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BnaHk

CEPTU®DIKAT AHANI3Y TA BIANOBIAHOCTI

HA3BA TA AQPECA BUPOBHUKA/IB:
YINCA CAC 304, aBeHio [loktopa XaHa bpto, 47000 m. AxaH, PpaHuis

JNIUEH3IA HA BUPOBHULUTBO : M 15/196
GMP CEPTU®IKAT: 2021/HPF/FR/103  26.07.2021
HA3BA TA AJPECA KOHTPOIJIKO AKOCTI: 979, aBeHto ae MNipeHe, 47520 m. Jle Macax, $paHuis
NIUEH3IA HA KOHTPOJIb AKOCTI: M 15/198
HA3BA MPOAYKTY: JOHOPMIJT 15 Mr — TabneTku, BkpuTi 060M0OHKOI0 1 Ty6a x 30 — YkpaiHa
CKNAA: 1 TabneTka skpuTa 06onoHKolo MICTUTL [loKCUnamiHy cykuuHary 15 mr
HOMEP PEECTPALINHOIO NOCBIAYEHHA: UA/7213/02/01
HOMEP CEPII: A8189 CAN KOA: 1090660
KINBbKICThb: 27,552.00 ynakoBoK
OATA BUPOBHULTBA: 29/11/2022 CTPOK NMPUOATHOCTI: 10/2025

Lium niaTeepaxyto, Lo BULLEBKa3aHa iHpopMaLlist € CNPaBXHbLOK i TouHoto. Lis cepis npoaykTy 6yna BurotoBnena,
BK/IKO4@K0YM YNAKOBKY i KOHTPONb SIKOCTI Ha BULLE 3ragaHinn AinbHUUI B NOBHIA BiANOBIAHOCTI 3 BUMOramu GMP
MICLIEBOTO PErysiol4oro opraHy Ta 3i cneuudikauieto peecTpauiiHoro cBigouTBa KpaiHu imnopTepal/danny
cneuundikauii nNpoaykTy Ans AOCNIMKYyBaHWUX nikapCbKux 3acobiB cneuudikauii iMnopty npoaykTy dain ans
[oCnigxKyBaHUM Bpo6iB MeauyHoro npusHayeHHs. OBpobka cepil, nakyBaHHs Ta aHani3 3anucie i BCTAHOBMEHO,
wo signosiaHo go GMP.

AHANITUYHI NOCUNAHHA: CTaHpapT TeCcTyBaHHs: TS00011152
Bepcis: 12
CTATYC: 3arTBepAXeHo
ENEKTPOHHO BUNYLWEHO Meile GUO
YMNOBHOBAXEHOK OCOBOIO
OATA PENI3A/MAC 27/02/2023, 18:35:47

MpoayKT Bianosigae cneyvdikaLlii npu BUNYCKY PyTUHHIi

MIKPOBIONOMNYHA YACTOTA: BUKOHYETLCA ABA pa3u Ha pik

Bunyck cepii 3aiicHI0ETbCS Ha BUPOBHWYIA AinsHui: YTCA CAC, 304, aBeHto [loktopa XKana Bpto, 47000,
M. AxaH, PpaHuis

NiueHsis Ha BUpo6HULTBO: ByAb Nacka, 3BepHITbCA A0 AAHUX, 3a3HAYEHUX B 3aronoBky cepTudikarty
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kg &
p%,?f"’HHMF\ KO“A
69aumug-v\*“




BnaHk

CropiHka 13

[Jara cTBopeHHn: 28/02/2023 10:26:28

CEPTU®IKAT AHANI3Y TA BIANOBIAHOCTI

HA3BA TA APECA BUPOBHUKA/IB:

YINCA CAC 304, aBeHwo [Joktopa XXaHa Bpto, 47000 M. AxaH, $paHuis
NIUEH3IA HA BUPOBHUUTBO :

GMP CEPTUDIKAT:

HA3BA TA AJPECA KOHTPOIIIO AKOCTI:
NILUEH3IA HA KOHTPOIb AKOCTI:

M 15/196

M 15/198

2021/HPF/FR/103
979, aBeHio ae Mipexe, 47520 m. Jle Macax, PpaHuis

26.07.2021

HA3BA NMPOAOYKTY:

JOHOPMIJT 15 Mmr — TabneTku, BKpuTi 060M10HKOO

1 Ty6a x 30 — YkpaiHa

CKNAA: 1 TaBneTka ekputa 060MoHKoK MICTUTb [lokCUnamiHy cykuuHaty 15 mr
HOMEP PEECTPALIIMHOIO NOCBIAYEHHA: UA/7213/02/01
HOMEP CEPII: A8189 CAN KOA: 1090660
KINbKICTb: 27,552.00 ynakoBoK
OATA BUPOBHULUTBA: 29/11/2022 CTPOK NMPUOATHOCTI: 10/2025
Homep 3pa3ka BusHayeHHs MeTtoaum KpuTepil NpUAHATHOCTI PesynbraTtu
. . psAMOKYTHI 6ini TabneTku 3 . .
001000036544 OpraHonenTU4Hi XxapakTepUCTUKH BHYTPILWIHIN [ABOCTOPOHHLOK HaZACIYKOIO Bignosigae
ans noginy
001000036544 CepenHs maca €P2-9-5 0,134-0,156r 0,144 r
001000036544 Po3nopain inguMBigyansHUX mac €P2-9-5 BignoBinae Bignosigae
001000036544 Po3napaHHsA €92-9-1 <=15 xB Bignosinae
001000036544 Brtparta B Maci Npy BUCYWYBaHHi €Pd2-2-32 <=3,0 % 1,7%
001000036544 lpeHTUdDiKaUis AoKCUnamiHy €P2-2-29 Bignosigae Bignosigae
CyKUMHaTy
001000036544 KinbkicHe BU3Ha4eHHsl €d2-2-29 14,3 - 15,8 mr/tabn 14,8 mritaén
OOKCUNaMmiHy CyKuuHaTty
001000037275 KoHTpOnb naKkyBaHHs BHYTPIWHIA  Bianosinae Bignosigae
001000037276 3aranbHa KinbKicTb aepobHuxX €D2-6-12 <102 KYOIr Bignosinae
MiKpoopraHiamiB -
001000037276  3ararnbHa KinbKiCTb NNiCHABKUX Ta €P2-6-12 <102KYOIr Binnosinae
OpiXKOKOBUX rpubiB
001000037276 Escherichia Coli €P2-6-13 BiacyTHicTb/1 1 Bignosigae
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JEPKABHA CJIY/KBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCHKINH OBJACTI

npocnekT Banepis JlobaHoscbkoro, S1, M. Kuis, 03110, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €/IPTIOY 37078774

BUCHOBOK
NPo SIKICTH BBE3€HOT0 B YKPAiHy JIIKAPpCbKOI0 3ac00y

04.08.2023 Ne 31211/23/10

JOHOPMIJI

(HalfMeHyBaHH4 JTIKapChKOTo 3aco0y 3TiNHO 3 peecTpaliiiHUM MOCBIAYCHHAM)
TabJIeTKH, BKPHTI 000/10HK010, 10 15 Mr; 1o 30 TabdeTox y Ty0i; nmo 1 Ty0i B KapTOHHIH
KopooOui

(bopma BuITYCKY, 103yBaHHS, BHJL TAKYBaHHS JIIKApChKOro 3acoly)
Howmep peectpaniitnoro nocsimaenns UA/7213/02/01 crpox aii peecrpariitnoro nocsiauenns 01.01.2099
Cepis mikapcbkoro 3acoby Ne A8189 KinbkicTb BBe3eHOro nikapchkoro 3acody 27549

Bupo6nuk VIICA CAC, ®panuis

(naliMeHyBaHHS BUPOOHMKA JIIKAPCHKOro 3aco0y, KpaiHa MOXOKEHHS )

Beeseno B Vipainy ToBapucTBo 3 o6MeskeHol0 BiamosinaasnicTio "IEJIBTA
MEJIIKEJI", inent. xon: 39448817

(naitmenyBants Ta ko4 3a €JIPTIOY ropuanunoi ocobu abo npizsuiLe, iM's, 1o 6aTbkoBi GizHYHOT
0cofH - MiAnpUeMIL, Ti Miclie MPOXHBaHHs Ta peecTpaitiiiHuii Homep 06/1iKOBOT KapTKM M1aTHHKA
noaaTkiB abo cepisi Ta HOMEp MacrnopTa)

IMpoTokoa Bizsyansnoro kontpouio sin 04.08.2023 Ne 2012/4.

3a pesynbTaTaMu  JICPKABHOTO KOHTPOJIIO BCTAHOBJIEHO, 1[I0 JKAapCbkuii 3aci0 BBeseHo B VYkpainy 3

JOTPHUMAHHAM BHMOTr 3aKOHOIABCTBA 1110/10 3a06e3MeYeHHs AKOCTI JiKapChKHX 3ac00iB.

