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AEPKABHA CJIVIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUIBCBKII OBJACTI

npoe. Ceitimuuoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon €JIPIIOY 37078774

BUCHOBOK
Npo SIKiCTH BBE3eHOro B YKpaiHy JikapcbKoro 3aco0y

24.10.2023 Ne 51811/23/10

DJIYKOHA30JI-TEBA

(maitmenyBaHHA Jlikapchkoro 3aco0y 3riano 3 peectpariiinmm TOCBIUEHHsIM)
Kancyau Tsepai no 50 mr no 10 kancya y 6aicrepi; o 1 Oxicrepy B Kopobmi
(bopma Bumycky, nosyauus, Brp NaKyBaHHs JIiKapcekoro 3acofy)

Homep peectpauiiitoro nocinuenns UA/16524/01/01 crpox aii peectpauifinoro nocsinuenns 01.01.2099
Cepis nikapcekoro sacofy Ne 0520823 KinbkicTs BBe3€HOrO Mikapcskoro sacoby 29760

Bupo6GHUK AT ®apmauestuanuii 3aoy Teea, Yropuina

(naiimenypanus BUPOGHUKa NTiKAPCKOTO 3acody, KpaiHa NoXoxeH )

Beeseno B Ykpainy ToBapuctro 3 06mMesxeno10 BignosinaapHicTIo "TeRa Ykpaina", igenr.

won: 34770471
(HaiimenyBanus ta ko 3a €JIPTIOY HWPHANYHOT 0c06H 260 Npi3puiLe, iM'a, M0 6aTEKOBI (dizuunor

0cobu - nianpuemus, i mMicie TPOKHBAHHA Ta peecTpauilinuii Homep oGnikosoi KApTKH MIaTHAKA
nonatkis abo cepis Ta Homep nacriopra)

Ilporoxon Bisyaneroro konrpomo six 23.10.2023 N 3330/1.

3a  pesynbTaTaMH  JIepKaRHOIO KOHTPONIO ~ BCTAHOBJEHO, 10 JIIKAPCBKMH 3acid BBezeHO B Vkpainy 3

AOTPHMAHHSAM BHMOT 3aKOHOJABCTBA LION0 3a6e3MeyeH s AKOCTI IIKAPChKHX 3aco6iB.
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Ceprudixar Ananizy

