JEPFKABHA CJVIKXBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMHA ¥V KHIBCBHKIA OBJACTI

npos. Ceitanunol Haxl, 3, s.Kuis, 02099, ten/daxc: {044) 363-06-50
E-mail: dis. kofgidls.gov.ua, Kog €JIPTIOY 37078774

BUCHOBOK
PO AKICTH BBE3CHOT0 B YKpalHy JIKapCLKOT0 3a¢00y

15.10.2024 Ne 51511/24/10

ITOMEA®

{uailatesvhatm Qikapchroro 3acofy arinHo 3 peccTpariiiiaa HoesiayCHHAM)
TabaeTkH, BRpUTI NaisKroBo0 06001K010, 1o 50 Mr; e 20 TabaeTox y Haicrepi, mo 2
§ajcrepu y kapToudiii kopodui

{hopuMa BINYCKY, DO3YBILIL, BILR MAKYRAHIA AiKAPCLEOTQ 3acoby)

Hoatep peectpaniiinoro mecsizueans UA/11446/01/01 erpo aii peecrpanitinoro nocsizeis 01.01.2099

Cepia mixapeskoro sacoby Ne 3090624 Kizexiers spesenore aikapeskoro sacoby 1300
BrpoGiuk [TPOMEJLIC Ipara a.c., Hecsxa Pecrrydaika
{Hafistenypanns BpoGHIKY Dixapeskoro 3ucofy. Kpaiig NOXOKCIHE)
Bacsero B Yipainy Croiapne yKpalaebKo-cCTOHCHKE NIAPREMCTEC ¥ Gopmi ToBApHCTBA
3 ofMeskerono BignoeinaabnicTo "Ontivma-Papy, AT, iaenr. xoa:
21642228

{raitMenyoanea Ta koa 3z €APIIOY wprzsol scobn 266 npissawe, s, no Garsxoai Pisnunol
acobin - pianpscamg, if micue POAIBAHA TH peecrpauiiitgt noyep ofaikaRol KAPTRN MAATHIEKA
noAXeKin A00 Lepis T HOMep AACALPTA)

Iporoxen sizyaasnoro Konrposo sia 07.10.2024 N 3056/2.

30 pesyaAnTATAMM  AE[KABHOTO KOMTPOAK BCTAHOBAEHO, o xikapesknil sacid  ssesemo B Yrpafuy 3

AOTPHMAHIAM sinor 3aK0HORECTEA LOA0 3afe3neucEng AKOCTI AIKAPCLKIX 3ac00iB,.

Ik l!‘IIIL.

{iniinds T npnmmzc)



ED.CS

i T,
h 2
; 2 <@

| W NN

CEPTUDIKAT AKOCTI

Hassa sirapesxoro sacoby  ITOMEIL®
rabaericn, BRpAT naisropoo oboaonkor, no 50 mr Ned( (2x20)
Kpaina-supoduuk Hecora Pecuybaira
Pecerpauiiine nocsinuenns 8 Viepaini Ne UA/11446/01/01 sin 05.01.2017 p.
Tepwmin aif fescrporoso.
Cuuia givakrasuicre: 1 rabaerka micturs, 30 mr ironpuay riapoxnopiy
Yuoarosra:
10 20 1ab:1eToK, BRPUTUX IIHBKOBOW 000A0HKOW0, ¥ BaicTepi, 110 2 Siictepy 3 INCTPYKUIED s

MEAMHHOTO 3ACTOCY BABHS Y KAPTOHHIH Kopohul. MapKyBaHis YKpaTHCLKOIO MOROLO.
Cepin Ne: 30900624
KiznkicTs YIAKOBOK B cepii: 34308

Jlara supobunursa: 06.2024

Jara sakinaenns repminy IPUAATHOCTI: 06.2029

Haspa, agpeca, nomep Jlinensii ua sppodbnpuurso:

NPO.MEJUC Hpara a.c. / PRO.MED.CS Praha a.s.

Temucxa 377/1, Mixne, Tlpara 4, 140 00, Yecska Pecnyburixa /

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

Jlinensist Ne 3989/[INS/00 sin 12.04.2000 p. 8 ocranniil 3arsepiukeniii pejaruii

Ne sukls150506/2022 sin 10.08.2022 p.

Ceprugikar GMP Ne sukls302953/2023 parva supaqi 02.04.2024 p.

