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JNEPAKABHA CIHYXBA 3-.JIII{APCBKI_E_IX-3ACQEIB TA KOHTPOJIIO 3A
HAPKOTHKAMHA Y KMIBCHBKIN OBJIACTI
npos. Ceimmussol Haail, 3, m.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dis.ko@dls.gov.uva, Kog €J{PIIOY 37078774

_ BICHOBOK
PO AKICTL BBE3€HOI0 B YKpaiHy JiKapchbKoOTro 3aco0y

20022024 Ne 5624/24/10

(ﬁéﬁﬁtei{yaalmﬁ THKAPCHKOI0 3ac0o0y 3rifHO 3 peecTpariliHIM ﬁ'ocai;meﬂm)
TabJeTkn mo 4 mr, no 30 radiaerok y ¢rakoni, no 1 guiakony B KAPTOHHIH KopoOi

{(hopMa BUNYCKY, ZOFYBAHHSA, BUI NIAKYBaHHA AIKAPCLKOTO 33C00Yy)

Homep peeccrpaniinoro nocsiguenna UA/0934/01/0] crpok aii peecTpatiiiinoro nocriguerns 01.01.2099

Cepis nixapcskoro 3aco6y Ne 2181460 Kinsxicts Baesenoro mixapcskoro saco6y 6400
BupoGHux _Opior Kopnopeiims, ©inaaHmis -
(HaiiMeHyRraHHs BHPOOHHKA NIKapCHKOro 3aco0y, KpaiHa MOXOKeHHA)
Bseseno B Yxpainy CrninbHe yKpaiHChLK0-eCTOHChKE MIANPUEMCTBO Y (opmMi TOBApHETBA
3 oOmexeHoo BixmosigaaesHicto "OnriMa-Papm, JITA", izent. cox:
21642228

(HaliMeHyBamHs Ta KoX 3a €APIIOV ropumianoi ocobu aGo npissrmie, iM'A, ro 6aTsxoBi (iznyHoi
ocobu - nignpuemud, Tl Miclie NPoXKHBAHHSL Ta peccTpalifiunii HoMep o0MKOBOT KAPTKH INIATHHKA
nojaTrie abo cepis Ta HOMep HacmopTa)

Tiporoxoa Bisyannioero kourpemo six 20.02.2024 N 0097/3.

3a pesynsTaraMy JEpIKABHOTO KOHTPONIO BCTAHOBICHO, MO MAiKAPCHKME 3aci6 BBe3eHo = Yxpainy 3

AOTPHMARHSAM BHMOT 3aKOHOABCTBA MO0 3abe3medenHs AKOCTI MiKapcLRUX 3acobis,

Auna KIOEBA

kA ?‘_"""‘--"'."" ol bty !

(liiitiann T pisHLie)




CEPTU®IKAT AHANI3A

METUIMNPED, TabneTtkun 4 mr

Cwna aiifaxTuBHIiCTb
YnakosKa

Homep cepli
Poamip cepii

faTta supobHuUTES
TepMiH npuaaTHocTi

KpaiHa-Bupobuuk

PeecTpaliitHe NocRigueHHs

BupobHuk

JinueHsis BupoBrudoT ginaHkn |
CepTudikaT BignoianHacTi BUPOGHULTES NiKapCLKWX 3acobin
BuMOram GMP

“Ymoewn 30epiraHHA

1(1)

MeTunnpeaHisonony 4 mr- _ - -
o 30 TabneTok y dnakoHi, no 1 hnakoHy B KapToHHiR Kopobui
2181460

41 962 yn.

