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- Kpafra-supobuuk; Tlonema

- Homep peectpauiiinoro noceimaenns: Ne UA/14262/01/01

Cua pii / akrusnicts: 1 Taberka MicTuTh: cuaneHadiny nmrpar, 110 eKBIBANEHTHO cuineHadiny 50 Mr

Jlixapceka dopma: TaGreTky, BKPHTI AIBKOBOIO 0GOIOHKOIO, 110-50 M S
Po3aMip i Tun ynakosku: 1o 4 tabnetku y Gnicrepi; no 1 6aicrepy y KapTOHHi KOPoOLli 3 MapKyBaHHAM YKpaTHCEKOIO MOBOIO

- Injiexc; MXGR-0214-800

Howmep cepii: 10623

Posmip cepii: 58140 vn.

Jara eupoSunursa: 06.2023 =

. Mata sakiHueHHA TepMiHy DpHAATHOCTL: 06.2027

HaiiMenyBanns, Micie3sHaXOMKeHHS BUpoSHnTEa: Oz

19, 83-200, Craporapa I'nasscku, [1onbma
Howmep ninensii: GIF-IW-N-4001/WTC105/299/13

Ceptudikar Bistnosignocti GMP: Ne IWPS.405.88.2019.KK.2 WTC/0105 02 03/210

puaneTiniHuil 3ason JIOJIGAPMA» C.A., rys. Tensmmmmscka,
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CTaHIAPTHOTO PO3YMHY NOBHHEH
CHIBIAIATH.

3'BAACTBCA XKOBTO-OPAHIKEBE
3a0apBiacHus Nicaa A0ABaHHA
NMEPEKHCY BOJHIO

YO cnexTp nOBUHEH MaTH MAKCHMYM
TOFNHHAGHHAA B Jlana3zoHi 610 £ 5 um

BIJINOBIAAC

IToxaznuku Bumorn
Onuc? BrakaTHi, KpyThi, ABOOHYKAI
Bisyaaeno TabNeTKH, BKPHTI IUTIBKOBOIO BiznoBinae
N 00O0JIOHKOIO
Hiamerp Tabaerku | =
THCTPYMEHTAALHO 8,0 - 8,4 mu 8,1 mm
| Cepears maca tabuaerkn® 177 Mr+7,5% 177,7 mr
1 OnHopianicTh  N030BaHKX  OQMHMIOL 1A Bianosinae €® 2.9.40 N
BIAXHJIEHHA Bil cepeaHLOl MACH (ITpuiinaTHe sHaveHssa Ang. 10
| PO3PAXYHKOBO-BATOBHI MeTOX TaONETOK, AV 101a6n <L 1.
AKmo He BiATOBIAAE, TOMI:.
- AViomsy > L1, TONI 37 %
= AV30m6r <L1;
- BCI IHAMBIAYaNbHI 3HAYCHHS HE:
menwe 0,75M 1 e GinsLe 1,25M
L1=15,0 i .2=25,0)
IaenTndikanin: .
- cunenadin reet A (YD) YO criekTp OCHOBHOIO NiKa Ha .
XpoMartorpaMax BHOpoOyBaHOIO i BiAnOBix2E
CTAHIAPTHOTO PO3UMHY NOBHHEH
CTHBIANATH,
- cungenagin recr b (BEPX) Yac yTPUMYBAHHS OCHOBHOTO Mika Ha |
- XpOMaTorpamMax BHnpo6yBaHOTO i L
Binnosipae

HE NIPOBEIEHO

HE TIPOBEACHO

HE NipOBENeH0
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OAPMAILIEBTUYHHNA 3ABOT
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83-200 Craporapa I' ianscku, HOIH:IIIA
Ten. +48 53/563 16 00 |

