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Ceprudikar axkocti Ne 040000121053

BecriHopm®, Tabnetku no 24 mr, no 10 Tabnetok y 6nicrepi, no 3 6nicrepu y nauui
1TABNETKA MICTUTb: BETATICTUHY AMTIIPOXSIOPYAY 24 MTY MEPEPAXYBAHHI HA 100% CYXY PEHOBUHY

Homep cepii: 70325 Kpaina otpumyBau: YkpaiHa
KinbKicTb NpoayKuii: 21,635 Tuc.ynak. Ne PeecTp. noceigueHHa: UA/6356/01/03
[Nara Bupo6HULTBa: 03.2025 Tepmin Ail peecTp. NOCBiAUEHHs:  HeobMexeHui

AHajii3 BUKOHAHMWIA NO: MKA 13 po PM Ne UA/6356/01/03, amiHu i 25.08.2023 p.

HaliMeHyBaHHA NOKasHUKiB

Bumorn AHf(cneuudikanii)

Pe3ynbTaTy BunpobysaHb

Onuc

InenTudikauin

6eTaricTury gurigpoxnopug

CepepHa maca
CynpoBifHi gomikn
Jomiwka A
noMillka B
pomiwka C
6ynb-AKa HeBifOMa foMillKa
CyMa [AOMILLIOK
OpnHopigHIcTL fO30BaHUX
OfWHULb
PosuleeHHﬁ
Mikpo6ionoriuHa unucrora
3aranbHe YnUcno aepobHuxX
mikpoopraHizmis (TAMC) *
3aranbHe Yncno OpiKIPKOBUX Ta
nnicuasux rpubis (TYMC) *
Escherichia coli *
KinbkicHe BU3HaueHHA

6eTaricTuHy gurigpoxnopug

TabneTku Kpyrnoi ¢GopmMu 3 MIIOCKOI0 MOBEPXHEIO 3
puckoio Ta dackoto, inoro abo Maiixe binoro

Konbopy.

Ha xpomaTorpami Bunpo6osysaHoro pos4uHy,
ofepxaHilt B po3gaini "KinbkicHe BU3HauYeHHA",

yac yTpumyBaHHsA nika 6etaricTuHy
avrigpoxnopuay Mae crnisnagarti 3 Hacom
YTPUMYBaHHA Nika BeTaricTury Aurigpoxnopugy Ha
XpomaTorpami po3umHy nopisHAHHA (b) 3 TouHicTIO
2%

Bin 0,356 r 0o 0,394 r (0,375 r £ 5 %)

He 6inbwe 0,1 %

He 6inbe 0,2 %

He 6inble 2,0 %

He 6inblwe 0,2 %

He 6inbwe 2,0 %

Mae ButpuMyBaTH BUMOrU

He meHwe 80 % (Q) 3a 30 x8
KpuTepil npuiiistHocti 1000 KYO/r
KpuTepiit npuithsatHocti 100 KYO/r

BincyTtHicto B 11

Bin 23,0 mr go 25,0 mr y nepepaxysaHHi Ha

Bignosigae

Bipnosigae
0,374 r

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

Bignosigae
96 %
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cepefHio macy ofiHiei Tabnetkn (Ha momenT
BUMycKy). Big 22,8 mr go 25,2 mry
nepepaxyBsaHHi Ha cepeaHio Macy ofHiel TabrneTku 24,0 mr/tab
YnakoBKa Mae Bignosigary sumoram Bignosigae
MapkyBaHHn Mae signoBigatu Bumoram Bianosigae
Tepmin npugarHocri: 3 poku o 03.2028
YmoBu 36epiranHa;  36epiratu B 3axuiLeHOMY Bif cBiTna micui npu Temnepartypi He suwe 25 °C.

Komenrapi:

*Ha nigcrasi nepioguuHOro KoHTponio. IpoTe MU nigTeepaXyeMO BIANOBIQHICTL AaHOT cepii BuMoram HJ]
3asBa npo ceprudixayito:

Uvm s 3acsiguyio, Wo BulleBkasaHa iHGOpMaLlis € QOCTOBIPHOK | TOUHOIO. Lo cepito npoaykuii 6yno BupobneHo (BKntouaouu
ynakoBKy/MapKyBaHHA) Ta NPOBELEHUIN KOHTPONb 1 AKOCTI Ha HUKUeBKa3aHiIl AinbHuUi B NoBHIN BignoeigHocTi o sumor GMP,
BCTAHOBMEHWX MICLLEBUM PEryNaTOPHUM OPraHoM, a TaKoX Y BIANOBIAHOCT i3 cneumdikaLismu, AKi 3HaxoaATbCA y peectpauiniHomy
AOCbe/ToproBoi niteHsii. MPoToKoNM BUPOBHULTBA, NaKyBaHH: Ta aHanisis 6ynu nepesipeHi Ta BcTaHOB/eHa signosigHicte GMP.

flozBoneHo fo peanizayii / no sigBaHTaXKeHHA

YnosHogaxeHa ocoba - HauanbHuk sigginy BCraB NanTtyx 0.M. 15.04.2025

Bupo6Huua ainbuuusa;

YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; NiueHsis Ha snpobuuytso AE Ne 637430 sig 07.04.2015;
Ceptudikat GMP Ne126/2024/GMP ein 29.11.2024; GMP_UZ-08:2023 gig 30.11.2023; 530-10/24-06/02 sig 02.09.2024:
GMP/EAEU/KZ/81-01-24 8ig 15.12.2023

Koutpont sxocti Ta Bugaua fossony Ha peanisayito:
YKPAIHA, 04080 m. Kuie-80, syn. Kupuniscoka, 74; CeigouTso npo atectayito N¢ 390 sig 22.01.2019
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