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JTEPCABHA CIYIKEA 3 JUKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH YV KUIBCHKIA OBJIACTI

npocnext Banepis JloGanopenkora, 51, M. Kuis, 03110, ren/daxc: (044) 363-06-50
E-mail; dls.ko@dls.gov.ua,https:/svww.dls. gov.ua, Koz €JIPIIOY 37078774

BUCHOBOK

PO fRicTs Buesenoro 8 Ypaiuy JKAPCEROYO 3ac00y

13.02.2023 Ne 5193723/10

B BAPWOAPHH OPIOH
{ }mu\ﬂ.nysnmw NIKAPCHROTO anwﬁv 3ringo 3 peeeTpaniimm nocsmwcmmm)
Tabnerss 10100 rabneror y Gaakoni 3 BOAONOIIMNAIOTOI KATLYT010; o 1 paaxony
Kaprouxii kopodui
(ihopMa BIIYCRY, KOIYBOHES, BIA TAKYBRHKEA IIKAPCHKOTG 2acady)

Hoyep peecrpanditmoro wocsiguermn UA/S5190/01/02 erpor aif peectpaniiioro nocsisenns 01.01:2099

- Cepis gikapenkoro ageaty Mo 2050273 Kisriers sreaeroro sikaperioro sacofy 118
 Bupounx Opion Kopropeims, Dimsan s
(uaitsenynanna sipobuitka kapeskoro sacofy, kpatya nnxmu\uunn)
Buesenow Yipatny Crinnie yRpaincpKo-eCTOHCLKE MLANPHEMCTRO Y POPMI TOBAPHCTBA
3.00mescenoro signosinanpnicro " Onrima-Gapst, LY, inenr. won:
21642228

(nubvenysunug T ko an CLAPTIOY sopuaiuio’ ocod abo npiskie, in's, 6o Garskont Pigaot
ocoln - nipoprenwst, I Micie npoxumasnns Ta peectpaniifnuit RoMep oGnikorai RapTRH TWIATHEKA
nogatkin abo cepis 4 HoMep nacnopra)

Tporoxen sizyaasnors kontposo six 07,02,2023 X: 035972,

3a pesyhbrianml  ASDRABHOrG  ROWIPOMO  BCrAHOMICHD, Mo  Aikapeeinit aaci  sreseno B Vepaimy i
AOTPHMANHAM Bnmor mmuo,u CTBY Lucmo 3afe3reHeHNR AROCTI nixApeRKnx 18c06in,
Fotveeey),

%

ipuna ITATAMAD

ijli4§rt;(:§) fintintiismse v pisniNe)




Homep nponykry
Hatimeryeating nokasnuxis . " Bumozu crieyticikai. i

Korip Poxesuit, 3 MOXNUBIAMM
BKpanneHHsiMu

NiameTp 7 MM

®opma Tabnerku kpyrnal (hopmu, 3
AM1OCKOIO NOBEPXHEI0 3i CKOeHUM I
Kpasimu

Pucka HaseHa

Kon ORN 18 3 oporo Goky

Q6oronka Bincyrn

CepefHa maca 133-147 wmr

Orion Corporatlon

Central administration:
Postal address:

P.0. Box 65
02101 Espoo
Fintand

CEPTU®DIKAT AHARI3Y

BAP®DAPUH OPIOH, taénertku rio 5 mr

Cwna piilaktusHicTn
Ynakoska

Homep cepii
Poamip cepii

fara snpobHuursa
Tepmin npupaTHocTi

Kpaina-supobumk

Peecrpauiite nocaig4eHHs

BupoGHuk

Nigenain BUPOBHUYOT AinbHMALT

Ceprudpikar signosigHocTi BUPOBHULTBA RiKApCbKUX 3acoBis BUMOraw
GMP

Ymosw 36epiranHs

1(1)

Bapdapuh Hatpito 5 mr

Mo 100 TabneTtok y dnakoHi, no 1 thiakoHy B kaprorsin Kopobuyi
2050273

58327 yn.

