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Ceptudikar akocti Ne 040000125326

Koppepis flyo, Tabnerku no 4 mr/1,25 mr, no 10 TabneToK y 6nicrepi, no 3 Gnicrepn y
nauui
1rabnetka MicTUTb 4 Mr nepuraonpuay TepT-6yTraamiHy, Wo exksiBaneHTHo 3,338 mr nepuHaonpuity Ta

1,25 mr inganamigy

Homep cepii: 41125 Kpaita oTpumyBay: YkpaiHa
KineKicTb NPOAYKLUIT: 7.870 Tuc.ynak. N2 PeecTp. nocsigueHHs. UA/20545/01/02
llata BupobHULTBa: 11.2025 Tepmin aii peectp. nocsiguenns:  31.07.2029

AHanis BUKOHaHuit no: MKA /13 go P Ne UA/20545/01/02 sig 31.07.2024 p., 3minu sig 02.12.2024 p.

HaiimeHyBaHHA NOKasHUKIB Bumoru AH[(cneyundikauyii) Pesynbratui BUNpoOygatin
Onuc Kpyrni agoonykni Tabnetku Big 6inoro fo marixe
6inoro Konbopy Bignosinae

InenTudikania

MepuHgonpun TepT-6yTUnamiy Yac yTpumyBaHHA Miky nepuHgonpuny Ha

Xpomartorpami BUNpoboByBaHOro po3UnHy Mae

cniBnapaTi 3 Yacom YTPUMYBaHHA NiKy

NIepUHAONPUIY Ha XPOMaTOrpami po3unHy

nopiBHAHHA () Bignosinae
Nepuronpun TepT-0yTUAamiH Ha xpomatorpami Bunpo6osyBaHOro pPo3unHy

NOBUHHA BUSABATUCA MAAMa, AKa 33 KoedilieHToM

YTPUMYBaHHA, BEAUUYWUHOIO Ta IHTEHCUBHICTIO

3abapBsrieHHs Bignosigae naami nepuHgonpuny

TepT-6yTUAaMIHY Ha XpomaTorpami pO3UnHy

nopisHAHKA (M) Binnosigae
IHganamig Yac yTpumyBaHHA niky iHganamigy Ha

xpomaTorpami Bunpo6osyBaHOro pPO3UnHYy Mae

cniBnagaTv 3 YacoM YTPUMYBaHHA Miky iHfanamigy

Ha XpOMaTorpami po3uuHy MopiBHAHHA (a) Binnoeinae
IHpanamig Ha xpomarorpami Bunpo6osysaHOro posunHy

NOBUHHA BUABNATACA MIAMA, sika 33 KoedilieHTom

YTPUMYBaHHS, BENUUMHOIO Ta IHTEHCUBHICTIO

3abapeneHHA BigNOBIAAE NNAmi iHganaminy Ha

XPOMATOrpami PO3UUHY MOPIBHAHHA {m) Bignosigae

CepenHa maca TabneTKku Ta OgHOPIAHICTD MacK Tabnetku

0,0950 r-0,1050 r 0,101 r
3a ofjHOPIAHICTIO Macy TabneTkn NOBUHHI
gignosigaty sumoram JOY*, 2.9.5 Bignosigae
Cepmucpikam nidnucano eseKmpoHHUM nidnucom /D 040000125326 Gop. 1 @ 4
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CynposigHi gomiwiku: nepuxgonpun Tept-6yrunamiu, inganamip

lneHTnudikosaa gomiika Bn

lnenTudikosara pomiwka Fn

lnerTudikoBara gomitwka En

lnenTndikosaHa gomiwka Hn

lnenTudikosara gomiwka Cn

Inenmugikosara gomiuika Dn

neHTndikoBaHa pomituka B1

Koxta HeipeHTUdiKoBaHa

J1OMillIKa

Cyma HeiieHTudiKoBaHHNX

OMILLIOK

Cyma ycix pomitiok

He BpaxosyloTh JOMILLKK

PozunHeHHn

nepuHgonpun TepT-byTunamin

iHjanamin

He Ginbuwe 0,3 % (Ha MoMeHT sunycky). He
Ginbwe 1,5 %

He Ginbuwe 0,2 % (Ha MomeHT BuUnycky). He
Ginouwe 1,5 %

He 6inbwe 0,4 % (Ha momeHT BunycKky). He
6inbwe 0,4 %

He 6inbwe 0,2 % (Ha momeHT BUnycKy). He
6inswe 0,25 %

He 6inbuwe 0,1 % (Ha MoMeHT Bunycky). He
6inblie 0,6 %

He Ginbwe 0,1 % (Ha MomeHT sunycky). He
6inbwe 0,6 %

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

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

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

He binbwe 1,5 % (Ha momeHT Bunycky). He
6inowe 4,0 %

merwe 0,05 % (Ha momeHT Bunycky). merwe 0,1 %

BignosigHicTb 3a TpbOMa PIBHAMM OUIHIOBAHHSA 3
ypaxysaHHam Q = 75 %:S1 (6 sunpobysaHux
ofnHULB): He MeHwWwe 80 % ana KoxHol oguHui.S2
(6 BUNpPOBYBaHUX O[UHULIL): CEPEAHE 3HAYEHHS i3
12 opuHuup (S1+S2) popisHioe abo binblue 75 %, i
HeMaE XOoAHOT oAuHULI 3i CTyneHem po3ynHeHHs
meHuwe 60 %.S3 (12 sBunpobysaHux opuHMLb),
cepefiHe 3HaueHHs i3 24 oguHuub (S1+S2+S3)
fopisHioe abo Ginbuie 75 %, i He Ginblue 2
OAUHULL MaIOTb CTYNiHb PO3UNHeHHs MeHwe 60 %, i
HEMa€ XOAHOI OAVMHULI 3i CTYyNeHemM po3UMHEHHS
meHLwwe 50 %

