g Polpharmea

GAPMALIEBTHYHHHN 3ABOJ,

By1. TTenennuHecka No 19

83-200 Craporapa I nauvckk. [IOJIBLA
Tea. +48 53/563 16 00

thare +48 58/562 23 53

Ceprudirar axoeri Ne 451 13723

Hasga aikapcrkoro 3acody: KCAJIOUTHK, xpansi ouni, pozuns, 50 mxr/ma

Kpaina-sapobnuk: Honsma

Howmep peectpatiiiinoro nocsiguenns: Ne UA/13410/01/01

Cuna pii/akTusuicTs: 1 M pO3YHHY MiCTHTE 50 MKT TaTaHONPOCTY
Jlikapcria dopma: kparii ousi, posunn, 50 MKr/Mi

Poamip | Tvn ynakosku: 1o 2,5 Ma y ¢naxoni 3 xpanensHuIeo; no 1 grakony 3 KpanefbHHIEIO B KapTOHHIH
kopobli 3 MAPKYBaHHSM YKPATHCEKOK) MOBOIO

Tnpexe: LTNP-0114-800
Homep cepif: XTI2010
Posmip cepii: 12904 yn,
Mara supobuunrsa: (9.2022

Hata 3akindeHHA Tepminy mpaaaTHocT: 09.2025
HatimeHyBanuy, micteanaxomxeris BupoBuuirea: Bupobuunutso I3, TIEPBUHHE NaKyBaHHA, KOHTPOJIb SKOCTI:
Taexyn PAPM. Ko. Jita, 109-30 Cajieouri-po, Hamca-maitys, Xeoin-ry, Homxnu-ci, Kopes

Bropuuie naxysauus, xourpons sxocti ['JI3 Ta BHITycK cepii: QapmanesTHunmii 3ason «IMomsbapman C.A. By,
Henennnuceka, 19, 83-200, Craporapa-I naucokuit, [Tonsia

Howmep nivensil: 2015-D1-2941; GIF-IW-N-4001/WTC105/200/11

Cepradikar sianosinsocri GMP: IWSF.405.55.2020 KK 1 WTC/0105 02 04/116

Merox BEPX

Bia aARIeHOY KinsKoCTS (0,2 MivMn)

Ioxasuuxn Bumorn PesyanTat punpodyBanna
Omnue MNposopa, Ge3bapera pixuHa, npakTHYHO . .
Bizyantuo BibHA BiJl CTOPOHHIX 9acTOK Bilnosae
InenTudiranin Hac yrpuMysaHHs | CREKTY OCHOBHOTO HiKa
Jlataronpoery HAa XpOMaTorpami BHApoGOBYBAHOTO POIUHHY
Meroaska KommaHii Mai0Th BIAIIOBINATH Yacy yTpHMYBaHHS | inmoRrinac
Meron BEPX CIIEKTPY OCHOBHOIO Hika HA XpoMaTorpami
CTAHJAPTHOTO POIUHAY
Inentudiranis Gensanxerin xnopuay Uac yTpuMyBaHHS OCHOBHHX TKIE
Meronnka KoMnauii BeHszankoHi0 XJIOPHIY Ha Xpomarorpami
Meron BEPX 3HOPGGORYBAHOTO PO3YHHY Mac BiMOBIAATH
Y4Cy YTPHMYBAHHA OCHOBHHX TiKiB BiaNOBigae
QeH3ANKOHII0 XNOPILY HA XpOMAaTOTPaN]
CTAHIAPTHOTO POSYHHY

Inentidikania uatpito xiuopury Yac yrpaMyBaHHR BINTIOBizac yacy . .
Merojkka KoMmanii YTPHMYBAHHSA CTAHRAPTHOTOC 3pa3Ka mAnoBtac
Inentudixauis docharis ) YTBOPIOCTECS JKOBTHIL ocaz BiANOBITAE

6) nocumoeTied xosTe 3abapBneHHs RiANOBIAAE
pH 6,5-6,9 6,8
CrepantuicThb Mae OyTH cTepuTEHEM TIperapaT CTepHIBHUA

Hominannuuii o6’em

He Menmie 3asgnesoro (2,5 mn/dnakon)

2,59 vu/Hrakon

Hepuaumi vactrn
Meroauxa I1

2> 300 MumM: ge Ginpte 1/Mn

Bigmoninae

OcMonsnbHicTL

250 - 300 MOcMmons/kr

256 MOcMOoNB/Kr

Kinpxkicuuii smicr
KHCIO0TH NaTaHOUPOCTY
MeTopuka xoMnaHii
Merog BEPX

He Ginpme 2,0 %

0,24 %
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wr Polpharma

GAPMALIEBTHUHUH 3ABO/J,
ey [lensnnunbcka Ne 19

83-200 Craporapz Inaxscxku, HOJIBIITA
Ten. +48 53/563 16 00
thaxc +48 38/562 23 53