(4.04.2023

04,2028

PiHnAanpia -

OpioH Kopnopenitid, OpioHintie 1,.02200 Ecrnioo, divnsHgia
FIMEA/2019/000732 Big 17.12.2019

FIMEA/2022/002459 pisicHuii oo 02.06.2025

3bepiraty npy Temnepatypi He Bue 25 °C

Homep npoaykry 144785
. HaliMeryaanHs nOKaaHuKig Bumoau coeyuchixauly . Peaynsmamu
Konip Masike Ginvia, Ginui Maibke Binuit
HiameTp 6,9-7,3 MM 7.0 MM
. dopma ‘Kpyrna, nnocka, 3i Kpyrna, nnncna',.'éii_
'CKOLLEHMMM KpAsiMK ‘CKOLLIEHMMM KpaAMW

‘Pucka 3 oaHoro 6oky '3 oaHoro Boky

Ko BiacyTtHa Biacyria
-Obononka BigcyTHst BiacyTHA

-CepegHs Maca 114126 mr 120 mr
-OnHOpOoAHICTL MaCK ANs oanHUL P . ] i
.A0308aHOI0 JtixapcbKoro 3acoby ce . Blarosinae €@
Posnaganus He Binbwe 15 xa. 4 XB,

Crupanictb TabneTtok 6e3 660M10HKN ‘He Ginbwe 0,5 %. 0,2 %
laenTudikais MmeTunnpepuiscnoxy: |

- YO foantmeno T103UTHBHG
-BEPX. FloanTueHO. TloskTuBHO
‘KinsKicHe B3HaUYEHHS L | o
meTvnnpegmisoriony 3,6 — 4,2 mr/TabneTky 4,1 Mr/rabneTky
-OanHopiaHOCTE BMICTY AIKYOT peYOBUHN BignosiaHo go £ Bignoeipag €¢

-FipUAManeHe Yyueno

Po3unHeHHs 3a 30 xeunuH, Q=70%

Mikpodiorioricu riokaswmm,
- 3aranbHa KinbKicTs aepobHUX MIKpOOpraHiamiB*
- 3aranbHa KifnbKicTs APKAXKEBUX Ta MNICEHEBUX
Tpubdin*

- Escherichia coli*

He Ginbwe 15,0
Po3uuHeHHsT 31 (€D}
PO3YUHEHHA S2 (€D)
Po34uHeHHA S3 (€D)
He 6inswe 1000 KYO! r
He Binbe100 KYO/ r

BiacyTHICTb B 1 1

2,7

Bianosigae 81.
96 %

BunpoboByraHHs

He NPOBOAUAOCH

/

*TecT € nepiof MuHIM; BUNPOBYBaHHA NPOBOARTE AX MIHIMYM HA CaHI cepil Ha pik. ) L L
Unm ninteepaxyto, Wwo BuweskasaHa iHOPMALIS € AOCCTORIPHOK | TOuHOK. [lana cepis MpoAykTy Gyna BvMpotneHa (BRTOMAKMM yNaxoBky/MapkyBaHHA) |
NPOWLLINA KOHTPONE AKOCTI HA BUW(e3ragaHiil ginbHWL Y NOBHIW BiZNOSIAHOCTI BUMOram HanexHoi BupoGHuuol Mpaktukm (GMP), sBcTaHOBAEKMM MicUeBuM
PErynATOPHHM OPraHoM, a TakoX ¥ BifNOBIAHOCTI A0 CNELMdKALii, NPeLCTARNEHWX Y pPeecTpaliHoMY AOCLE KPaIHU-BUPOBHUKA.

[1paTOKONY BAPOGHULITBA, YRAKOBKM Ta aHanisis Syno nepernsiHyTO | BCTAHOBNEHO pigrosipHicTe GMP.

Bunycx possoneHo Cycanna KopeentaycTta, YNopHOBaKEHa 0coba EnektpoHuviA nignue eig 12.12.2023 10:22:36

Tepexnag BUKOHAHO Jp——
Crapumnin meseaxep 3 peryns
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Oron Coerporation

Ceniral administration:

Reprasentative office in Kiev
Postal address:

Visiting addrass: Business Center Tel. +380 44 230 4721

P.C. Box 65 "Oricnintie 1 Tel +358 10'4367 3, Sholudenke Str., office 309 Fax +380 44 230 4722
02101 Espoo "Espoo Fax +358 10 428 3815 04118 Kievy E-mail: info@orionpharma;com.ua
Finland Firland “www. orion_fi Ukraine ~www.orionpharma.com.ua




