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.
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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

&2

Ceprudikar sikocri Ne 315/24 2/



AEPACABHA CIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM ¥ KUIBCHKII OBJACTI

npos, Cpitauynofl Hazii, 3, M.Kuis, 02099, ten/daxc; (044) 576-40-41
E-mail: dls.kof@dls.gav.ua, Kog €/APIIOY 37078774

BHRCHOBOK
Opo AKICTL BEE3eHOro B YKpainy Jikapeskoro 3acody

11.04.2625 Ne 16837/25/10

ITOMEI®

(maiiMenyBania nikapcskoro 2acofy 3rigto 3 peectpauiiing: Iocsinvena)
TabJeT«H, BRPUTI IIIBKOBOI0 06010HK010, 110 50 M1, 10 20 Tabxerox y Gaicrepi, io 2
Gaicrepy y xapToHHuii xopodui

(thopma BumYCKY, RO3YRANNS, BIA NaxyBANNA AIKAPCRKOTO 33caby)

Houep peecrpaniiisoro nocsiguenns UA/11446/01/01 crpox aii peecrpariittore nocsimuenns 01,01.2099

Cepis nixapcokore 3acofy Ne 3311224 Kinskicrs BreseHoro mikapesxoro sacofy 7407
Bupofiaux IIPOMEJLIIC Ilpara a.c., Yecsxa Pecrnyfnika
{uaiiMenypaHBA RITPUOHNKS NiKAPCHROro 3acoBy, Kpaina DOXOMKEHAA)
Bseseso 5 Yipaity ‘Criabne yrpaincsKo-ecToHChKe MiARPueMerBo y dopmi TosapneTsa
3 obMexeno10 BinnoBigasemicro "Ontima-Oapm, JTI", igenr. xon:
21642228

(nafimenysasug Ta kox 33 EAPTIOY wpiangunol ocoln afo npissume, in's, no Jarekosi (iznzuai
ocodi- riznpieMu, 1T Miclle NPOXRITBAHEA TA peccTpauifinnil romep o6RIKeBOT KAPTKIL MMIATHHES
negarTkis abio cepig. Ta HOMEp nacnopTa)

Ilporoxes Risyansioroe kenrpoao six 09.04.2025 N 1075/5.

3a pesynsratami  NEpPWABHOTO KOHTPOMIO BCTAHOBNEHO, Io JHKapchkuil 3acid  =@pezeno B Yxpainy 3
AOTPHMAHHAM simior 3aK0HOABCTEA IHOA0 3abe3He e I SKOTTI NikapehKux 2acofis,

Ounsra €PEOMEHKO

orplkotponio) '  {niaoucy (iniuinm o opisonue)




FEORMEL LG Hpara 6

CEPTHU®DIKAT SIKOCTI

Hassa agikapenroro sacoby  ITOMEJ®
TABACTRN, BRPIT IIBROBOIO 06071011010, 10 50 M1 Ned0 (2x20)
Kpaina-supoduui Yeenra Pecnybaika
Pecerpauiiine noesigwenns 8 Yipaini No UA/11446/01/01 sij 05.01.2017 p.
Tepain nif Geserporosa.
Cua iifawrusuicrs: | rabacrsa sicrirn 50 mr ivonpuay FIAPOXIOPILY
YiaroBra:
1o 20 rabiieTor, BRPUTHX MmIIBKOBOIO 050N0HK0I0, ¥ Snictepi, 10 2 omicrep 3 iHeTpYKUicio jus
MEHUIIOTO 3aCTOCY BAHHS Y KapTonHili kopoGui. Mapkysatis yKpaiiehbKoIo MOBOIO.

Cepist No: 3311224
Kinnkiers ynarosok s cepii: 35971

Hara supobunrsa: 12.2024
Hara saxinsenns Tepainy npugarnocri: 12.2029

see

Hazsga, agpeca, nosep Jlinensii ua supodunurso:

NPOMELUC Mpara a.c. / PRO.MED.CS Praha a.s.

Teuricka 377/1, Mixune, Ipara 4, 140 00, Hecnka PecriyGaixa /

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

Jlintensis Ne sukis247572/2024 sin 03.10.2024 p.

Ceprudikar GMP Ne sukls302953/2023 nara suaaui 02,04,2024 p.

