Mpoayxuis:

depxaBa-BUpoBHUK;

PeecTpaliiine noceinuexHs:

Howmep ceptuddikara sikoctl
Homep cepii:

[Oara supoBHuurea:

[ata 3aKiH4eHHs TepMity NpUgaTHOCTI;

[Jata Bunycky cepii:
NikapciLka thopma;

Cwna aiilakTsHIiCTb!

Poamip Ta Tvn nakysaHHs:

COSMO

Pharmaceuticals

CepTtudikar sKocTi
NpamicTap
Iranis
UA/10837/01/01
202405628
42086  Poawmip cepli: 13742 yn,
06/2024
05/2027
10/07/2024
TabneTku, BkpuTi nniskopoto oonoHkoio, no 600 mr

1 TabneTka, BkpuTa nriskooio 06oNoHKoW, MicTUTL Npamipaueramy cynbdarty
818,4 mr, wo Bianosigae npamipayeTtamy 600 mr

Mo 10 Tabnerox y Grilcrepi; no 2 Bnicrepu B KapToHHIR KOPoBLIi 3 MapKyBaHHAM
YKDaTHCLKOO MOBOK

HafimeHysaHHs | MlclieanaxomreHHs: BupoBHuka,

Lo 3aiicHioe BUPOOHMLTBO «in bulk»:

Homep niveHsil Ha BupobHULTBO!

KOCMO C.T1.A, Bia K. Konomb6o, 1, Navrarte (M), 20045, |Tanis

aM-49/2023

HanmenyBakHs | MiCLIe3HAXOKeHHs BUpoBHUKa,

1140 37INCHIOE NAaKyBaHHS:

Homep nitensii Ha BUpoBHULTBO!

KOCMO C.M.A, Bia K. KonomBo, 1, NaitHare (MI}, 20045, Irarnis

av-49/2023

HaiimerysaHHA | MiCLe3HaxoMKeHHs BUPoBHIKa,

WO 3AIACHIOE KOHTPOMNL AKOCTI:

Howmep nitseHsii Ha BupoBHMUTEO:

KOCMO C.N.A, Bia K. Konombo, 1, lTahvate (M1}, 20045, Itanis

aM-49/2023

HalimoHyBaHHS | MICLE3HaXOMKEHHA BUPODHUKA,

Lo sunycTuB ceplio B obir:

Homep nivewsii Ha BupobHnLTBO!

Cosmo Sph

Soctetd con soclo unlco,
soggelta ali'attivita di
direzlone e coordinamento di
Cosmo Pharmaceuticals NV

KOCMO C.M.A, Bia K. Konombo, 1, Jlladxare (M), 20045, iranis

aM-49/2023
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CepTtudpikar AkocTi

Homep cepii: 42086

SMO

Pharmaceuticals

NoKazumk. © "Creundikauin * . _ | PeaynbTtar
3oBHiWHRIN BUrNAA bini estinconogibui asoonykni | Bignosigae
Tabnerku, BKPUTI NNIBKOBOKO
060noHKOI0, 3 Haciykolo Anst noginy 3
0Box Bokis
Cepepghs maca 1018 — 1071 mr 1029 mr
OpfHopIfHICTb AO30BaHNX OAMHNLL Ph.Eur, 2.9.40, Bignosigae
(BigxunexHHs macu)
PosnagaHHs He 6inbile Hix 30 XBUNKH 12 xB
PosynHeHHs He meHLue 75 % (Q) 4yepes 45 xBunvH | 95 %
laeHTudikalis TuTany giokcugy* Bignosigae He nposoannocs
lneHTudbikayis npamipayeTamy:
~ BEPX Bianosinae Bignosigae
- Yo-cnekrpodoromeTpii* Bignosinae Bignosigae

Kinekichuit smicT npamipaletamy

570 — 630 mr Ha TabneTky

595,3 mr Ha Tabneryy

CyryTHi gomiwkn (BEPX):

Homep cepii BUpobHuka AdI

- 1-kapBokcumeTunnipponiguH-2-on $1,0% 0,07 %

- HeiaeHnTuikopaHi gomitiky, okpemo | 0,2 % 0,08 %

- Bcboro gomiluok <1.5% 0,18 %

N,N-giizonponinamisoerunamid (TLLX) <10% <0,1%

3anuilKkosi po3vuHHUKM (eTaHon)* $20% He nposogunocs

MikpobiororiuHa uucroTa™;

- TAMC < 10% KYOIr <10 KYOIr

- TYMC 5102 KYO/Ir <10 KYO/Ir

- E. Coli BigcytHi/1 r Binnosipae
PRAM 10723

PRAM 10823

* BunpoByBaHHs He NPOBOAATE AN PYTUHHOIC KOHTPONIO, BUKOHYIOTL ANA KOXMHOT AecaTol cepil abo opuH paa Ha pik

3anea npo cepTudpikauito: Lum s 3aceifyylo, Lo HaBeaeHa suLle iHgopmallis € 4oCTOBRIPHOK Ta ToYHo. Lito cepito
npoaykuii Byno supobneHo (BKIIOYAKUM NaKyBaHHA/MEPKYBaHHA) Ta NPOBEAEHO KOHTPONb 1 sKocTi y nosHi
signosigHocTi 3 Bumoramu GMP, scTaHceBneHnMy MiCUEBUM PeryrnsiTOpHUM OpraHom, a TakoX BiAgnosiAHO Ao
cneymdikadii, o MicTATLCA ¥ peecTpaliiHomy focbe kpaiHu-imroptepa, MpoTokonu BUPODHULTBE, NakyBaHHs Ta
aHanisie 6yno nepernsiHyTo Ta BCTaHoBneHo BignosigHicts GMP,

fata suaadi cemecbiKaTa: 10/07/2024

Via Cristofaro Colombao, |
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