tevd

Koa martepiany
Cneuudikauia
Onuc marepiany

Ceprtudikar Bunycky cepii

7331401024
QDP0125750 V1 :
AJTAKTHH, TabneTku no 0,5 mr, Ne8 (1 naswka x 8 Tabsn.)

Hemep cepii gnna iHcnekwii

A1

18-nunua-2024
09:38:38

40000259463

Cepin 155836 Pozmip cepii 1993 ynakoBoK
data snpobHuyTea 27 TpaBhAa 2024 CTpok npuaatHocTi KBITeHb 2026
Y¥moswu 36epiranuHn HuKYe 30° C faTa nakysaHHs 05-07 yepBHA
2024
ApxiBHa KinbRicTe 18
Nikapcbka dopma TabnaTki Ans NepopanbHOro Twun nakyeBaHHA CknaHa nnawka
3acToCyBaHHA
Cuna gii/AkTuBHICTL Kabeproain 500 mxr Pozmip ynakosku 8
KpaiHa noxomenHs Yecbra PecnyBaika Koa npogykry Ha puHky -
Kpaina-imnoprep YkpaiHa Homep peectpauiiivoro UA/9595/01/01
noceBiaYeHHA

AinbHnus, wo eignosigac 3a BUNYCK cepil
Hassa

agpeca

Homep nileHsir

Homep ceptudikata BignosigHocTi GMP

AinbHnus, wo signoeigac 3a KOHTPO/b cepii
Ha3ga

agpeca

Homep niueHsii

Homep ceptudikara aignosianocti GMP

AineHuua, o BiANOBiAaE 3a nakyBaHHA cepii
Ha3ea

aapeca

HomepR AiLeH3fl

Homep cepTudikaTa BignoeigHocTi GMP

Tesa Yex [HgacTpia c.p.o.,

Octpasebra 305/29, Komapos 747 70 Onasa, Yechbka Pecnybnika
22975/2/INS/98

SUKLS424838/2018, SUKLS293205/2018, SUKLS189852/2020,
S5UKLS144362/2022

Tesa Yex Ingacrpia c.p.o.,

CcrpaBebka 305/29, Komapos 747 70 Onaea, Yecbka Pecnybaika
22975/2/iNS/98

SUKLS424838/2018, SUKL5293205/2018, SUKLS189852/2020,
SUKLS144362/2022

Tesa Yex Ingacrpis c.p.o0.,

Octpascbra 305/29, Komapos 747 70 Onaga, YecbKka Pecnybnika
22975/2/INS/98

SUKLS424838/2018, SUKLS293205/2018, SUKLS189852/2030,
SUKLS144362/2022

MakyeanbHi matepianm SKU nakyeaHHsA Cepii Homep
neperaspy
IHCTPY KA. L ALACTIN 0.5 MG TBL (130X640 RMJUA 4346805 7000070424 04
IHeTpykLia. L ALACTIN 0.5 MG TBL {130X540 RM)UA 4346805 7000071042 04
KopobKa. S. ALACTIN 0.5MGSTBL.SREL (40X40X70)UA 4347105 7000073343 04
EtmkeTka. E. ALACTIN 0.5 8MG TBL (19%x64)UA 4347203 7000059214 04

AinbHuus, wo signosigae 3a 8MPOBHNUTBO

cepii “in bulk”

Hasea

anapeca

Homep niueHsii

Homep cepTudikata sianosigHoct GMP

Tesa Yex [HpacTpis c.p.o.,
Ocrpascbka 305/29, Komapos 747 70 Onaga, Yecbka PecnyBhika
22975/2/INS/98
SUKLS424838/2018, SUKLS293205/2018, SUKLS189852/2020,
SUKLS144362/2022

Onwuc SKU Homep SKU cepil AaTa
BUpoBHULUTBZ
| CABERGOLINE 0.5 MG POR. TBL. NOB. (VR] | 5331470000 [ 2000115447 27 Tpashsa 2024

Teaq Hex ludacinpiz c.p.o.
ya. Ocmpasceka 297303, 747 70 Onasa-Kosapos, Yecvka Pecny@iikd

Tenedhon (Biddia konmpomo swocmi); +420 553 644 521
Paxc (BIddia konmpenie saxeceni): +420 353 644 523

L. an B 7653
Ob. A AV %




AinbHUUA BMPoBHULITES Ai0YCT DeYoBMHU

Ha3Ba Tesa Yex IHaacTpis c.p.o., AMCO Onaga,

aapeca Octpascbka 305/29, Onasa Komapos, 747 70, Yeckxa
Pecnybnika

HOMEP AiUeH3ii -

Homep ceptudikaTa BignosigHocTi GMP SUKLS5344613/2018

Homep FEI 1000282452

Onmc SKU Homep SKU Homep cepii

Kabeproniu Egp.®, 4234704 5000027719

PoscaigyBaHHa - Hi
Mpouec Banigauii cepii - Hi

BificHum 7 3aTBepamylo, Wo HaBeJeHa BuLLe IHHOPMALLA € CIPABXKHLOI | TOYHOH. Lia cepin npoaykTy Byna
BATOTOBNEHA, BIJIKOYAIOYKM NAKYBAHHA/MapKyYBaHHA | KOHTPO/Ib AKOCTI HA BULLLE BKA3aHIl AiALHUL {BineHUUAX) v
MOBHIA BiANOBIgHOCTI A0 BUMOT GMP, BCTaHOBAGHWMM MiCLIEBIM pery/irolounm opraHom, i B BignosigHocTi fo
cneuyndikaduiii Toprosoi nivensii Kpainu-imnopTepa. NpoTokonu BUPOBHUUTBR, NakyBaHKHA | aHanisis cepii byno
PO3[NAHYTO Ta BM3HAHO BiagNoBIAHICTE GIVIP.

KomeHTap : AHafiTUYHI npoueaypn, AKi BUKOPUCTYBYIOTLCA A48 TeCTYBAHHA roTeBoi NpoayKLii Ta nepepaxoBaHi B
Ceprugikati AHanisy QDPO106226 V1.0 Ta QDPR0659705 V1.0, 8ianoBigatoTs aHaniTMYHMM npoueaypam
3apeecTpoBakum y PerynatopHomy aocke QDPO132599 V1.0 1a QDP(132607 V1.0.

BunywieHo: Monika Honkova, ynosHoBaseHa ocoba.

