JEPAUIIKCIIYIKBA
HAEPIKABHA CJAYIKBA 3 JIKAPCHKUX 3ACOEIB
TA KOHTPOJH) 3A HAPKOTHKAMMU y m. KUEBI
By Bepesuskincnka, 29, Kuis, 02098, Ten/haxe: (044) 550-23-55, ren. ( 0443 550-20-35
E-mail: dis kyiv@dls.gov.ua,https://www.dls.cov.ua. Ko CAPIIOY 37079055

BUCHOBOK

NPO AKICTH BBE3CHOro B YKpainy jika peLKOro zacody

08.02.2021 Ne 5214/21/26

KYIUIATOH

(haiisMenysanus aikapeskoro sacody 3rijuie 3 peCeTpattiHMM HocBiueing)
Kpawti opaabii (300 mr/aun); no 30 ma y guaraxosis no 1 (paarony y kaprouuiii kopobui

(tbopnia BHOYCKRY, O3yBALNS, BH/L NAKYBAINA BIKAPCHEOTO 3acofy)

Homep peecrpauiiinoro noceinuensa UA/7479/01/01 erpok aif peceTpauiiiHoro nockinueHus HEOOMEeKEHHH

Cepin nixapcbkoro sacofy Ne 2006288 Kizrkicte spesenoro aikapeskoro sacody §04
Bupobrik Opion Kopropeitmn,, Oiwmsamis
(nafiaenysans spoGHika nikapebkoro sacoGy, kpaina Loxe/LKels)
Biesenio 8 Yipainy Tosapucrso 3 ofmexenoro Binnopinaauicrio "Bagenira”, inewr. won:
43616219

(ravdivenysaius ra vod 30 €PTIOY opiamunol ocolH alio upisuHine. ba, 10 Satoroni (rizismot
OCuGH - niAnpesi, T Micie AposHBaliy Ta peec pauifinii HoMep 08MiKoBOT KapTRY IETHHK
LO;WTKIB 00 cepis Ta HoMep nacuapTa)

[poTokon sisyansuore rontpomo eig 08.02.2021 Ne 423/2.

30 pesynbTaTaMil  ACPIKABHONO  KOMTPOJNIO —BCTAHOBACHO, 100 mikapebkuii 3aci6  Beescno B Yipainy 3

AOTPHMAHHAM BuMOr 38K0HOJABCTEA OO0 20562 MUEI ST FROCT] JIiKaE;GbKH.\' 3uco0in.

T

e

Hauanpuux, - » -

(llocaMOuﬂi;ﬁOG;t (oijrng) (inigian ra npizanulc)




CEPTU®IKAT AHANI3Y

KYTMIATOH, kpanni opankHi (300 mr/mn)

Cwuna giifakTuBHicTh
¥nakeska

Homep cepii
Poamip cepii

Hara evpobruyTsa
Tepmin npuaaTHOCTI

KpaiHa-supabHuk

Peectpauinde noceigyeHHs

Bupofruk

Niyerzin supodHU40T AiNbHWULI

CeptutbikaT signosigHocTi BUpoBHKWLTBA NIKADCHKMX 3ac0biB BUMOram

Lumertvkony 300 mr/mn

Mo 30 mn y donakoui, no 1 ¢naxkorHy 8 kKapToHHIA kopoBui
2006288

6215 yn.

25.05.2020

05.2022

PiHnanain

UA/7479/01/01

Opion Kopnopenus, Opiowidrie 1, 02200 Ecnoo, ®idnsaHpin
FIMEA/2019/000732 Big 17.12.2019

GMP
YmoBu abepirasHa
Homep npogaykrty

HatmeHysaHHA NOK2IHUKI8

DU YR CTak

Konip

pH

Fycruma

OQHOpIAKICTL Macy

Howminankta maca

Cepenna maca 1 kpanni emynscii, 10 o3
Maca 1 kpansni emynbcii,

0AHOKPAaTHE £1038

Kpanens Ha mininitp
{nenmudikadin, YBEPX/PM:
- AUMETUHOH

KinekicHe arsHauenHn, YBEPX/PM:

-AnmeTnkor

|ZeHTKDIKAUIR NC NOrAMHEHHIO JOBrOXEM-
nboeoi oBnacTi I4 BUNpOMiHIOBAHHA;

- AUMETHKOH

KinbKiCHE BM3H2UYEHHS RO NOTMMHAKHIO
[OoBroxennbosoi obnacri 14 sunpominio-
EECRER

- OAETHKOH

MikpoBionoriyHa YyucToTa:

-3aransHa KinskKicTe agpobHux Mikpoop-
raHismis

-3aransHa KineKicTe ApIK/EKENoSiGHuX |
ANICHABUX rpubis

-Escherichia coli

Ne03953/06.08.02.00/2017 pikcnuia o 13.09.2021

3Bepirari npu Temnepatypi He euue 25 °C

147372

Bumoeu cneyudbikauli -
Emynecis

Binui. XosTyBatun
50-6,0

0,99 - 1,03 r/mn

€0

29 wr {=1 kpanngr)

25 - 33 mr

M£0,10xM

30 - 41 kpanenbimn
floanTano

270-330 mr/mn

I4-cnexrp BrNpCBOBYBAHOrO 3paska Mae
sianceigaTn I4-cnexpy 3pazka NnopiBHAHHS

270~330 mrimn

=100 KYO/r
10 KyOrr

BincyTHicTe B8 17

* Bcl nocunaHKR HaseneHi Ha YWHHI Papmakone.
Uvm nigTeepasyio, WO BULERKaIaHA IHOPMELIR € AOCTOBIPHOK | TouHOI. [ana cepin NpoAyKTy Gyna Bupobiera (BRIYAIHM YNakoBKy/MaprysanHa} i npoiwna
KOHTPONL AKOCTI Ha BUILEBKA3aHIA GinbHkUi y noBriG signosigHoctt sumoram Hanexkoi BupoGHuuoi Mpakthk (GMP), BCTAHOBNEHUM MICLEBMM PerynaTapHuM
OPraHom, 2 TaKoK y eipnoeignocTi Ao cneuudikaliil, NpeACTaBNERUX Y DEECTPAUIRHOMY OOCLe KpaiHu-BUPOGHHKE.
MpoTokonu supeBHULTEa, YNAKOBKM Ta aHani3is Byno nepernsHyTo i BCTaHOBNEHO BignosiaHicTs GMP.

Memodu koumponic”
BiayanbHo

BizyanbHo

b, n2.24

£, n225

€d, n.2.95

€&, n.2.9.27

€0, n.2.9.27

€%, n.2.9.27

1.7 AHA
MeTtoauka diiprn, Esp.@apm.,
n.2.229

Meroauka duipmet, E2p. Gapem.,
n.2.2.29

CnexTpochoToMeTpis B BrivkHina 149
ofinacti, Esp. ©., n. 2.2.40

CnexkTpochoTOMETpis & BRukHid 14
obnacri, €8p. ., n. 2.2.40

E®,n26.12, 02613, n514

Peaynsmanmi eunpolysans
eMynLCiR

BinuA

5.0

1.02 rfmn

Bignoeinac C©

29 wr (=1 Kpannn)

27 Mr

M£0,10=<M

38 xanensimn
BiANoGBIiNaE

284 mrimn

BlANCEINAE

284 mrimn

<10 KYO/r
<10 KYOIr

BigcyTHicTe 8 1 T

Bunyck nogsoneqo 13.07.2020 Caty Axaac, YnosHobaxena ocoba
Enexrporinni nignwue sig 13.07.2020 09:37:08

BIPHO

MenemKkep 3 PEryns TOpHAX MATEHL Uap P.O.

