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PAPMALIEBTHYHMIA 3ABOL,

By, Menbnankecks Ne 19

83-200 Craporapa FAanseky, NOABLIA
Ten. +48 53/563 16 00

daxc +48 58/562 23 53

Cepruadixar axocri Ne 9298

Haiimeryranig nporykuii: POMA3HX, TabieTKH, BKPHTI NAIBKOBOIO 06oT0HK0M0, o 10 Mr
Kpaina-supobrmk: Monsia

Homep peecrpaniiinoro TtocBiadeHns: Ne UA/13299/01/02

Cuna gii/akrusicts: 1 Tabnerka MiCTHTB: PosyBactatHy 10 mr, mo exsipanentro 10,4 mp PO3YBACTATUHY KAJILLIO
Jlikapceka dopua: TabieTkn, BKpUTI 1iBKOROKS obononkoio, no 10 mr

Posmip i tun ynakosku: mo 10 TaSnerox y Guicrepi; o 3 Gricrepu B KAPTOHHIH KopoBLi 3 MapkyBaHHsM Ykpaikcskoro
MOROIO

Innexc: RSWS-0214-800

Homep cepii: 20524

Posmip cepii: §9205 Y.

Hlara BupoGuursa: 05.2024

Jara sakimuenua TePMiHY NpuaaTHocTi: 05.2026

HaﬁmeHyBaHHs, MicUesaxomKre s BUPOSHHIITBA: DapMalesTHUH 3ason «Hoandapmay C.A., Byn. Heapmnunecka, 19,
83-200, Craporapn I' nanbeky, Monnwa

Homep nivenait: GIF-IW-N-4001/W TC105/200/1]

Ceprudixar sianosinnocri GMP: Ne TWPS.405.88.2019. KK 2 WTC/A105_02 03/210

Hoxasnuxn nkacri Bumorn MICH Pesynrratn
BHIpobyBaHL
Bisyanmsro, obonotkoro, Ginoro aée Mattke Ginoro KOILopy, 3 BiIMOBIlae
MeTonuka xoMmaznii THCHERHAM «10» 3 0grorG Goxy

OanopignieTs, nozosannx CARHHUEL

AVIO OOBHAHLE = L 1 2

i

Onke Kpyrni asoonykni TabieTkH, BKPHT] ITiBXKOBOIO ]
!

AKLHO AV 16 omgu =11 AV30omesor < L1 1 momen /

iuﬂzfniz(yaﬂbnuﬁ BMICT ¥ TO30BaHIH QAHHHLT He 3,0 %
Menute 0,75 M i we 6bibire L25M, ne Li=15,0i | !
‘ L2=250 |
E BmicT posn (Kapa Piwep) _ He Oinie 7.0 % 6.1 %%
Ixenrudpinanin i
- PosysacTatuyy Hac yrpuMypasss Mae BIANOBINATH wacy BiAnosinac

Metonnxa komnarii, BEPX YTPUMYBARES CTanaPTHOT® po3umy,

YO cnextp mMae Bignosizata CIIEKTPY
CTaHAPTHOTO POHHY

- LOHI® Kallbilito Xnopodopmuuii mlap 3abapumiocTees B TEPBOHUH . .

Metoauxa koMmauii, sxicHot peakyiy Kos1ip BUIOBL3A€E
Iaentadrixanin THTAHY HOiokcngy* Mosza sabapnnens PO3YHHY Bl ORTOrO N0 BignOBiNAE !
Metonmmxa KoMmanil, MeTox axicHoi peaxkiii OPAHKEBO-3XORTOIO

—— e SR N
Cynposiani nomim

- AHTHIZOMep He 6inbie 0,3% mepme 0,1 %

- JIAKTOH He 6ineme 0,2% Menue 0,1 %

- 5-K€TO KHCIOTH He binbue 0,35% MeHme 0,1 %

- KOWHA OKpeMa JoMirka He 6inenre 0,2% Menme 0,1 %
- CYMa AOMIloK He Gineme 1,2 9% MeHine 0,1 %
Meronuka KOMTIaHil, Mmeton BEPX

Kinexicauii parier posyBacTaTHRy (B 1 ;

