e MNPO.MEL.LUC Npara a.a.
N Tesucra 377/1, Moaxne 14060 Mprad

CEPTU®IKAT SAKOCTI

VPCOCAH® kancyam no 250 mr Ne 10

Yecrka Pecnydaika

Peecrpaniiine nocsinuenns B Yrpaini Ne UA/3636/01/01 gin 17.09.2020 p.

Tepmin it PIT neoGmeskeHmii,

Cuna giv/akTueHicTE: 1 Kancyna MicTHTE 250 MT ypCcOACOKCHXOIEBOI KUCTIOTH.

YnakyBaHHSA:

[lo 10 xamncyn y Oumicrepi 3 amrominieBoi qonmeru Ta IIBX-mriBku, mo 1 OmicTepy pasoM 3
JONAHOK IHCTPYKIU€ IS MEIUYHOTO 3aCTOCYBaHHS B KapTOHHIM kopoOmi 3 MapKyBaHHSIM
YKpaiHCHKOI MOBOIO.

Hassa npenapaty
Kpaina-pupoonnk

Cepis Ne: 0651120
KiibkicTh ynakyBpaHb B cepii: 8008

JlaTa BUpOOHHUTBA: 11.2020
Jara 3akiHYeHHA TepMiHY DPHAATHOCTI: 11.2024

Hassa, agpeca, nomep Jlinensii Ha BupoGHUNITBO:

MMPO.MEJLIIC Ilpara a.c. / PRO.MED.CS Praha a.s.

Byn. Temuceka 377/1, Mixae, Ilpara 4, 140 00, Uecpka Pecniy6mika /

Teleska 377/1, Michle, Praha 4, 140 00, Czech Republic.

Jdigenzia Ne 3989/INS/00 sin 12.04.2000 p. B ocTanHii 3aTBEP/KeHIH peaaKkuii

Ne sukls 218434/2020 iz 01.09.2020 p.

Cepradikar GMP Ne sukls 156429/2018 Bix 21.05.2018 p.

Pimennss npo minreepuxenan Ceprudikata GMP B VYkpaini Ne 306/2019/C-981
22.07.2019 p.

BLI

Iloka3unkH aKocTi Honycrumi mesxi PesynbtaTn

Onune (ED*, meToa BizyanbHuil) Bini, TBepai senaTHHOBI Kancynu, poimipom Ne
0, mo micTaTe flmin un maibke Glauii nopowok,
abo Oinnil yn maiike Olanil nopowoxk 3i
MMATOYKAMH MACH, abo Oiauil uyn Maiixe OinHi
NOPOUIOK, CHPECOBAHHI CTOBNYHKOM, LD

PO3NaNaETbCA NPH HATHCKA HHi

Bignosinae onucy

ypcogeokcHxonesol Kacnotu B 1
Kaneynai
(ED* 2.2.29, merox BEPX)

Cepennsa maca Kancyau 315,1 -348,2 mr 332,0 mr
(ED@* 2.9.5)
OaxopignicTe MacH 18/20 kancyn: He Ginbine Hixk £ 7,5 % Bin
(ED®* 2.9.5) cepeaHLol Macu Binnosigae
2/20 kancyn: se ginbure v + 15,0 % 8in
cepeaHbOol MacH Bignosigac
Inentudikanis Yac yTpHMYBAHHS 0CHOBHOTO TiKa Binnosigae
YPCOACOKCHX0NEBOT KHCIOTH BHNPOGYBAHOIO PO3YHHY MAE BINIOBIAATH Yacy
(€®* 2.2.29, meTox BEPX) YTPHMYBAHHS OCHOBHOI0 MiKAa CTAHAAPTHOTO
PO3UHHY
Kinekichuii BmicT 237,5-1262,5mr 253,1 mr

OanopinnicTe 030BaHAX
OIMHHIE **

(1 oauHuus = 1 kancyna)
(€ED@* 2.9.40, meTon BEPX)

AV <15 (ans 10 oguHHLE)
AV <15 (ana 30 opnaMUL)

He npoeoaunocs

Po3uunnicTs

€®* 2.9.3)

He menm Hiz 80 % (Q) yepes 30 xs.

94 %

ba cin i 178
Bl Jy 7N




IToxasHnKH sIKOCTI HonyeTumi mexi PesynpraTs
Mikpobionoriuna ynerora 3araapHa KinbkicTs aepodHHX Mikpoopranismie
(€E®*5.1.4,2.6.12,2.6.13) (TAMC)

- He Ginbwe wix 1P KYOQ/r <10 KYO/r
3araanHa KiasKicTk Apixaxkie i usini (TYMC)

- He Ginswe 102 KYO/r <10 KYO/r
Biacyruniere Escherichia colin 1 T Bincyrne
Ilpenapat He Mae aHTHMIKpOBHOT il

Komenrapi:
* TlocuiaHHA HalaHI Ha YMHHe BUOaHHS €Bporneiicsrol Mapmakomed.
*% (OJIHOPIJIHICTE I030BaHNX OAMHUIB BU3HAUAIOTH 11 KovkHOI 10-1 cepil.

