*11a KOPHIOPATHBHOMY DalKy KoMail*

CEPTH®IKAT BIANMOBLAIIOCTI

Micuesa 1TOproBeibHA HA3EA

JICHOTECT AJABOTI'EH

Homep peecTpaiiiinoro rmocsiiacHis

UA/17602/01/01

Hosep cepii

A6425

Posmip cepil

5010 ynakoBox

Hara supobunurea 21.09.2020
Jlara 3aKiH9eHH TEPMiHY IIPHARTHOCT 09/2022
Cuaa aiy 2 mr

Hikapeska dopma

TaBJICTEM, BEPSIT] (LIBKOBOIO COOAOHKOK

T Ta POIMIP YIAKOBKH

no 14 radnerox y 6nictepi, no 2 Guicrepn y kapromuiii mauwi

B,

BUIOBE LN 33
HEPO3hacOBAHOIO

Bupodnnk,
BUHPOBHHNTEO
JIKAPCHKOFO 3a¢00y

BupobHuK, BIANOBIAANBINA 32 [CPBHHHE
HAKVRANHS

Bupobuuk, BIANOBIAAALHNIT 334 BTOPHIIE
NaKyBatist

Bupobk, sianosiansHii 3a sunyck cepi
BupoOHiK, BLANOBIAMBHM 38 TECTYBAHHA
(112 KonrpaxTiHiii ocHosi)

Kaynt dapya Mioncrep FMOX
neebprorrenxam 15, 48139 Mionerep, limeuunna

Jlinensig Ha BHPOOHULTRO:
DE NW_05 MIA_2019_0006

Ceprudirar HBIL:
DE_NW_05_GMP 2019_0038

[lana cepis npenapary Bupodnena (BNOUAUN YIAKOBKY Td KOHTPO.L SIKOCTI) HA BHINCBKAZAHNX BIPOOIIHHX
AiasHUIES Y Hosniit siamosianocti 3 sumorami EU GMP OKa/ILHOTO PCrylisTOPHOTe Opraiy Ta 3aTRCp, RCHIMH

creLQIKALIAM I 10 PEECTPRALITHOTIO OCBILCHHS KpaTHH-IMIOPTEPA.

Pason 3 Cepridpixaron atanisy ta CepridikaToy BiANOBIAHOCTI, W0 I0AAIOTLCA, aamgi gokysenT gopmye

Ceprudikar suinycxy cepii s o6ir Ui sinueskasanol cepil nikapebioro 3acody.

inidimuct
H-p Osisep Wneinep
(Dr. Oliver Schepper)

VaoaHosancena ocoii

Hara:  09.11.2020

Xaynr Gapya Mionctep I'noX, [lneebprorrenkamn 15, 48159 Mionerep. Hismeuymig
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MMpoaysr:

Hitoua penornna:
Cepis:

Posnip cepii:

Hara supodunursa:

*Ha KOPHOPATHBHOMY BIAHKY KOMIaHiT*

Ceprudirar Auaaizy

HM-DNG 1afiietki, BKPHTI JHBKOBCIO 0DOIOHKOR), 110 2 Mr

Hictiorect 2 Mr

A6425 (Homep cepii Heposdacosanore npojaykry 015)

1.2 mn tadierox
21.09.2020

lToxaznuk Cneundiranis Pesyanrar

Onuc Bini, kpyrni, ABOAKOBHTIYK TAGRCTRI, BKPHTI HIIBKOBOIO I'3;if(1“}<m.i.,"m('
oDONOHKCIO, 3 THCHCHHAM «2%» Ha 0HIA eTOpOni

Cepesist Maca 83.0mr+5% 83,1 wr

Brpari upn sueymysaunt | He Susiie viw 5 % 2%

Taepaietn

Liewruhivaiin Jlienarecr

30-70N

Fliz 9ac qochiureHns KEbKICHOIO CKI8/Y BLIIOCHHIT 4ac
YIPHMAHHA JICHOTCCTY HA XPOMETOIPandi pa3uigy 3paixa
MOPIBHAHHS BIIMOBIAAE HaCY VIPHMAHHS JIEHOMCCTY Ha
XPOMATOrPaMi CTAIAAPTIOTO POTTHITY

60N

Bi;nostac

lneutnpikamst JieHoreet

[Tig uac amamily KITBKICHOrO CKJIAAY OCHOBHIIL MK
Y criekrtpy  3paska  PO3dHHY  BULIOBIAC  niKky
CTAHAAPTHOLIO PO3UHHY