Tabaermi): 95,0 - 105,0% wia saspmenoi KimsxocTi 99,6 %

Metomuka komuani, mevon BEPX )

Posunuenua 99.2 %
LMeromixa Kommanil, meton BEPX Q=75% Hepes 30 xa. (Min.96,5% Makc.101 ,S%J
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GAPMALEBTUYHMI 34B04
By NeabnanHbeka Ne 19

sy s & 1Ty, 83-200 Craporapa, I'naHbeku, NOJIbLLLA
W ﬁ 0«6{7;‘35 <3 Ten. +48 53/563 16 07

$ake +48 58/562 23 53

Ceprudixar axocri Ne 9298

Halimenysanna npogykuii: POMA3HK, rabaerkn, BRPUTI nAiBKOBOIO olonoHK010, 110 10 Mr

Kpafna-BupoSemk: onsma

Howmep peecrpaniitnoro noceinuenns: Ne UA/13299/01/02 .

Cuna niifaxiusuicrs: 1 Tabnerka MicTaTs: Po3yBactaTuwy 10 Mr, mo eksipanentuo 10,4 mr PO3YBACTATUHY KATBUIKD
Jlikaperka dopma: Tabnerxu, BKPHTI IUTIBKOBOWO 0GOIONKO, 110 10 M

Posmip i Tn ynakoski: mo 10 Ta6nerox y Guticrepi; o 3 Gricrepn B KaproHuii kopobui 3 MapKyRanHaM YKpaiHcrkolo
MOBOIO

Innexc: RSWS-0214-800

Homep cepii: 20524

Poamip cepii: 59205 yn.

Hata srpoGuuuTea: 05.2024

Hara zaxinuents tepminy npuaarsocti: 05.2026

HaiivenysaHus, Micuessaxomxenns BApoGHUUTRa: MapMaliesTHYHMI 3aBox «llonedapmay C.A., By, llemermunscka, 19,
§3-200, Craporapn I' Naneckn, [opena

Howmep minenzii: GIF-IW-N-4001/WTC] 05/200/11

Ceprudixar sinnosinuocri GMP: Ne TWPS.405.88.2019.KK.2 WTC/0 165 02 037210

Mixpo6ionoriusa wnerora* ]
3arangbHa Kinsxicrs aepobHx

MIKPOOPraHisMia {TAMC) He Gineme 103 KYO/iL HE [POBEIEHD
| 3aranbua KibKicTs apixmpkie i npini |

(TYMC) e Sinbnre 10°KYQ/r ] HE [poBenerHo

Escherichia coli Bizcyrmictop 1 1 ,i HE IIPOBEHEHO

*1e pyTanac sxnpodysanis. [lpoboaste ia kowrid 10-4 CEPH, ONHAK HE piiue, 1tix | cepis Ha pix.
Brasannii 8 usomy cepTrpikaTi ToBAp 1o AKOCTI BiZNOBiAAE BiMoram MK 5/4-0212.06 pen. 02

Lrm 5 saceingyro, wio nanernena BHIIE indopmania e AOCTOBIPHOIO Ta TOYHO, Lo cepuo npoaykuii Gyno Bupobeno (srmoyaryy
DAKYB2HHL/MAPKYBAHHA) T2 IIPOBEIeHO KOHTPOIL 1T AKOCTI Ha BHINe3asHAEHIH ATBHALI ¥ UOBHIA BiRNOBIAHOCTI 3 BUMOTaMi GMP,
BCTAHOBJICHHMH MICUEBHM PeryasTODHIM OPTAHOM, & TAKO BINNOBIHG 10 cnenndikauiif, mo MicTaTLea ¥ peectpauiiiomMy aocke.
Tlporokoxnn Bupo0OHUUTBA, NaKYBAHHA Ta aHAN{3iR Gyno neperaHyTO Ta BeTaROBNEHO BiAmeBRiANicTE GMP.,

Hpiismue 1a nocana 0cob¥, YIIOBHOBaXEHOT Ha BHARUY N03BOTY Ha BHIIYCK Cepii:
Ilinmuc:
YnosroBaweHa ocoba
(Qualified Person)
J.Pietkiewicz
pladed.

Hata ninmacanua: 21.06.2024
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