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Ceptudikar sakocti N2 040000105831

Kopcap® H, TabneTtkn, B'va‘l"fiﬁ'—_in'n'iBKOB'olo- o60noHkow, 160 mr/12,5 mr, no 10 Tabnetok y
6n'ic1',e"|::i',; no 3 6nictrepn y nauuyi
1 TABMETKA MICTUTb 160 MI BAZICAPTAHY | 12,5 MF FAPOX/TOPTIA3UAAY
Homep cepii: 10123 | KpaiHa oTpumysay: YKpaiHa
KinbKicTb NpoayKLii: 16.875 Tuc.ynax. | N2 PeecTp. NOCBigUYEHHA: UA/14294/01/01
Darta supobHuuTsa: 12.2022 | TepMiH pii peecTp. noceifueHHs:  HeobMexeHui

AHanis BUKOHaHWNIA No: MKA 13 go PN NQUA/14294IO1/01, 3miHu Big 29.08.2022 p.

HaimeHyBaHHA NOKa3HUKIB | Bumoi'u AH]l(cnenudikauir) . PesynbTaTty BUnpo6yBaHb

Onwnc TabneTkn oBanbHoi popmMmn 3 ABOONYKIOK
NoBepPXHEID, BKPUTI NNiBKOBOIO 0O0NOHKOI0,
KOPWUYHEBO-YepBOHOro Konbopy. Ha Tabnerui
MiCTUTbCA MapKyBaHHA "V 3 ogHoro 6oky Ta "H"
3 iHWOro Bignosigae
lnenTudikayin
BancapTaH, riApoxXnopoTiasua Ha xpomartorpami sun p'o'EOByB'aHoro PO34YUNHY MaloTb
BUABNATMCb OCHOBHI NNIAMW Ha PIBHI OCHOBHUX
MNAM Ha XPOMATOrpami PO3UmMHY NOPIBHAHHSA. Bignosigae
Ha xpomaTtorpami BunpobosyBaHOro posuuHy,
opepaHin B po3aini "KinbkicHe BU3HayeHHA",
yacu yTpuMyBaHHA OCHOBHUX NIKIB MalOTb
cniBnagaTu 3 Yacamm yTpumyBaHHA OCHOBHUX MiKiB
Ha XpoMaTorpami po3unHy nopiBHAHHA (D) 3
ToyHicTo £ 2 % Bignosigae
3anisa (lll) okecua fikicHa peaKuis Bignosigae
TUTaHy Aiokcna AKicHa peakuis Binnosinae
>KOBTUW 3axia Ha kpumein abcopbuii mae cnocrepiratucb
MaKCMMyM Npwv fOBXWHI xBusi 484 Hm (13) 482 UM
CTivikicTb TabneTok o He meHwe 60 H
pPO3AaBNIOBaHHA 123 HbIOTOH
CepepfiHa maca Bin 355,7 mr fo 393,1 mr (374,4 mr £5 %) 371,8 mr

OpHOPiAHICTE RO30BaHNX OANHULD

BancapTaH Mae BUTPUMYyBaTU BUMOTYY Bignosigae

rippoxsiopTiasng Mae suTpumysaTn BMMO Bignosiga€

CynposiaHi AOMIWIKK: AOMILIKK BancapTaHy HES( P
GyAb-Aka AOMIlLKa, KpiM He 6inbwe 0,2 %

BancapTaHy [OMilWKN A
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BasicapTaHy AOMiIlLKN A

Ten. (044) 496-87-87, Ten./bakc (044) 239-19-38, Ten./pakc (044)49689-42, Ten. (044) 485-26-57 (Linogo60s0)

He 6inbwe 0,5 %
0.1 %

CynpoBiaHi gomiwkn: aomiwku rigpoxnopriasnay

6eH30TiagiasnnHy Aomillka A

6yab-Aaka gomillKa

CymMa AOMIWOK
PoO34YMHEHHA

BancaptaH (3an. 7.1) **

rigpoxnopriasung (3an. 7.1) **

BancaptaH (3a n. 7.2)

rinpoxnoprtiasug (3a n. 7.2)

Mikpo6ionoriuHa uncrora
3aranbHe uncno aepobHMX

MmikpoopraHiamis (TAMC)

3aranbHe YMcno APRKIXKOBUX Ta

nnicHasux rpwbis (TYMC)
Escherichia coli

Oomiwka A
(D-sancapraH)

