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CEPTHOUKAT KAYECTBA

HUTOMEI®

TAB/IETKH, MOKPHIThIE NIeHoYH o 060 09Kol, no 50 mr Ne 100
Crpana-npou3BoJuTENb Yemexan Pecuy6iinka

Peractpannonnoe yaocrosepenne B Yrpaune Ne UA/11446/01/01 ot 05.01.2017 1.

Cpox peficTBug HeOrpanuYeH.

+ Hamenenus no P.Y., MKK, Tekcra mapkuposkn u MueTpykums o MEJUIMHCKOMY IPUMEHEHHIO
(npuxas M3 Yipaunst ot 13.03.2018 r. Ne 467) + Hamerenne B Npou3BoacIse (npnxas M3 Vxpanns!
ot 30.01.2019 . No 231)

Cuua peiicteus /akrnsuoers: 1 Tabaerka coxepanr 30 Mr HTOOPHAA FHAPOXJI0PHAA

Ynakosxa:

no 20 rtabneTok, MOKPHITHIX INEHOYHOH OBOIOUKOH, WO 5 GiHcTepa BMeCTe ¢ MHCTPYKIMEH no
MEHUMHCKOMY NIPHMEHEHHIO B KAPTOHHOH KOPOOKE ¢ MAPKUPOBKOH Ha YKPAHHCKOM H3BIKE.

HanmenoBanue npenapara

Cepus No: 7020320
KonuyecTo ynakoBox B cepuu: 45868
JarTa npoH3BOACTRA: 03.2020

JlaTa oKoHYAHHS CPOKA FOAHOCTH: 03.2024

Ha3zsanue, anpec, somep JIHeH3 BN Ha OPOHIBOACTRO: :

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

Temucka 377/1, Muxune, Ipara 4, 140 00, Yenickas Pecnybnuxka /

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

Junenszas Ne 3989/INS/00 ot 12.04.2000 r. 8 nocxenneii YTBEPXKACHHOH pejaKunm

Ne sukls 57881/2019 or 20.03.2019 r.

Ceprudpuxar GMP Ne sukls 156429/2018 o7 21.05.2018 .

Pemenne o noxreepxnennn Cepruduxara GMP B Yipaune Ne 306/2019/C-981 or 22.07.2019 r-

Hokazarenn kKagecTpa Honyerumeie rpannnbl Pe3yaeTarh

Omicaune Benbie nnn nouty Geabie TabAeTKR, ROKPHITbIE CoorTBeTeTBYET
(Ed*, Meroa BuayansHiii) msieHo4HOHE 060n04K0ll, NBOAKORBLINYKIIbEE, ¢ pucxoli | onucaHBKD
€ OAHOH CTOPOHbI, JHAMETPOM 0KO0Ji0 7 MM

Cpeauss macca Tabnersn 1380 mr+5% 137,8 mr
(Ed* 2.9.5)
OnsopoaHoCTE Z03RPOBAHIBIX L1 (a5 10 eansuu) < 15 3
eAMHNL
(ED* 2.9.40)
Pacteopeuue He mesnee 75 % (Q) no 30 munyr 97 %
(E®* 2.9.3)
Haenrndnranns:
Haentuduranus Hronpuaa Bpess yaepxnsanus 0CHOBHOTO THKA HAa CooTsercrByer
(E®* 2.2.29, meToa BIKX) XpOMaTOrpaMMe HENBLITYEMOro PRCTBOPA
COOTBETCTBYET BPEMeHH YAEPKUBAHHRE OCHOBHOIO
NHKA HAa XPOMaTOrPaMMe CTAHNAPTHOTD PACTBOpPa
Haentagurauus Turana
AHOKCHEA JKenTo-opamxeBoe oRpamIMBaHNE CoorBeTcrByeT
(OgpeTHan peaxuns. XumuvyeckHii
AHANH3)
ConyTersyomne npuMeci
(E®* 2.2.29, metop BIXKX)
Npumecs A He 60see 0,20 % <0,02 %
Hpumecs B He bosee 0,20 % He oBHApYKEeHO

Hpumecs C He Gosee 4,20 % 0,09 %

Jpyras otaensuas npuMech He 6ouee 0,20 % He ofHapy)eHo
Obmas cymma npumeceit He Gonee 1,00 % 0,09 %
KoauuecTBennoe conepxanne