YmoBu 36epiranns: 30epirati B OpUriHAJILHOMY YNaKyBaHHI B HEMOCTYIHOMY IS AiTei micii
npu remneparypi e Buie 25 °C.

3asaea npo ceprudikaniro:

Ium s 3acBiguyro, Mo BUIeHaBeAcHa indopmauis € BipHowo 1 Tounow. g cepis mpoaykiii
BHUTOTOBNIEHA (B TOMY HHCIHI ii ymakyBaHHs i MapKyBaiis), i IPOBEACHO MOBHWH KOHTPOIb il
SKOCTI Ha BMIIEBKA3aHOMY BUPOOHHUOMY MaMTaHYMKy WIJIKOM Bianosigno jgo Bumor GMP,
BCTAHOBJIEHHX MICLEBUM DPETYIIOBAJILHHM OpPTaHOM, a TakoXkK Bigmosiguo no Crenudikariii
peecTpaniiHoro 10CkE.

ITporokonu BUpOOHMUTBA, YNaKyBaHHS Ta aHamizy Oyim mepeBipeHi; BiAMOBIAHICTH BUMOram
GMP BcTaHoBIeHa.

Ilpizpumme, mocaga ocodu, AKa BUOAIA
JIO3BiNT HA BUHITYCK cepil

Hxy6 Xmen /Jakub Chmel
o Ynosnosakena ocoba 3 gkocri
T PROMED.CS Praha ass
\ L / Teldska 377/1, ;‘g‘;"hle‘ 140 00 Prana 4 HiJIHHC éf—_ﬁ_y
) (1

Jata mignucanng 12.04.2021

IMeyarka



Z

AEPXKIITKCIIY)KBA
AEPKABHA CJIYVIKBA 3 JIIKAPCBKI_/!X 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMU Y KHIBCBKIIA OBJIACTI

npociiekT Banepia JloGanoscekoro, 51, m. Kuis, 03110, Ten/haxe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,h;t:tps://var.dls.)QCN‘@1 Kon €TPTIOV 37078774

BHCHOBOK
PO SIKICTH BBE3EHOro B YKpainy JIKaPCBLKOro 3acody

12.05.2021 : N2 22924/21/10

YPCOCAH®

(HatiMenyBaHus Tikapcrkoro 3ac00y 3rifHo 3 peecTpaniiianm NOCBiAYEHHAM) ‘
Kancyi no 250 mr, mo 10 kancyn y Gaicrepi; mo 1 Gaicrepy y KapToHHii xopodui

((popma pumycky, A03YBaHHS, BHA MAKYBAHHA JIKapCEKOIO 3acofy)

Homep peectpauiitnoro noceinuenns UA/3636/01/01 CTPOK Zii peecTpariiliHoro moceinuenns 01.01.2099

Cepia nixapcekoro 3acoby Ne 0651120 Kirekicts BBesenoro mikapeexoro zacogy 800
Brpo6uuxk ITPO.MEJLITC Ipara a.c., Yecsxa Pecry6irika
(HaiiMeHyBaHHA BAPOGHUKA nixapcekoro 3acoby, KpaiHa NOXOMKeHHs)
Baeseno B Vipainy Cuinbne ykpaincpko-ecToncnxe NiIpHEMETBO y Gopmi TOBAPHCTBA
3 00MeKeHOX0 BiANOBINAILHiCTIO "Onorima-Papm, JTO", inenr. xon:
21642228

{naiiMenyBanHs Ta kox 3a €/IPTIOY IOpPHAHYHOL 0cobu abo npizsunte, iM'A, 10 GaTbKOBI diznunoi
ocobu - nianpuemus, ii Micue nposkuBanns Ta PeeCTpaLi M HoMep o6nikoBoT KapTKM INATHHKA
noxaTkis abo cepis Ta Homep nacnopray

Hpotokour sisyansnoro kontpomo six 29.04.2021 No 1384/6.

3a pesynmpTaTaMM  HEpiKaBHOTO KOHTPOIIO BCTAHOBIECHO, IIO0 JIKAPCHKMI 3acib BRe3cHO B Vkpainy 3
AOTPHMAHHSM BHMOT 32KOHOAABCTEA OO 3a0e3MeUeHHA AKPCTI MiKapChKIX 3aco6iB.

(  Onexciit COJIOJIPAIA

{minmuc) (ininianu Ta npizeume)
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