JokymeHT cTROpeHUi B ENRKTPOHHIN CMCTeMi 3 eNeKTPOHHUM nianucom

Tegq Hex tdacmpis c.p.o.

yn. Ocmipaseera 29/305, 747 70 Onaga-Komapos, Yecoxa Pecriybnira

fAata/vac: 18 nunua 2024, 09:38:36

At
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Tenedor (Biddin konmponio arocmi); +420 553 544 571
Dakc (Biddin KoHmponio AKOGTY): +420 553 644 523




teva

MarepianbHUA Homep:

Creundikauin:

CEPTU®IKAT AHAMIZY

7331403024
QDPO12575Q Vi

Ne ceptudikary:

40000259463

Hazga: ANAKTUH, tabneTku no 0,5 mr, No8 (1 naAwka x 8 Tabn.)
Cepis: 155836 KinekicTe: 1993 yn.
Lara BupobHuTaa: 05.2024 {louaarHuii go; 04.2026
NAPAMETP METOA TECTYBAHHA CNEUNPIKALIA PE3YNBTAT
Onwc BizyastHo bini oBanbHi, nnacki Tabnetun 3 Bignosinae
dacKofo, Wo MicTATE 0,5 mr
Kabeproniny. KoxHa Tabnerka
Mag PO3NOAINALYY PUCKY 3 OAHOTO
Bokry Ta TcHerHA «CBG» no 0/A4H
Biki «0,5» no iHwwmit 6ik Big,
- poznoainsyoi pucku.
lAeHTudikaLin
s  BEPX QDPO106225 B x0Ai KiNbKICHOro BU3HaueHHs Bignosinae
Hac YTPMMYBAHHA rosI0BHOTO fliky
Ha Xpomatorpami eunpabyaaHoro
PO3YMKY BIANOBIAGE TaKOMY Ha
XpomaTtorpami craHaapTHoro
PO3YKHY,
. YO AMARDASPO1D Bunpobysanuii posunH nokasye Bignoszigac
Y marcumym npu TiK camiii
AGBMUHI XBUNI, WO T cTanganTHUR
PO34MH kabeproniny,
NPUTroTOBaHMIA B aHaNOTYHKMX
YMOBaX.
OaHopiaHicTs BmicTy Akwo AV ana 10 BUNpOobyBaHMX 9,7% ]
MpuiimancHe 3nauenng AV QDPC106226 Tabnetok nepesunuye 15,0%,
BUNPOBYBAHHA NPOBOAAT LiLe Ha
20 yabnetrax. OcTatouHe AV anq
30 TabneTok He NOBUHHO
nepesnwysatn 15,0%, a
PO3paxoBaHWi BMICT v sKoAHIM
Tabnetui He NoBUHeH ByTM MmeHIue
0,75M abo &inbie 1,25M.
He bincie 15,0%
QaHopiaHicTs macu
s CepeaHAa maca €sp. ©.2.9.5 76,0 — 84,0 mr 80,7 mr
* OaHopigHicTb macu | EBp. ©. 2.9.5 72,0 - 83,0 mr Bianorigae
Po34ynHeHHs
*  MmiHiMym QDPO069705 He menwe 75 % {Q) sip 88% Bia 3anBneHol
33AB/EHOT KiNbKOCTI KinbKoCT
*  cepeaHe QDPO069705 3a 15 XB. PO3UMHAETLCA He meHwe | 98% Bif 3aABAEHOI
75% (Q) Big 3assnerol kinsbkoctl | KinbkocTi
Aomilrkm
* Kabeproniny QDP0038518 He 6inbuie 0,15 % <(,05%
BOMILIKA A
MpoAYKTH po3sknagy
s Aninamig QDP0038518 He Ginblie 0,1 % <0,1%
*  Anin-ArNK QDPO038518 He Ginbwe 0,4 % <0,1%
¢ KabGeproniny okcug, | QDP0038518 He Ginswe 0,1 % <0,1%

Teaa Hex ndacmpiz e.p.o.

¥ Qumpaschia 29/308, 747 70 Onasa-Kowvapos, Yecnka Pecnyfiaixa

Tereqron (Biadiz xonmponro sxocmi): 1420 553 644 521
Daxc (Biddin koumposre sxocmi): +420 553 644 533




e  Hesigomi gomitiku QDP0OG38518 He Ginbwe 0,1 % <0,1%
iIRAWBIAYANLHO

*  3aransHi JoMilwKK QDPOD38518 He Ginbwe 0,8 % <0,1%
KifibKicHe BM3HaYeHHA QbP0106226 85,0 -105,0 % Big 3asBAeHo| 99,7% Bin,
KinbrocTi 33AB8/1eHOI
KibKOCTI

Mikpob&ionorivHa axicTe

®  3aranbHa KinbKicTw QGMO0001197 He Binbwe 10* KYO/r <5 KYO/r
acpobHmx
MiKpoopraHiamie

®  3arafbHa KinekicTb QGMO0001197 He Binble 102 KYO/r < 5 KYO/T

APBKAKOBUX Ta
nniceHeBUX roubis
*  Escherichia coli QGMO001197 Bimcythna/r BiacyTtHa/r

Kabeproniny nomiwka A; 1-N [6-(r|pon-Z-EH-1-in)eproniH-8[3~Kap60Hin]-3-Memnnepri,qponipmmi,ﬂ.MH-Z-oH

Lum s 3aceiguyio, wo HasegeHa BUWe iHPOpMaLiA € OOCTOBIPHOIO Ta TOUHOW. Us cepis npoaykty 6yaa
MPOTECTOBAHA B NOBHIA BiANOBIAHOCTI 3 BUMOramwu GMP, BcTaHoBAEHUMN MicueBum peryaaTopHum
GpraHom, Tay BiAnosigrocTi i3 3dpEECTpeBaHuMK cnelrdikauiamm KpaiH W-imnopTepa. PesyabraTy TecTyBaHb
Byno nepesipero Ta BU3HaHo TakMmy, Wo BIANOBIAEIOTL 3apeEcTROBAHUM cneuudikauiam.

Lata/vac: 18.07.2024 / 09:38:36 CET

3ateepareHo: Monika Honkova
YNnoBsHOBaMeHa 0coba
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Tesa Yex Indacmpis c.p.o, Tenegon (Biddia koHmponio AKGEM): +420 553 644 521
¥A. Ocmpascoka 29/305, 747 70 Onaea-Komapos, Yecora Pecn ynika Panc (Biddin xonrnponio axocmi); +420 553 644 523
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JAEPXKABHA CJIYIKEBA 3 JIIKAPCBKHMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCHKIN OBJIACTI

npos. Ceitmuranol Hagii, 3, m.Kuig, 02099, Ten/hakce: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon €IPIIOY 37078774

BHCHOBOK
PO AKICTH BBE3EHOro B YKpainy JIKapCcLKOro 3acoly

06.09.2024 Nz 43384/24/10

AJAKTHH
(aiiMenysanms nixapcrxoro 3acoBy srimo 3 peecTpaniitimM nocsiAMeHHM)
TabaeTkn no 0,5 mr, o 8 rabiaerokx ¥ mistg; o 1 nursooi y kopo6ui
{thopma srnycxy, nosysanus, suy NaKyBalHa niKapeskoro 3acoby)

Howmep peectpauiitnoro nocripuens UA/9595/01/01 CTpOK AN peecTpaniiinoro nocsiguenns 01.01,2099
Cepia nikapcrkoro zacofy Ne 155836 Kurexiets ssesenoro mikapcskoro 3acofy 1993

Bupofnik Tepa Yex Inpactpis c.p.o., Yecska Pecrrybnika
{(naiisienyraHHn BUpoGHIKa nikapeskoro zacoby, kpaisa NOXOHHKCHIA)

Beezcro B Yrpaimy ToBapucTno 3 06MexeH0I0 BITIORIAANBTiCTIO "Tesa Ykpaina",
inenr. wom: 34770471

{nafimenypanus ta kog 32 CJPIIOY IOpPHAHYHOI 0cobn aGo npiapmie, 1M'y, no 6aTBKROR]
(nairaitol ocobH - mianpHeMns, 1T Micue TIpeXRUBALNA Ta peecTpatufiintii nosep o6mkoso
KapTKH NRATHIIKA roaaTkis abo cepis Ta novep nmacropTa)

Iporoxoun sizyansuoroe xonrposo six 30.08.2024 Ne 2572/10.