Hronpuga ruaposiopuaa B 47,50 mr - 52,50 mr 48,91 mr

1 Tabaerke
@* 2.2.29, meron B3XKX)
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HoxasaTeny KauecTsa Jonycrumple rpaHHLb] PesynsTaTsl
Mukpobnoaorayeckan O6uee wieno a3podnsix mukpooprannsmos (TAMC)
YHETOTA - ve 6oee 10 KOE/T <18 KOE/r
(E@* 5.1.4, 2.6.12, 2.6.13) Obmee uncsro apomxkeit n nnecenn (TYMC)
- ne 6onee 10> KOE/X <10 KOE/r
Orcyrersne Escherichiacolip I v Orcyrerayer
Kovmmenrtapuu:

¥ CchInKH AaHK Ha JielicTByomlee u3janne Epponefickoi Papmaxonen.
** TosapHeii 3uak ® ga ATOME® (pyc. xupwinna), ans ITOMED® (narununa) u s
ITOMEJI® (yxp. kapuainua)

Ycnosng xpanennsi: XpasuTh B HEHOCTYNHOM i jeredl mecte. He TpebyioTes cnenuanbHble
YCJIOBHS XpaHeHHS.

3asBaenne o cepradmxanun:

IJTHM s yAOCTOBEPAIO, YTO YKa3aHHas BEIIC MHGOPMALIMs SBJIAETCH JOCTOBEPHON M TowHOMN. JlanHas
CepHs NPOAYKUMH IpOoM3BeAeHAa (BK/IOYAas YNAKOBBIBAHHEG M MApKUpPOBKY) H NPOBEJER LONHBIH
KOHTPOJL €€ Ka4eCTBA Ha BBINCYKA3aHHOM IIPOM3BOACTBEHHOM YYACTKE B TIOJIHOM COOTBEICTBHH C
TpeboBanusMu GMP, yCTaHOBICHHBIMH MECTHEIM PETYIISATOPHBIM OPFraHOM, a TAKKE B COOTBETCTBHH CO
CrnemmdukalusMH pericTPanyoHHOTO JOChE,

IIpoTOKO/NbI IPOA3BOACTBA, YIAKOBRIBAHMS U AHATH30B OEUIH NPOBEPEHE! M YCTAHOBJICHO COOTBETCTRHE
GMP.

damunms, JONKHOCTS JIRLA, KOTOPOE BHIAI0
paspelieHne Ha BEIIYCK CEPHH

Hnona Kyxenora/ Ilona KuZelovi
YuoanomoyeHHOE IHIO 16 KAYECTRY

y
Toanucs M

Hata nogmacu 03.09.2020

Ileuars

/ Teltska 377/1, Michie, 140 GO Praha 4
(1/8)

Q/PRO.I\@ED.CS Praha as.




/

JAEPXJIIKCIIY2KBA
JEPXKKABHA CJIIY)XBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHUKAMM Y KUIBCHKIM OBJIACTI

npocnekt Banepis Jlobanoscekoro, 51, M. Kuis, 03110, ten/dakc: (044) 363-06-50
E-mail: dis ko@dls.gov.ua,https://www.dls.gov.ua, Kon EJIPTIOY 37078774

BACHOBOK
Npo sSIKiCTL BBE3€N0ro B YKpaiHy JikapcbKoro 3acody

02.12.2020 Ne 64919/20/10

ITOME]I®

(HaliMeHyBaHHA 1iKapcbKOro 3acoly 3TiAHO 3 PeECTpaLiHHKM MOCBITYEHHAM)
Ta0J1eTKH, BKPHTI IIIBKOBO10 000,10HK010, 110 SO Mr mo 20 Tabuerok y 6.iicTepi, mo 5
OJiicTepiB y KapTOHHIil KopoOui

(thopma BUnycKy, 103yBaHHA, BUI NaKyBaHHA JikapcLKOro 3acofy)

Homep peecrpauiiinoro nocsixyenns UA/11446/01/01 crpok nii peectpauiiinoro nocsiguenns 11.05.2023