CeprudikaT axocti Ne 451 13723

HaaBa nikapebkoroe 3acoby: KCAJIOIITHK, kpanai ouni, posuns, 50 mer/ma

Kpaina-supobumx: Honwina

Homep peecrpartifidoro nocsiguenna: Ne UA/13410/01/01

Cuna aii/akrupHicTs: 1 M1 pozuHy MICTHTE SO MKT NaTaHOTIpOCTY
Jlikapcexa Gopma: kpamwt ousi, pozaut, 50 Mkr/Mi

Po3mip i tair ynaxosku: no 2,5 M1y GiaKoHi 3 KparleAbHHIICIO; M0 | IaKOHY 3 KpanebHULEO B KapTOHHIH
KOPOOHi 3 MapKyBaHHAM YKPATHCEKOIY MOBOI

Ianexc: LTNP-0114-800
Homep ceptic XTI2010
Posumip cepii: 12904 yn,
Hara supobauurea: 09.2022

Jlara saxinueHns TepMidy npuaardocti: 09.2025
HaiiMenyRanms, MiclesHaxomKeHHs BUpoSHuuTea: Bupo6uunreo [JI3, MEPBHHHE [AKYBAHHA, KOHTROME AKOCTL:
Taexcyn @APM. Ko. Jlvg, 109-30 Tatieonri-po, Hamea-maityr, Xeoir-ry, Homxnn-ci, Kopesa
Bropunite makyBanHs, KOHTponb skoeri 713 ta Bumyck cepii: MapmanesTHyimii 3aBos «llompapmarn C A, Bya.
Henbmuuceka, 19, 83-200, Craporapa-I nancskuii, [Tonema

Homep sineraii: 2015-D1-2941; GIF-IW-N-4001/WTC105/200/11

Ceprudixar pianosianocri GMP: TWSF.405.55.2020.KK.1 WTC/01 05_02 04/116

Cynposinni xomimku

~ 155-J{araHompocT

- 5,6-rpanc-Jlataponpoct
- OKpeMa JOMIlIKa

He 6inbmre 0,50 %
He Sinbuze 9,50 %

menme 0,07 %o
menue 0,05 %

% Bin 3agenenol KiapKocTi (MaTanonpoct 50
MKI/MIT) Bij) 3asBIeH0T KINBXOCTI

He Hinprie 1,0 % 0.15%
- ¢yma HeifeHTH(HKOBAHHX NOMITHOK He Ginbioe 2,0 % 0’3 8 %
- cyma foMimok He Ginbue 2,5 % 0
Metoamka komnanii 0,38 %
Meron BEPX
Kinekicuuit Bmict 1aTanonpoery Ipu pumycky: 96,0 - 106,0 % sin 3aasnedol
Merompka koMnagil KiNBkOCTI
Metoz BEPX [IpoTarom Tepminy npuaardocti: 95,0 - 105,0 105,8 %

3asnauenni B WLOMY cepTHIKATI ToBap 32 AKiCTIO BiaMOBiAAE BHMOraM MK, 5/4-0215.07 pea. 01

Ly 2 3aceinyyro, WO HaBeneHa BHIle iH(OPMANIA € ZOCTOBIPHOIO Ta TowHOW. Lo cepito npoayxIii Gyao BrpobieHo
(BRITIOYAIOH NAKYBAHHA/MAPKYBAHHA) Ta IPOBENEHO KOHTpOIb 1T aKOCTI Ha BHUE3azHaveHiH NiMbHAULI Y NoBHIR BianosizoCT
3 uMoraMu GMP, BeTaHOBIE MMM MICUEBHM PeryATOPHHM OPraHoM, & TAKOX BiANOBIIHO N0 cnendgikalii, mo Micrarees y
peecTpanifitoMy nocee. [IpoTOKOIH BHPOGHAUTRA, NAKyBAHHS Ta aHAMIZIE Gysto meperIAHYTO T4 BCTAHOBIEHO BiRNOBigHICTS

GMP

IMocama Ta npisexe ocofiy, ynosHoBaOKeHOT Ha BHIAYY

HO3BOJTY Hd BHITYCK Cepii:

Ynosnopaxena ocoba

(Qualified Person)

Magdalena [.ewandowska

[Tianue: % i 8.L9¢
“ .

Hara nianucanns:

9.12.2022
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