Oricn Corporation

CEPTUGIKAT AHATI3Y

CTAJEBO, TabneTtku, BKpuTi NNiBkOBOK oGonoHkow, no 150 mr/37,5 mri200 mr

Cwuna giifakTusHicTh
Ynakoska

Homep cepii
Pozmip cepil

Hata supobHulyTea
TepMiH npua aTtHocTi

KpaiHa BupoBHuk
PeecTpauilide noceigyeHHa
BupoBHuk

JNiuensia supobHuyol ginbHuLi

Ceptucpikar signosigHocti BupoBHULTBa NikapckKux Npenaparie Bumoram GMP

Ymosu 3bepiranHs
Homep npogykty

HalmenysanHa noKasHuKie
Konip?

Dopma

Koa

Pucka

O6onoHka

CepeaHs maca’

QAHOPIGHICTE Macy

Po3uvHeHHs nesogonun 3a 45 xa.’

PoaunHenHs kapbigonu 3a 45 xs.!
PosunHenHs eHTakanoHy 3a 45 xs.!

laenTudikauis

lNesopona:

- BEPX

- YoM,

Kap6igona:

- BEPX

- YoM

KinbkicHe BUaHaYeHHs:
Nesogona’

KapGigona'

Mpoayxty posnagy:
Nesopona’:

- OAWHWYHE HEBWM3HAUEHA
-cyma

Kap6igona':

-MeTunjgona
-3,4-purigpoxcudberinnponad-2-on
- OAAMHUMKE HEBUSHAUEHA
-cyma

laenTudikauis:

ExTakanoH:

- BEPX

- Yoiamo

KinkkicHe BuaHayeHHs:
EnxTakanon’

MpoayxTi posnagy:
ExTakanon:

-Z-izomep

- OAWHUYKA HEBW3HAYEHA
-cyma

KinbKicHe BU3HaYEHHR rigpasuHy '
InedTudpikauin TTaHy Aickcuay 2
InenTudpikauins okcugy 3aniaa 2
MikpoGionoriusa uuctora 2

- 3aranuHa KinbkicTh aepoBHUX MiKpoopraHiamie

- 3aranbHa KinbKicTb APPKIKOBWX Ta MNICHRBIAX

rpubis
-Escherichia cali

1 AHania npoBCAWTLCA NPU BUBYEHHI cTaBinbHoCTI.

Llum niaTBepaxyio, WO BULLEBKa3aHa iHpopMalia & AocToBipHOR | Touraw. [lana cepis npopykry Gyna nposefena

BUM PETYNRTOPHWM OPraHomM, a Takox y signosigHocTi 3i cneyudikayiamm, npep.c-raaneumu B PEECTPaUiiHOMY 4OChE KpaEHH—
MpoTokonu eupoBHWUTEA, YNaKOBKU Ta aHaniais Gynu nepernaxyTi | BCTAHOBNEHO BIANCEIAHICTs GMP.
Bunyck po3sonero 24.06.2020 [Ixexnu HiemiveH, YnosHopaxeHa ocoba

BEPHO

MeHeAXED NO PErynATOPHLIM BONPOCaM

Central administration:

Postal address.

Visiting address:

éfx/ /W

i

Bumoeu cneyucikauii
Kopuureso-4yepBoHUI, cipyBaTo-
YEepBOHWA

HoeracTui eninc

LCE 150

BigcyTHa

BkpuTa nniexoso 0GOMNOHKOKD
TeopeTtuyHa maca = 5%

E8p. Gapm.

Q=75%, signoeinae 51 abo 52,
®.CLIA Ta Eap. dapm.

Q=75%, signosigac S1 abo 52,
®.CLUA Ta EBp. dapw.

Q=75%, signosigae S1 abo S2,
© CLIA Ta Esp. dapm.

Mo3uTusHo
MoautusHo

MNosutusHO
MoautusHo

142,5 — 157 5 Mritabnetka
35,6 — 39,4 mriTabneTka

=01%
<03%

£05%
=05%
202%
£12%

MoauTueHo
MoswrusHo

190,0-210,0 mr/Tabnetka

=05%
<01%
£07%

=< 20 ppm
MosutusHo
Mosutusro

He Ginbwe 107 KYO/ r

He 6inbwe 102 KYO/ r
BiacyTHicTe B1 T

1(1)

150 mr nesogonu, 37,5 mr kapSigonu, 200 Mr eHTaKanoHy
Mo 30 TabneTtok y GaHui, no 1 cnakoHy B KapTOHKIA kopabui

2008580
38300 yn.
03.03.2020
02.2023

DiHNAHAIA
UA/17944/01/03

OpioH KopnopeiiwH OpionidTie 1, 02200 Ecneco, ®iknadpis
FIMEA/2019/000732 Big 17.12.2019
N2003853/06.08.02.00/2017 gilicHwia go 13.09,2021

