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JNEPKABHA CJIYKEA 3 JIKAPCBKHX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTUKAMMH Y KHIBCBKINA OBJIACTI

mpocrnekT Banepis Jlo6anosecrkoro, 51, m. Kuig, 03110, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls. gov.ua, Kog €JIPIIOY 37078774

BUCHOBOK
PO AKICTH BBE3eHOTr0 B YKpainy JMKapCHKOTo 3acofy

01.06.2023 Ne 24575/23/10

AJIAKTHH

(HaHMEHYBaHHS JIIKApCLKOTO 32C00Y 3riJIHO 3 peecTpamiitauM ITOCBITYEHHIM)

Tabaerku mo 0,5 MTI, 10 2 Ta0JIeTKH [y s, mo 1 roxsioond Y xopooui
(popma Bunycky, nosysauns, sun MaKyBaHHs JIKAPCHKOTO 3acoby)

Homep peectpaniittoro moceizaemns UA/9595/01/01 CTpOK [ii peecTpaniiinoro nocsiguerus 01.01.2099
Cepisa nikapesxoro 3aco6y No 132634 Kinekicrs BEesenoro sikapcskoro sacoby 4981

Bupo6hux Tesa Yex Inpmacrpiz C.p.o., Yecpka Pecniy6mika
(HaliMEHYBaHHS BUPOOHHKA JIKapCEKOT0 3ac06y, Kpaina MOXOJKEHHSA)

Beeseno B Vkpainy ToBapucTBO 3 06MeKEHOIO BiANOBINaIbHicTIO "TeBa Yxkpaina", igenr.
kox: 34770471

(HaiimeryBanHs Ta Koz 3a CAPIIOY IOPHINYHOI 0cO6HM abo NpisBHLIe, iM'd, 110 6ATEKOB] ¢izugnoi
0cobu - mianpuemus, i Micie MPOXHBAHHS Ta peecTpauiifHui Homep 061iKoBOT KapTKH IJIaTHHKA
MOAATKIB 460 cepis Ta HoMep [acIopTa)

Hpotoxon isyansnore xonrpoio six 29.05.2023 N 1605/2.

3a pesyapratamu ACPHKABHOIO  KOHTPOJIIO BCTAHOBJIICHO, 110 JKapchKuil 3aci6 BRe3eHO B Ykpainy 3

AOTPHMAHHAM Bumor 3aKOHOJ@BCTBA LIOA0 3a0€e3NeYeHHS IKOCT] JIKapChKHX 3ac0B6iB.
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teva

MaTepianbHui Homep:
Cneundikaulin:
Hazga:

Cuna / akTUBHICTb:
JlikapcoKa popma:

7331401024

Ymoeu 36epiraHHn: Hurxkue 30°C
Cepia: 132634
Aarta BUpoOHUUTBA: 03.2023

LaTa nakyBaHHA:
KpaiHa noxomkeHHs:

QDP0125750 V1

ANAKTHUH, tabneTtku no 0,5 mr, No2 (1 naswka x 2 ta6n.)
Kabepronin 500 mkr
Tabnetkun gna nepopansroro 3aCTOCYBaHHA

27-29 6epesHn 2023
HecbKa Pecny6aika

54

CEPTUDIKAT CEPI(

Ne cepTudikara: 40000162994

CKAAHA nAgWwKa

4981 yn,
02.2025

Tun ynakosku:

HiﬂbeClTb:
[MpnaaTHMA A0;

Homep peectpauiiiHoro nocsigdeqns: UA/9595/01/01
KpaiHa-imnoprep: YKpaliHa
Homep cepii Banky: 2000068752

Po3caifyBaHHs:

Npouec sanipgauji cepir:

HAinbHuua, wo signosigace 3a BMPOBHWLITBO;

Homep BUPoBHUYOT niyensiT:
CepTudikat signosigHocti GMP:

Tesa Yex Ingactpis c.p.o., Onasa, Byn. OcTpasceka 305/29,
Onaea Komapos, 747 70, Yeckka Pecnybnika
22975/2/INS/98

Sukls424838/2018, sukls293205/2018, suk|5189852/2020,
sukls144362/2022

AinsHuuga, o BIANOBIAAE 33 NaKyBaHHA:

Homep BupobHuYyoi niuersii:
CepTudikar signosiaHocri GMP:

Tesa Yex lngacrpis c.p.o., Onasa, Bys. OcTpaBebKa 305/29,
Onasa Komapos, 747 70, Yecbka Pecnybaika
22975/2/INS/98

Sukls424838/2018, sukls293205/2018, sukls189852/2020,
sukls144362/2022

HineHuus, wo signosigae 3a KOHTPOAb AIKOCTI:

Homep B1poGHWUYOI nilensii:
CepTuoikaT signoBigHocTi GMP:

Tesa Yex IHpacTpis c.p.o., Onasa, Byn. Octpascbka 305/29,
Onasa Komapos, 747 70, Yecbka Pecnybnika
22975/2/INS/98

Suk|5424838/2018, Sukf5293205/2018, sukls189852/2020,
sukls144362/2022

AinsHuus, wo eignosigae 3a BUMYCK:

Homep supo6Huyoi niuewsiy:
Ceptudikar signosigHocTi GMP:

Tesa Yex IHpacrpis c.p.o., Onasa, 8yn. Octpascoka 305/29,
Onasa Komapos, 747 70, Yecbka Pecnybnika
22975/2/INS/98

Sukls424838/2018, sukls293205/2018, sukls189852/2020,
sukls144362/2022

MarepianbHuii Homep AdI: 4234704
Hazga Adl:

AinbHuus, o Bignosigae 3a BUPOOHKMUTBO ADI:

Ceptudikar BignosigHocTi GMP:
Homep FDA FEl BUpoBHMKa:

Cepin ADI: 5000019146

KabeproniH, €sp. O,

Tesa Yex lHpacrpis c.p.o., TADI OnaBa, syn. OcTpascbka
305/29, Onasa Komapos, 747 70, Yecbka Pecnybnika
sukls344613/2018

1000282452

Tesa Yex Indacmpis ¢.p.o.

Tesegon (Biddin koumponio sxocmi): +420 553 644 3217
Daxre (Bidoin koumponio sxocmi): +420 553 644 523




tevq CEPTUDIKAT CEPIT

MaTtepianbHuiit Homep: 7331401024 Ne cepTudikara: 40000162994
Cneungikauin: QDP0125750 V1

HasBa; AJNIAKTUH, TabneTku no 0,5 mr, No2 (1 naswka x 2 ta6n.)

Cuna / akKTUBRICTb: Rabepronin 500 mkr

Jlikapcbka dopma; TabneTku ong nepopaneHoro 33CTOCYBaHHA

Ymosu 3bepiraHHs: Huxkue 30°C

Cepia: 132634 TN ynakoBKuy: CkasHa naawka
/lara srupobHuuTea: 03.2023 KinbKicTb: 4981 yn,

Harta nakysanHs: 27-29 bepesna 2023 (pyaaTHui 4o: 02.2025

KpaiHa noxomxeHHs: Yecbka Pecnybnika

Homepu rpadivHux maxeTis

ETrKeTKa Matepian 4347003 Cepia 7000048499 Cratyc nepernagy 04
Kopobka maTepian 4346905 Cepin 7000047360 Cratyc nepernsay 04
Kopobka mMmaTepian 4346905 Cepis 7000048572 Cratyc nepernsay 04
IHCTPYKLIA matepian 4346805 Cepta 7000047204 Cratyc nepernsgy 04
IHCTPYKUiA maTepian 4346805 Cepia 7000051131 Cratyc nepernsny 04

