HIEPKABHA CJIYXKBA 3 JIKAPCHLKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIiBCHKINH OBJIACTI

npocrniekT Banepis MoGanorcskoroe, 51, M, Kuis, 03110, ten/thaxe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog CAPTIOY 37078774

BUCHOBOK
NPo AKICTH BBE3CHOT0 B YKpaiHy JiKapcbhbKOro 3acody

01.06.2623 Ne 24574/23/10

HOBO-HACHT

(HaliMeHYBaHHA AIKAPCBKOTE 3aC00Y 3TiIHO 3 PEECTPAIIIHHHM MOCBI Y CHIAM)
PO34MH OpAJILHHIA, M0 100 M y duakoni; 10 1 daakony 3 MIpHHM KOBHa4koM B Kopobui

(hOpMa BHIYCKY, TO3YBAHHA, BRE NAKYBAHHS FKAPCHKOTO 32¢06Y)
Homep peectpariiiinoro mocsimaenas UA/9976/01/01 crpox nii peecrpauiiinoro nocsizuenns 01.01.2099
Cepis mikapcekoro sacoby Ne 100044176 KinexicTh BBE3EHOTO NiKapenkoro sacoby 48077

Bupobunk Tepa Yex Inpactpis c.p.o., Yecnka Pecniybumika
{HaliMedyBaHHA BUPOOHUKA NIKapPChKOr0 3aco0y, KpaiHa TOX0KCHHA)

Beesedo B Yrpainy Topapucro 3 o0MexeHo BignopinaneHicTIO " Tera Yikpaina", inenr.
won: 34770471
(raitvMenynanna Ta xox 3a €JIPTIOVY roprameHol ocoBH abo Mpissuie, imM's, 1o Garbxoal dizudnol
oco0H - MiAMpHeMIs, ii MiCUe NPOXHBAHKHA TA PEECTPALHUIA HoMep 00ONiKOBO! KAPTKH MIIaTHHKA
noAaTKiB a00 cepisg Ta HOMep MmacuopTa)

TpoTokea BizyansHoro koutpomo eix 29.05.2023 N 1605/1.

3a  pesyneTaTaMiH  JeKABHOIG KOHTPOMIG EBCTAaHORMEHO, U0 Jikapceksid  3aci6  BBezeno & Ykpainy 3

JOTPHMAHHAM BHMOT 3aKOHOIABCTEA MO0 3a0e3MeveH s #KOCT] NIKAPCHKIX 3ac00iB.
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teva