Cepis nikapcskoro 3acoby Ne 7020320 KinekicTb BBe3eHOro Jikapcbkoro 3acoby 762
BHpOOHHK ITPO.MEJI.LIC IIpara a.c., Yecska Pecniy6iika
(naliMeHyBaHHA BHPOOHMKA NiKapCLKOro 3acoby, KpaiHa NOX0IKeHHS)
Bee3eHo B VKpaiHy CnijibHe yKpaiHChKO0-eCTOHChKe NiANPHEMCTBO Y dopMmi ToBapucTBa
3 00mezkeHo010 BixnmoBizaabHicTio "OntiMa-@apm, JIT", inent. koa:
21642228

(HaliMeHyBanHa Ta koj 3a CJIPI1OY 1opuauyHoi ocobu abo npizsHILe, iM'a, 0 0aTEKOBI (izndHOT
0COOH ~ NiINpPHEMLIA, Ti MiCLIe MPOXHUBAHHA Ta PEECTPaLiHHUHA HOMEp 00/IKOBOT KAPTKM NJaTHHKA
noaarxis abo cepis Ta HOMep nacnopra)

Mportoxon BisyansHoro koutpo.io Bia 26.11.2020 N= 4151/2.

3a pesyibTaTamMM JIEPKABHOTO KOHTPOMO BCTAHOBJNEHO, O JiKapchkHii 3aci6 BBezeHo B VYkpaiHy 3

AOTPHMaH Sll'rﬁKOCTi JiKapcbKHX 3acoDiB.

3aKOHOAAaBCTBA 1LIOO0 3a0e3neueHH
4 a'p
U
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CEPTHO®UKAT KAYECTBA
Haumenonanne upenapara UTOMEJ®
TabIeTKN, NOKPLITLIE WIeHOUHOH 0boouKoli, no 50 Mr Ne 100
(5%20)
CTpana-npou3BoanTeN s Yeuwrckan PecnyGauka

Perucrpaunoninoe yrocrosepenne 8 Yrpaune Ne UA/11446/01/01 ot 05.01.2017 1.

CPpoK 2elicTBHR HEOrpaHMTeH.

Cnuna peficraus /axTnerocTh: 1 Tabaerxa comepuut 50 mr HTOIPHIA THAPOXJIOPHAA

¥Ynaxkorxa:

no 20 TabneTok, NOKPHITBIX TIICHOYHOH 0GONIOUKON, B GimcTepe, mo 5 6HCTepoBR BMecTe ¢
MHCTPYKLUMEH HO MEAMLIMHCKOMY TIPUMEHEHHIO B KAPTOHHOIH KOPOGKe ¢ MapKHpPOBKOH HA YKDPAMHCKOM
S3BIKE,

Cepun Ne: 7030221
KosmyecrBo ynaxosok B cepun: 62391

Hata npoussoacraa: 02/2021
AaTa oxoH4aHHA CPOKA TORHOCTH: 02/2026

Haspauue, anpee, nomep JINeHINN HA NPOHIBOICTBO:

IIPO.MEJLC Mpara a.c. / PRO.MED.CS Praha a.s.

Temucka 377/1, Muxne, [Ipara 4, 140 00, Yeurckasn PecriyGrmuka /

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

Junenina Ne 3989/INS/00 or 12.04.2000 r. B nocnenneii yToepxaennoit PeAIKHEN

Ne sukls309190/2020 ot 14.01.2021 1.

Ceprudnxar GMP Ne sukls67055/2020 nata seipaun 16.06,2020 r.

Pewenne o noareepuaenun Cepraduxara GMP B Ykpaune Ne 254/2021/C-569 or 24.05.2021 r.

1lokasatenn kavecrea Jonyerumsie rpansub Peryyaetatis
Onucauune Bensie uau nosry Genkie Ta0A€TKH. NOKPLITLIE CooTBeTcTBYET
(ED*, MeToA BNIyanbLLLIi) ieko NOR 0GONOYKOH, NBOAKOBLINYKALIE, ¢ pHCKeH | onwcanmo

£ 0ZHONH CTOPOHLI, AHAMETPOM 0KGI0 7 MM

Cpeanna maces Tadnerkn 1380 mr£5% 1364 Mr
(Ed* 2.9.5)
Oa%0pOTHOCTE Z0INPOBAHHBEX L1 {ans F0 exnmnu) £ 15 3
eauHnL
(Ed* 2.9.40)
PacTeopenue He meitee 75 % (Q) no 30 munyT 100 %
(Ed* 2.9.3)
HaenTrdnraunn;
HaesTudurauns Hronpuaa Bpema yaepKuBaHua 0CHOBHOTO KA Ha CooTeeTeTyeT
(E®* 1.2.29, meTon BIWKX) XPOMATOrPAMME HCTILITYEMOIG PACTBOPR