—— 48 o

Crion G poralon

Cenirai adminisiration:
Postal addiess-

Represenlative ofiice in Kiev

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

P.Q. Box 65 COrionintie 1 Tel. +358 10 4261 3. Sholudenka Str., offica 309 Fax #3580 44 230 4722
02101 Espoo Espoo Fax +358 10 426 3815 04116 Kiev E-mail: info@orionphama com.ua
Fmiand Finland wvew prion.fi Ukraine www.ononphamia com.ua
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JIEPHIIKCITYKBA

JEPAKABHA CIYXKBA 3 JIKAPCBKHUX 3ACOBIH
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEB]

Byn. bepesuskisehka, 29, Kuis, 02098, tea./(axe: (044) 550-23-55, tea. (044) 530-20-55
E-mail: dls kyiv@dls.gov.ua https://www dls.gov.ua, Koa €JIPTIOY 37079455

BUCHOBOK

Npo SAIKICTH BBE3¢HOT0 B YKpaiHy JikapchKoro 3acoly

17.03.2021

KYILIATOH

Ne 12810/21/26

(vaiiMenyBaHs TiKapchKoro 3acoly 3rigHo 3 pecerpanifunM NOCBIHEHHAM)

kpanai opaibii (300 mr/vur) 1o 30 mut y daaxoni; no 1 guakony y kaproufiii kopo6ui

(thopma BHTIYCKY, A03yBaHHS, BH/ NAKYBAHHR NiKapcLKoro 3acoby)

Howmep peecrpauiitnoro noceiguenna UA/7479/01/01 ctpox aii peecrpauittnoro nocsiauenns HEoOMeKeHHI

Cepis nikapcukoro 3acoby Ne 2011233 KinekicTs BBE3€HOT0 JTikapebkoro 3acoly 1

BupoGruxk Opion Kopropeiin, OinngHais

h89

(ualimenyparis pHpobHHKA NikapceeKoro aacoly, kpaila HoXAmKeHis)

Baeseno B Ykpainy TosapucTpo 3 ofmexenow Bignosigansnictio "BAJIEBITA", inenr.

ron: 43616219

{nabimMcrynanns ta ko ta €JPTIOY 1opuauunoi ocoGu abo npissuie, iM'a| no HarukoBi dizuiuoi
0coGH - nixnpuemiy, 1T Miciie npoxuBaHua T8 peccTpauiitinil nomep ofiKoBOT KAPTKH NUIATHHKE

nosarkins aGo cepis Ta HOMEp NACTIOPTa)

[IpoTokon Bizyansuoro kourpomio sin 17.03,.2021 e 838/2.

3a  pelyNsTaTaMH [EPKABHOFO KOHTPOJK)  BCTAHOBNQHO, IO Jikapcbkuil 3aci6 Bmresgno n Vipainy 3

angTBA OO 3a0e3ne eHHA AKOCTI NikapehKHX 3a¢06iB.
N,

Miuxona

HauaneHuk | i" 2

o

XOJIOJAEHKO

VI AT ] A i
{nocanosa ocdﬁg;‘op]jm 1y m:pxcan{mﬁo (mianuc) (iniuiaju Ta npispMIe)
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CEPTU®IKAT AHANI3Y

KYNINATOH, kpanni opanbHi (300 mr/mn)

Cwna giifaktieHicTs

BumeTukoHy 300 mrimn

1(1)

Ynakoeka Mo 30 mn y dnakoki, no 1 dinakory B KAPTOHHIA kopobiuyi
Homep cepii 2011233

Poamip cepii 6240 yn.

Nara BapoBHMyTEA 29.06.2020

TepMin npupaTHoCTI 06.2022

KpaiHa-BnpobHuk DinngHginA

PeecTpauiiive noceigqeHHs UA/7479/01/01

BupobHuk
NiueHain BUpoBH#MDI AinbHULE

Ceprudikat sipnosinHocTi BUpoBrMUTBa Nikapchkux 3acobis BUMOram

Opiox KopnopeiiwH, Opiotintie 1, 02200 Ecnoo, ®iHnsxgis
FIMEA/2019/000732 eig 17.12.2019

Ne003953/06.08.02.00/201 7 pifichuit o 13.09.2021

GMP

YMmoBu 3bepiranns 36epirati npu Temneparypi He suuge 25 °C

Homep npeaykry 147372

HaliMeHyeaHHs noKasHukie Bumoeu cneyugbikaii Memodu konmporo* Pesynemamu
sunpobyeaHb