08.03.2021

03.2024

GiHnanpin

UA/5190/01/02

Opion Kopnopeiiw, Opionintie 1, 02200 Ecnoo, diHnsHgin
FIMEA/2019/000732 Big 17.12.2019

FIMEA/2020/001590 giichuit o 17.09.2023

36epiratit npu Temneparypi He Bulle 25 °C. 36epirati B WinsHoO
3aKkynopeHomy chnaxoi. 36epirarti chnakon. y 3oBHitLHIG nauL.
102623

OpHopinHicTs Macu
Posnapnanus
CrupaHicts
Poauutients 3a 30 xe

lneHTudlkais
-Bapdapuny Harpito
Kinbkicse BUSHaYEHHS -
Bapdapuny Harpito
OpHopinHicTs BMICTY
Ailovol peyosuHK

CTOpOHHI [A0OMilLKK:

-« (E)-4-theninByrun-3-eH-2-0H
= 4-rigPOKCIKYMapuH

- cnieumndivyna, RRT 1.06
(Alice’s keton);

~ ByAb-aKa HecrielmdgiuHa
Aomiwka

~CymMa

lnexTudikatis

- Eputpoann**
Mikpo6ionoriuxa uucrora:**
- Bakrepii

- 'pubn

- E, coli

*Bel nocvnanks Haseaen! Ha YikiH Bapmakoned,
** BunpobysanHs npoBoasTL SK MiHiMYM Ha oaHiR cepii Ha pik.

Y signosianocti 3 €O

He Ginblue 15 xa,

He Ginbwe 1,0 %

85%, (Q=80%),

y signosigHocti 3 ®.CLUA

MoautnaHa
4,63~5,38 mr/rabneriy

Y gignosigHocTi 3 . CLWA

He Binbwe 0,2 %
He 6Ginbe 0,2 %
He Ginbwe 0,5 %

He Ginswe 0,2 %
He Binbuie 1,0 %

MosuTusHa
Kareropia 3A
<10°KYO/ r
<102KYO/ r
BigeytHictb B8 1 1

Mo n.12 MKA, €0, n.2,.2.29
(meTop BEPX)

: Komponio* - - Pesynbmai cunpodyaans.

Bxayanbuo Poxesut, 3 MOXIMBUMK
BKPansieHHsMM

BiayansHo 7 MM

BisyansHo Tabnetiu kpyrnoi (hopmu, 3
NFIOCKO NOBEPXHEe 3
CKOLEHUMI Kpasmn

BisyansHo HaseHa

BiayanbHo ORN 18 3 ofiHoro 6oky

Biayanbto Bipcyrhs

Mo n.7 MKA,; €4, n.2.9.5 140 mr

Mo n.8 MKS, €4, n,.2.8.5 Binnosigae €

Mo n.9 MKSA, €d, n.2.9.1 4 xp,

Mo n. 10 MK4, €, n.2.9.7 0,2 %

Mo .11 MKA, ®.CWA, <711>;  Bignosigae ®. CLIA

(Cd-meTop) 7 %

Mo n.12 MKA, €0, n.2.2.29

(meTop BEPX) MoantusHa

5,00 mr/rabnerky

O.CUWA, <905> Binnosinae ®. CLUA
Mo n.12 MKS, €d, n,2.2.29
{MeTon BEPX) 0,0 %
0,0 %
0,0 % E
0,0 %
0,0 %

Mo n.13 MKA, €0, n.2.2.27

Lum ninTeepmkyio, wo euuweskasana indopmanin € A0CTOBIPHO0
ynaxkoBky/mapkysaxHs) | Npoiitna KOHTPOnk SIKOGCTI Ha BULEBKaaaHii ¥
Mpakrui (GMP), BcTaHoBMIEHUM MICLEBUM PeryiATopHimM oprasom,
peecTpayiiHomMy flocke Kpaikn-BupoBHmka,

[potokonu BupoGHUUTBA, ynakosku Ta aHanisie 6yNo nepernanyTo i BCTaHcy

Bunyck possoneno 14,05,2021 Pami OsipiHTa, YrnosHoBaxeHa ocoba
EnexrporHuin nignue sin 14.05.2021 10:23:24

BIPHO
MeHexep. 3 perynaTopHux nuTans

,/"

¢ M,,.m-\.,,w

Representative office in Kiay

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

Orionintie 1 Tel, +35810 4261 3, Sholudenko Str., office 309 I‘ax +380 44.230 4722
Espoo Fax +358 10 426 3815 04116 Kiev L info@orionphamma.com.ua
Finland www.orion; fi Ukraine arionpharma.com.ua
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