Bucnonox mono niarsepmacins ceprndicara GMP & ¥rpatui Ne 662/2024/C-1318 sia
27.08.2024

Towra ks akocri Jonyeruati meai Peavavrarn
Oume Biai abo maiiwe Gini Tabacrn, srpuri Bianoniaae onucy
(€d*, metod siayaatnnii) HAIBROBOI0 05040HK010, ABOGIYRAT, 3 PHEROIO 3
001070 Doy, Hiadreypost Gai3nRo 7 My
Cepeann maca 1adacTrn 1380 a8 % 137,6 mir
(€d* 2,9.8)
Onnopiamicrs gesosannx oavmuus | LI (aan 10 oanupuL) S 18 4.3

(€D¥ 2.9.40)

Pozunnenun He atene 75% (Q) #0 30 xvsmn 99 %
(€D* 2,9.3)

inenmdiwanin:
Irewrndinauis Fronpugy

Denmnivayin semodon BEPX Hac yYpRMYBRINN 0CHOBHONO NIKA 1A Biznosizac
(CD* 2,2.29, sevox BEPN) NPOMATOrpasi suupodonysANOrD POTUIMY

pinnosinie HACY ¥IPHMYBRHHR OCHOBHOIO nina
Ha X]lt).\l:ﬁTOi']):\Mi CTAHRAPTHOVO POIUBHY

1oenmudpinanin semodon NIR ludpasiepsonuii ciexep norannanug He nponoauncs
(Cb* 2.2.40, steron NIR) AiRapeskoro 3acoby s odaacri sia 10000 em!
10 4000 ex! OBl MATIE HOBNE eniBUAAIHNS
CMYF BOrAHIANNS 3 Z0BIEHIROBIM
CHERTPAALIHM AQ NN,

Toermnuhivain memodom IR Indpasepnonii cnewrp norauuanns Bianosiaae
(Aavmepiamanuic memoo, aiapenRero sacoby s obarcri sin 4000 exm! jo
€D 2.2.24, mevoa IR) 670 cx't oBIUeH MATY HOBHE CHiBIALTIINS

CMYT HOCIHANISE 3T CMYrasil BOraHnana
cnextpy C3 ironpuay riapoxaopuay.

Ceprudikar skocri Ne 61/25




EILHC fipara a0,

Ttorastmru sikoceri Honyerusi stemi Pesyanrarit
Frenvudiranin Turany dioxkenay Aosro-nomapantese adapuacunn Bianosinac
(Koansoposa peawuisi, Xisivauii
AHANTS)

Cynyii posimsn
(€M% 2.2.29, sieron BEPX)

Jostimra A He Ginnme 0,20 % HE BURDICNO
Aosigixa B He disnme 0,20 % He puUsBACHO
Aomimka C He Ginnme 0,20 % (O BHABACHO
Tawia owpesa gosimna He dinsure 0,20 % < 0,03 %
3arasunua cvma qoMimor He diavwe 1,00 % < 0,03 %
KinoRicHuit syicr

fronpuay riapoxnopnay o 47,50 m1- ~ 82,50 a1 5027 mr

I rafaeyud
(Cd* 2,229, meron BEPX)

MinpoSioaorivna serora 3araanua KiALKICTL 1epoGHIN MiKpoopranimin
(CD* 8.1.4,2.6.12, 2.6.13) (TAMC)
- e Sinnme 16 KYO/r A KYO/r
Saransna Riabkicrs apisseaia i naicusny
(TYMC)
~ate Bianme 10 KYO/Ir 0 KYO/r
Biacyruicrs Escherichia colin 1 v, Biacyrusn

Komenrapi:
* Tloennanus najani na unnne siaaung Ceponeiichkol dapsakoned,

Yaonu sbepirapun: 30epiraty B uegoctynnoMy wis jireit sicud. He notpibui cneniansui
ymoBn 3bepirains,

Jansa upo ceprudixauin:

Llse st sacsizuyio, mo swinenapejaena indopmaitis ¢ jocrosipnolo i tounoio. Jlana cepis
HPOAYRWIT srroTOBACHA (Y TOMY uieH 1T nakysanus i Maprysauns). i {IPOBCACHO TTOBHHI
KONTPosL i1 4K0CT! Ha BRINCBKA3AHIH BIPOOHIUII ALALHHIG LIKOM BIATIOBIANO 10 BHMor GMP,
BCTUHOBJACHIN  MICUCBHM PEYISTOPHHM OPFaHOM, a TaKoX Bixnosijmo ;o Cremdikauiii
PeECTPALIfioro Joche.

ITporokosn supoduiTBa, 1aKy BaHHs Ta ataiisy Gyiu nepesipent: pianosinicts sBumoras GMP
BCTanoBieHa.

Ipisshine, nocasa ocobu, aKa sujana
JO3BI HA BHOYCK cepil

SIRy6 Xmea /Jakub Chmel
Yuosnosaxkeita 0coba 3 sikocTi

s - ;
[Miznme < 7

“"/‘.7

7

Jlara rmipnucanus 20.03.20235

[Tewarka

Cepradixar sxoceri Ne 61/25

o
~
o


http://www.tcpdf.org