Mdaykonazon-Tepa, kaneynu mo 50 mr, Nel(, ¥rpaina

-

Hontep cepit: 0520823 Homenxnarypuwuii koa: 84011475
Homep cepii Gamxa; 3K52FC
Hata BnpoGrnuTea; Cepnens 2023 Tepmin npinarnocri: Cepnens 2026
Hara anasisie: 30 cepras 2023
Hosinka: SDIR002701/9
BunpoSypauus Cneundixania Pezyanraty
OIMrC Teepai kenaTHHOR] KALCYTH, HAMOBHEH] BiTAM abo Binnoginae
AOBTYBATO-0LIMM OJAHOPIAHUM TIOPOLIKOM.
Kpurueuka: OnakHTHa, Hempo3opa
Kopnyc: Oinui, Henpozopuit
Po3aMip kanmcymmn: Ned
IIEHTHU®IKALIA mirodel peuopnnu (YP) | CrekTp norMHHAHHA BUIIPOSYBAHOTO PO3UHHY MOKA3YE Binnoeinae
MAKCHUMYMHU [PH THX CaMMX JIOBXHHAX XBUIkL (261 £ 2uM |
267 + 2am), 1o § TakHH CTAKAAPTHOTO POIUHAY.
IIEHTH®DIKALIA aitouo’ peuopnnn Iin 4ac KinbKICHOTO BUSHAYEHHS YAC YTPHMY BAHHS Binmosizae
(BEPX) IONOBHOTO MiKa HA XpoMaTtorpami eunpobyBaHoro
PO3UHHY BIANOBiZaE TAKOMY /1S CTAHIAPTHOTO PO3HHY.
INEHTHU®IKALIA Tutany ziokcuay IToBuNHO 3’ABNATHCA HOMAPAHUYERO-UEPBOHE Binnosizae
3abaprieHHs.
[HEHTHUQIKAIILS niamaHTOBOro CHHROTO l'onoBHa nAMa Ha XpoMaTorpami BUIpeGyBaHOro Binmosizae
FCF pO3UHHY BIANIOBIAAE 32 HONOMKEHHAM | KOIBOPOM TaKiii Ha
XPOMATOrpami CTaHAAPTHOrO PO3YMHY.
OJHOPIOHICTh HO30OBAHUX Binnorinae moroynomy BuaanHO CRp.d. Bignosigac
OJHMHHULIE METOJ0OM BAPIAIII MACH
IpUAHATHE 3HAYEHHS He 6impme 15.0 9.6
PO3UYMHEHHA (BEPX) (3A 45 XB)
CEpenHE 101 %
nianason He mene 80% (Q) ein 3ansneHol kinbkocTi posunnseTses | 97-104 %
3a 45 XBHIHH.
Kputepii npuitnaTaocTi: notoune suaauns Esp. ¢.
npoHaeHa crafia 1
JOMILIKWITPOOYKTH PO3KJIALY
(BEPX)
AOMIlLIKA [30Mepy He Ginbure 0,3% 0,15 %
JOMILTKa KETOHy He 6inbuie 0,2% <0,01 %
JOMiLLKa eNOKCHIY He 6inswe 0,2% <0,05 %
Oyab-fka HEBLIOMA He 6inpwe 0,2% 0,09 %
32ranbHi — KPiM JoMilIkK izomepy He 6inswie 0,5% 0,17 %
Kinexicue suznauenns (BEPX) 95,0- 105,0% Bif 3asBIeHOT KUTBKOCTI 101,1 %
MIKPOBIOJIOT'TYHA AKICTE
3aranbHa KinekicTs aepodHmy He 6inpine 10° KYO/r <100 KYO/r
MIKPOOpTaHizMiB
3aranbua KiTeKiCTh HNpiKIMKOBHX TA He 6imewe 10?2 KYO/r <20 KYO/r
niiceHeBHx rputis
Escherichia coli Bigcytun g Ir Biacytusa

JliHCHHM A 3aTBEpDICYI0, 110 HABEREHA BHLLE iHdopMauin nepesipena B BiAOBIAROCTI 3 IpHHuMiamMy GMP Ta B BignoBigHOCTI 3
BUMOIraM¥ PeecTpaliiHoro moCRi4eHHs.

Kallaine Gellen Anita
KepirHHK Biaainy KOHTPOMO AKOCTI
Tasi Sandor

AcHeTeHT Binainy 3abesneuenns skocTi
28 Bepecua 2023 08:11:22

JloT 3aTeepasKenmii:
HMocana:
Bunymeno:

Jdara Bumycka:

Ockineky el AOKyMEHT cGOPMOBAHO y 3aTREpIKEHIH cHCTEMI yupasiainaa nabopa
UeH TOKyMEHT MiANHCAHO B ENEKTPOHROMY BHIIAL

AT Papmavesmuyuduii 3a80d Teaa,
H-4042, Yeopwura, fepbeuen, lanaazi cmp. 13
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Ceprudixar Cepit BupoGunka ans
Menn4inx pogykrie, mo Excnopryiorses

1. Ha3ea npoaykry.

Durywonason-Tesa, kaneyn Teepai no 50 mr, Nel0
2. Kpafna-imnoprep.

¥xpaina

(5]

Howmep pecerpauiiinoro noceiauenns/ Homep npouemypu
Ne UA/16524/01/01

4. Cuna/AKTHBHICYE,

®urykoHazon 50 mr

5. @opma mo3yBaHHA (Nikapchka dopma).
Kancynu Teepai

6. Poamip makysanHs (BMICT KoRTeHHepy) Ta THI (8- drnakonu, nuIANKK, GnicTepy).
1 Gaier. x 10 kaneya B Kopo6ii, 3araALHA KiabKicTh: 29760 Kopobok

7. Jlot/Homep cepil.
0520823

8. MHata Bupofuuursa.
08.2023

Jara ynakosxu
09.2023

9. Tepuiu npumgatHocTi,
08.2026

10. Hazea, azpeca Ta nomepa niueusiii BupobHuKa.
AT Dapmauesriunii 3asoa Tesa
Hinauka 1: H-4042 Oedpeuen, eya. Mamnari 13, Yropmuna