3a  pesyasTaTtamu ACMKABHOr0 KOHTPOMIO BCTAHOBAEHO, LIO nikapehkui  3aci6  BeescHo B Ykpaly 3
JOTPHMAHHIAM sumor JAKONLOAABCTEA LIONO 3a0e3neusHus JKocT! JIKapeLKHE, 3ac0618,
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teva

17:06:56
Ceptugikar BUNYCKY cepii
Kog marepiany 7331403024 Hamep cepii gns iHCnekyil 40000275557
Cneundikauyia QDP0125750 v1
Onuc matepiaay ANAKTWUH, raBnerku no 0,5 mr, Nog (1 naswka x 8 Tabn,)
Cepin 159844 Poamip cepii 1982 ynakosok
Alata BupobHuyTea 20 ceprins 2024 Crpok npuaarHocri Annens 2026
YmoB# 36epiraHun HWxYe 30° C arta nakysanns 02-04 repechn
2024
ApxisHa KinbKicTb 18
MlikapcbKa dopma Tabnetku gna nepopansbHora Tun nakysaHua CrasaHa naawka
3acTOCYBaHHA
Cvna gii/AxTusHicrs Kabeproain 500 mkr Posmip ynaxkosku 8

Kpaina noxogenns Hecbra PecnyBaika Koa npoaykry Ha PUHKY .

KpaiHa-imnoprep Homep peecrpayiiinoro UA/9595/01/01
nocsigueHHa

AinbHuus, wo BiANOBiAaE 3a Bunyck cepii

Ha3Ba Tesa Yex IHAacTpis c.p.o.,

agpeca Octpascera 305/29, Komapos 747 70 Onasa, Yecska Pecnybnika

HOMEp fileHs|| 22975/2/INS/98

HOMep cepTudikaTa BiAneBiaHoCTi GMP SUKLS424838/2018, SUKL5293205/2018, SUKLS189852/2020,
SUKLS144362/2022

AinbHuua, wo BianoBigac aa KOHTpOAL cepii

Hazga Tesa Yex IHAacTpis c.p.o,,

agpeca Ocrpascbka 305/29, Komapos 747 70 Onaea, Yeckra Pecny6nika

HOMep nidensij 22975/2/INS/98

HOMep cepTudikara eignosigHocTi GMP SUKLS424838/2018, SUKLS293205/2018, SUKLS189852/2020,
SUKLS144362/2027

AinbHuya,mo BiaAnosigac 3a AaKyBaHHA cepii

Ha3Ba Tesa Yex Innactpia c.p.o,,

ajzgpeca OcTpasebka 305/29, Komapog 747 70 OnaBga, Yecbka Pecnybnixa

HOMep Aiuensii 22975/2/INS/98

HOMep ceptudikara BianosigHocti GMP SUKLS5424838/2018, SUKLS293205/2018, SUKLS189852/2020,

SUKLS144362/2022

Hakysanbnimaregianu SKU nakyeaHusa _ Homep
nepernapy
_
mm—
m_m—

AinbHuus, wo signoeinac 3a BUPOGHULTRO
cepii “in bulk”

Ha3.a Tesa Yex IHaacTpis c.p.o.,

aflpeca OcTpaBscbKa 305/29, Komapos 747 70 Onaga, Yecbra PecnyBnika
HoMmep niuewsi 22975/2/INS/98

HOomep cepTudikara BiANOBIgHOCTI GMP SUKLS424838/2018, SUKL5293205/2018, SUKL5189852/2020,

SUKLS144362/2022

ga'ra

Homep SKU
BUPobHUUTEa
CABERGOLINE 0.5 MG POR. TBL. NOB. (VR) 5331470000 2000123789

AinbrHuys BUPOBHWUTBA Airoyoi pPeYoBHUHMK
Teea Yex Indacmpiz e p.o, Teneghon (Bidoia Kolmpono sxocmi): +420 553 644 527

1. Cempagenxa 29/305, 747 70 Onaca-Kovapos, Yecora PecnybGaika / 1 6
>
3 dh A

29 0. 23




Ha3Ba Tesa Yex [HagacTpis C.p.o.,, AMCO Onasa,

agpeca Ocrtpasebra 305/29, Onasa Komapos, 747 70, Yecebka
Pecnybnika

HoMep AibeHsii -

Homep cepTudikata eianosiaHocti GMP SUKLS344613/2018

Homep FE 1000282452

Onuc SKU Homep SKU Homep cepii
Kabepronin Eap.o. 4234704 5000029641
Poscnigysamba - Hi
Npouec sanigayi cepii - Hi

Bunyweno: Monika Honkova, ynosHosaens ocoba. Harafyac: 27 BepecHa 2024, 17:06:55
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Tesa Yex lndacempis c. p.o. Tenechon (Biddin KORIMPOMo AKoCm): +420 553 644 521
¥n. Ocmpaseska 29/305, 747 70 Onasa-Komapos, Yecoxa Pecnybaina




teva

MarepianbHuii Homep:
Cneyudikavia:

CEPTU®GIKAT AHANIZY

7331403024
QDPO125750 v1

Ne ceptudikary:

40000275557

HazBa: ANAKTUH, Tabnetku no 0,5 mr, Ne8 (1 nnawka x 8 rabn.)
Cepia: 1598434 KinbKicts: 1982 yn.
Hata eupobHuuTea; 08.2024 {ipuaatHuia no: 07.2026
NAPAMETP METOA TECTYBAHHA CNELUGIKALLIA PE3¥YNbLTAT
Onuc Bisyankho bini oBanwHi, nnacki Tabnerku 3 Bianosinae
dackoio, wo mictarts 0,5 mr
Kabeproniny. Koxna TabneTka
MAE DO3NOAI/BYY PUCKY 3 0AHOTO
Boky Ta TucHeHHA «CBGy no oAMH
6ik i «0,5» No iHWK Bik Bif,
pO3M0AinLYOT pHUCKH,
laeHTudikauia
*  BEPX QDPO106226 B xo4i KinbKicHoro BuaHaueHns Bianosigae
Hac YTPMMYBaHHA ronosHoIo niky
Ha xpomaTorpami sunpo6ysaHoro
PO3YMHY BIANOBIAAE TakoMy Ha
Xpomatorpami craHaapTHOro
po3qnHy.
« YO AM\RDASPO10 BunpoBysanuit poaqun noKasye Bianosigae
Y® makcumym npu Tiit camiii
AOBRUHI XBUA, WO i CTaHAaPTHHIA
Po3vunH Kabeproniny,
NPUTOTOBAHMI B aHAAOTIYHMX
YMOBAXx.
OaHopigHicTs BMiCTy Arwo AV a1z 10 BUNPOBYBaHMxX 7,7 %
fpuiimansHe sHaueHny AV QDPQ106226 TabaeTok Nepesuutye 15,0%,
BUNpobysanHA nposoaATs uie Ha
20 rabnetkax. Octatoune AV 408
30 TabneTok He NoBUHHO
nepesuityeath 15,0%, a
PO3PaxoBaHUA BMICT y soAHI
Tabnetui He noBMHen BYTH MeHile
0,75M abo 6inblue 1,25M.
He 6inbure 15,0%
OaHopiaricTs Macu
* CepefHa maca €sp. ®.2.95 76,0 — 84,0 mr 80,6 mr
*  OpHopigHicTt mack Esp. &, 2.9.5 72,0 - 88,0 mr Bianorinae
PosuynHeHHs
*  MiHiMym QDP0069705 He meHwe 75 % (Q) sig 95% Big sanenenol
3aABACHOI KifbKOCTI KiNbKOCTI
*  cepegHe QDPQ069705 3a 15 XB. pO3YUHAETbLCH He mMeHWe | 99% Bin sansnedol
75 % (Q) Big 3an8ACHOT KinbKoOCTi KinbKocTi
Aomiwrm
* Kabeproniny QDP0038518 He 6inblue 0,15 % <0,05%
AOMitlKa A
MpoayKTy po3xknany
*  Aninamig QDPO038518 He Ginblwe 0,1 % <0,1%
e  Anin-AFNK QDP0O038518 He 6inblie 0,4 % <0,1%
¢ _Kabeproniny okcug | QDP00385138 He 6inbwe 0,1 % <0,1%

