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CepTudikar anasnisy

Hassa npenapaty:
Homep npoaykry:
Howmep cepii:
Jlo3yBanHHs:
Jlikapcrka ¢popma:

PozaMip ynakoBku:

KOPOHAJI® 5

12004641

N2V113A

5Mr

Ta6JieTKH, BKpUTI I/1iIBKOBOIO
060JIOHKOI0

60 NoKpHUTHX MIiIBKOBOIO

Cepia LIMS HV:
Poawmip cepil:
[JlaTa ananisy:
Cretndikanis:

Howmep peectpauniiinoro

773600

43 714 ynakoBoK
'21.08.2023

AND 652/UA/3117/01/02

UA/3117/01/02

060/10HKOI0 TabseTok (6x10)  nocBigyeHHs:
y 6uticTepax
JlaTa BUTOTOBJIEHHS: 31.07.2023
JlaTa 3aKiHYeHHS 30.06.2026
TepMiHy NPHAATHOCTI:
Kpaina-imnoprep: Ykpaina
MoxkazHukn Crnenundikanil Pe3ysbTaTi BUNpOGYBaHb
- Onuc CBiT/10-X0BTi IBOONYKJIi Ta6JIeTKH, Bignogigae
Omuc BKPHTI INIIBKOBOI0 060JI0HKOI0, SIKi
MaloTh, 3 OZHOI0 BOKY, PO3NOAINBYY ?
PHCKY.
. Cepeyins maca 1 TabaeTKu 0,1600r+5% 0,1604r
- OgHopigHicTs MacH He 6isb1ue 18 Tabaerox + 7,5 % Bignoeigae
+ OanopinHicTe MacK Ta6JIeTOK He 6inbure 2 Tabaetok = 15 %
( - Bifi neBHOI cepeiHbOI Macy
 OpHOpifHICTb MacH I10JIOBUH TabJETOK 29 opunuub: 85-115 % Bignosinae
~' MakcumyM 1 opgununga: 75-125 %
e BiJ NeBHOI cepeiHbOT MacH, o
- Ipenrndikauia:
.- Biconpososa (BEPX) Bignosinae xpomaTorpaMam [losuTHBHA
Turany fiokcug, Po34yuH noBHHeH HabyTH IMosuTHBHA
IoOMapaH4YeBoro KoJibopy.
3aniza oxcuy, P034MH NNOBMHEH HabyTH YepBOHOI'0 [MozuTnBHA
e KOJIbODY.
. Yac posnagy He 6inbine 30 xB 2 xe
_ Cynyrsi aomimxu (BEPX) -
- noMilrku A He 6inbiue 0,3 % <0,05%
- noMmimku E He 6inbie 0,2 % He BHU3HavaeThCs
- poMimku G He 6inbwe 0,5 % < 0,05 % :
- pominku L ; He Ginbiue 0,1 % <0,05%
- HeBiIOMI JoMIIIKH {HAUBIYyaNbHO He Ginbure 0,1 % <0,05%
- -cyma oMmilok He 6inbwe 1,0 % <0,05%
; KiibxicHe BuzHavyenHs (BEPX) 4,75 mr - 5,25 mr 511 mr §
. Biconposony ¢ymapar B 1 TabaeTni ) ‘
. Posyun axTuBHOI peyosunu (BEPX), He menuie 80 % 99; 100; 99; 99; 99; 95 %
. icns 45 xB (Q=75 %)
- Mikpo6ioJioriyHa YHCTOTA:
. €Bp. ®apm. 5.1.4.
| - 3araJibHa KiJIbKiCTh aepo6HUX He 6innie 1000 KOE/r 0 KOE/r
i mixpoopraHismis (TAMC)
- 3araJIbHa KibKICTb APK/IKOBUX Ta ITicHasux | He 6inbwe 100 KOE/r 0 KOE/r
| rpu6is (TYMCQ)
. - BigeyTaicts Escherichia coli BigcytHicteB1T BigcytHiB 11
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TIEPEKJIAL

SANECA
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Ceprudixkar ananisy

Hazpa npenapary: KOPOHAJI® 5

Homep nponyxTy: 12004641 Cepis LIMS HV: 773600

Homep cepil: N2V113A Poszmip cepil: 43 714 ynakoBoK

Jo3yBaHHs: 5wmr Jata ananisy: 21.08.2023

Jlikapcbka dopma: Ta6neTky, BKpUTi IiBKOBOK  Crenugikanis: AND 652/UA/3117/01/02
060JI0HKOI0

Posmip ynakosku: 60 MOXpUTHUX IJIIBKOBOIO Homep peectpauifinoro UA/3117/01/02

060J10HKOIO Ta6sieTok (6x10)  mocBigYyeHHA:
y GricTepax

JaTta BUTOTOB/IEHHS: 31.07.2023
Jara 3akiHueHHs 30.06.2026
TepMIiHy OpUAATHOCTI:
Kpaina-imnoprep: Yxpaina
‘6¢1Hopim{ic1‘b JXO030BaHUX OJUHHUIL <15,0 8.0

! (MeTo/] IPAMOTO BU3HAYEHHS —
. NpuitmanpHe yucso - AV)

Bignorizae cnenudikanii

Lium nigTBep/pxylo, 1o HaBeAeHa BULLe iHdopMarliisa € JocToBipHOIO i To4HO0. LIs cepis npenapaTy 6ys1a BUrOTOBJIEHS,
BKJIIOYAI0YH YIAKOBKY/MapKyBaHHsA Ta KOHTPOJb AKOCTI, Ha BUlUe3ragaHiil AibHULY, Mo Aie B MOBHIN BignosigHoCT
Ao Bumor GMP, BUMOF, BCTAHOBJIEHUX MiCLieBUM Pery/aTOPHHM OPraHoM, a TakoX y BianosigHocTi Ao cneuundikauii,
axi micTaTeca B Peectpanifinomy jgocke Kkpainm-imnoprepa. [IpoTokosnm BUPOGHMUTBE, YIAKOBKK Ta aHanizis cepil
Gysin po3ryaryTi i 6ys10 BcTaHOBJIEHO iX BiAnoBiHicTs BUMoram GMP.

Bupo6auya pinstHka: KoHTpoJ1b IKOCTI Ta Ai/ILHUISI BUIIYCKY:
AT «Caneka ®apmackroTikans» AT «Caneka ®apmacsioTikanz»
HiTpsauceka 100, 920 27 T'norosens, CroBalbka HiTpaucexa 100, 920 27 T'noroseus, CnoBaipka
Pecny6aika Pecny6uika
Bupob6Huya Jsinenzia Ne V-15/2022 Bupo6Huya ginensia Ne V-15/2022
/Mionuc/

Ceprudixopano Kamapina Hyyoea (Katarina Putzova) TlignucaHo: 22.08.2023

YnoBHOBa)KeHO10 0C060I0:

/Heuamxka: AT «Canexka @apmacbromixans»
Himpsincoka 100,
920 27 I'nozoseys,
Caosayvka Pecnybaika
I0. Homep 46 833 323
IHd. nodamkosuli Homep naamuuka I[1[B SK2023599842 55/
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