36epiraTu npu TemnepaTypi He Buwe 25 °C

148246

Memodu Konwmpomo
Bisyansko

Bisyansxo

BisyaneHo

BisyaneHo

BiayaneHo

€pp. ®apm., n.2.9.5

€sp. ®apm., n.2.9.5

@ .CLUA, anapar 1,

€sp. ®apm., n.2.2.29 (meTtopn BEPX)
& CLUA, anapar 1,

€8p. ®apm., n.2.2.29 (meTop, BEPX)
®.CLUA, anapar 1,

€8p. ®apm, n.2.2.25 (CO-meToa)
€sp. Papm, n.2.2.29 (meTog BEPX)

Enp. ®apm,, n.2.2.29 (meTog BEPX)

Eep. Gapm,, n.2.2.29 (MeTon BEPX)

E€ap. ®apm, n.2.2.29 (meTop BEPX)

Esp. ®apm., n.2.2.29 {(meTop BEPX)

Enp. ®apm,, n.2.2.29 (meToa BEPX)

E€sp. ®apm., n.2.2.29 (meTog BEPX)
Konscposa peakuis
Konsoposa peakuia

€pp. ®apm,, n.2.6.12, n.2.6.13,
n.5.1.4

2 BunpoBysaKHA Nepiogudyse, NPoBOARTL AK MiHIMYM Ha OAHM ce

Representative office in Kiev
Business Center

Tel +360 44 230 4721

(&

Pesynbmamu sunpofyeaHs
KopuuHesc-uepBOHUiA

Nosractuii eninc

LCE 150
BigcyTtHs
Bignoeinae
722 mr
Butpumye

Bignosigae piexio S1, 92 %

Bianosigae pienio S1, 93 %

Bianogigae piexio S1, 97 %

MosutusHO
MosutueHo

Mosutusto
Mo3uTueHO

150,98 mrfrabneTra
37,7 mriTabnetxa

0,0 %
0,0 %

0,2 %
0,0 %
0,0 %
0,2 %

Mosutkeko
Mo3uTueHo

200,3 mriTabneTka

0,0 %
00% -
0,0 %
4 ppm

BunpoGyeaHHa He npoBoagunocs
BunpoGygaka He npoeoaunacs

Ll,apb F' A

BanoGyBaHHﬂ HE npoBoAUNOCH

P.O. Box 65 Crionintie 1 Tel. +358 10 4281 3, Sholudenko Str., office 309 Fax +386 44 230 4722
0?101 Espoo Espoo Fax +358 10 426 3815 041186 Kiev E-mail: info@orionpharmacom.ua R l ° N
Finland Finland www orion.fi Ukraine Www _orionphamma.com.ua




JEPXJIIKCIIYXBA
JTEP)KABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCHKIN OBJIACTI

npocnekt Banepis Jlo6anoscbkoro, 51, m. Kuis, 03110, Ten/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €IPIIOY 37078774

BUCHOBOK
Npo AIKICTH BBE3€HOro B Y KpaiHy JiKapcbKoro 3acody

24.09.2020 Ne 46720/20/10

CTAJIEBO

(HaliMeHyBaHHS JiKapChbKOro 3aco0y 3riZHO 3 PEECTPaLlitHUM OCBiTYEHHSM)
Ta6JIeTKH, BKPHTI IUTIBKOBOIO 000,10HK010, 10 150 Mr/37,5 mr/200 mr, no 30 Tabxerox y
oanui; no 1 6anui B kapToHHIl KopoOui

(opma BUITYCKY, 103YBaHHSI, BUJl IaKyBaHHs JlikapCbKOro 3aco0y)
Howmep peectpauiitroro nocsizuenns UA/17944/01/03 ctpox aii peectpauiiisoro nocsingenns 25.02.2025
Cepis nikapcbkoro 3aco6y Ne 2008580 KinbKicTh BBE3EHOTO JIIKapchKkoro 3acoly 5

BupoGHUK Opion Kopnopeiinm, QiHassis

(HaliMeHyBaHHs BUpOGHHKA J1iKapChbKOro 3aco0y, kpaiHa MOXOKEHHS)

BgeseHo B Vkpainy CrizbHe yKpaiHChbK0-eCTOHChKE MAMPHEMCTBO Y (OpMi TOBApHCTBA
3 o6MeskenoIo BignosinaabuicTio "'OnriMa-®apm, JITHA'", inenr. kon:
21642228

(saiiMenyBanHs Ta kox 32 €JPTIOY 1opuauHoi 0coGu abo mpi3BuiLe, iM's, 110 6aTbKoBi (isHiHOT
0co6¥H - TiAmpHeEMII, ii Miclie POXKMBAHHS Ta peecTpaliiHuit Homep 00/1ik0BOi KAPTKH IIATHHKA
nojarkis a6o cepis Ta HOMEp NacnopTa)

TpoToko. BizyansHoro kontpouo ix 24.09.2020 Ne 2942/3.

3a pesyabTaTaMH JAEpPKaBHOIO KOHTPOJIIO BCTaHOBJEHO, IO nmikapcekuii  3aci6 BBe3eHO B YKpaiHy 3
JAOTPHMAHHSM BAMOT 3aKOHOJABCTBA IOA0 3abe3neueHHs SKOCTI JiKapChKHX 3aC00iB.

\ < Onexciit COJIOJIPAI

HOT0 KOHTPOJTIO) (miznuc) (ininiamm Ta npi3BuILE)

XKOH
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