Teea HYex lndacapiz cp.0o,

¥a. Ocmpascora 29/3G3, 747 70 Onasa-Kovapos, Yecora Pecnybaira

Tereghon {Biddin xoumpomo aROCIE): +420 553 644 521
Daxe (Biddin Koumpono AKacmi): +420 553 644 523




* Heeigomi aomiuxu QDP0038518 He 6inblue 0,1 % <0,1%
iHAMBiAYanLHO

*  3araneHi AOMIKK QDP0038518 He binbwe 0,8 % <0,1%
KinbricHe BU3HayeHHs QDbP0106226 95,0 - 105,0 % Big 3asBneHo] 98,7% Big
KiMTbKOCT] 3anABNeHOol
KiNbKOCT

MikpoBionoriuna sakicTs

®  3aranbHa KinbKicTs QGMO001197 He Binelwe 10° KYO/r <5 KYO/r
aepobHux
MiKkpoopraHizmis

*  3aranbHa KinbKicTe QGMO0001197 He Ginbwe 10% Kyo/r < 5 KYQ/r

APIMAKOBMX Ta
naiceHesux rpubis
*  Escherichia coli QGMO0001197 BincyTHa/r BigcyTHa,/r

Kabeproniny somitwka A: 1-N [6-(npon—Z-eH—l-in)eproniH-SB~Hap60Hin]—3~Memnnepri,u,ponipmmi,qu-Z—OH

AHaniTnyHi NPOUEaYpK, AKI BUKOPUCTYBYIOTLEA AN1A TECTYBAHHA roToBOT NpoayKuii Ta nepepaxoeadi s
Ceptudikari AHanisy QDP0106226 V1.0 ta QDPO069705 V1.9, BIANOBIAAOTL aHANITUYHIM npouegypam
3apeecTposannm y PerynatopHomy Aocbe QDPO132599 V1.0 Ta QDPO132607 V1.0,

Unm A zacsiguyio, wo HaBeAeHa sue iHpopmaLin € AOCTOBIPHOK Ta TouHOK. Lia cepia npoaykry Gyna
nMpoTecTosaHa B NOBHN BignosigHocTi 3 BMMoramu GMP, ecraHoeaeHnmn micuesmm pPeryaatopHmum
OpraHom, Tay BianosinHocTi iz 38peecTpoBaHumMK creuudikartismy Kpaibu-imnoprepa. Pesynbtaty TECTYBaHb
Byno nepesipero Ta susHano TaKMMWM, Lo BiANOBIAAOTL SapeecTposaHum crneyundikaiinm,

Hata/uac: 27.09.2024 / 17:06:55 CET

3ateepaxeHo: Monika Honkova
YNoBHOBaMmeHa ocoba

Let nokymenT Bys CTBOPEHWI B €A1KTPOHHIN CucTemi Ta nignucanuii enex

Teaa Yex [ndacmpis c.p.o. Tenedpon (Biddin konmposw AKOCMI): +420 553 644 521
ya. Ocmpaecexa 29/305, 747 70 Onasa-Komapos, Yecora Pecnvbnina
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JEPKABHA CJIVIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBLKIA OBJIACTI

npos. Ceitnranoi Hagi, 3, m.Kuis, 02099, Ter/daxkc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €IPIIOY 37078774

BHCHOBOK
UPO SAKICTE BBe3eHOro B Yipainy Jikapchroro 3acofy

16.12.2024 Ne 64752/24/10

AJTAKTHH

(mafimenysamis mixaporkoro sacoBy srimuo 3 PeECTPALiIiHHM IOCBIICHELM)
TabnaeTku 110 0,5 mr, no 8 Tabnerox Y masuni; wo 1 miastumi y kopodui

((hopma BUNYCKY, MO3YBaHHS, B TaKYBaHHA JHitapcrKoro sacoGy)

Homep peecrpaniiizoro mocsiguenns UA/9595/01/01 CIpoK Aif peecrpaniiinoro nocsinuenns 01.01.2099

Cepist nixapcbkoro sacoGy Ne 159844 Kinexicrs Bresenoro nixapcsxoro sacofy 1982
Bupobuux Tera Yex Iumactpis c.p.o., Yecsxa Pecrry6iixa
(naiveryBanns BEpoSHIKa TiKApesKoro 3ac00y, KpalHa HOXOMKCHHS)
Boeaero B Yipaiiy Topapucrzo 3 06mexeroro RigmoBinaNbHicTI0 "TeBa Yxpaina", igenr,
xom: 34770471

(matiMenyganns 1a ko 3a CIPTIOY ropumnunot ocob abo npispHrime, s, 10 Gatbkont diznunol
ocobu - nignpicams, T Micue nposxusams Ta peecTpauiitiiii nomep obnikonol kapTru nnariKa
HojarKis 260 ¢epit Ta HOMep nacnopTa)

TNporoxosn sisyansnore worrpomo six 06.12.2024 N 3880/4.

3a  pesynnTatTamMu  AepiKaBHOrO KOHTPOMNI0 BCTAHOBJEHO, MO Jjikapcbkuil 3aci6 BReseno = Yrpamy =
BOTPHMAaHHAM sumor 3AKOHOAABCTEA IIONO 3a6e3NEYeHHS AKOCT] Jlixapcrrux 3acobis,

Y A f
S8 A KDY Y
X '{?i“ ] ﬁg@ ‘ -
3ac_'ryn 8 HI'_;'IKa %0 Omera EPLOMEHKO
(o banipak M nephrasor S KOMTPONIO) {ninoue) {ininiany Ta Api3BHLLE)
g% {EHTIR :’§ )

