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CepTudikar axkocti N¢ 040000118370

KOPCAP® MOHO, TabneTtku, BkpuTi nniskosoto o6ononkoto, no 160 mr

11abnerka micTutb 160 mr Bancaprtary

Homep cepii: 11024 KpaiHa oTpumysau: YKpaiHa
KinbkicTe npoayKui: 3.352 Tuc.ynak. Ne PeecTp. NOCBIiAYeHHA: UA/17796/01/02
Jlata BupoBHUYTBa: 10.2024 Tepmin Al peectp. nocsiguenns:  05.12.2024

AHai3 BUKOHaHUIA NO: MKS 113 go PI Ne UA/17796/01/02 sig 05.12.2019 p., 3minu 8ig 13.08.2024 p.

HalimeHyBaHHA NOKasHuKis Bumoru AHf(cneundirayii) Pesynbratu Bunpobysaunb

Oonuc Dsoonykni TabneTtkn 8ig 6inoro 4o malxe dinoro
KONbOPY 3 FfaaKkoi NoBepxHeto, BKPUTI NNiskosolo
060n0HKOoW03a 30BHILHIM BUrNagomM TabneTku
MOBUHHI BignosigaTy sumoram JOY*. Bignosiznae

InenTndikauin
BancapraH CrignanaHHs YyaciB yTpumyBaHHA Nikis

BalcapTaHy Ha XpomaTorpamax BunpoboByBaHOro
PO3UMHY Ta PO3UMHY NnopisHAHHS (d) Bignosigae
YnbtpadioneTosnit CNeKTp NOrANHaHHA
BUNpPOo6OBYBaHOro PO3uMHY B 06nacTi Big 230 Hm
100 340 HM NOBUHEH MATK MAKCUMYM MOFNUHARKSA 33
Tiei camol fOBXUHY XBUNE, WO 1
ynbTpadioneToBnil CNeKTp NOrUHAHHA PO3UNHY
nopisHAHHA (¢) Binnosigae

CepepHa maca Tabnetku Ta ofjHOPIAHICTL Macn TabneTku

CepenHsa Maca mae 6yTu Big 0,2964 r no 0,3276 r 0,3124 r
3a O[HOPIAHICTIO Macy TabneTkn NOBUHHI
BianosigaTtv sumoram AOY* 2.9.5 Binnoginace -
CynpoBigHi gomMiwKn
Homiwka C He 6inbwe 0,2 % 0.0 % (<MB)
KokHa HeigeHTudikoBaHa He 6inbuwe 0,2 %
foMiLiKa 0,0 % (<MKB)
Cyma [OMILLIOK He 6inbwe 0,7 % 0.0 % (<MKB)
PozunHeHHA BianosigHiCTb 3a TPbOMa PIBHAMU OUIHIOBAHHA 3
ypaxygaHHam Q = 80 %:S1 (6 BYNpoboBYBaHUX

oAMHMLDb): He meHwe 85 % ana KoxHol
oanHKLI.S2 (6 BUNPOBOBYBAHUX OAUHULLb). CEPEHE
3HaYeHHA i3 12 opuruub (S1 + S2) craHoBUTb He

merwe 80 % ; Hemae XoAHOT OANRKLI 31 CTyneHem
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pO34MHEHHS meHwwe 65 %.S3 (12 BunpobSosyBaHux

OfAVHULDb): CepefiHE 3HavenHs i3 24 ogunuus (S1 +

52 +83) He meHwe 80 % ; He 6inbwe 2 oauHMLb

MaloTb CTYMiHb PO3UYMHEHHA MeHwe 65 % ; Hemae

XOLAHO OANHMLL 31 CTYNeHeM PO34UHeHHN MeHWwe 55

% 101 %
OAROPRIARICTL 030BaHNX |- s nepwnx 10 oauHULb: NPUAMaNbHE YKCHo
OANHNLUb He nepesuwye 15,0 %.11 - gna 30 ognHMUb:

npuitManbHe uncno He nepesuuye 15,0 % 1a

PEe3yNbTaT XKO[HOI 030BaHOT O[UHULI He MeHie

0,75 M i He 6inbwe 1,25 M Bignosigae
Mikpobionoriuna uynucrora
3aranbHe yncno aepobHuX Kputepiin npunHatHocti 1000 KYO/r
mikpoopranizmis (TAMC) 0 (meHwe 20)
3aranbHe YMCNo APIKAKOBKX Ta Kputepin npunHatHocti 100 KYO/r
nnicHasux rpubie (TYMC) 0 (meHwe 20)
Escherichia coli He ponyckaetbca HasBHICTb B 1 1 BigcyTHi
KinbkicHe BU3HayeHHs BmicT BancaptaHy B Tabnetui mae 6yTn Big
152,0 mritabn. go 168,0 mr/Tabn. 158,3 mr/tab
Ynakogka Mae signosinatu Bumoram Bignosinae
MapkysaHHs Mae Bignosigatu Bumoram Bignoeigae
Tepmin npugatHocTi: 3 poku [lo 10.2027
Ymosu 36epiranun:  36epiratu npu Temneparypi He Buue 30 °C B opuriHanbHin ynaKkosLi.
36epiratit B HEJOCTYNHOMY ANS

niren micui.
KomeHTapi:

lozgin MO3 Ykpainu 24-04/44381/2-24 sin 27.11.2024.
3anaBa npo cepTudikauito:

Unm A 3acsipuyto, WO BuLleBKazaHa iHOpMalia € fOCToBIpHOW | TouHow. Lk cepito npoaykuii 6yno BupobneHo (BKitoyarouu
YNaKoBKy/MapKyBaHHA) Ta NPOBEAEHNIA KOHTPONb i1 AKOCTI Ha HUXYEBKa3aHin AinbHUUI B NOBHIW BignoeigHocTi ao sumor GMP,
BCTEHOBNEHWX MICLIEBUM DETYNATOPHUM OPraHoM, a TakoX y BifjnosigHocTi i3 cneyndikauismun, aki 3HaXOAATHCA Y peecTpauitHomy
BOCbe/TOProBoT fiuensil. MNpoTokony BUpoBHUUTEA, NakyBaHHsa Ta aHanizis Bynu nepesipeHi Ta BCcTaHOBNEHa BignosigHicTe GMP.

LlozBoneHo go peanizauil / fo BigBaHTaXKeHHA

YnosHosaxkeHa ocoba — MposigHui inkernep BCTaBMN ApemeHko B.B. 02.12.2024

Bupo6uuua ginbHuusa:

YKPAIHA, 04080 m. Kuis-80, Byn. Kupunisctka, 74; JliueHsis Ha BupobHuuTeo AE Ne 637430 sig 07.04.2015
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KoHTposnb aKkocTi Ta Buaava go3sony Ha peanisayito:
YKPAIHA, 04080 m. Kuig-80, Byn. Kupuniscbka, 74; Ceigoutso npo atectauito N° 390 sin 22.01.2019

ID 040000118370

Cepmudikam nidnuUcaxo KMpOHHUM Nidnucom
epmucikam nidnUCaHo enekmpoHHUM nionuc Crop. 3 33






