JEPKABHA CJIYXKBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHUKAMMU y m. KHEBI

npos. Hanit Ceitinyunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dis kyiv@dls.gov.ua, Kon €JIPITOY 37079055

BUCHOBOK
Ipo SAKICTh BBE3CHOr0 B YKpaiHy JiKapchKoro 3acoly
03.10.2023 Ne 50137/23/26
TEPA®JIIEKC®

(HaliMeHyBaHHs JiKkapchkoro 3acoby 3riiHo 3 peecTpaLiiiHuM 1OCRIAUCHIIAM)
KancyJiu, no 60 xancyn y naactTukoromy duaaxoni; o 1 gprakony B kaptoHHil kopo0Oii

OpMd BUITYCKY, N03YBAHHS, BHA 1TAKY BAHHS AiKapCLIoro 3aco0
Y b

Howmep peecrpauilinoro nocsinuenns UA/7749/01/01 ctpok ait peecrpauitinoro nocsinuerns HEOOMEKCHNUH]

Cepis nikapcskoro 3acofy Ne 366642 KinbkicTs Baesenoro jixapeskoro 3acoby 66600
BupoGHnk Kontpakr Papmakan Kopnopeitn, CILITA
(HaitMeHyBaHAA BUPOGHHKA RikapchKoro 3acoly, KpalHa HOXOICHII)
Baeseno B Yipainy ToBapucrso 3 06Mmexkenoro BignosinaanHicTio "Baitep", inent. xon:
22911794

(naitMcHyBanHs Ta koj 3a ENIPTIOY jopuauunoi 0cobu a6o npizpue, iM's, 110 6aThkopi
(piznsHol ocobu - ninnpuemus, if Micue 1poxkHBaiTHa Ta peectpauifinui Homep 06:1ikoBol
KapTKM NIaTHHKa nonaTkis abo cepis Ta HOMEp ndacnopra)

Iporoxon sisyansnoro kontpomo six 03.10.2023 N 2970/2.

3a pesysnpTaTtaMH AepPXKABHOIO KOHTPOJIO BCTAHOBJEHO, 10 Jikapchkui 3aci6  BBeseno B YkpalHy 3
AOTPHMAHHSIM BHMOT 33KOHOIABCTBA L1040 3a6e3NeHeHHs AKOCTI TikapgFbkux 3acobis.
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Cepmudhikam _ananizy

Ha3ga npenaparty: TEPA®JIEKC®, kancynu
Po3mip nakyBaHus: 60 kancyn y dnakoHi Koa npoaykry: 3470
Tun ynakoBKu: oauH ¢iakoH y kopoOui Homep cepii: 366642
Jlara BHpoOHUITBa: 05/2023 Tepmin npuaarTHocTi: 05/2026
Homep no3uuii: 1600487 KinbkicTs, A03BoJ1eHa A0 peasnizauii: 66600 ynakoBku
Kaienr: Baiiep Kpaina iMmnoprep: VYkpaiHa
Popma 103yBaHHA: TBEP/i KENaTHHOBI KaNCyu Peectpaniiine cBizourso: UA/7749/01/01
IIpoTokos Ne: 06235004
Teer Crenmbikanis PesyanTar
Onuc Teepai npo3opi XeNATHHOBI KANCYIH, 1O MiCTATh
MOPOILOK Bix OiIyBaTOro 0 CBITIO-G€KEBOro Biznosigae
KOJIbOPY 3 KPUCTATIYHHMH YaCTKaMU
Cepennst Maca KancyJim 1076 Mr = 10 % 1074 mr
Maca 18 3 20 kancyn He MOBHHHa MaTH
BIAXMJICHHS BiJl CEPEAHBOI MacH Kamncysu Ginbiie
Binxuaenns B maci Hix Ha £10% Biznosiaae
HowminansHa Bara kancynu: 1,076 r;
HowmiHaneHa Bara BMicTy kancynu: 0,956 r
Po3nan TM-018 He Ginbire 30 xBuaMH Bixnoginae
) [TposoauTscs MeTogom BEPX
Z‘(;;’)’;‘Z‘;’;Zg OIHOYACHO 3 KiNbKICHMM Bianosinae
Bu3HayeHHAM. Yac ytpumanns (RT)
InenTndikanin T™M-018 FOJIOBHOTO IMika XPOMaTOrpaMMH
nampiro xondpoimun BUMPoOYBaHOTO PO3UMHY BIANOBIAAE . .
Bignoginae
cynogpam 4acy yTpUMaHH:A CTaHAAPTHOTO
PO3YHHY
2I0K03aMity 90 -120 % 103 %
Kinbkicne 2iopoxaopud TM-018 450 — 550 Mr 515 mr
BH3HAYCHHA Hampiio xondpoimun 90 -120 % 98 %
cyasgpam 360 — 480 Mr 392 mr
Io BiAXHIEHHIO B Maci 2noKo3aminy nampio xondpoimun
o . TM-018 2i0poxnopud cyasgham
AHORIANIECTE Jo3yBatis 3 [puiHATHE 3HAYCHHS He
. AV 4 1
6inpue 15
Po3urHeHHst | 2wokosaminy 2idpoxaopud TM-018 | He menure 75% (Q) yepe3 60 XBHIHH 90 %
3aranbHa KUIBKICTS
aepoGHHX MIKPOOpraHiiMiB EP <10 KYO/r Bianoginae
g 8 (TAMC)
Mikpobionor — — 2.6.12
e arajlbHa KiJIbKICTh
IMHA YHCTOTA | npixkoBHX Ta MITICEHEBHX USP<61 <102KVYO/r Bianosinae
rpub6is (TYMC) >
Escherichia.Coli BigcytHiB 1 T Bianosinae