COOTBETCTBYET BPeMEHH YACPWHBIHHA OCHOBHOTD
TIHKA HA XPOMATOrPAMME CTAHAAPTHOIO PACTBOPA
Waentudukannn Tutans
AHOKEMAS Hento-opaHmesoe oxpaLIiHBAHHE CooTReTcTRYET
{EpeTHan pearunn. XnmHuecrni
SHAANI)

Conyressyiotne npHmecH

(Ed* 2.2.29, meToa BIXKX)

Npumecs A He Gonee 0,20 % < 0,02 %
Ttpumecs B He Sonee 0,20 % Me obuapysweno
{Ipumecs C He Gonee 0,20 % < 0,06 %
Jipyran oTAeALHAR npAMect He Gonee 0,20 % He ofinapymeno
Ofwas cymms npumeceil He Bosee 1,00 % 0,06 %
KoanuecTnentoe cogepaanne

Hronpuna ruapoxiopana e 47,30 mr - 52,50 mr 48.91 mr

| Tadaerke

(E@* 2.2.29, meToa BIKX)




TlokazaTenn Kavecyna

Honyernmuie rpaHuL

Pezyabtato!

Mukpolnonoruvecas Ob6wee wncao a3pobueix Mukpoopraniimon (TAMC)
MHETOTA - 1e Gosree 10° KOE/r <10 KOE/r
(E®* 5,14, 2.6.12, 2.6.13) Obuee wHeao apoxked ¥ naecenn (TYMCO)
- ste Sonee 102 KOE/r <10 KOE/r
Orcyrereue Escherichia colin | v OTCYTeTBYeT

KoMMeHTApHK:

*  Ceblaky gansl Ra aeiicTBylowee uitanue Epponefickoil ®apmakonen,

Yenosns xpancHun: XpaHWUTb B HEOCTYNHOM Afs ferell Mecte. He

YCJIOBUA XpaHEHHS,

3ansnenne o cepTHOUKIBHU:

3THM A YROCTOBEpAIO, YTO yKa3aHHAA Bhlle MH(OPMALMS SBISETCA AOCTOBEPHON M TouHOH. [lanHas
CEpHUsl MPOAYKUMM TPOM3BEACHA (BK/OYAs YMAKOBLIBAHAE W MApPKAPOBKY) M TIPOBEACH MOMHLIHX
KOHTPONb €¢ Ka9eCTBA HA BBIMIEYKA3AaHHOM IPOM3BOJACTBEHHOM YYAaCTKE B HOJHOM COOTBETCTBHH €
tpebosarnamu GMP, ycTaHOBNIEHHBIMH MECTHBIM PETYJIATOPHBIM OPraHOM. 2 TAKXKe B COOTBETCTBHH CO

CrensHKalnaMu PETHCTPANHORHOTO 10ChE.

HPOTOKOJ'II:«I NPOH3BOACTBA, YNAKOBBIBAHMA H AHATM30B ObLIN HPOBEPCHE! B YCTAHORBNCHO COOTRETCTRHE

GMP.

PDaMHilKA, JOMKHOCTD J 1Hua, KOTOROE BRLOAAO
PA3PCIUCHIE HA BRINYCK CCPHHA

A
IlewaTs Lof o

Ny CLALR Praha s,
b Tebhska

Lokl 144 40 prang 4
{1,140}

TpeGyIoTea CNeLUanbHbIE

Hnona Kymxenosa/ Ilona KuZelova
YOoHOMOUEHAOE JTHIRO 10 KAHeCTBY

LSS
Toanuce M .