CEPTUDIKAT AHANI3Y

MarepianbHUI HoMmep: 7247040024 Ne cepTudikaTa: 40000164797
Creumdirauis: QDP0013475 V5
Hasea: HOBO-NACHT, posuuH opansHuii (1 Gpaakon x 100 ma 3 MipHUM KoBnauxom)
Cepis: 100044176 KinbricTe: 48 077 yn.
Jara supobHuyTea: 03/2023 MpuaaTHKA po: 02/2027
e R ~METOA : L FE . _
i nAPAMETP TECTYBAHHS .E_CI'IEu:I.d:_d?IKAI.I,Iﬂf | ”.PE3YJ'IbTAT
Onuc BizyanbHo Mpo3opwii abo 31erka KanamyTHUIA Bianosigae
pPO3YMH Bifg HEPBOHYBATO-KOPUYHEBDTD
00 TEMHO-KOPUUYHEROTO KOALOPY 3
XapaKTepHIKM apoMaToOM i CMaKOM.
KanamyTHicTb, WE 3'ABAAETLCA B
npoueci 36epiraHHA abo TOHKKIA ocal,
He BNAUBAE Ha ePEKTUBHICTb NPOAYKTY.
laeHTHdikayia
- OQnasodoiam (TLUX) QDPD013474 Mpu gocnigHerHi B YP-ceitai Ha Bianosinae
XpomaTorpami BUNpoSYBaHOMO PO3YUHY
CroCTEPIraloTLCA CMYTH, LLO
BIAMOBIAAI0TE 38 NOAMKEHHAM i
IHTEHCMBHOCTHO 3abapBaeHHA cMyram
Ha XPOMaTorpami PO34YUHY NOPIBHAHHA.
- TeaildeHesnu (BEPX) QDP0081714 Yac yTpUMmyBaHHA Nika reaideHesnny Bianosiaae
Ha XpomaTtorpami BunpobyBaHoro
PO3YMHY BiANOBIAAE Yacy yTPUMYBaHHA
nika realideHesnHy Ha xpomartorpami
CTaHAAPTHOTO POSUYMHY.
- Harpito 6ensoat (BEPX) QDPO0OB1714 Yac yTpumyBaHHA Nika BeH30aTy Ha Bianosigac
XpOMAaTorpami BUNPoBYBAHOTO PO3YKUHY
BiANOBIAAE YaCy YTPUMYBAHHSA NiKa
Hen3oaTy Ha xpomaTarpami
CTaHO3PTHOINO pPO34YKMHYy.
BmicT okpemMMX yNaKoBOK BianosigHo Ao He merwe 100 mn 103 mn
CcTaHAapTie AKOCTI
FyctuHa p20 €gp. ®. 2.2.5 1.140 - 1.170 rfcm3 1.153 rfcm?
3HavyeHHn pH €sp. $.2.2.3 50-6,0 5,6
Cyxuii 33/ ULLOK BianoeiaHo Ao He meuwre 400 mr/mn 498 mr/mn
CTaHaapTie akocTi
BmicT
- Eranon QGMO0001722 89 - 104 mr/ma 97 mr/man
- Harpilo BeHsoar QDP0081714 3.15 - 3.80 mr/mn 3.50 mr/mn
- FpaddeHesnH QDP0O081714 38 - 42 mr/mn 41 pr/man
MikpobiosoriyHa AKICTb
- 3arajibHa KinbKiCTb QDP0121873 He Binbwe 10% KYO/mn <50 KYO /mn
aepobHUX
MiKpoopraHismie
- 3arajsbHa KinbKicTb QDPG121873 He Binbwe 102 KYO /mn <5 KYO /mn
LPPROKOBUX T
naiceHeBux rpubis
- TonepaHTHi A0 HosMi QDP0121873 He 6inswe 10?2 KYO /mn <10 KYO /mn
rpamHeratuaHni GaTtepii

Tesa Yex Iuducmpiz c.p.o.

yn. Ocmpagena 29/305, 747 70 Onasa-Koaapos, Yecoka Pecnynika

Tenehon (Biddin xonmponio sxocmi): +420 553 044 52]
Qarc (Biddin keumpeino sxocmi}: +420 553 644 523




te%yq CEPTUDIKAT AHANIZY

MaTepianbHuiA Homep: 7247040024 Ne ceptudikara: 40000164797

Cneyudikauin: QDP0013475 V5

Hasea: HOBO-MACHT, po3unH opanbhuii (1 daakoH x 100 ma 3 MipHUM KOBNAYKOM)

Cepis: 100044176 KintbKicTb: 48 077 yn.

Jarta supobHuuTea: 03/2023 MNpuaaTHUG go: 02/2027
- Salmonelia QDP0121873 BigcyTHA/10 mn BigcyTHa /10 mn
- Escherichia coli QbP0121873 BiACYTHA /MmA BiACYTHSA /mn
- Staphylococcus aureus QDP0O121873 BILCYTHA/MA BIACYTHA /mA

LMm A 3acBiguyto, W0 HaBedeHa BUILE IHPOPMAHIA € AOCTORIpHOH Ta TouHow. LA cepia npoaykTy Byna npoTecrosaHa B
NOBHIA BiANOBIAHOCTE 3 BUMOramu GMP, BCTAHOBAGHUMM MICLLEBUM PErynaTOpPHMM OpraHom, Ta y BignosigHocti i3
3apeECTPOBaHUMI Crieuvdikauiami KpaiHu-imnopTepa. PeaynbTaTk TecTyBaHb Byio NepeBipeHo Ta BUIHAHO Takumu, Wo
BIANOBIAAOTL 3apeecTpoBaHUm cneurdikalliam.