Ipuna I[TAJIAMAP
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CropiHka 1 i3 2

BrnaHk

CEPTU®IKAT AHANI3Y TA BIONOBIAHOCTI

HA3BA TA AOPECA BMPOBHUKA/IB:

YIICA CAC 304, aBeHw [loktopa »KaHa bpto, 47000 m. AxaH, ®paHuis

JNILEH3IA HA BUPOBHULUTBO :
GMP CEPTU®DIKAT:

M 15/196

2021/HPF/FR/103 26.07.2021

HA3BA TA AOPECA KOHTPOJIHO AKOCTI:

NILEH3IA HA KOHTPOIb AKOCTI:

979, aseHio ge lNipeHe, 47520 m. Jle Macax, PpaHuin

M 15/198

HA3BA MPOLOYKTY: OJOHOPMIN 15 Mr — Tabnetku, BKpWTi 060MOHKOK 1 1y6a x 30 — YkpaiHa
CKNnAQL: 1 TabneTka skputa o6onoHko MiCTUTL [okcunamiHy cykuuHaty 15 mr
HOMEP PEECTPALIMHOIO NOCBIAYEHHA: UA/7213/02/01
HOMEP CEPI: A9707 CAIlN Kopn: 1090660
KINBKICTb: 55,356.00 ynakoBoK
OATA BUPOBHULITBA: 02 /02 /2023 CTPOK NPUOATHOCTI: 01/2026
Homep 3paska BusHavyeHHA MeToau KpuTepil npUAHATHOCTI Pe3ynbTatu
. — MpsAmMokyTHI 6ini Tabnetkun 3 . .
001000039755 OpraHonenTU4Hi XapaKTepUCTUKU BHYTPIWHIA [ABOCTOPOHHBOK HACIYKOK AN Bianosigae
noainy
001000039755 CepeaHAa maca €$2-9-5 0,134 -0,156T 0,143 r
001000039755 Po3nogin iHAuBIAyanbHUX Mac €$2-9-5 Bionosinae Bionosinae
001000039755 PosnagaHHA €$2-9-1 <=15 XB Bignosigae
001000039755 BTpata B maci npu BUCYLIYBaHHi €d2-2-32 <=3,0% 1,5 %
001000039755 IaeHTUpiKaLia gokcunamivy €9P2-2-29 BignoBinae BignoBinae
CYKUWHaTy
001000039755  KinbKicHe BU3Ha4YeHHA €P2-2-29 14,3 - 15,8 MriTabn 14,5 MriTaén
JoKcunamiHy cyKUWHaTty
001000041110 KOHTpONb NakyBaHHS BHYTPIWHIA Bignosigae BignoBinae
woue s =103 KYOIr
3aranbHa KinbKicTb aepobHUX €d2-6-12 He npoBoguTbCA
MikpoopraHiamis
3aranbHa KinbKicTb NMiCHABKUX Ta €d2-6-12 <102KYOIr He npoBoaunTbCA
ApixoxoBUX rpubie
Escherichia Coli €P2-6-13 BigcyTHicte/1 1 He npoBoguTbCA
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BrnaHk

CEPTU®IKAT AHANI3Y TA BIONOBIAHOCTI

HA3BA TA AOPECA BMPOBHUKA/IB:
YIICA CAC 304, aBeHw [loktopa »KaHa bpto, 47000 m. AxaH, ®paHuis

NILUEH3IA HA BUPOBHMLUTBO : M 15/196
GMP CEPTU®IKAT: 2021/HPF/FR/103 26.07.2021
HA3BA TA AJPECA KOHTPOIIO AKOCTI: 979, aseHio ge lNipeHe, 47520 m. Jle Macax, PpaHuin
NILUEH3IA HA KOHTPOIb AKOCTI: M 15/198
HA3BA MNMPOOYKTY: OOHOPMIJT 15 Mr — TabneTku, BKpuTi 0BONOHKOH 1 1yBa x 30 — YkpaiHa
CKNApL: 1 TabrneTka ekpuTta o6onoHko MiCTUTb [JoKcunamiHy cykuuHaTy 15 mr
HOMEP PEECTPALINHOIO NMOCBIOQYEHHA: UA/7213/02/01
HOMEP CEPII: AS707 CAIN KoQO: 1090660
KINbKICTb: 55,356.00 ynakoBokK
OATA BUPOBHULTBA: 02/02/ 2023 CTPOK NPUOATHOCTI: 01/2026