Hata noanucu 28.07.2021
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JIEPHIIKCITY)KBA
JEPYKABHA C.IYIKBA 3 IIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMHU ¥V KUIBCHKIN OBJIACTI

npocnekt Banepia Jlobanorekkoro, 51, m. Kuig, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua.https://www.dls.gov.ua. Koy €APIIOY 37078774

BUCHOBOK

Npo SIKICTL BBE3eHOro B Y KpaiHy JikapcbKoro 3acody

21.10.2021 Ne 57249/21/10

ITOMEJ®

(HaHMEHYBAHHS JIKAPCLKOro 3acofy 3riflHo 3 peecTpalliiHUM T0CBIAYEHHAM)
Ta0JIeTKH, BKPHTI ILIIBKOBOIO 000/I0HK010, 10 50 Mr; mo 20 TabueTok y Guicrepi, o 5
OJlicTepiB y KapTOHHIi Kopoo6IIi

(thopma BuMYCKY, 103YBAHHA. BHIL AKYBAHH JiKAPCHKOTO 3ac00y)

Homep peecrpauiiinoro nocsinienns UA/11446/01/01 crpox aif peectpauiitioro noceizuernns 01.01.2099

Cepis nikapebkoro 3acody Ne 7030221 KinbkicTh BBe3€HOTO Nikapcekoro 3acoby 1280
Bupo6uuk [TPO.MEJLIIC Ilpara a.c., Yecbka Pecry6nika
(HaliMenyBanis BAPOOHHKA JTikapchKoro 3aco0y, KpaiHa MoXomKeHHS)
Breseno B Vipainy CnijpHe yKpaiHebKO-eCTOHChKE IMIIPHEMCTBO Y (hopMi TOBApHCTBA
3 00meskeHo010 BiinoBigaabHicTio " OnriMa-®apm, JIT/", ineur. koa:
21642228

(HafiMeHyBanns Ta Ko sa CJIPTIOY opuanunoi ocobu abo npissuile, im's, no 6arskosi GizuuHoT
0cobu - mianpHemiL, i Miclle NPOKMBAHHS T2 PEECTPALIHHEN HOMED 06J1ik0BOT KAPTKH MIIATHHKA
nojaTKin abo cepis Ta HOMep nacnopra)

[porokoa Bisyaasnoro konrposo in 21.10.2021 N 3463/1.

3a  pesyibTaTaMu JEPKABHOIO  KOHTPOJIO  BCTAHOBJICHO, 110 Jikapchkuil 3aci® BBe3eHo B YkpaiHy 3

AOTPHMAHHAM BUMOTr 3aKOHOAABCTBA L1010 3a0e3MeHeH s AKOCTI likapehKUX 3aco0iB.

3acTyIHHK Hfi«}ﬂﬂﬁ,f%{gaﬁ Bijutity

epaKaBHOL BUTHAPCHKAX 3ac001B
Jlep i Sy e e Harans 3YBAPEBA
Ta KOHTPO HaproTHKaMu ¥ Kuischiii /
obnacTi = Il /
PO : i :
(1nocano (tianuc) (iHiLiany Ta Npi3BHLIE)



CEPTHO®UKAT KAUECTBA

Haumenonanue npenapara HTOMEI®

Ta0/1eTKH, NIOKPBITbIE MLEH0YHOi] 00011049K0i1, mo 50 Mr No 100
Crpana-npousponnrens Heumrckan Pecny6amica

Pernctpaunonnoe YAocToBepenne B Yipaune Ne UA/11446/01/01 o1 05.01.2017 r.

Cpok jaeitcreus HEOrpaHHYeH.

+ Mamenenun jo PV, MKK, Tekcra MapkupoBkH W MHeTpyknmm mo MEAHIHHCKOMY NPHMEHEHHIO

(pukas M3 Vipauugr ot 13.03.2018 r. Ne 467) + Msmenenue B IIPOU3BOACTBE (TIpHKa3 M3 Vipanus
o1 30.01.2019 r. Ne 231)

Cuna neiicreus /akTHBHOCTE:
Ymakoska:

o 20 rabneroxk, TIOKPBLITEIX [UICHOYHOMH 0bonoukoH, mo § Gnucrepa Bmecte ¢ HHCTPYKUOHEH 1o
MEJIMIHHCKOMY NIPAMEHCHUIO B KapToHHOH Kopofke ¢ MapkHpoBKoif Ha YKPaHHCKOM S3BIKE.

1 Tadnerxa coxepsruT 50 Mr uronpuaa THAPOXJIOpHAA

Cepusn Ne: 7030320
Konuuecrso ynaxosox 8 cepum: 14645

/Mata npousBogcraa: 03.2020
Aara okonuauns CPOKA I'OIHOCTH; 03.2024

Hazsanue, aapec, Homep Jlunenszun na HPOUIBOACTRO:

HIPO.MEJL.IIC Hpara a.c. / PRO.MED.CS Praha a.s.

