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Ceprudikar akocti Ne 040000118264

AropBakop®, Tabnetku, BKpuTi nniekosolo o6onoxkoto, no 40 mr N¢ 30 (10x3) y 6nicrepax
1TABNETKA MICTUTb ATOPBACTATVHY KANbLUIKO TPUTILPATY 43,28 M, B NEPEPAXYBAHHI HA 100% PEHYOBVHY (LLO
EKBIBANIEHTHO ATOPBACTATUHY) 40 mr

Homep cepii: 191024 KpaiHa oTpumysau: YKpaiHa
KinbKicTb npoayKuii: 7.524 Tuc.ynak. Ne PeecTp. nocBigyeHHA: UA/15677/01/03
[ara BupobHuuTBa: 10.2024 TepMiH fii peecTp. nocsigueHHa:  HeobBmexeHui

Ananis BUKOHaHUiA no: MKS N3 go P NeUA/15677/01/03, sminu Bin 15.12.2022 p.

HaiimeHyBaHHA NOKa3HUKIB Bumoru AHA(cneuundikauii) Peaynsratu Bunpobysanb

Onuc TabneTku Kpyrnoi ¢opmu 3 ABOOTYKIIOW
MOBepPXHEt0, BKPUTI NNiBKOBOK 060noHKoko 6inoro
abo Malixe 6inoro Konbopy Bignosigae
laenTndikauin

aTopBacTaTuH YnbrpadionetoBuit cnekTp norinHaHHA .
BUNPO6OBYBAHOIO PO3UUHY, OflEPKAHOro B PO3AiNi
"KinbKicHe BU3HaueHHA", B obnacti Big 220 Hm
0 360 HM noBUHEH MaTy MaKCUMyM 3a JOBXNHN
xsuni (241£2) Hm 241 um

atopBacTaTuH Ha xpomartorpami Bunpo6osyBaHOro pos3uuHy,
oTpuMaHiit B po3gini "Cynposiani Aomiku", vac
YTPUMYBaHHA Nika aTopsacTaTHy Mae cnignanatu
3 4aCcOM YTPpUMYBaHHA Nika aTopsacTaTUHy Ha

xpomaTorpami po3uuHy nopisHaAHHs (b) 3 TouHicTio

2% Bignosinae
CepefiHa maca Bin 0,390 r 0o 0,431 r (0,410 r £5 %) 0,409 r
OgHOPIAHICTL fO30BAHUX Mae BUTPUMYBaTW BUMOTY
oauHNLb s Binnosinae
Po3unHeHHn He merwwe 80 % (Q) 3a 30 x8 91 %
CynpoBigHi AOMIlUKK
aTopBacTaTuH amig He 6inbwe 0,3 % 0,0 % (<MKB)
npechniopo atopsacTaTuH He 6inbwe 0,3 % 0,1%
niacrepeoizomep He 6inblue 0,3 % 0,0 % (<MB)
O-MeTuN atopeacTaTuH He 6inbwe 0,3 % 0,0 % (<MKB)
aropBacTaTuHy NakToH He 6inbwe 0,3 % 0,1 %
aTopeacraTuHy meTunosuit edip He Ginbwe 0,3 % 0,0 % (<MKB)
6yab-AKa iHWa AoMillKa He 6inbwe 0,2 % 0,0 % (<MB)
cyma BCiX AOMILIOK He 6inbwe 1,5 % 0,2 %
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Ten. (044) 496-87-87, Ten./dakc (044) 239-19-38, Ten./daxc (044)49689-42, Ten. (044) 485-26-57 (uinoaoboro

Mikpob6ionoriuHa uncrora

3aranbHe YnUcno aepobHNX Kputepin npuinaaTHocti 1000 KYO/r

MikpoopraHismis (TAMC) * *

3aranbHe YNUCno APBKIKOBUX Ta Kputepiit npuitnaTtHocti 100 KYO/r

nnicHasux rpuéis (TYMC) * *
Escherichia coli * BigcyTHictTe B 11 %

KinbkicHe BU3HaueHHA

aTopBacTaTuH Big 38,0 mr no 42,0 mr B nepepaxysaHHi Ha
cepepHto macy TabneTku 40,2 wmr/Tab
YnakoBKa Mae Bignosigaty BUMoram Bignoeigae
MapKyBaHHA Mae BignoBigaTt BUMoram . Bignosinae
Tepmin npupatHocri: 2 pokun o 10.2026

YmoBu 36epiraHHa:  36epiraTi B opuriHanbHiid ynakosui npu Temnepatypi He suue 25 °C

KomeHTapi:

*Ha niacrasi nepiogunuHoro KoHTpomo. Mpote My NigTBEPLAKYEMO BIANOBIAHICTb faHOT cepii BUMOram HO
3anBa npo ceptudikalito:

Llum s 3acsiguyto, Wo BULEBKa3aHa iHpopMaLlis € AocTosipHoio i TouHo. Liio cepilo npoayxuii 6yno BupobneHo (BKitovaloUn
yNaKoBKy/MapKyBaHH#A) Ta NPOBEAEHN KOHTPOND 1i AKOCTI Ha HMKUEBKa3aHi AinbHWUI B noeHiin signosigHocti po sumor GMP,
BCTAHOBEHUX MICLIEBUM PEFYNATOPHUM OPraHoM, a TAaKoX Y BiANOBIAHOCTI i3 cneumdikauismu, ski 3HaxoATLCA y peecTpauinHomy
AoCbe/Toprogoi niueHsii. MpoTokonu BUpo6HNLTBA, NaKkyBaHHA Ta aHanisis 6ynu nepesipeHi Ta BCTaHOBNEH gignosianicte GMP.

DossoneHo go peanisauii / 4o BigBaHTaXKeHHsA

YnoeHoBaXeHa ocoba — [posigHuit iHxernep BCTaBll flpemenko B.B. 01.11.2024

Bupo6Huya AinbHyus:
YKPATHA, 04080 m. Kuis-80, syn. Kupuniscbka, 74; JliueHsis Ha BupobHuLTeo AE Ne 637430 sin 07.04.2015;

Ceptudikar GMP Ne045/2022/GMP sig 25.08.2022; GMP_UZ-08:2023 gig 30.11.2023; 530-10/24-06/02 sin 02.09.2024;
GMP/EAEU/KZ/81-01-24 Bin 15.12.2023

KoHTponb sKocTi Ta BuAa4a Ro3BONY Ha peanisallilo:
YKPAIHA, 04080 m. Kuis-80, Byni. Kupunigcbka, 74; CeigouTso npo atectauilo Ne 390 sig 22.01 2019

Cepmucdikam nidnucaHo eflekmpoHHUM nidnucom ID 040000118264 Crop.2 32
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Ten. (044) 496-87-87, Ten./pakc (044) 239-19-38, Ten./dakc (044)49689-42, Ten. (044) 485-26-57 (uinogoboso)

Ceptudikar akocri N2 040000121401

ATtopgakop®, Tabnetku, BKpuTi nniskoeo o60osnoHKolo, no 40 mr Ne 30 (10x3) y Gnicrepax

1TABNETKA MICTIATb ATOPBACTATIHY KANbLIKO TPUTILAPATY 43,28 M, B [TEPEPAXYBAHHI HA 100% PEYOBUHY (LLO

Homep cepi: 30425
KinbKictb npoayKuii:
[NaTa sBupobHULTBA: 04.2025

AHani3 BUKOHaHWiA No:

7.476 Tuc.ynak.

EKBIBAJIEHTHO ATOPBACTATWHY) 40 mr

KpaiHa oTpumyBsay: YKkpaiHa
Ne PeecTp. nocaigueHHs: UA/15677/01/03
TepMmiH bil peecTp. nocBiguerHs:  HeobMmexeHun

MKs 113 go PN NeUA/15677/01/03, 3minn Bin 31.07.2024 p.

HaiimeHyBaHHs NOKa3HUKIB

Bumoru AHA(cneyudikauir)

Pe3syneTatut BUNpoGyBaHb

Onuc

InenTudikauin

artopBacraTuid

artopeacrtatuH

CepepHs maca
OpHopifgHicTb fJO30BaHMX
oAUHULb

Po3unHeHHnA
CynpoBigHi gomiwKn

aTopBacTaTVH amif

JomilKa A

fiacTepeoizomep

0O-MeTWN atopBacTaTuH
aTopBacTaTUHY NaKTOH
aTopBacTaTUHy MeTunosuin edip
6ynb-aKa iHWa AoMilIKa

CyMa BCiX JOMILLIOK

TabneTkun Kpyrnoi Gopmun 3 ABOOMYKACH)
noBepxHeo, BKPUTI NniBkosolo 060noHKo binoro

abo malixe 6inoro konbopy

YnbTpadioneToBuid CNeKTP NOrANHAHHA
BUNPOBOBYBAHOTO PO3UUHY, OfEpPKaHOro B PO3Aini
"KinbkicHe BU3HaueHHa", B obnacri 8ig 220 Hm

