHS
meHuwe 50 %

BignosigHicTb 3a TPbOMa PIBHAMMW OLHIOBaHHSA 3
ypaxysaHHam Q = 75 %:S1 (6 sunpobysaHux
ofMHULb): He meHwe 80 % ana koxHo! oanHKLI.S2

(6 BMNPOGYBaHNX OQMHULD): CEPERHE 3HAYEHHS i3

0,0 % (<MB)

0,0 % (<MKB)

0,0 % (<MB)

0,0 % (<MKB)

0,0 % (<MB)

0,0 % (<MB)

0,1%

0,0 % (<MKB)

0,0 % (<MKB)

0.1%

Bignosinae

97 %

Cepmudpikam nidnucaHo enekmpoHHUM nidnucom

/1D 040000122380
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12 ogunub (S1+S2) aopieHioe abo Ginbwe 75 %, i
HeMaE XOoHOT OAMHULL 3i CTyNeHem PO3UNHEHHA
menie 60 %.S3 (12 sunpobysaxiix OAVHULb),
cepeiHe 3HaueHHs i3 24 opuHnLb (S1+S2+8S3)
popieHioe abo Ginblie 75 %, i He Ginblue 2
OAVHULb MaKTh CTYNiHD PO3YUHEHHA meHwe 60 %, i
HEMaE XOAHO! ofMHUL 31 CTyMeHeM PO3UNHEHHA
metwe 50 % 88 %
OpHopigHicTL AO30BaHUX 0QUHILD
nepuHAONpPUn TepT-6yTunamix | - gna neplux 10 OAMHMLD: NPUManbHe YACTO0
ne nepesuwye 15,0 %.11 - ana 30 oaunHuub:
npuiimanbHe YUCAO He Nepeswllye 15,0 % i
pesynbTaT XKO[HO! [030BaHO| OANHMLI He MeHLue
0,75 M i He 6inbwe 1,25 M Bignosigae
OpHOpiAHICTb BMICTY Airovoi pe4yoBUHN B oguHKLi f030BaHOrO nikapcbKoro 3acoby
iHpanamig | - gna nepwux 10 ogrHULb! BMICT Y KOXHIN
[1030BaHili OAMHMLI 3HAXOAUTBCA B MEXaX 8in 85 %
po 115 % sig cepefHbOroO gmicty.ll - gna 30
OAVHULIB: AKLO BMICT He 6inbll AK B OAHIN
OAVHULI BUXOAUTD 33 MeXi gin 85 % po 115 % iB

JOAHIN 0fvHUL HE BUXOAWTD 38 mexi sig 75 % no

125 % Bif cepeAHboro BMICTY Bianosipae
Mikpo6ionoriuHa yucroTa
3aranbHe YnCno aepodHUX KpuTepiit NPUAHATHOCTI 1000 KYO/r
mikpoopraHizmia (TAMC) 0 (meHwe 10)
3aranbHe YUCNO APIKAKOBUX Ta KpuTepii NpuiAHATHOCTI 100 KYOIr
nnichssux rpubis (TYMC) 0 (meHwe 10)
Escherichia coli BincytHictb B 1T BigcyTHi
KinbKicHe BUZHa4eHHA
nepuHaonpuny TepT-dyTunamiy 7,60 mr/tabn. - 8,40 mriTabn. 7,92 wmritab
iHpanamigy 2,38 mr/Tabn. - 2,62 mr/Tabn. 2,48 mr/tab
YnakoBKa Mae signosigat BUMoram Bignosipae
MapKkyBaHH#A Mae Bigrnosifat Bumoram Binnosifac
Tepmin npupaTHocri: 2 pOoKU Jlo 06.2027

YmoBu 36epiranHa:  36epiratu npu TemriepaTypi He suwe 30 °C B opuriHasibHit ynakosLi. 36epiraTv y HeloCTyNHOMY AnA
nitein micui.
KomeHTapi:

Jlossin MO3 Ykpaitu Ne24-04/36772/2-24 Big 24.09.2024p
3anBa npo cepTudikauiio:

Lum A 3acsiuylo, o suuieBkasana iHpopMaLlif € [OCTOBIPHOK i Tounoto. Lo cepito npoaykuil 6yno BupobneHo (Bkntouarount

yﬂaKOBKy/MapKyBaHHﬂ) Ta NpoBeAeHUiA KOHTPOIb ii AKOCTI Ha HUKUeBKasaHiv AinbHMUI B NoBHil BignosigHoOCTI JO BUMOT GMP,

Cepmucpikam nidnuUcaHo e1eKMpOHHUM nidnucom ID 040000122380 Crop.3 34
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BCTAHOB/IGHUX MiCUEBUM PEryIATOPHUM OPFraHOM, a TaKoX y BifinoBigHocTi i3 cneuundikauiamm, aki 3HaX0AATbCA y peecTpaLiiHomy
Aocbe/Toprosol nitensii. MpoTokonu BUPoGHULTES, NakyBaHHA Ta aHanisis 6ynu nepesipeHi Ta BcTaHosneHa BignosigHicTs GMP.