Jara: 21.04.2023/10:58:25 CET

3aTBepaMeHo: Jiri Vavrik

YnosHoBaxeHa ocoba
Lieit pokymeHT BYB CTBOPEHKWIA B €/EKTPOHHIW cUCTeMi Ta NigNMCaHVA eNeKTPOHHUM NiANUComM.

Tesa Yex fndacmpis c.p.o. Tenechon (Biddin konmpome axecmi): +420 333 644 521
ya. Qempascwka 29/303, 747 70 Onusa-Konapos, Y9ecora PecnyGaica @are (Biddin konmpono axecmi). +420 553 644 523




tevQ

MaTepiaabHUIE HoMep:
Cneupdikauis:

CEPTUDIKAT CEPIT
7247040024
QDPO013475 V5

Ne cepTudikaTa: 40000164797

Ha3ga: HOBO-MACUT, posunH opanbhuid {1 daakoH X 100 mA 3 mipHMM KOBRaYKom)
Cuna / aKTUBHICTS: realipeHeanH, ekcTpakt Hoso-Macuty pigruid 40 - 77,5 mr/mn — mr/mn

NikapcbKa dopma: po3YuH OpanbHUR
Ymoeu 36epiranHa:
Cepin:

Lata eMpobHULTRE:
JaTta nakysaHHRA:

100044176
03/2023

Huxkye 25°C, He 3amopoxysaTtu

02-04 kBiTHA 2023

CrastHUiA dnakoH
48 077 yn.
02/2027

T YyNakoBKU:
KinbKicTb:
MpuaarHuia A0:

Kpaiha

NOXO4XKEHHA: Yecbka Pecnybnika
Homep peecTpauiiHOTo NocBiAYeHHA: UA/9976,/01/01
KpaiHa-imnoprep: YKpaiHa
Homep cepii Banky: 2000072097

PoscnisysarHa:

Mpouec Banigayii cepii:

Ninbhyuga, o Bianosigae 33 BUPOBHUYTRO:

Homep BUpoBHMYOI AiLeHsil:
CepTtudikar sBignosigHocTi GMP:

Tesa Yex lHpacTpis c.p.o.,

Onasa, syn. OctpaBcbka 305/29, Onasa Komapos, 747 70, Yeckka
Pecnybnika

22975/2/INS/98

sukls424838/2018, sukis293205/2018, sukls189852/2020,
sukis144362/2022

[inbHIUS, WO BIANOBiAAE 32 NAKYB3HHA:

Homep s8MpoBHUYOI NiLLeH3IT:
CepTudikaT BignosigHocti GMP:

Tesa Yex lHgacTpis c.p.o.,

Onasa, ByA. OcTpascbKa 305/29, Cnaea Komapos, 747 70, Yecbka
Pecnybnika

22975/2/INS/98

sukls424838/2018, sukls293205/2018, sukls189852/2020,
sukls144362/2022

LinbHWUA, 1O BiANOBIAAE 38 KOHTPONb
AKQCTI:

Homep BUpoBHUYOT NiueH3il:
CepTudikaT signosigHocti GMP:

Tena Yex IHpacTpiz c.p.o.,

Onasa, syn. OcTpascbKa 305/29, Onasa Komapos, 747 70, Hecbka
Pecnybnika

22975/2/IN5/98

sukls424838/2018, sukls293205/2018, sukls189852/2020,
sukls144362/2022

AinbHKUA, 1O BiANOBIAAE 32 BUNYCK:

Homep supoSHMUOT AiLeHsii:
CeptudikaT sBignosiarocti GMP:

Tesa Hex lHgacTpi3 c.p.o.,

Onasa, syn. Ocrpasceka 305/29, Onasa Komapos, 747 70, YecoHa
Pecnybnika

22975/2/IN5/98

sukls424838/2018, sukls293205/2018, sukls189852/2020,
sukls144362/2022

MaTepiasbHuid Homep AdI

4261303 { Cepia A®I: 5000016673

Hasea Adl eKcTpaKkT Hoso-llacuty piakmi
AineHuug, wo Bianosinae 3a Tesa Yex IHpacTpis c.p.o.,
BUpobHUUTBO ADI TA®| Onasa, Byn. OcTtpascbka 305/29, Onaea KomapoB, 747 70, Yecbka