Bixnosiaae

KUIBKICHC BH3HAYCHES

%% BIjL 3ASBACHOT KLIBKOCT

100 %

95,0 % - 1050 %
Quuopianicrs jO30BaHIX Binnosinac €0 2.9.40 Bijnoniiac
OAHHLLD
Posunnenns Q= 80 % ucpes 15 xn 91 %

CynyThl A0MILKH

- 11 -rigpoken-JIT (Ph.Eur. jomimku A) < 0.4 %

- 1-rigponepoxcu-AI (Ph.Eur. xomiwxr K) 0,2 %
- Oxpema Oyan-sxa gomimka < 0,2 %

- Cyma seix pomimox < 0,5 %

<< HIRMC JMITY
<L HIDKUE JIMITY
< HHKMC JMITY
0.0 %

Mikpodionoriuna yuerora
{TCCTYETHCS KOAKHA JecaTd
cepis, MIHIMYM pa3 ua pik)

Jarause yncho acpodEUx MikpoopranizMin (TAMC) - ne
Bispuie 1000 KYO/r

JaraspHe uucIo  JPLKIKOBHX Ta  [LTICHABHX
(TYMC) - ne 6insure 100 KYO/r

Bigeyrnicts E cofin I r

rpudis

He recrysaioces

isxreepaxyio, mo cepis Byna sipotneia i ymosax GMP.

fnionuc!

H-p Ouipep Waennep
{Dr. Oliver Schepper)

Yuosuosaxcena ocoby

Mioncrep, 09.11.2020




JIEPXKJIKCITYKBA
JTEPJKABHA CJIYKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIiBCBHKIN OBJIACTI

npocniekt Banepis Jlo6aHoseskoro, 51, m. Kuis, 03110, Ten/gaxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua https:/www.dls.gov.ua, Kon €JIPTIOY 37078774

BUCHOBOK
Npo AIKicTL BBE3€HOr0 B YKpaiHy JiKapcbKOro 3aco0y

01.02.2021 Ne 2337/21/10

JIEHOT'ECT AJIBOI'EH

(HaiiMeHyBaHHS NiKapcekoro 3acoly 3riaHo 3 peccTpauiifHiM NOCBIIHEHHAM)
Ta6JIeTKH, BKPUTI ILTIBKOBOIO 000I0HK010, 110 2 MT, 110 14 Tab/eToK y Oaicrepi, mo 2 Gaicrepn
y KapTOHHIi naqui

(popma BuMyCKY, 103yBAHHS, BUA NAKYBAHHS NiKAPCHKOrO 3acoby)

Homep peectpauiiinoro nocsiruenns UA/17602/0 1/01 ctpok aii peectpauiiinoro nocsizdenns 21.08.2024

Cepis nikapeskoro 3acoby Ne A6425 KinbkicTs BBe3eHOrO Nikapeskoro 3acoby 1500
BHpoGHHK Xaynt ®apma Miorctep 'm0X, HiveuunHa
(HaliMeHyBaHHA BUPOOHHKA JIKAPCHKOrO 3aco0y, KpaiHa MOX0LKeHHA)
BaeseHo B YkpaiHy CrisibHe yKpaiHCbK0-eCTOHChKE NIMPHEMCTBO Y GopMi TOBApHCTBA
3 oGMeskeno0 BixnosizaasHicTIo "Onrima-®apm, JIT/A", izent. kon:
21642228

(naiimeHyBanns Ta kox 3a €JIPIIOY topuamioi ocobu aGo npizsuLe, im'a, no GarbkoBi diznunol
0c06H - MANpHEMLL, T MiCLie NPOAMBAHHA T peecTpaLifiuuil HoMep 06/1ik0BOT KAPTKH MIATHAKA
noaatkis abo cepis Ta HOMEP NacropTa)

Tpotokon BizyansHoro kouTpomo sin 26.01.2021 Ne 0153/1.

3a pe3ynbTaTaMy JIEPKABHOTO KOHTPOMIO BCTAHOBNEHO, IO nikapcekuit  3aci6  BBeseHo B YKpaiHy 3

JOTPHMAHHSM BHMOT 3aKOHOJABCTBA LIOA0 3abe3neueHHs gKOCTI iKapchKHX 3ac00iB.

\ Onexciit COJIOJIPAM
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(mianuc) (iniuiany Ta Npi3BHILE)



http://www.tcpdf.org