Ho3soneHo ao peanisauii / no sigBanraxenHs

YrnoBHoBaxeHa ocoba - HauanbHUK gigainy BCraBIl NaHTyx t0.M. 14.07.2025

Bupo6uuua ginbHuuys:
YKPAIHA, 04080 m. Kuis-80, yn. Kupuniscbka, 74; Niyensia Ha supobHuuteo AE Ne 637430 sig 07.04.2015

KoHTponb akocri Ta BUpaua AO3BONY Ha peanizadito:

YKPAIHA, 04080 m. Kuis-80, BYN. Kupuniscbka, 74; CBigouTso npo atectayito Ne 390 Bin 22.01.2019

ID 040000122380

Cepmucpikam nidnucaro enekmporHum nidnucom
Crop. 4 34
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Ceptudikar akocTti N 040000122371

Koppepia flyo, Tabnerku no 8 mr/2,5 mr, no 10 Tabnerok y 6nicrepi, no 3 6nicrepu y

navyi

Tra8neTka micTuth 8 Mr nepuHicnpuny TepT-ByTUnamiHy, Wo ekBiganeHTHo 6,676 Mr nepusgonpuny Ta

Homep cepii: 10625
Kinbkicts npogykuir: 7.723 Tuc.ynak,
HaTa BUpObHKUTEA: 06.2025

2.5 mr inpanamigy
KpaiHa oTpuMyBay:
N2 PeecTp. noceiguerHs:

Tepmid git peecTp. nocsiguenHs:

YxpaiHa
UA/20545/01/03
31.07.2029

AHaniz BUKOHaHINA No: MER 13 no PTT N2 UA/20545/01/03 eig 31.07.2024 p., aminm Big 02.12.2024 p.

HalimeHyBaHHA NoKaszHukis

Bumoru AHA(cneyndikauii)

Pesynbratin BUnpodyBaHb

Qnuc

IneHTrdikayis

Nepunaonpun TepT-GyTrnamis

MepuHaonpun TepT-6yTURamid

IHpanamip,

IHRanamig

Kpyrni ppoonyxni TabneTki Big 6inoro no maimxe

6inoro konsopy

Hac yTpuMyBaHHA NiKy neprHBonpuny Ha
XpOoMaTerpami BUNPoBoRYRAHOIO PO3UKHY MAE
cniBNagaTh 3 Yacom YyTPUMYBAHHA MKy
NepuHACNPUIY Ha XPOMaTorpami po3ymHy
nopieHaHRa (a)

Ha xpomartorpami BunpoBoByBaHOrG po3ynRy

Bignorinae

Bigpnosigae

NOBWHHa BUABNATACA NNAMa, AKa 3a keedilicHTom

YTRUMYBAHHA, BENUYKHOIO Ta IHTEHCUBHICTIO
zabapeneHHA BigNoBIAaE nasmi nepuHgonpuny
TepT-ByTnnamiHy Ha XpOMATOrpami po3uKHy
NOPIiBHAHHA (M)

Yac yrpumyBaHHa Niky iHAanamigy Ha

Xpomatorpami BUNpoBoBYBaHOMO Po3dkHy Mae

Bignoginae

CniBnNagaTii 3 4acoM YTPUMYBaHHA niky iHganamigy

Ha xpomarorpami po3uuHy nopisHAHHA (a)

Ha xpomatorpami sunpoefosyBasoro posqnny

Bianoginae

NOBUHKE BUABNATUCA NNIAME, AKa 33 KoedilicHToM

YTPUMYBaHHA, BENVUMHOW T8 IHTEHCHMBHICTIO
3abapBneHHs signosigae nasami infanaminy Ha

XPOMaTOrpami po3unHy NopiBHAHHR (M)