Pob6oue mocunanna: QC-VMS-2023-0011A/190; QC-VMS-2023-0039/80; QC-VMS-2023-0010/190; QC-VMS-2023-0002/91; QC-VMS-2023-0003/81

Micro-testing#36059

Jara: 29/06/2023

S THM caMHM CTBEPJUKYIO, {0 BHIIE3a3HaueHa iHpopMallis JOCTOBIpHA i TOYHA.
Jana cepis mpoaykuii BHpoOGneHa, BKIIOYAIOYH YNAaKOBKY Ta KOHTPONb SKOCTI Ha BHIIE3a3HA4YeHi MiIMBHMLI B MOBHIA BiAMOBIAHOCTI 3
suMoramu GMP Micuesux PerynaropHux opraHiB i y BianmosigHocTi 1o cneuudikanii PeectpauiiiHoro noceke B kpaini iMnoprepi. I[Tpotokonu
BHPOGHHLTBA cepii, YMaKOBKH i KOHTPOMIO SKOCTi IepersHyTi i BiAmoBinaioTh BuMoraM GMP. Bci BigxuneHHs Oyau 3akputi Ta MawTh

BIAMOBIAHUIL MPOTOKOJL.

Iepesipus: Teresa Flores
Hara: 29/06/2023
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CEPTU®IKAT CEPII
TEPA®DJIEKC ®
Cuna nii/akTHBHICTB: Kox npoaykry: 3470

D-I'nroko3aminy rigpoxnopua — SOOMr . .
Hatpito xonapoituH cynsdar — 400 Mr Kpaiux sapodnuk; ClHA

®opma nosysanns: Kancym Kpaina imnoprep: VYkpaina
PoawipTaTun ynaxoskm; 60 xancyn y (bnaxom, Peectpauiiine nocsiguenns NeUA/7749/01/01
1 ¢pnakoH y kopobui

Cepin Ne: 366642 Jara supobunursa: 05.2023

Tepmin npuxatHocti: 05.2026

KonrtpakTt ®apmakan Kopnopetiten

HOpuauuna aapeca i peais: 135 Anamc Asento, Xonor, Helo-Hopk, 11788, CILIA
Homep B yHiBepcanbHii cucTemi Hymepauii nanux: 057795122

Aapeca Bupo6uuyvoi ainbuuui: 160 Kommepc Jpaiis, Xomnor, wa-ﬁopx 11788, CILIA
Homep B yHiBepcanbHiit cucTemi HyMepanil fannx: 968334974

PesyabTat ananiziB gogxaThes B Ceprudikari Anamisy.

KomenTapi:

S THM caMHM CTBEpPXKYIO, 10 BHILE3a3Ha4UEHa iH(pOpMaLid JOCTOBIPHA i TOYHA.

Hana cepis mpoaykuii BHpoOGJIcHa, BKIIOYAalOYH YIMAKOBKY Ta KOHTPOJb AKOCTI Ha BHIIe3a3Ha4YeHIH AiMbHHUI B NOBHIM BIAMOBIZHOCTI 3
BuMoraMd GMP MicueBnx PerynatopHux opratis i y BixnoBinHocTi fo cneurdikauii PeectpaniiiHoro focke B kpaiHi iMnoprepi.

IIpoTokonu BHPOGHHLTRA cepii, YIIaKOBKHM i KOHTPOJIIO AKOCTI MEPETJIAHYTI 1 BianoBinarots BuMoraM GMP.

BianosinaanHuii 3a peanizanito cepii
IM’q: » Thomas Jacob
ITocasna / 060B’A3KH : Meneoocep 3 konmponio Jokymenmayii
ITixnuc: nionuc
[Hara: 29.06.2023
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