Lium nigTBepaKyto, WO BULEBKa3aHa iHpopmauifa e cnpaBXHboto | ToyHow. LIS cepia npogykTy 6yna BurotosneHa,
BKIMKOYaK4YM YNakoBKY i KOHTPOSb AKOCTI Ha BULLEe 3rajaHii ginbHUUi B NOBHIW BignosigHocTi 3 Bumoramu GMP
MICLLEBOrO peryno4oro opraHy Ta 3i cneuudikauielo peecTpauiiHOro ceigouTBa KpaiHu iMmnopTepa/daunny
cneumdbikauii NpoAykTy AnNA AoCnigKyBaHMX nikapcokux 3acobie cneumdikauii imnopTy npoaykty dhain ans
pocnigkyeaHum Bupobie meguyHoro npmusHadeHHs. Obpobka cepil, nakyBaHHA Ta aHania 3anwucis | BCTAHOBIEHO,
wo BignosigHo ao GMP.

AHANITUYHI MOCUNAHHA: CraHgapT TecTyBaHHA: TS00011152
Bepcis: 13
CTATYC: 3aTBepaKeHo
ENNEKTPOHHO BUMYLLEHO Meile GUO
YNOBHOBAXXEHOIO OCOBOKO
OATA PENI3SA/MAC 0270572023, 12:28:12

MpogykT Bignogigae cneyudikauii Npu BUNYCKY PYTUHHIA

MIKPOBIONOIN4YHA YHACTOTA: BUKOHYETLCA ABa pasu Ha PiK

Bunyck cepii 3giicHioeTbes Ha BUpoBHUYin ginaHui: YTICA CAC, 304, aBeHio [JokTopa XaHa bpro, 47000,
M. AxkaH, PpaHuida

INiueHsisa Ha BupobHMUTBO: Oyab nacka, 3BepHITbCH 40 OaHWX, 3a3Ha4YeHNX B 3arofloBKy cepTudpikarty

Llei cepTudpikaT BUaaHoO BanigoBaHOK CUCTEMOK AKOCTi. ENEeKTPOHHWIA MiANUC eKBiBareHTHUIA PYKOMUCHOMY

nignucy.



JTEPKABHA CJIYXBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBhKIN OBJIACTI

npos. Ceitiuunoi Hanii, 3, M.Kuis, 02099, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €IPIIOY 37078774

BUCHOBOK
Mpo AKiCTh BBE3€HOr0 B YKpPaiHy JiKapcbKOro 3aco0y
27.09.2023 Ne 46119/23/1011
JOHOPMIJI

(HaiiMeHyBaHH: JIKapChKOr0 3aco0y 3TiIHO 3 PeeCTpaLliHHUM I10CBIYEHHAM)
Ta6J1eTKH, BKPHUTi 060,10HKO010, 10 15 Mr; mo 30 Taéaerok y Ty0i; mo 1 Ty6i B KapTOHHIMH
KopoOui

(dbopma BUIYCKY, A03yBaHHs, BUJ TaKyBaHHS JIikapchKoro 3acoby)
Homep peecrpaniiinoro nocsizuenns UA/7213/02/01 crpox aii peecrpauiiinoro noceigenss 01.01.2099

Cepis nikapcekoro 3aco6y Ne A9707 Kinskicts BBe3eHoro mikapceskoro 3acoby 10080

Bupo6Huk YIICA CAC, ®panuis

(HaliMeHyBaHHs BUpOOHHKA JIKapCHKOro 3acoly, KpaiHa MOX0/UKEHHS)

Bseseno B Ykpainy TosapucTso 3 o6mMesxkeHox BianosigaapnicTio "JIAEJIbTA
MEJIIKEJI", inent. xox: 39448817

(HaitMenyBanHs Ta ko1 3a €JIPTIOY ropuaudHoi ocoGH abo mpi3BHIe, iM's, 10 6aTbKOBI Bi3HdHO
0co6u - mianpuemus, ii Micle PoXKHBAHHS Ta PeecTpaliiHui HomMep 00IiKOBOI KapTKH [VIaTHHKa
nojatkiB abo cepis Ta HOMEp MacrnopTa)

IpoTokon BisyaasHoro koutpoo Bix 22.09.2023 Ne 2921/14.

3a pe3ynbTaTaMH JEPKABHOrO KOHTPOIK BCTAHOBJIEHO, INO JiKapchkui 3aci6 BBeseHo B VYKpaiHy 3

JOTPHUMAHHSAM BiMOr 3aKOHOJABCTBA 110710 3a6€3MeY€eHHs AKOCTI TIKAPChKUX 3aco0iB.

Ipuna [TAJIAMAP

(nmianuc) (iniuianu Ta npizsALIC)
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