KinbkicHe BU3HaYeHHA

BancapraH

rigpoxnoptiasua

BigcytHictb B 1 1
He 6inbwe 1,0 %
Big 152,0 mr no 168,0 mry 'n'epe'paxysaﬂlii'i; Ha

cepenHio macy opHiel Tabnetkn (95 % sig

3anBReHol KinbkocTi - 105 % Bin 3asBneHoi | .-

He 6inble 0,5 %
He 6inbwe 0,2 %
He 6inbtue 0,8 %

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

KinbKicTb BancapTaHy, 1o Nepeniuna y po3uunH

yepes 30 xB, Ma€ 6yt He meHwe 85 % (Q+5) sia

BMICTY, 3a3HaveHoro B8 po3gaini "Cknan” 95 %

KinbKicTb rigpoxnopoTiasnay, Wo nepevnay

po3uunH yepes 30 xB, mae 6yTv He meHwe 85 %
(Q+5) Bia BMicTy, 3a3HaueHoro B po3gini "Cknapn” 92 %
KinbKicTb BancapraHy, L0 Nepenwna y po3uuH

yepes 30 xB, mae 6yTn He meHwe 85 % (Q+5) Bia

BMicTy, 3a3HadeHoro B po3aini "Cknap’ 97 %

Kinbkicts rigpoxnopoTiasngy, wo nepenumna y
po3unH uepes 30 xB, Mae 6yTu He meHwwe 85 %

(Q+5) Big BMicTy, 3a3HaueHoro B po3pini "Cknag” 89 %

Kputepin npuitnatHocti 1000 KYO/r
0 (Metiie 100)
Kpurepin npunHatHocti 100 KYO/r
0 (Menwe 10)

BiacyTHi

KinbKoCTi) .

Big 11,9 mMrgo 13,1 mry n-épep-aky'éa'ﬁ'ﬁi Ha

cepefiHIO Macy OfHi€i TabneTku '(95 % Big-_'

3anBneHol KinbkocTi - 105 % sia 3aseneHol .

KinbKOCTI)

12,1 mr/rab

N-Hirposogumernnamin(NDMA)Ta N-'-’HiTpoaoAieTﬁﬁ'aM'i'H'(NDEA)’.
NDMA
NDEA

" He 6inbwe 0,300 ppm 0,023 ppm

He 6inbwe 0,082 ppm 0,000 ppm (<MB)
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Ten. (044) 496-87-87, Ten./daxc (044) 239-19-38, Ten./daxc (044)49689-42, Ten. (044) 485-26-57 (uinogobono)

Cyma NDMA T1a NDEA ( B pasi He 6inbwe 0,082 ppm

OHOYACHOro BUABNEHHA 060X o

LOMILLIOK) R 0,023 ppm
YHaKOB‘Kah Mae: BignosigaTn BYMMoram Bignosigae

MapKyBaHHA Mae BignosinaTi BuMoram Bianosinae

; gy iy ———— . L . . . . . .

TepMiH npuAATHOCTI: " 3 poku Oo 12.2025
YmoBu 36epiranna: 36epiraty B opuriHanbHiin ynakosui npu temneparypi He suuwe 25 °C.
KomeHTapi:

*'3a BupobHakom
3aaBa npo ceprudikayiio:

Uum A 3acsiguylo, Wo BuuieBKasaHa iHGopmaLlia € AOCTOBIpHOW i TovHow. Lo cepilo npoayKuii 6yno supobneHo (Bkniovaoun
YNaKOBKY/MapKyBaHHA) Ta NPOBEAEHA KOHTPONb ii AKOCTI Ha HUKUYEBKa3aHil AinbHWUI B NOBHIN BianosigHocTi ago sumor GMP,
BCTAHOBNEHNX MICLIEBUM PEryATOPHMM OPraHOM, a TakoX Y BigNoBiAHOCTI i3 cneundikauiamn, AKI 3HAXOAATLCA Y peecTpayinHOMy
nocbe/Toprosoi niueHsii. MpoTokony BUPOOHULTBA, MaKyBaHHA Ta aHanisis 6ynu nepesipeHi Ta BCTAHOB/IEHA gignosigHictb GMP.

Nlozsoneno ao peanizayii / Ao BigBaHTaXeHHA

31.01.2023

BmpoGHw-lamnbuuuﬂ —

BALKANPHARMA DUPNITSA AD, BONFAPIA 3, SAMOKOVSKO SHOSSE STR., DUPNITSA, 2600, BULGARIA; ACTAVIS LT

BLB 015-016, BULEB: JliueH3ia Ha BNPOBagKeHHA rocnoAapcbKoi AianbHOCTI 3 iIMNopTy nik. 3acobis; AE Ne192328 i
"01.03.2013

YKPAIHA, 04080 m. Knig-80, Byn. Kupuniscbka, 74; Nliuensia Ha supobHuutso AE Ne 637430 sig 07.04.2015;

Ceptudikar GMP Ne045/2022/GMP sig 25.08.2022; GMP/EAEU/BY/0045-2021 8ig 25.02.2021; UP/1-530-10/21-03/13 Bin

28.10.2021 | |

KoHTponb AKOCTi Ta BUgaua 0380y Ha peanisauiio:
YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; Csinourso npo atecrauio Ne 390 sig 22.01.2019
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