inHuR
mmawﬁm‘l
0471
K08 8477007

IpaHTA




Va

18-nwoToro-2025

tevw

10:15:07
Ceprudikar BunycKy cepii
Kog marepiany 7331403024 Homep cepif gna incnexuii - 40000303773
Cneungikayis QDPG125750 V1
Onuc marepiany ANAKTUH, TabneTkn no 0,5 mr, Ne® (1 naauka x 8 Tabn.)
Cepin 167076 Posmip cepit 3473 ynakosok
Hata BupobHULTBA 09 ciuknin 2025 Crpok npupaTHocTi rpygeHs 2026
Ymosu 36epiraHHn Hukye 30° C fata nakyesaHHAa 16-17 ciuria 2025
ApxiBHa KinbKicTb 38
Nikapcbka popma TabneTK N8 NepopanbHoro Tun nakyBaHHA CrisHa nAAWKa
3aCTOCYBaHHA
Cuna gii/AxtueRicTn Kabepranin 500 mxr Posmip ynakosku 8
Kpaiva noxogseHHs Hecoka Pecny6nika Kol npoaykry Ha pusKy -
Kpaina-imnoprep YKpaiua Homep peecrpauiiinoro UA/9595/01/01
NocBigUEeHHS
AinbHuys, wo signosigae 3a BUNYCK cepif
Ha3ega Tesa Yex Inaacrpis c.p.o.,
agpeca Octpasceka 305/29, Komapoe 747 70 Onaga, HYecbka PecnyBaika
HoMep niuensii 22975/2/INS/98
Homep ceptudikaTa Bianoaigkocti GMP SUKLS144362/2022, SUKLS194716/2024
AinebHuus, wo signosigac 3a KOHTpOAb cepii
Ha3Ba Tesa Yex Ivaactpis c.p.o.,
anpeca Ocrpasceka 305/29, Komapos 747 70 Onaea, Yecoka Pecny6Bnika
HOoMEP Aitenail 22975/2/I1N5/98
Homep ceprudikaTa sianosigHocTi GMVP SUKLS144362/2022, SUKLS194716/2024
AinbHnua, o signosinae 3a NaKkyBaHHA cepii
Hasea Tesz Yex IhpacTpis c.p.o,
agpeca OcTpasceka 305/29, Komapos 747 70 Onaga, Yecbka Pecnybnika
HOMEpP AileHsii 22975/2/INS/98
Homep ceptuodixara signosigrocti GMP SUKLS144362/2022, SUKI.$194716/2024
MNakyeanbHi matepianu SKU nakysaHHs Cepli Homep nepernsgy W
[HCTPYKUiA. L. ALACTIN 0.5 MG TBL {130X640 RMIUA 4346805 7000087583 04
IHETPYKLIA. L. ALACTIN 0.5 MG TAL (130X640 RM)UA 4346805 7000086246 04
Kopobka. 5. ALACTIN 0.5MGBTBL.SREL {(40X40X70}UA 4347105 7000087785 04
Kopobra. 5. ALACTIN 0.5MG8TBL.SREL (40X40X70)UA 4347105 7300082505 04
ETMKeTHa. E. ALACTIN 0.5 8MG TAL (18X64)UA 4347203 7000059214 04
| ETvKeTKa. E. ALACTIN 0.5 8MG TBL {19X64)UA 4347203 7000087717 04
AinbHuysa, wo BiANoBiaae 3a BUpoBHULTEO
cepli “in bull”
Ha3Ba Tesa HYex IHgacTpis c.p.o,,
agpeca OcTpascska 305/29, Komapos 747 70 Onaga, YeckKa Pecnybnika
Homep nileHsil 22975/2/INS/98
Homep cepTudikaTta eignosigroctTi GMP SUKLS144362/2022, SUKLS194716/2024
Onuc SKU Homep SKU cepif Barta BupobHULTEA i
CABERGOLINE 0.5 MG POR. TBL. NOR. {VR} 5331470000 2000139600 09 ciuna 2025 _]
LinbHuua BUPOBHUUTEA Ailoyol PEeYOBMHU
Ha3ga Tesa Hex IHgacTpis ¢.p.o., AMCQ Onaea,
agpeca Ocrpasceka 305/29, Onaea Komapog, 747 70, Yeckka
Pecnybnika

HomMep nileHsii #
Tesa Hex moacinpiz e p.o. Teacghon (Biddin kormpomo swocmi): +420 553 644 521
»1 Ocmpascssa 297305, 747 70 Onaea-Komapos, Yecora Pecnytiaixa




Homep cepTudikata BignosigHocTi GMP SUKLS344613/2018

Homep FEI 1000282452
Onwnc SKU Homep SKU Homep cepii
KaGepronix €pp.od, 4234704 5000032093

PoscaigyBauHa - Hi
Mpouec Banipgauii cepii - Hi

Hiickum a saTBepamyIo, WO HaBedeHa BULLE HPOPMaELIA € CNIPaBXKHBOK | TOYHOHO. Us cepia npoaykTy Byna
BWTOTOB/IEHA, BKIOHAOYN N3KYBAHHA/MaPKyBaHHA | KOHTPOAL RKOCTI Ha BULLLE BKA3AHIM AinbHULI {AlnbHWLAK) v
NOBHI BigNOBIAHOCTI A0 BUMOT GMP, BcTaHOBAGHUMYU MICLEBUM Peryaiolounm OpraHom, i B BignosiasocTi Ao
cneundikauin Toproaoi niteH3ii Kpainn-imnoprepa. MpaTokonu BYPOOHWULTEA, NakysaHHA | aHanizie cepii 6yno
PO3TAAHYTC Ta BKM3HAHO BiANOBiAHICTE GMP.

Bunyweno: Monika Honkova, ynosHoBaseHs oco5a. Bata/uac: 18 notoro 2025, 10:15:06

AlOKYMEHT CTBOPEHWIT B @ReKTPOHHIN cucTemi 3 ENEKTRPOHHUM NignUcom

enind! RETRH
N

71
;09347704&%

Tesa Yex indacmpia c.p.o. Teniedhor (Biddin konmponio Akocmi): +420 553 644 521
yn. Qcmpaaceka 29/305, 747 70 Gnasa-Komapos, Yecska PecnyGaing
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MarepianbHui Homep:

Cneundikauis;

CEPTU®IKAT AHAIZY

7331403024
QDP0125750 V1

N¢ cepTudikaty;

40000303773

Hasga: ANAKTHH, Tabnetku no 0,5 mr, Ne8 (1 naswka x 8 Tabn.)
Cepin: 167076 KinbKicrs: 3473 yn.
data BpobHMUTBA: 01.2025 MpuaaTtHuid fo: 12.2026
NAPAMETP METOA TECTYBAHHA CNEUMDIKALIA PE3VNBLTAT
Onuc BisyansHo bini oBanbHi, nnacki TabneTrn 3 Binnosinae
dbackolo, Wo micTaTh 0,5 mr
Kabepronidy. Komna Tabnerka
M3E po3NoAine4y PUCKY 3 OAHOIO
Boky Ta TMCHEHHA «CBG» no oauH
Bik 1 «0,5» no iHwu# Gik sig
PO300AINBYOT PUCKK.
laeHTbixauis
s  BEPX QDP0O106226 B xoai KinbkicHoro BusHaveHns Bianosinae
H4C YTRUMYBAHHA FOMI0BHOTO MiKy
Ha xpomarorpami eunpobysanoro
pO34UHy Bianosigas TakoMy HE
XpOMaTorpami cTaHaapTHOro
PO3YUHY.
. YO AM\RD\SPO10 Bunpobysaruii posunH nokasye Bignosigae
YD makcumym npw Tilt camiit
AOBHUHI XBUNI, U0 | CTanaapTHM
PO34UH Kabeproniny,
NPUrOTOBaHWIA B aHANOMNYHMX
YMOEaXx.
OfRopigRicTs BMicTy Arwe AV ana 10 Bunpobysannx 5,4 %
lpuiimanscHe aHaueHHs AV QDP0106226 TabneTok nepesuilye 15,0%,
BUNPOOYBAHHA NPOBOAATS e Ha
20 rabnetrax. Octatoyne AV gns
30 TabNeTOK He NOBWMHHO
nepesuwysaty 15,0%, a
PO3paxoBaHUiA BMICT y Ko AHIN
1abneTui He NoBUHEH ByTh meHLe
0,75M abo binswe 1,25M.
He Binsbwe 15,0%
OaxopigHicTb macu
e  CepegHs maca €sp. ®. 295 76,0 — 84,0 mr 80,1 mr
. O,D,HOpi,ELHiCTb macu €Esp. ©.2.95 72,0- 88,0 mr Bi,quOBi,ﬂ,aE
PoszumnHenHs
*  MiHiMym QDPO063705 He mexwe 75 % {Q) sig &5% Big 3aasaeHOi
3asBAEHOI KinbrocTi KinbKocTi
*  cepeppe QDPO0OE9705 3a 15 xB. PO34MHAETLCA He meHwe | 92% Bid 3aA8/1eHO]
75 % (Q) sig 3ansneHol kinbkocti | KinsrocTi
Lomitaxm
=  Habepronixy QDPO03R518 He 6inbwe 0,15 % <0,05%
AomiwkKa A
MNpoaykTH poaxknany
s Aninamin QDbPO0D38518 He binswe 0,1 % <0,1%
*  Anin-ACNK QDPO038518 He 6inbwe 0,4 % <0,1%
»  HKabeproainy okcua QDP0O0D38518 He Bincwe 0,1 % <0,1% ]