DuanrMA cTad Emynbcin Biayanbho eMynbCis

Konip BinuA. XoeTysaTtuii BisyansHo Ginwi

pH 50-86,0 €0, n224 53

T'ycTvHa 0,99 - 1,03 v/mn €0, n.2.2.5 1,02 r/mn

QpHopigHICTL Mack €0 €9,n295 signosinae €

HominanbHa maca 29 mr (=1 kpanns) €0, n,2.9.27 29 mr (=1 kpanna)

Cepenns maca 1 kpanni emynscii, 10 403 25-33mr €9, n.2.9.27 27 mr

Maca 1 kpanni emynscii, M0,10xM €®, n.29.27 M+0,10xM

ORHOKPATHA fo3a

Kpanens Ha mininitp 30 - 41 kpanens/mn .7 A 37 kanens/mn

lnenTndbikauin, YBEPX/PM: MoauTueHO Metopuxa chipmu, Esp.Sapm., sianosinae
- AWMETUKOH n.2.2.29
Kinbkicve sussaveqHs, YBEPX/PM; MeTognxa dipmel, Eep. Papm.,

n.2.2.29
-AMMETUKOH 270-330 mrimn 288 Mrivin
IpenTidbikauia No AOrNWHaHHIO AOBrOXBUNLOBOT Y-cnexTp BunpoGoaysaHoro CnekTpooToMeTpia 8 BIvMHIA signosigae
obnacTi 4 BUApOMIHIOBaHHS; 3paska Mae signosinaTtu I4- 14 oBnacTi, €Bp. ®., n. 2.2.40
- OUMETHKOH CRAEKTPY 3pa3ka NopiBHAHHA
KinbKicHe BUSHa4eHHA N0 NOTNUHAKHIC 270-330 mrimn CnextpochoromeTtpia 8 BrimkHin
HAOBroxennboBoi obnacti 1Y BUNpOMiHIBaHHS: IM oBnacTi, €8p. @, n. 2.2.40
- BUMETHKOH 288 mrimn
Mikpobionoriuna yncrora: €9,n.26.12,n.2.6.13,n51.4
-3aranbHa KinbKCTe aepobHIX Mikpoopraviamis <100 KYOIr <10 KYOIr
-3arankHa KiNbRICTL ApixaAXKenoaiGHUX £10 KYOh <10 KYO/r

i nnickABUX rpubis
-Escherichia coli
* Bci nocynaiua Hasegeki Ha YvHHi Papmakonei.

BigcytHicte B 11

Bincythicte B 11

Lium nigreepgxyio, WO suleBkasaka iMdopMalis € AocToBipHOIO | TouHow. [aHa cepis npoaykTy Syna aupobneHa (BKMIOYACUKM yYNakos-
Ky/MapKyBaHHR) | NPOALLNA KOHTPOML AKOCTI HA BULIEBKA3aHIA ,a:uanuLu Y noBHiiA BiAnoBIAHOCTI BMMOram HanexHor BupoBHuuoi Mpakruku
(GMP), acTaHoBNEeHNM MICLEBUM PEFYNATOPHIM OPraHoM, a TakoxX y BinnosigHocTi A0 crneumdikayin, npegcTaBnewa y pqe;crpaumnomy aocche
KpaiHU-8UpoBHMKA.

TMporckonu BupoBHUUTEa, ynakosku Ta ananiais Gyno NEepPerfanyTo i BCTAHOBNEHO BIANOBIaHICTL GMP

Bunyck goseoneHo 27.07.2020 Auke BaanaHeH, YnosHoeaxeHa ocoba £ {,gf
EnexrponHuit nignuc sig 27.07.2020 08:47:03 i

BIPHO
Menegxep 3 perynATopHuX nuTaHs

a4/ 99

Orion Corporation

Central administration:
Poslal address:

Rapresentative olfice in Kiev
Business Center

RION

Visiting address: Tel. +380 44 230 4721

P.O. Box 65 Griopintie 1 Tel. +358 10 4261 3, Sholudenke Str., office 309 Fax +380 44 230 4722
(2101 Espoo Espoo Fax +358 10 426 3815 04116 Kiev E-mail: info@orionphama.com.va
Finland Finland www.orion. i Ukraine waw arionpharma.com.ua
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