Temycka 377/1, Muxue, Ipara 4, 140 00, Yeinckas Pecny6nuka /

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

Jnuenzus Ne 3989/INS/00 o 12.04.2000 r. B nocneaneii YTBEP:RIACHHOM peaqakmumn
Ne sukls 57881/2019 or 20.03.2019 r.

Cepruduxar GMP No sukls 156429/2018 o1 21.05.2018 .,

Pemenne o noarsepxnennu Cepruduxara GMP g Yxpaune Ne 306/2019/C-981 or 22.07.2019 r.

i)

/W

E®* 2.2.29, meron B3XKX) N
L VD

Lr&

———

Mpumecs B

Mpumecs C

Apyras otneasuan npHmMech
Obwas cymma npumeceii

He Goaee 0,20 %
He Goaee 0,20 %
He Gonee 0,20 %
He Gonee 1,00 %

HNokazaTenn xagectra Honycrumbre rpansus: PesyabTaTes
Onucanve Benavie wnu novru 6enpre TaBNeTKH, NOKPLITHIE Cooreercreyer
(ED* merog BHM3YaABLHEI) [LTeH0HeH 0bon0uKkoii, ABOSIKOBLINYKALIE, ¢ PHCKOI ONHUCAHNKY

€ O/IHOIE cToponE, AHAMETPOM 0K0JI0 7 MM
Cpeansna macea Tabaersn 1380 mr+59, 138,1 mr
(ED* 2.9.5)
Oauoposunocts AO3IHPOBAHKBIX LY (w10 eppnnn) < 15 3
eANHHY
(E®* 2.9.40)
PacrBopenne He menee 75 % (Q) g0 30 MHHYT 98 %
| (E®*2.9.3)
Haenruduxanus;
Haenruduraumns Hronpuaa Bpema yaepmupanns OCHOBHOTO MMHKA HA Cootserernyer
(E®* 2.2.29, metog B3KX) XpPOMATOrpaMMe HCNEITYeMOT0 pacreopa
COOTBETCTBYCT BPeMEHH yJepiKHBAHMs OCHOBHOI'O
MHICA HAa XPOMATOrpamMMe CTaHAApTHOTO pacTeopa
Haerrnduxanus Turana
AMOKCHIA Henro-opamxkesoe OKpamusanue Coorsercrayer
(UBernasn peawums. XuMuueckuii
AHAMTH3)
Conyrereylomue npumecy
(E@* 2.2.29, meTopn B33KX)
Ilpumecs A He Go.iee 0,20 % <0,02 %

He obHapyxeHo
0,10 %

He 00HapyxeHo
0,10 %

Konnuecrrennoe cofepKaHue
Hronpuaa THAPOXNIOpUAA B
I TabueTke

47,50 mr - 52,50 mr

48,78 mr

DT 1 ADSE

7
Gt




Tloka3aTe H KadecTBa HonycTumble rPAHKNGL] PesynbTaThl
MukpoGHosorniecKas O61ee 1ueIo 23poGHBIX MEKPOOPTaHHIMOB (TAMC)
YUCTOTA - ue Gosee 10° KOE/r <10 KOE/r
(Ed* 5.1.4,2.6.12, 2.6.13) O611ee YHCA0 APOATKeld 1 NIeCeHH (TYMC)
- me Gonee 102 KOE/r <10 KOE/r
Orcyterene Escherichia colislr OTCYTCTBYET
KomMeHTADHU!

¥ (CCHUIKM IMaHbl Ha JIeHCTBYIONICE U3IAHHC Esporeiickoit GapMaKonen.
*# TopapHblitl 3HaK ® JU1d HUTOMEJN® (pyc. KUPHLIALE), I ITOMED® (naTnnAma) 1 1
ITOME/I® (yKp. KEpHLIHIA)

Veiopus XpaHenms: XpaHuth B HeJIOCTYITHOM Ui JieTeH MecTe. He tpebyioTes CHEMUANBHBIC
yCIIOBUs XPaHeHusL.