Pecnybaika

Ceptudikatr GMP:
Homep FDA FEIl BupoBGHUuKa:

SUKLS344613/2018
1000282452

MartepianbHuit Homep ADI

1119107 | Cepin A®l: 5000018057

Ha3ea AdI MralideHesuH, EBp. ©.
AineHuua, wo Bigrnokipae 3a HWekanr Xaiimoy Qapmacetotukan, KO T4, 3oHa AHxan IHaacTpian,
BupabHULTEO AP Nivxai, 317016, Kutai

Tega Yex ndacmpiz c.p.o.

ya. Ocmpascore 28/305, 747 70 Onasa-Koxapag, Yecwrka Peciybaika

Tenedhon {Biddin xonmpomo sxocmi); +420 553 644 521
Daxc (Biodin kommpomo axocmi): +420 553 644 523




te%ﬁa CEPTUGIKAT CEPIT

MaTepianbHWiA HoMep: 7247040024 Ne ceptudrikara: 40000164797
Cneumdikauis: QDP0O013475 V5
Hazea: HOBO-MACHUT, po3umH opaabHuid {1 ¢nrakoH x 100 ma 3 mipHUM KOBNadyKkom)

Cuna / akTUBHICTL: realideHesnH, eKcTpakT Hoso-MacuTy piakuit 40 - 77,5 mr/mn — mr/mn
Nixapcbra dopma: posUMH opanbHUR

Ymosu 3DepiraHHs: Humue 25°C, He 3amopoKyBaTH Tvn ynakosKku: CKAAHMA GnakoH
Cepis: 100044176 KinbKicTe: A8 077 yn.

Jara supobHuuTRa: 03/2023 NpraaTHWi f0: 02/2027

Jlata nakysaHHs: 02-04 kBiTHA 2023

KpaiHa

NOXOAKEHHA: HYecoKa PecnybBhika

Homep FDA FEl BUpoBbHMKa

Homepu rpadi4HMX makeTiB

IHCTPYKLIA maTtepian 3796909 cepia 7000050444 Cratyc neperanagy 05
ETukreTka martepian 3764508 cepia 7000051551 Cratyc neperaagy 05
Kopobka marepian 3764407 cepia 7000051389 Cratyc nepernagy Q6
Kopobka martepian 3764407 cepia 7000049672 Cratyc nepernagy 06

Lium 8 3acsiguyto, Wo HaBefeHa suLle iHDOpPMaLia € AOCTOBIPHOW Ta TouHO. LA cepia NpoaykTy Byna BUroTOBAEHS,
BRAKOYANYM YNAKOBKY Ta KOHTPOAbL AKOCTI Ha BULLE 3a3HauveHin ginbHuui {pinbHWUAX) y noediid signosigHocTi 3
Bumoramn GMP, BCTaHOBAEKUMIK MIiCUEBUM DETYAATOPHWM OpraHom, Ta y BignosigHocrti 3i cneundikauiamu o
Peectpallifinoro noceiaveHHa kpaiHu-imnoprepa. MNpotokony BMpoBHULTES, NakyBaHHA Ta aHanisis 6yno nepesipeHo
Ta BU3HAHO TAKUMK, WO BiANOBIAaHTE GMP,

Jdara: 21.04.2023/10:58:25 CET

3aTteepaykeHo: Jiri Vavrik

YnNoBHOBRaMeHa ocoba

Lieit nokymeHT 6yB cTBOpPEHUI B eNEeKTPOHHIM cucTemi Ta NignucaHuii enekTpoHHKMM nianucom

Tesa Yex Indacmpiz ep.o.

i Ocmpasesga 29/305, 747 70 Onasa-Komapoe, Yecexa Peciyinica

Tereqron (Biodin xonmponio akocmi): +420 533 644 521
Daie (Biddin konmpono arocmi): +420 553 644 523