CepegHa maca TabneTky Ta oHOpigHicTb Mack TabneTkn

0,1800r-0,2100r
3a opHopipHicTIO Macy TabneTku NOBUHHI

signosigaTty BuMoram AOY*, 2.9.5

Bignosigae

0,2008 r

Bipnoeigae

Cepmuikam nidnucaHe enexmpoHHUM nidnucom

ID 040000122371 Crop. 1 34
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Cynpaosigni pomiwkn: nepuHaonpun Tepr-GyTunamin, iHganamig

lneHTndikoeana Aomiwxa Bn

lneHTndikoraHa gomiwka Fn

lneHTndikosana nomilika En

lnesTudikosana fomika Hn

lneHTndikoraHa Aomiwka Cn

lneHTudikoraHa gomiwka Dn

lnenTudikoraxa gomiwka B1

KoxHa HeigeHTUdikoBaHa

AoMilKa

Cyma HeigeHTudikoBaHHMX

AOMIWOK

Cyma ycix gomiwok

He BpaxoryaTh fomilkn

PoaunHerHn

nepuHRONPUN TepT-ByTunami

iHoanamin

He Ginbuie 0,3 % (Ha momenT Bunycky). He
binbwe 1.5 %

He finbuwe 0,2 % (Ha momeHT Bunycky), He
6inbwe 1,5 %

re binsuie 0,4 % {Ha momeHT sunycsy). He
Ginbtue 0,4 %

He Ginbwe 0,2 % (Ha momeHT BUnNycKy). He
binbwe 0,25 %

e 6inewe 0,1 % (Ha moMEHT BUNYCKY). He
binble 0,6 %

He binbwe 0,1 % (Ha momeHT BUNYCKY). He
Binbwe 0,6 %

He binsuge 0,3 % {Ha momeHT BUnycky). He
Binbwe 1,0 %

He 6inbwe 0,1 % (Ha momeHT BUAyCKy). He
Ginbwe 0,5 %

He HopmyeTbea {Ha momeHT Bunycky). He Ginbie
2,0 % |

He Ginblue 1,5 % (Ha momenT BUnycky). He
Ginblwe 4,0 %

meHwe 0,05 % (Ha momeHT sunycky). menwe 0,1 %

BignorigHicTk 3a Tproma piBHAMN OLIHIOBAHHSA 3
ypaxysaHHam Q = 75 %:S1 (6 Bunpobysanux
0AMHNLE): He meHWe 80 % ana koxHol ognHuyi.S2
(6 sunpobyBaHux OAMHMLL): CepeHE 3HaYEHHA i3
12 opuHuye {S1+52) gopirrioe abo Ginbue 75 %, i
HeMaEe »oaHal ofMHuYi 3i CTYNEHEM PO3YKUHEHHSA
meHwe 60 %.S3 (12 BunpobyBaHnx opmHuUb),
cepefiHe 3HaYeHHA i3 24 oguHule (S1+852+353)
popisHioe abo Binblue 75 %, i He Ginbwe 2
CAMHULL MAIOTh CTYNIHb PO3YUHEHHA MeHwe B0 %, i
HEMAE XKOAHOI oflHMLI 3i CTyNeHeM po3HUHEHHA
MeHle 50 %

BignosigRicTs 3a TpbOMa PIBHAMY OLIHIOBAHHA 3
ypaxysaHHam Q = 75 %:51 (6 sunpobyeanux
ouHKrLbL): He merwe 80 % AN koxHoT oguHuyi.S2

(6 BvnpobyBaHMX OAWHUUB): CepeiHE 3HAYeHHs 3

0,0 % (<MB)

0,0 % {<MKB)

0,0 % (<MB)

0.0 % (<MKB)

0,0 % (<MB)

0,0 % (<MB)

0,1 %

0,0 % (<MKB)

0.0 % (<MKB)

0,1 %

Bignosigae

98 %

Cepmucbikam nidnucaro enekmpoHHUM nidnucom

1D 040000122371
Crop. 2
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OnHopiaHICTE J030BaHUX OAVMHULD

neprHAONpUA TepT-GyTUnamix

12 ogunuub (S1+52) gopiaHioe abo Ginble 75 %, i
HEeMAE OAHOT 0AWMARULI 3] CTYNeHem po3urHeHHA
meHwe 60 %.53 (12 sunpobyeaHux oguHuus),
cepefHe 3Ha4eHHA i3 24 ognnnubs (S1+S52+53)
fopisHioe abo Binbwe 75 %, 1 He Binbuwe 2