40 360 HM NOBMHEH MaTV MakCUMYM 33 AOBXWHI
xBuni (241£2) Hm

Ha xpomatorpami BUnpotosyBaHOro posuuHy,
oTpuMaHiin B po3aini "CynpoBiaHi gomilwkn", Hac
yTpUMYBaHHA Nika aTopBacTaTUHY Ma€ cnisnagaru
3 4acoM YTpUMYBaHHA Nika aTopBacTaTuHy Ha
XpomaTorpami po3uuHy nopisHAHHA (b) 3 TouHicTio
2%

Big 0,390 r o 0,431 1 (0,410 £ 5 %)

Mae BuTpumyBaTN BUMOTU

He meHwe 80 % (Q) 3a 30 xe

He 6inbwe 0,3 %
He 6Ginbwe 0,3 %
He 6inbwe 0,3 %
He 6inbwe 0,3 %
He 6inbiue 0,3 %
He 6inbwe 0,3 %
He 6inbwe 0,2 %
He 6inbwe 1,5 %

Bignosinae
242 Hm

Bianoeigae
0,410r

Bignosigae

90 %

0,0 % (<MKB)
0,1%

0,0 % (<MB)
0,0 % (<MKB)
0,0 % (<MKB)
0,0 % (<MKB)
0,0 % (<MKB)

Cepmucpikam nidnucaHo enekmpoHHUM nidnucom
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Ten, (044) 496-87-87, Ten./daxc {044) 239-19-38, Ten./dpakc (044)49689-42, Ten, (044) 485-26-57 (uinopoboso)

Mikpo6ionoriuHa uncrora
3arasnbHe YnMcno aepobHuUX Kputepin npuiHsatHocti 1000 KYO/r

mikpoopraHismis (TAMC) *

3aranbHe YUCNo SPIKIKOBUX Ta Kpurepin npuiHatHocTi 100 KYO/r
nnicHssux rpubis (TYMC) * *
Escherichia coli * BigcytHictb B 11 *

KinbKicHe BU3HaueHHA

aTopBacTaTuH Big 38,0 mr go 42,0 mr B repepaxysaHHi Ha
cepefHio Macy TabneTku 40,9 mr/Tab
YnakoBka Mae signosigat BuMoram Binnosigae
MapkyBaHHA Mae signosigatvn Bumoram Bignosigae
TepmiH npugaTHOCTI: 2 poku o 04.2027

Ymogu 36epiranHa:  36epiratv B opuriHanbHill ynakoBsui Npu Temnepatypi He sulle 25°C
KomeHTapi:

*Ha nmigcTasi nepioguuHoro KoHTposo. Mpote mu NigTBepAXKYEMO BiANOBIAHICTL naxofi cepil Bumoram HJJ

3anBa npo cepTudikayito:

Lium s 3aceiguylo, Lo BULLEBKa3aHa iHpopmMauia € AOCTOBIPHOW | TOYHOIO. Lo cepito npoayKuii 6yno BupobneHo (Bktovatoun
YNakoBKy/MapKyBaHHA) Ta NPOBEAEHWUIA KOHTPONb i1 AKOCTI Ha HUKUEBKasaHill ginbHWLi B NOBHIR BiANOBIAHOCTI A0 BUMOT GMP,
BCTAHOBMEHUX MICLLIEBUM PEryNaTOPHMM OpraHom, a TakoX Y BifANOBIAHOCTI i3 cneuudikauiamu, AKi 3HaXOAATLCA y peecTpayiiHomy
JOCbe/Toprosoi nilersii. MpoTokonu BUPOBHULITBA, MaKyBaHHA Ta aHanisis 6ynu nepesipeHi Ta BCTaHOB/EHa BIANOBIAHICTD GMP,

JlossoneHo go peanisauii / 4o BigBaHTaXKeHHs

YnosHoBaxeHa ocoba - HauanbHuk siagainy BCraBli NanTyx 10.M. 30.04.2025

Bupo6Huya ginbHuus:
YKPAIHA, 04080 m. Kuie-80, syn. Kupuniecbka, 74; Mlinensia Ha BUPO6HULTBO AE N2 637430 8ig 07.04.2015;

CepTudikat GMP Ne126/2024/GMP sig 29.11.2024; GMP_UZ-08:2023 sig 30.11.2023; 530-10/24-06/02 sia 02.09.2024;
GMP/EAEU/KZ/81-01-24 Big 15.12.2023

KoHTponb sikocTi Ta Bufaya fo3BoNy Ha peanizauito:
YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; Ceigoutso npo atectauito Ne 390 Bia 22.01.2019

Cepmucbikam nidnucaHo enekmpoHHUM nidnucom ID 040000121401 Crop.2 32
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