thake +48 58/562 23 53 F

o Polpharma

Ceprudixar npo axiers Ne 3435
Hatimenysanns npoayxuii: MAKCII'PA, TabneTiH, BKpHTI N1iBKOBOI0 060,10HK0I0, 16 50 M- Ne 4
Kpaina-supo6ruk: ITonsia
Howmep peecmaulﬁﬂom noceipuernsn: Ne UA/14262/01/01
Cuna nii/ akTHBHICTS: 1 TabneTka MicTHTL: CHIACHA(LIY WHTPaT, NIO eKBIBANEHTHEO cunaenadity SO mr
JIlKapcmca dopMa: TabieTKy, BKPUTI IIBKOBOK 0G0NOHKO0, 110 50 Mr
Posmip i TN ynakoBky: io 4 TabneTky v Giicrepi; no 1 Gricrepy ¥ KapTOHHiH kopoOIH 3 MapKyBaHHaM yxpamcblcom MOBOIO -
Ingexc: MXGR-0214-800 : |
Homep cepii: 10623
Posmip cepif: 58140 yn.
Jara supo6uuiTsa; 06.2023
- . JlaTa 3aKiHYeHHA TepMIHy ApHAaTHOCTI: 06.2027
HaitMenyBanus, Miclie3HaxoaKeHHs BUpOOHUITBA: PapMalICBTHYHHH 3a50X «I'IOJ'IB(I)APMA» C.A., Bya. I“lenbmmm,cxa,
19, 83-200, Cmporap,u I' rauescxu, Honsina
Homep niensii; GIF-IW-N-4001/WTC105/299/13
Ceprugixar signopinocti GMP: Ne IWPS.405.88.2019. KK.2 WTC/0105 02 03/210
-. INokasnuxna Bumorn
| CynyTsi gomimku’;

Péfl}"ﬂb’lﬁll'l‘ B.antiﬁyﬂamfﬂ 1

- tomimka Z

‘He Ginbiwe 0.2%

Merme 0,05 %

-~ OAMHHYHA HeBigoMa pominixa He 6inpie 0,2% 0,06 %
- CYMa AOMIlOK He Ginpme 0,5% 0,06 %

1 MeTox BEPX

| Kinbxicue Buanavennsn?;

'. | 521;’1(3 95,0 - 105,0% Bix 3a5BNEHOTO BMIiCTY 05.8 %
Po3unnennn 3a 30 xp°. Q = 75% 100,4 %

(min. 98,8% Mmakc. 103,2%)

MikpoGionoriuna yncrora **

1-TAMC we Oinbme 10°B 1

-TYMC He Oinpmie 1028 11

- Escherichia coli BigcyTHiCTE B 1.1

TTecr HepyTHHRMIA, TecT IlpDBi},H.ﬂTb Ha KOHIE 100 cepu alle He MEHLIE HIK OZHH pa3 Ha pik.

2MeToz BUKOPHCTOBYIOTD IPH BHITYCKY.

* MeTox RHKOPHCTOBYIOTh Ha TePMiH [IPUIATHOCT] IPENAPATY, 4 TAKOY AK ATLTEPHATUEHMWA DU BUITYCKY.
4 TecT POBOAATE HPH BUIPO Gy BanHi CTafiTLHOCTI, rpathix Brapo0yBaHb BUSHAUCHUH DPOTOKOIOM ¢TabiIsHOCTI.

3a3Havenuil B nomy ceprudikaTi ToRap 3a AKicTio BixnoBixac Bumoram: MKSL. S/4-0097.09 pea. 01.

HE IPOREFEHO
HE NIPOBEIEHO.
HE [IPOBCACHO

LM 4 3acsiayo, o naBeneHa Bulle indopmaliis € gocTosipuor. Ta TousHoio. Lo cepiio npoxykwii 6yio Bupobuero (BKIOUAIOUE
naxynanmfmapuyaaﬂuﬁ) Ta NPOBEIEHO KOHTPOJE 1l AKOCT] Ha BUINE3a3Ha4deHil JUBHHULI Y NIOBHIH BINNOBINHOCTI 3 BHMoramu GMP,
BCTRHOBIIEHAMH MICLEBUM PEryIATOPHUM: OPraHoM, a TaKox. BIANOBLIHO HO cneuucblxaum IHO MICTATECA ¥ peecTpalilffHOMYy OCHE.
IIpoTokonu BupoGHUILITEA, NaKyBaHHA Ta aHanisis 6yno neperigHyTO Ta BCTAHOBIIEHO BinnoBianicTs GMP.

YrnopHoBaAXeHa ocola
(Qualified Person)

Anita Siewruk

Hocana ta npisBuiiie 0cobH, YNOBHOBAKEHOT HA BHIAYY
IO3BOIIY Ha BMITYyCK CEPII;

Minmnwc:

Hara nignucaHus:
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