Tewa Uex noacmpiz c.p.o.

vi Qempasensa 29/303, 747 70 Onasa-Konapos, Yecoka Pecnyéaira

Tesepon (Biddin kowmponic skocmi): + 420 553 644 527
Pare (Bidoin koumpome srocmi): +420 553 644 523




s  Heeigomi gomiwxM QDPO0O38518 He 6inswe 0,1 % <0,1%
iHAWBIZYaNLHO

*  3aranbHi AOMIiWKK QDPOG38518 He Binbwe 0,8 % <0,1%
KinbKicHe BU3HaYyeHHA QDP0106226 95,0 — 105,0 % Bin 3aABneHol 98,2% Bin
KiAbKOCTI 3a8BNeHoOl
KiNbKoCTi

MikpobionoriyHa aricTh

» 3aranbHa KiNbKicTb QGMO0001197 He Binbwe 10° KYO/r < S KYO/r
aepobHMx
MmikpoopraHiamis

*  3arajbHa KinbKicTb QGMO0O001197 He Binbwe 10* KYO/r < 5 KYO/r

APIKAMOBUX T3
nniceHeeux rpubis
* Escherichia coli QGMG001187 BiacytHa/r BigcyTHa/r

KabeproniHy nomiwka A: 1-N [6-([1pGI'I—2—eH-l-in)epFOﬂiH—SBvKapﬁoHiﬂ]-3—NIeTMﬂﬂeprﬂ,pOﬂprMiAMH—Z-DH

ARaniTuuHi npouenypw, aKi BUKOPUCTYBYIOTLCA ANA TECTYBAHHA roTOBOT NPoAYKUIT Ta nepepaxosaHi B
CepTudikati AHanizy QDPO106226 V1.0 Ta QDPO06I705 V1.0, BianosinaoTs asanitiaHmum npoueaypam
3apeecTpoBaHnUm y PerynatopHomy gocke QDPO132599 V1.0 Ta QDPO132607 V1.0

Lvm 2 3acBiguyio, Wo HaBeseHa BrUle HPopmaLin € [OCTOBIPHOIO Ta TOYHOW. LA cepia npoaykty Gyna
NPOTeCTOBAHA B NOBHIM BignoBigHOCTi 3 BUMOramu GMP, BCTaHOBAEHUMU MiCUSBUM Perynatoprum
OpraHom, Ta y BignoBigHocTi i3 3apeecTpoBaHumMy cneumndikauiamm kpaiHU-imnopTepa. PeaynbraTy TEeCTYB&Hb
Oy/no nepesipers Ta BU3IHaHo TakUmu, WO BIANOBIARIOTD 3aPEECTROBAHUM cneyugikauiam.

Hata/vac: 18.02.2025 / 10:15:06 CET

3atsepaedo: Monika Honkova
YnosHoBaxeHa ocoba

lled pokymeHT Bys cTBopeHuii B BNSKTPOHHIA cUCTemi Ta NignucaHuii ene

Teaq Yex Indacmpia c.p.o. Tenedon (Biddin konmpomo axacmi); +420 553 644 571
yn. Ocmpascera 29/305, 747 70 Onasa-Komapos, Yecuua Pecnyfinika
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HEPKABHA CIIYXEBA 3 JIIKAPCBLKIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KUIBCHKINA OBJIACTI

npos. Ceitnnuanoi Hanii, 3, m.Kuie, 02099, Ten/axc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog CIIPIIOY 37078774

BUCHOBOK
IIPO AKICTH BBE3EHOTO B Ykpainy aikapcnxoro 3aco0y

11.04.2025 Ne 16933/25/10

AJAKTHH

{HaifiMenyBaITHA TKAPCEKOTo 32c00y 3riano 3 peecTpanifinum MOCBLIYEITHAM)
rabueru o 0,5 Mr, no 8 TadneToK Y s o 1 nsiiui y Kopobui

(thopma Bunycky, nosysarn, sua nakysamms NiKapCRKOTO 3acoby)
Hoxsep pecetpaniitnoro nocsinuenng UA/9595/01/01 CTpok nii peecTpauifinore nocsingerna 01.01.2009
Cepix nixapeekora sacofy Ne 167076 Kinpkicts eBesenoro mikapenkoro sacoby 3473

Bupo6unk Tera Hex Ingacrpis ¢.p.o., Yecsxa PecnyOnika
(mafiMenyBans Bipofurka Aikapckkoro 3acoby, xpaia NOXONKEH )

Breseno B Vipainy ToBapuerro 3 o6Mexenoro BigNoRIANLICTIO "Tesa Yxpaina", izcur.
xou: 34770471
(nafiMeiyaanuns Ta koa 3a €APTIOY ropuanuLiol ocodn a6o TIPISBRIG, iM'S, 110 GATBKOR] hisnunof

ocoln - mianpremus, ii Micue npoxupani ra peecTpauifinui nomep ofiaixonoi K&DTKH [HIATHHER
nogarkis abo cepis Ta noMep HACAOpTa)

[Iperokoa rizyannuore xonrpomo six 09,04.2025 Ne 1077/2.

3a  pesynbTaTamu NEPIKABHOTO  KOHTPOMO  BCTAHORJICHO, 10 nikapesxuif  3aciG  meeseHo s Yxpainy 3

HOTPUMANHNAM supor 3AKOHOOABCTRA LOA0 3a0e3NeYeHHT SKOCTI TIKAPCLKHX 32C00IR.