BignogigHicTb 3a TpboMa piBHAMMU OLiHIOBaHHA 2
ypaxysaHHam Q = 75 %:S1 (6 sunpobysaHux
ofuHVLB). He MeHwe 80 % ana KoxHoi oanHuui.S2

(6 BUNpoByBaHUX OAUHUUB): CEPeAHE 3HaYEHHS i3

(TRARY

0,0 % (<MB)

0,0 % (<MB)

0,0 % (<MB)

0,0 % (<MB)

0,0 % (<MB)

0,0 % (<MB)

0,2 %

0,0 % (<MB)

0,0 % (<MB)

0.2 %

Binrnosifae

100 %

Cepmudikam nidnucaqo enekmpoHHUM nidnucom

ID 040000125

326

Crop. 2
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OnHOPIAHICTL A030BAHUX OAUHULD

nepvHAONpPUA TepT-6yTHUNaMiH

12 opuHuub (S1+S2) popisHioe abo binbiue 75 %, i
HEeMa€ KO4HOT OAUHMLI 3i CTyreHeM po3UuHeHHs
meHwe 60 %.S3 (12 BunpobysaHnx 0AVHULD),
cepeiHe 3HaveHHs i3 24 oguHni (S1+52+83)
fopieHtoe abo binbue 75 %, i He Ginbwe 2

OfVHULLb MAIOTb CTYMiHb PO3YMHEHHS MeHLle 60 %, i
HeMae »OAHOT OauHKL 3i CTYNeHem PO3UMHEHHA

meHwe 50 % 92 %

| - pna nepwux 10 ofnKHULE: NpUAManbHe YUcno
He nepesuitye 15,0 %.11 - ana 30 oguHULb:
npuitManbHe uncno He nepesuidye 15,0 % i
pe3y/bTaT XKOAHO! A030BaHOI OANHULT HE MeHLle

0,75 M i He Ginbiwe 1,25 M Bignosipae

OaHopiaHicTh BMICTY Ailoyoi peuyoBUHU B OAVHULI 030BaHOTO NiKapcbKoro 3acoby

iHaanamig

Mikpo6ionoriyda uncrora
3arasnibHe UMCNo aepobHUX
mikpoopraHismis (TAMC)
3aranbHe YNCIo APKAXKOBUX Ta

nnicHasux rpubis (TYMC)

| - ana nepwux 10 oguHULbL: BMICT Y KOXHI
[030BaHi oAMHULI 3HaXOAUTHCA B MeXax Bif 85 %
no 115 % eig cepeanboro emicty. |l - ana 30
OAVHMLB: AKLLO BMICT He Binbli AK B OAHINA

ORVHULI BUXOAUTL 3a Mexi Big 85 % ao 115 % i 8
KOAHIN oAuHMLI He ByXoAMTL 3a Mexi Big 75 % ao

125 % Big cepefHbOro BMICTY Binnosigae

Kputepiit npuitsTHocti 1000 KYO/r

0 (meHwe 10)
Kputepii npuiinaTHocti 100 KYO/r

0 (meHwwe 10)

Escherichia coli BigcyTHictb B 11 BipcyTHi
KinbKicHe BUSHaYeHHA
nepuxacnpuay TepT-6yTunaminy 3,80 mr/rabn. - 4,20 mr/tabn. 4,01 mr/rad
iHaanamigy 1,19 mritabn. -1,31 mr/rabn. 1,20 mr/Tab
YnakoBka Mae BignosigaTtit sBUMoram Binnosipae
MapKyBaHHA Mage BignoBigaTy BUMOram Biagnosigac
Tepmin npugaTHoCT: 2 poKu Jo 11.2027

Ymoeu 36epiranns:  36epirati npu Temnepatypi He suule 30 °C 8 opuriHanbHil ynakosLi. 36epiratn y HefoCTyNHOMY AnA

niTein micui.

KomenTapi:

3anBa npo ceprudikayito:

Llum 7 3aceinuylo, WO BULLEBKa3aHa iHpopMalis € AOCTOBIPHOW i TouHoto. Uto cepito npoaykuii 6yno Bupo6/ieHo (BKNROMAIOUN

yIakoBKy/MapKyBaHHA) Ta NposefeHnin KOHTPONb il AKOCTI Ha HUKUYEBKa3aHil AinbHULI B NOBHIN BIANOBIAHOCTI 10 BUMOT GMP,

Cepmugpikam nidnucaHo esiekmpoHHUM nidnucom ID 040000125326 4
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BCTAHOBACHNX MICLIBUM PEryNATOPHUM OpPraHOM, a TaKOX Y BianoBigHOCTI i3 cneundikauiamu, aKi 3Hax0BATLCA Y peecTpaLinHomy
HOCLE/TOProBol NileHsil. MpoTokonu BUpobHULTEA, nakyBaHHs Ta aHanisis 6ynu nepesipeni Ta BcTaHoBReHa signosigHicTs GMP.

lozsoneHo po peanisauii / no sigBaHTaXKeHHA

YnosropaxeHa ocoba - HayanbHuk Bigainy BCraBIl NanTyx 10.M. 15.12.2025

Bmpbﬁumqa JinbHnya:

YKPATHA, 04080 m. Kuis-80, Byn. Kupuniscoka, 74; NiueHsia Ha Bupo6Huuteo AE Ne 637430 sig 07.04.2015

KoHTtponb akocti Ta Bupava nozsony Ha peanizauito:
YKPATHA, 04080 m. Kuis-80, Byn. Kupuniscobka, 74; CeigouTso npo atectauio Ne 390 gig 22.01.2019
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