Uum a 3aceiguyio, wo HaBeneHa Bulle iHbopmaLlina e AOCTOBIPHOIO Ta TOYHOIO. L Cepia NPoayKTY
Oyna BUIOTOBAEHA, BKAKOYAIOUM YNAKOBKY Ta KOHTPOAb AKOCTI Ha BMWE 3a3HaveHi AlNeHUL
(QinbHMUAX) v NoBHI BIANOBIOHOCTI 3 BUMOramu GMP, BcTanosAeHUMM MICLLEBUM DETYAATORHUM
OpraHom, Ta y BignosioHocTi 3 cneungikauiamm Ao PeecTpauiitioro nocsigyemnn KpalHy-
imAoptepa. Mpotokonu BUPOBHWULLTBA, NaKyBaHHA Ta aHanisie byno nepesipeHo Ta BUM3HaHO TaKummy,
Wo Bignogiaarots GMP,

flata/vac: 25.04.2023 /09:18:10 CET

3aTtBepaxeHo: liri Vavrik
YNoBsHoBaXeHa ocoba

Tesa Yex lndacmpis c.p.o. Teredhon (Biddin konmponio sixocmi): +420 553 644 52/
eya. Ocmpascora 297305, 747 70 Onasa-K. osmapos, Hecoka Pecnybaikg Paxe (Biodin konmponio akocmi): +420 553 644 523




teva

MaTepianbHuUi Homep:

Cneuudikauia:

CEPTU®IKAT AHANIZY

7331401024 Ne ceprmndikara: 40000162994
QDP0125750 v1

Haasa: ANAKTWH, tabnetku no 0,5 mr, No2 {1 naswka x 2 Tabn.)
Cepin: 132634 KifibKiCTb: - 4981 yn.
fara BupobuunuTea: 03.2023 MpuaaTHuil po: 02.2025
METOA
b
FAPAMETP S CNELUDIKALIA PE3Y/IbTAT
Onuc BisyanbHo bini oBanbHi, nnacki TabneTky 3 dackolo, Bignosigae

LLo mictaTe 0,5 mr kabeprosiHy. KosHa
Tabnetka mae posnoginsuy PUCKY 3
OAHOro BoKy Ta TUCHeHHs «CBG» no
OANH BiK i «0,5» No iHWWiA 6ix Bif
PO3N0AINbYOT pUCKH.

laenTudikauis
o BEPX

QDP0O106226 B xopai KinbKicHOro BU3HaYeHHA Yac Bignoeinae
YTRUMYBaAHH# roIOBHOMO NiKy Ha
Xpomarorpami BunpobysaHoro posyunHy
BiANOBIAAE TAKOMY Ha Xpomarorpami
CTaHOAPTHOIO PO3YUHY,

AM\RD\SP0O10 BunpobysaHuit posduH nokasye Yo BignoBinae
MAKCUMYM MNPN TiIM camill AOBMNKMHI XBUHAI,
WO | CTaHAAPTHUM PO3UUH KabeproniHy,
NPWUroToOBaHUKA B aHANOMYHUX YMOBaX.

UaHopignicTe Bmicty
®* NPUAManbHe Yucao AV

Akwo AV ana 10 sunpo6yeaHux TabneTtox 3,5%
QDP0106226 nepesulye 15,0%, sunpobyrarns
NPOBOAATL We Ha 20 TabneTkax.
OcraroyHe AV a11 30 TabneTok He
NOBMHHO NepesnutyBat 15,0%, a
PO3PaXOBAHWIA BMICT y o AHIM Tabnetuj
He NoBUHeH ByTu meHie 0,75M abo
binbule 1,25M. He 6ibwe 15,0%

OaHopigHicTb mack

e CepesHa maca Eep. ¢. 2.9.5 76,0 — 84,0 mr 80,7 mr
* OaHOpIAHICTL Macu Esp. d. 295 72,0 - 88,0 mr Binnosinae
| PosumnHeHHS