OANHWLEL MAIOTE CTYNIHL PO3YUHEHHA MeHte B0 %, i
HeMae XKoAHGT oauHWY 3i crynen-;em PO3YVIHEHHA

mMeHe 50 % 89 %

I - ans nepwwux 10 ogunuius: npuitManbHe yncno
He nepesunugye 15,0 %.11 - gna 30 oguHnLs:
npuAManLHe Ywcno He nepeenutye 15,0 % i
Pe3yNbTaT KOLHCT A030BAHOT OANHULI He MeHLWe

0,75 M i He Binbwe 1,25 M Binnosinae

Opxopianictb BmicTy Ailouci peyoBnHN B OAMHVLI f030BaHOTO NIKAPCLKOrO 3acoby

iHAanamig

Mikpobionoriuna uncrora
3aranbHe uncno aepoBHuX
mikpoopradizmie (TAMC)
3aranbHe Yvcno gphrIKOBMX Ta

naicHasmx rpwdis (TYMC)

| - ansa nepux 10 ogriruye: BMICT Y KOMHIl
LO30BaHIN OAWHULI 2HAX0AUTLCA B MeXax Bia 85 %
Ao 115 % Bsig cepenHboro smicty.ll - gna 30
CAVHWLE: AKWO BMICT He Binbw 8K B ofgHin

oUHULI BUXOAUTE 32 Mexi 8in 85 % go 115 % i B
KOAHIA OQUHYL He BUXOQUTE 32 Mexi Bif 75 % A0

125 % sig cepearboro smicty Bignosigae

KouTepiit npulinatrocti 1000 KYO/r
0 (menwe 10)
Kputepii npuitkatHocti 100 KYO/r
| 0 (Mexwe 10}

Escherichia coli BigcytHicte 8 17 BincyTwi
KinbKicHe BuaHauyeHHA
nepwHAONPUNY TepT-GyTUNamiHy 7,60 mrfraén. - 8,40 MrfTaﬁn. 7,88 mriva6
iHAanamiay 2,38 mr/tabn. - 2,62 mritabn. _ 2,45 mrftab
Ynakogka Mae BignosigaTy BUMOram Binnosipae
MapkysaHHa Mae BignosigaTy BUMOram Bignoginae
Tepmin npupaTHocTi: 2 poKn o 06,2027

Ymosu 3bepiranns:  36epiraTk npu Temnepatypi He suule 30 °C B opuriHanbHin ynaxoeyi. 36epirath y HegocTynHomy ans

AiTeR micui.

KomeHTapi:

Hosein MO3 Ykpainun Ne24-04/36772/2-24 sin 24.09.2024p

3agrBa npo ceprudikayiio:

Lum 2 3acsiguy:o, Wo suwerkaszada indopmallis € AocTosipHol | TauHow, Lo cepi npoaykuii 6yno svpobneHo (BKnyayu
YNaKOBKY/MApKYBaHHA) Ta NPOBEAEHUI KOHTPONL iT AKOCT HA HWXUEBKazaHill fiNbHWLI & NOBHIR BignosigHacT Ao eumor GMP,

Cepmudhikam nidnucaHo enexmpoHHUM nidnucom 1D 040000122371

Crop. 3 34
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Ten, {044) 496-87-87, Ten/darc (044} 238-19-38, Ten./parc (044)49589-12, Ten. (044) 485-26-57 (4inopobosa)

BCTAHOBNEHNX MICLIEBAM PEMYNATOPHUM OPraHomM, a TakaeX Y BiANoBIGHOCTI i3 cneundikauiamu, ski sHaxoaaTses Y pescTpauinHomy
Aocoe/Toproroi nitersii. MpoTokonu BUPo6GHWLTEA, NakyBaHHA Ta aHanisie Gynu nepesipeHi Ta BCTaHOBNEHa BignoBigHicTe GMP.

Hosgonero ge peanisayii / go sigsaHTa)KeHHa

¥YnoeHosaxeHa ocoba - HasansHuk sinniny BCraBn NanTyx HO.M., 14.07.2025

Bupobuuua ginbHuus;
YKPAIHA, 04080 m. Kiis-80, syn, Kupunieceka, 74; Miuenzia Ha eupodbHuuTBo AE Ne 637430 Big 07.04.2015

KoHTponb AkocTi Ta BUgada Ao3sony Ha peanizayiro:
YKPATHA, 04080 m. Kniz-80, Byn. Kupuniscoka, 74; Ceinoureo npo atectayio N2 390 sip 22.01.2018

1D 040000122371

Cepmudbikam nidnucaHo enexmpoHREUM nidnucom Crop. 4 34
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