JasBieHHe 0 cepTHHUKAIH:

ruM S YAOCTOBEPSIO, YI0 YKasaHHad pLiie MEGOpMalHs ABJIACTCH JOCTOBEPHOM ¥ TOUYHOH. Jlannad
cepus NPONYKUMH TPOM3BE/ICHA (BKyrouas yNAKOBBIBAHHE W MapKHMpPOBKY) W HPOBE/CH TTOJIHBI
KOHTPOJIb €€ KauecTsa Ha BHIICYKA3aHHOM TPOH3BOACTBCHHOM y4acTKe B TOJHOM COOTBETCTBHH C
rpebosannamu GMP, YCTAHOBJICHHBIMH MECTHEIM peryIaTOPHBIM OPraHoM, a TAkKe B COOTBETCTBHUH CO
Crenu(UKAIMsMI PETHCTPAIIHOHHOTO 0CEE.

TTpoTOKOJIBI IPOU3BOACTEA, VIIaKOBBIBAHHS ¥ aHaJIH30B HLIIM DPOBEPEHE] U YCTAHOBICHO COOTBETCTBHE
GMP.

daMuIis, J0IKHOCTD JTHIa, KOTOPOE BEIIAIO
pa3peicHye Ha BEINYCK CCpHH

SIxyo Xmean / Jakub Chmel

e - @ g Vi103HOMOYEHHOE JIHII0 110 KA9eCTB
(f\ PROMELLCS Praha as. ’ . ¥

|/ 1eigska 37771, Michie 140 00 Praha 4 / 7/
) {1/3) Dommacs C—""""7

Jlara nmoan#ca 18.09.2020
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JIEPXJIIKCITYKBA
JTEPXXABHA CJIIYXFBA 3 JIIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCHKIN OBJIACTI

npocnekt Banepis Jlobanoschkoro, 51, M. Kuig, 03110, ten/daxe: (044) 363-06-50
E-mail: dlIs.ko@dls.gov.ua,https://www.dls.gov.ua, Ko €JIPIIOY 37078774

BUCHOBOK
Mpo sIKiCTH BBE3eHOro B YKpaiHy JikapcbKoro 3acody

16.12.2020 Ne 68232/20/10

ITOME/I®

(HaHMEHYBaHHA JNIKapChKOro 3acoby 3rijHO 3 peccTpalliiiHuM NOCBLAYCHHAM)
Ta0JIeTKH, BKPHTI ILTIIBKOB 010 000.10HK010, 110 50 Mr mo 20 Tadaeroxk y Guicrepi, mo 5
0J1icTepiB y KapToHHiil KopoOui

(hopma BUIyCKY, 103yBaHHA, BUJL NAKYBAHHS JIIKAPCLKOTO 3ac06y)

Homep peectpauiitroro nocsinuenns UA/11446/01/01 crpox aii peecrpauiiinoro nocsinuenns 01.01.2099

Cepis nikapcbkoro 3acody Ne 7030320 KinbkicTk BBE3€HOTO JliKapehKoro 3acoby 6755
BupobHuK ITPO.MEJIIIC Ilpara a.c., Yecrka Pecniy6iika
(HaiiMcHYBaHHA BUPOOHHKA JliKapcekoro 3acoly, KpaiHa NoXo1KeHH:)
Bee3eHo B YkpaiHy CuoinbHe yKpaiHChbKO-eCTOHChKE MANPHEMCTBO y $OpMi TOBAPHCTBA
3 oOmezkeHo10 BianoBigansHicTio ""OnriMa-®apm, JIT/L", izent. kox:
21642228

(HaliMeHyBanHs Ta koa 3a €JIPTIOY 1opranuHoi ocodu aGo npissHile, iM'a, 0 6atskoBi (isHuHOT
0COOH - MANPHEMUA, Ti MICLIC NPOKHBAHHA Ta PEECTPALIHHHIT HOMEp 001IKOBOT KAPTKK NIATHUKA
NOAAaTKiB 200 cepis Ta HOMEp nacropTa)

Mporokon Bizyansnoro kontpomo Bix 10.12.2020 Ne 4371/2.

3a pesyibTaTaMH [E€pPKABHOTO KOHTPOJIO BCTAHOBJEHO, 11O JiKapchKWii 3aciG BBeseHo B VYkpaiHy 3

HOTpHMAa BHMOT 3aKOHO/1aBCTBA 1110710 3ab6e3neueHHs AK

r ./ I. C{/ — Ounexkciit COJIOAPAU

\JE}m{ll c) (iHiuianu Ta NpizBULIE)

i TiKapcbKHX 3ac00iB.
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