®*  MiHiMyMm QDP0069705 He meHwe 75 % (Q) Big 3ag8neHoi 91% Bin 3asBaeHO]
KiNbKOCTI KINIbKOCTI |

* cepefHe QDP0069705 3a 15 XB. PO3UMHIOETLCH He meHwe 75 % 96% gig 3aasaeHoO|
(Q) 8in 3ansneHol KinbkocTi KiNbKOCTI

HAomiwku

* Kabeproniny aomika QDP0038518 He Binbwe 0,15 % <0,05%

A

NpoAaykT posknaay

* Aninamip

e Anin-ArNK

* KabeproaiHy okcuna

* Hesigomi pomiwku
IHAKBIAYaALHO

QDP0038518 He 6inbwe 0,1 %
QDP0038518 He 6isbwe 0,4 %
QDP0038518 He binbwe 0,1 %
QDP0038518 He 6inblue 0,1 %

Tesa Hex Indacmpiz cp.o.

Texedhon (Bioodin konmDOmosmosntl); +420 553 644 527

sya. Qcmpascera 29/305 747 70 Onaau-Kosapos, Yecora Pecnybixa Duxc (Biddin konmponio akoemi): +420 553 644 523




teva

MaTepianbHUn Homep:

Cneungikauia:

CEPTUDIKAT AHANIZY

7331401024
QbP0125750

V1

N2 cepTudikara:

40000162994

Hasga: ANAKTWH, Tabnetkn no 0,5 mr, No2 {1 nnawka x 2 Tabn.)
Cepin: 132634 KinbKicTb: 4981 yn.
Hara BupobHuursa: 03.2023 ApuaatHui go: 02.2025
¢ 3aranbHi A0OMILIKK QDP0038518 He binbwe 0,8 % <0,1%
KinbKicHe BM3HavYeHHSA QDP0106226 95,0 - 105,0 % 8ia 3as8neHoO| KiAbKOCTi 99,5 % Big 3assneHoOf
KIZIbKOCT]
MikpobionoriyHa skicrs
® 3aranbHa KinbKicTs QGMO0001197 He 6inbwe 10° KYQ/r <5 KYO/r
aepoBHux
MIKpoopraHismia
® 3aranbHa KinbKicTb QGMO0001197 He binbwe 10?7 KYO/r <5 KYO/r
APPKAMOBNX T3
nniceHeBux rpubis
¢ Escherichia coli QGMO0001197 BigcyTtHa/T Bigcyrna/r

Kabepronivy gomiwka A: 1-N

Unm s 3aceiguyio, wo Hasegexa BuULle HpopmaLlia € AOCTOBIPHOI Ta TOYHOO,
NpoTecToBaHa B NOBHIM BIANOBIAHOCTI 3 BUMOraMM
OpraHom, Ta y BignosigHoCT

TecTyBaHb Oy/10 NepesipeHo Ta sy

Aata/uwac: 25.04,2023 /09:18:10 CET

3arBepgyKeHo: Jiri Vavrik

YNoBHOBaMeHa 0coba

Llen nokymeHT 6ys cTBOpeHUi B CAEKTPOHHINA cucTemi

Teea Yex fidacmpis cp.o.
6va. Ocmpascexa 29/305, 747 70 Onaeq-Kowapos, Yecs

xa Pecny6iika

Ta nignvcaHuii enexTgal

[6-{m pon-2—ew1—in)eproniH—BB—Hap60Hin]-3-memnnepri,u,p0nipwmi,qm H-2~0H

Us cepia npoaykty 6yna
GMP, BcTaHosBneHMmU MICUEBUM DETYAATOPHUM
I3 3apeecTpoBaHumM cneuudikauismm Kpainn-imnoprepa. PesyabraTy
3HAHO TaKUMU, LG BIANOBIAAIOTL 33 PEECTPOBAHMM crieundikalinm.

Lenedion (Biddin xonmpomo skocmi): +420 553 644 521
Paxc (Biddir konmponip axoemi); +420 553 644 523