HU-M-TEVA

Bupobuuurso (|
MakyBadus
Konrpoas sikoeri ©
Bunyck cepil ]

11. Homepa Biamorinxocri GMP Beix ninssok, nepepaxoBanux B nyHxel 10.
OGYEI/18953-8/2021
OGYE1/28650-3/2022
12, Peaynbrary aHanisis.
HonparoTees,
Homep 3BiTy: 876,187

13. Kommenrapi/saysanenus.
M XKoane sinxunenns ne Binbyaocs s npoueci BUPOGHHIUTER, MAKYBAHHA Al TECTYBAHHA
OOvpumani Biaxnenns 6ynn piznosiano susteni ta Bupimeni ’
3sir ID:

U Npoaykt nepesunymeno
U] Ie Gyna eanizauiina cepis
& Mponemypa ynpasainus sminamn 1D: 2492954, 2496332

BupoOuuk A®I

Im'a: Aypobinao ®apma JITH (FOuit VIII)

Anpeca: Aypobingo ®apma Jimiren HOnir VI, Chopreii Ne 10 i 13, Ait.

Hictpikt, Kinnapam Manaan Taagin — 502319, Magranotapam Binaxk, Teqeurana

ABTopusauiiinnii Homep: 38/MD/AP/2001/B/R

Homep GMP Eudra aGo cepruhikaty Binnosiznocti GMP: 1. 20MPPO16HVPTO1
2. 76140TS/1/2022

TEBA ®apnscsiotina1z o Flomep Mivensit: HULM-TEVA Honep Bignosiznoeri GMP: GGYEN1$952-8/2021

Bianin xouvpoaw axacti OCYENIB650-32022
H-4042 JleGneuen, sya. Mannari 13 Ten +36 52 515 100 dawe: 3632515119 wwwieval

HOMeHRRaTypHit xoa: 84011473
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Homepa rpagiunnx marepianis:

IHCTpYRUiA: 20172350 3
Erukerxa: -

Bnicrep: F276-RANDOM
Kopobka: 20172440 01

YMosu sGepirannn rotoBoro apoaykry: He 30epirati npu Temneparypi suie 30°C.
Hara Bumycky: 27.09.2023
Homep texuiunol yronm: IC-QTA-17B

t4. 3agpa npo ceprudikauito.
ANcHUM 5 3aTBEPAAKYIO, IO HABEAEHA BHIIe iHdopMauis € JocToBipHO Ta Townow. L[s cepis npoaykTy
Oyna BupoGireHa, BKIIOYAIOUY HAKYRAHHI/MAPKYBAHHA Ta KOHTPOJIb SKOCTI HA BHLIe3a3Havenii quanui
(ninsHKAX) B MOBHIH BiANoBiAHOCTI A0 BUMor GMP, BCTAHOBIEHUMH MiCHEBUM PEryIATOPHAM OPLAHOM,
Ta B BiANOBinHOCTI 31 cnewngikauinvu Topropoi JrimeHsii kpaiHu-iMnopTepa. Tiporokoan BUPoGHHITEA,
NaxyBaHHA | aAHANIB cepil 6YJ10 po3rNgHYTO TA BH3HAHO BiANOBigNicTs 3 GMP.

15. Im’a Ta nosuuis/mocasa ocoby, ska CXBARWIA BAMTYCK Cepil AUTA NOCTABKH,
Eszter Kerepesi
Ynosuocarcena ocobn
Bigain 3adesnevycHun axocti

16. Tlignuc:

17. Hata Bunycky: 28 pepecus 2023
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TEBA dapuactwricasa Jva, Hesep Jligenyi HU-M-TEVA {Tomep Bianesiznocri GMP: OGYEH18953-8/2021

Binain x0BRTPoII sRecTi OGYEL28650-3/2622
H-4042 feGpeuen, sya. Iannari 13 Ten - +36 52 513 100 dake +36 52 515 119 wwny teva hy

Homenxnarypunii xoa: 8401 1475

Crop. 2
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