Omera EPLOMEHKO

"M KOHTPORIO) (nignue) {inintam ra npizswue)

Muwmm
xon 34770771

jpenmad




teva

4

08-ciunA-2025

Kop marepiany
Cneyundikauin
Onuc marepiany
Cepin

Aata supobruuTea
YmoBy 36epiranHa

ApxXiBHA KinbKicTb
fikapcbka dopma

Cuna aji/ AKTUBHICTD
KpaiHa noxoaKeHHA

15:38:17
Ceptudikar BUNycKy cepii
7331403024 " Homep cepii anA iHcnexuii 40000296337
QDP0125750 V1
AJTAKTUH, Tabnetkn no 0,5 mr, No8 (1 nastwka x 8 tabn.)
165320 Posmip cepil 3010 ynakoBOK

18 nucrtonaga 2024
Huxue 30° C

38

TabneTkm Ana nepopansHoro

33CTOCYBAHHA
KaGepronin 500 mkr

Yecwka PecnyBnika

WOBTEHb 2026
08-10 rpyaHA
2024

CTpoK npugartHocTi
AaTta naxkyeaHHAa

Tun nakyBaHHA CKAAHa NAsWKa

Po3mip yNnaKoBKU 8
Kog npoayKTy Ha pUHKY =

Kpaina-imnoptep

YKpaiHa

Homep peectpauilinoro UA/9595/01/01
nocBigueHHAa

AineHuUus, o BigNoBiAAE 32 BUNYCK cepii

HazBa
aapeca
HomMeR AiueH3il

HOMep cepTudikaTa sianosigHocti GMP

AinbHKuA, wo BignoBiAAE 3a KOHTPOAL cepil

Ha3Ba
aapeca
HOoMep AibeHsii

Homep ceptudirarta BianosiaHocTi GMP

AinbHuua, o signosigae 3a nakysaHHa cepil

Ha3Ba
agpeca
HOMep AiLeHsiT

Homep cepTudikaTta BignosigHocTi GMP

Teea Yex IHaacTpis c.p.o.,

OcTpascbka 305/29, Komapoe 747 70 Onaea, Yecbka PecnyBnika
22975/2/INS/98

SUKLS424838/2018, SUKLS293205/2018, SUKLS189852/2020,
SUKLS144362/2022

Tesa Yex IHaacTRi3 C.p.0.,

OcTpagckka 305/29, Kamapos 747 70 Onasa, Hecbka PecnyBnixa
22975/2/INS/98

SUKLS424838/2018, SUKLS293205/2018, SUKLS189852/2020,
SUKLS144362/2022

Tesa Yex IHpacTpis c.p.o,,

OcTpaectka 305/29, Komapos 747 70 Onasa, Yeckka Pecnybnina
22975/2/INS/98

SUKLS424838/2018, SUKLS293205/2018, SUKLS189852/2020,
SUKLS144362/2022

MakyBanbHi matepianu SKU nakyBaHHA Cepii Homep nepernagy
[HCTpyKUif. L ALACTIN 0.5 MG TBL {130X640 RM)UA 4346805 7000081437 04
IRCTRYKUIA. L. ALACTIN 0.5 MG TBL {130X640 RM)UA 4346805 7000073190 04
IHCTPpYKUiA, L. ALACTIN 0.5 MG TBL (130X640 RM)UA 4346805 7000086246 04
KopoBka, S. ALACTIN 0.5MGETBL.SREL (40X40X70)UA 4347105 7000073343 04
KopobKa. S. ALACTIN 0.5MGETBL.SREL (40X40X70)UA 4347105 7000082505 04
Etuikerxa. E. ALACTIN 0.5 8MG TBL (19X64)UA 4347203 7000059214 04

AinbHKUuA, wo Bignosigae 3a BUPOBHUUTBD

cepit “in bulk”
Hd3Ba

agpeca

HOMER AiueHsil

Homep ceptudikaTta BignosigHocTi GMP

Tesa Yex IlHgacrpis c.p.o.,
Octpasckka 305/29, Komapoe 747 70 Onasa, Yecbka Pecnybaika
22975/2/INS/98
5UKLS424838/2018, SUKLS293205/2018, SUKLS189852/2020,
SUK1S144362/2022

Onwc SKU Homep SKU cepii Aara Bupob6HMUTEa
CABERGOLINE 0.5 MG POR. TBL. NOB, (VR) 5331470000 2000134482 18 aucronana 2024

Tesa Yex Indacmpiz ¢.p.o,

. Ocmpascera 29/305, 747 70 Onaea-Komapos, Hecnra Pecnyiiika

Teregpon (Bindia kowmponio skocmi): +420 553 644 521

@XW//Q(/C/J %
9,02 2C W




AinbRUuA BURpOGHUUTEA Ai0Yoi pe4yOBUHU

Ha3ga Tesa Yex lHgacTpis c.p.o., AMCO Onasa,

agpeca Ocrtpascebka 305/29, Onasa Komapos, 747 70, Mecbka
Pecnybnika

HOomMep nileHsii -

Homep cepTudikaTta signosigHocti GMP SUKLS344613/2018

Homep FEI 1000282452

Onuc SKU Homep SKU Homep cepii

KabeproniH Esp.d. 4234704 5000030806

Po3zcnigyBaHHA - Hi
Mpouec sBanigayii cepii - Hi

LicriiM A 3aTeepKyIo, Wo HasedgeHa BUULE iHpopMaLa € CpaBxHbLO | ToUHoW. LA cepin npoaykTy Byna
BUTOTOBJIEHA, BK/IOYAOUM NaKYBAHHA/MapKyBaHHA | KOHTPOIL AKOCTI Ha BMULE BHa3aHi# AinbHul (ainbHuusx) y
NOBHIiA BignoBiAHOCT] A0 BMMOTr GMP, BCTAHOBAEHMMYM MICLLEBUM PEry/IIOIYUM OPraHoMm, i B BignoeigHocTi Ao
creundikayiin Toprosoi AiueHsii KpalHu-imnopTepa. MNpoTokoNM BUPOBHIMLTEA, NaKyBaHHA | aHanisie cepii Byno
PO3rAAHYTO Ta BM3HAHO BignosiaHicte GMP,

BunyweHo: Jiri Vavrik, ynoeHosa)keHa ocoba. Oatafuac: 08 ciuns 2025, 15:38:16

LOKYMEHT CTEOPEHKUIA B eNeKTPOHHIA cucTemi 3 eneKTPaHHMM Nignucom

Tesa Yex indacmpis c.p.o. Tenedgror (BIddin koHmpomo axocmi): +420 553 644 521
va, Qempaaceka 28/305, 747 70 Onaso-Komaposa, Yecbra Pecnybnira




teva

MaTepianbHul Homep:

Cneundikauia:

CEPTU®IKAT AHANIZY

7331403024
QDP0125750 V1

Ne ceptugikary:

40000296377

Ha3zsa: ANAKTUH, tabnetkun no 0,5 mar, N28 (1 nnawka x 8 Tabn.)
Cepin: 165320 KinbKicTb: 3010 yn.
Jata supobHuuyTea: 11.2024 MpraaTHWiA Ao: 10.2026
NAPAMETP METOA TECTYBAHHA CNEUMDIKALIA PE3YALTAT
Onwuc BisyanbHo Bini oeanbHi, nhacki TabneTku 3 Bianoeinae
dackolo, Wwo mictaTts 0,5 mr
KabeproniHy. KomHa TabneTka
MAE PO3NOAIABYY PUCKY 3 O/IHOrO
6oKy Ta TUCHeHHA «CBG» no o4uH
6ik i «0,5» no iHWwwWii GiK Bifg
pO3NoAiALYOT PUCKM.
laeHTUdiKauin
o  BEPX QDP0106226 B xogi KinbKicHOro BU3HAYEHHA Bianosinae
Yac YTPUMYBaHHA rONIOBHOIO MNiKy
Ha Xpomartorpami BunpabyeaHoro
pO34MHY BifNOBIAAE TAaKOMY Ha
XpPOMaTorpami CTaHg4apTHOro
pO34unHY,
o YO AM\RD\SPO10 BunpobysaHuii po3umH nokasye Bignoeinae
YO makcumym npu il camiin
AOBKMHI XBUAI, WO | CTAHAAPTHUIA
poO34uH KabeproAaiHy,
NPUroTOBaHNIA 8 aHaNOTYHWX
yMOBax.
OaHopigHicT BMmicTy Axkwe AV ana 10 sunpobysanmx 8,9%
MNpuiimansHe 3HaveHHA AV QDPQ106226 TabneToxk nepesuLye 15,0%,
BUNPoSYBaIHHA NPOBOAATL LLE Ha
20 Tabnetkax, OcTaTouHe AV Ana
30 1abneToK He NOBMHHO
nepesuuysaty 15,0%, a
PO3PaxoBaHWMIA BMICT y KOO HI
Tabnertui He noenHeH ByTH MeHLWe
0,75M abo Ginbwe 1,25M.
He Giabwe 15,0%
OaHopigHicTe macK
* CepegHa maca €ep. d. 2.95 76,0 — 84,0 mr 80,3 mr
e  OaHopiaHicTL macu €sp. $. 2,95 72,0 -88,0 mr Bianosinae
PO34MHEHHA
= MiHIMyM QDPO0D69705 He mexHwe 75 % (Q) Big 96% Bia 3aaBAEHOT
33ABAEHOT KiNbKOCTI KiNbKOCTI
s cepegHe QDPG06S705 3a 15 x8. PO3UYMHAETLCA HE meHwe | 99% Big 3ansaeHol
75 % (Q) Big 3aa8neHOT KITbKOCTI | KifbKOCTI
JAomiwkm
s Kabeproainy QDP0038518 He 6inbtue 0,15 % <0,05%
AOMilIKa A
{1pofAyKTHM po3Knaay
¢  Aninamin abP0038518 He 6inbiue 0,1 % <0,1%
e Anin-AMNK DPG038518 He 6inbwe 0,4 % <0,1%
» Kabeproainy okcng | QDP0O038518 He 6inbue 0,1 % <0,1%

Teaa Hex dacmpiz c.p.o.

ya. OQempascera 297305, 747 70 Onaea-Koaapos, Yecorxa Pecnyiaica

Teneghon (Biodir xoninponse axacmi): +420 553 644 521
Daxe (Bidoir koumponio axocmi): +420 553 644 523




*  Hepigomi 40MILLIKK QDP0038518 He 6inbwe 0,1 % <0,1%
iraMBiayanbHO

e 3arafbhi AOMiLLKM QDPO038518 He 6inbwe 0,8 % <0,1%
KinexicHe BM3HaueHHA QDP0O106226 55,0 - 105,0 % Big 3aasneHol 98,9% Big
KifbKOCTI 3aABAEHOI
KiNuKOCTI

MikpobionoriyHa sikictb

s 3arajnbHa KineKicTb QGMO001197 He 6inbwe 10° KYO/r <5 KYO/r
aepobHUX
MIKpOOpPraHismis

s 3aranbHa KinbKicTh QGMO001197 He Ginswe 102 KYO/r <5 KYO/r

APiKIKOBUX T
naiceHeBux rpubis
* Escherichia coli QGM0001197 BiacytHa/r Bigcytha/r

Rabeproniny gomiwka A: 1-N [6-{npon-2-eH-1-in)epronin-8B-kapboHin]-3-meTrnneprigponipumigmuH-2-on

AHanITUYHI MPOLeAYPU, AKI BUKOPUCTYBYIOTLCA ANA TECTYRAHHA rOTOBOT NpoAYKLUI Ta nepepaxosaHi B
Ceptudikati Ananizy QDP0106226 V1.0 va QDPO069705 V1.0, 8ignoeifaoTs aHanituyHmm npoueaypam
3apeecTpOBaHUM y PerynatopHomy aocke QDPO132599 V1.0 Ta QDP0132607 V1.0.

Livm A 3acBiguyto, Wo HasedeHa BuLe iHPOPMALLA € AAcToBipHOO Ta TouHoto. WA cepia npogykTy 6yna
MpoTecToBaHa B NOBHIKW signosigHocTi 3 Bumoramm GMP, BCTaHOBAGHMMM MICLIEBMM PETYAATOPHMM
opraHom, Tay BiANOBIAHOCTI i3 3apeecTpoBaHmM cneuudikalligmm KpafHu-imnopTtepa. PesynsTaT TeCTYRBaHL
6yno nepeBipeHO Ta BU3HAHO TaKMMM, L1L0 BiANOBIAAIOTL 3apeecTpoBaHUM cneupdikaLiam.

data/uac: 08.01.2024 / 15:38:16 CET

3atsepaeno: Jiri Vavrik
YnosHoBgaxeHa ocoba
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Uei nokymeHT 6Y8 cTBOPEHUI B eneKkTpoHHil cucTemi Ta nignucanuii enekisy

3, ipeHt L

-\ 3477047 P
oy 2

Tesq Yex tHdacmpis c.p.o. Tesnetho (Biddin koHmponio Akocmil: +420 553 644 521
yn. Ocmpasceia 29/305, 747 70 Onaea-Komapos, Yeceka Pecrybnina
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AEPKABHA CJIYXKBA 3 JIKAPCHBKHAX 3ACOBIB TA KOHTPOJIK) 3A
HAPKOTHUKAMH ¥ KUIBCHKIN OBJIACTI

npos. Ceitnumunoi Hanii, 3, mKuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls. ko@dls.gov.ua, Kog EAPTIOV 37078774

BHCHOBOK
Npo AKICTH BBE3EHOro B YKpaiHy JiKkapchKoro 3acody

21.02.2025 Ne 6463/25/10

AJTAKTHH

{HafiMeHyBaHHA TIKapCHKOTO 3ac00Y 3riZHO 3 peccTpamiiAiM MOCBIAYeHHAM)
raduerku no §,5 mr, no 8 rabierok y misimmi; mo 1 nursti ¥ Kopooui

(popma BuIycKY, ROIYRAKHA, BH IAKYBAHHA NKapchKoTo 3acofy)
Howmep peectpauifinoro nocsizuenns UA/9595/01/01 erpox aii peectpaniiinoro mocsizgenns 01.01.2099
Cepis nixapenkoro saco6y Ne 165320 KinukicTs BBe3eHOro nikapcskoro sacoby 3010

BupoGHHK Tepa Yex Innacrpis c.p.o., Uexin
{HaliMerrypaHms BHpoGHEKa NiKapeskoro 3acofy, kpalHa MOXCUKEHH)

Baeseno B Ypainy ToBapucreo 3 ofmMexenolo Bixnosigannuicrio "Tesa Ykpaiua", inenr.
kox: 34770471
(nativenysanus Ta kox 32 CJIPTIOY jopuanunoi ocobn abo npizeniue, iM'A, o Gatekoal (isHRI0]

ocobu - mianpuemiid, I Micue IposxknBanns Ta peccTpaliiEHi noMep o6nikosoi KAPTKH NNATHHKA
nogaTkie abo cepis Ta HoMep nacnopTa)

ITpoToxou sisyannnoero konrpoio sin 14.02.2025 N 0445/1.

3a  pesyapTaTaMuU  ICPNABHOTO KOHTPOJO BCTAHOBNEHO, W10 JIKAPCHKHE 3aciG  sBescHo B Ykpainy 3

AOTPHUMANHAM BHMOT 3aKOHONABCTRA UIOAO 3a6e3NEUEHHS SKOCTI TKAPCHKHX 3ac06ik.
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