Bucuosok moxo mixrsepuxenus ceprudixara GMP e Yxpaini Ne 662/2024/C-1318 sin

27.08.2024
Tokituury aoeTi Honyerisi mewi PesynnraTi
Onve Bini afo saiiwe Giai rabaency, skpuri Bignosiaac onmey
(CD*, meron BI3YAILHUIT) IHBROBOIO 000I0RKOI0, ABOOIIYRI, 3 PHCKOK 3
01070 Goky, giamerpom Gansbiro 7 mm
Cepems Maca rabaerin 1380 vrx=3 % 135,9 mr
(€<b* 2.9.5)
Oanopigaicrs aososawux oaunnub | LI {uan 10 oauumn) 15 34
(CD* 2.9.40)
Po3umuenns He memue 75% (Q) a0 30 xpiaun 97 %
(€D*2.9.3)
Inenrudivanin:
Laewrndikauis Ironpuiy
[oenmunpivatgin memodos BEPX Yac yTpumyBanusa 0CHOBHOTO NIk #a Binnosinac
{CD* 2.2.29, meToa BEPX) XPOMATOrpami BREPOSOBYBAHOIO POIYHHY

BIANOBINAC YACY YIPHMYBAHHA OCHOBHOYO NiKA
Ha XPOMATOrPAME CTANAAPTHOTO POSURNHY

loenmuuhixaris semodost NIR [udpavepsoduil CNCNTP HOCJHHAMHY He aposoansen
(€®* 2,2.40, seron NIR) Aikapeskoro sacofy s ofaacri sin 10000 em!
10 4000 em™! nosuHed maTH nosHe crisnanivis
CMYE NOVAMHARAR 3 J0BIANHKOBIM
CHERTPANLHNM JaHHM,

[demudbinayin semaodom IR [udrpavepsorntii CHEKTP HOTNHHATIN Binnosinac
(AABIEPRAMUEHUTE MBI, aigapeskore aacoly u obaacri sin 4000 emt oo
Cd* 2.2.24, meron IR) 670 et ropruen MaTH DosHe cniBnaainny

CMYF HOTHHRAWHS 31 CMYIIMH ROFAHHAHNIR
enekrpy C3 ivanpuay riapoxaopuay.

Ceprudikar socoeti Ne 315/24

Bx-cy VOVG99 6¢F 20 _goay %
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Tloraszsnnen seocri HAonyerimi meoxi PesyasvtaTn
Lnerrrudivanis Twiragy aowenny AHowvro-nomapanuese aadappieng Bianoniauc
(Kosmoposa peawudsn. Xistiauii
anaail)

Cynyrai jominikn

(€dr* 2.2.29, metoa BEPX)

Josmiwka A He 6ianure 0,20 % 0.04 %
Homiwxa B He Ginnure 0,20 % He BHIBJCHO
HJomimxa € He Glasnre 0,20 Y% HE BHABACHO
Tnurg orpema fomiuKa He Ginpue 0,20 % He BHIBJICHO
Iaradnna cyma A0MimoK He Ginpe 1,00 % 4,04 %
Kiapkicnuit pyicr

Ironpuay riapoxasopnay 8 47,50 mr - 52,50 mr 49,87 mr

fraGaerui
(€* 2.2.29, meTog BEPX)

Mixpofiogoriung 9ueroTa 3aradibia KIALKICTH aepodnux mikpoopranimis
(€D* 5.1.4,2.6.12,.2.6.13) (TAMC)
- we Bianwe aik 10°KYO/r O KYOr
Farannbna RIALKICTE Apiawkis | nuicHsny
(TYMCOC)
~ ne Binbme 102 KYO/r 0 KYO/r
Bigcyruicry, Eschericiia coliv | v, Bigcyrsst

Komenrapi:
[Tocuanns Hagani Ha yraHe BuaaHus Ceponeficnrol Gapmaxorel.

o

Yaopu sbepiramis: 36epiratn B HegocTyIHOMY Juist miteli micui. He norpifui CrienianLui
yMOBH 30epiranus.

3ansa npo ceprudgivanio:

[liM 9 3acBiuyio, 10 BUNEHaBedena indopMaiis € A0cToBipHoo i Tounoio. Jlana cepis
NpOAYKLHT Burotoniena (y ToMy uueil 1T HaKyBamus i MapKyBaHHS). | POBCUCHO TOBHUHA
KOWTPOlb 1T SKOCTE Ha BHIIeBKa3adili BHpOGHUUIR AinbEuL niikoM RianopiaHo a0 samor GMP,
BCTAHOBACHUX MICHEBUM PEryJISTOPHEM OpPraHoM, a TakoX Bimnosiano po Crenngikaiii
pecCTpatiHHOro OChe.

[TpoTOKOIH BHPOGHULITES, TAKYBAIIs Ta anasizy Oy nepesipeni; BITOBIHICTS BUMOTAM GMP
BCTAHOBJICHA,

Ipissuine, mocaga ocodu, gxa puiana
J03BLI Ha BANTYCK cepil

SIxy6 Xwmea /Jakub Chmel
YuosHoBamena 0062 3 SKOCTI

. o o
[Tizmue o /

Jara nipnueanus (03.09.2024
[Tevyarka
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Ceprudikar sikocri Ne 315/24 2/
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