SANDOZ s

Ne: 1512221438

Ocdopmneto:
TNek ®apmauesTuyHa KoMnaHis 4.4.

Beposiukosa 57

1526 MobnsHa

CnoBeHin

Ten.: +386 1 5802111
dakc.: +386 1 5683517
www.lek.si

NiyeHsia Ha BUpO6GHULTBO:
800-12/2021-9

CepTtudikat BignosigHocTi

Hassa marepiany:

TopriBenbHa Ha3Ba
Ne martepiany:

NIHEKC 12000000KYO 32XT'K YKP

JIHEKC®
44039346 Ne cepii Cangoa: MP3715

Hazga martepiany:

Ne marepiany:

3aranbHa kinbkicrb in bulk:
Bupo6Huya ainbHuuA:

NIHEKC XT'K 12000000KYO CI03 €BP 02
42021511 MpoaykT in bulk Cepisn Ne: ML5927

1711888 WUT

NEK ®JAPMALIEBTUYHA KOMIMNAHIA O.A4. Jliuexsia Ne:  800-12/2021-9
Konopasopcka 27

1234 MeHrew

CnoBeHis

MonoxeHHa npo ceptTudikauito

Linm st 3acsigyylo, Wo HasegeHa suuie iHhopMauis € AOCTOBIpHOK Ta To4HOW. Lllo cepito npoaykuii 6yno
BUpOGNEeHo, BKNIOYHO 3 NaKyBaHHAM/MapKYBaHHSIM KOHTPOMEM SIKOCTi Ha BULe3asHaveHin(ux) ainbHuui(sx) y
roBHIV BiAnosigHocTi 3 suMoramu GMP MicueBux perynsTopHUX OpraHiB, a TakoX BignosigHo 40 cneuudikauin
y peectpauitHoMy Aocbe Kpaihu-imnoptepa, abo y gocbe cneuudikauii Ha npenapat gns A0CNiAXyBaHOro
nikapcbkoro 3acoby. Mpotokonu BupoGHULTBA, NaKkyBaHHA Ta aHanisiBe 6yno nepernsHyTo Ta BCTAHOBNEHA iX

BignosigHicTe GMP.

KomeHTap no ceprudikary:

B npoueci BMpo6HULTBA Ta NaKyBaHHA He BUSIBMIEHO BiAXWNEHb, WO 34aTHi BNNUHYTU Ha BUNYCK NPOAYKTY.

BupobHuya ginbHuusa Bunycky
CnoseHis

cepii: Jlek PapmauesTuiHa komMnaHisa 4. A., Beposwkosa 57, 1526 Nio6nsaHa,

3apeecTpoBaHui po3Mmip ynakoBku: 8 kancyn B 6nictepi; 4 bnictepu B KapToHHIN kopobui

Homep PIN: UA/14267/01/01
KpaiHa npusHadyeHHA: YkpaiHa

Bunyck cepil / CepTudikauia BukoHaHa: Klemen Mikic, YnoBHoBaxeHa ocoba

Bunyck cepii / Ceptudikauia flara/Mac: 15-Ir'PY-2022 / 13:37:56 BKY

Hara/Mac opopmneHHn cepTudikara: 15-M'PY-2022 / 13:38:39 BKY

CropiHka: 2/2 *3aBipeHO eneKkTPOHHUM MiANMCOM BIAMNOBIAHO CTaAHAAPTIB eneKTPOHHUX nianucis

CaHpos

4




| JEPXJTIKCITY)XBA
NEP)KABHA CJIY)KBA 3 JJIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHMKAMH Y KAIBCBHKIi OBJIACTI

npocnekt Banepis Jlo6aHoBcskoro, 51, M. Kuis, 03110, ren/¢axc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €APIIOY 37078774

BUCHOBOK
Npo SIKiCTH BBE3¢HOro B YKpaiHy JiKkapchioro 3acoby
04.01.2023 _ v Ne 56660/23/10
JIHEKC®

(HajiMeHYBaHHS JIIKapCBKOTO 3aco6y 3rifHO 3 peecTpauiiiHUM MOCBiIYEHHAM)
KaImcyJu TBepAi, 1o 8 kancya y 6icrepi; no 4 6iaicTepu y KapToHHi# Kopo6ii

(bopMa BUIYCKY, H03YBaHHA, BUJ TAKYBAHHA JIKapchKOro 3acoby)
Howmep peecrpauniiinoro nocsimuenns UA/14267/01/01 crpok nii peecrpaniitaoro nocsizuenns 01.01.2099
Cepis nikapcskoro saco6y Ne MP3715 KinbKicTs BBe3eHOT0 NiKapchkoro 3acoby 52884

Bupo6Hux Jlex ®apmaneBTHYHA KOMIaHiA 1.1., CIOBEHIsA

(naifiMeHyBaHHA BUPOGHHKA NiKapChKOro 3acoby, KpalHa MOXO/KEHHS)

BeeseHo B Yipainy TopapucTBO 3 060MeKken0I0 BiANoBiNaALHICTIO ""Cano3 Ykpaina",
inenr. xon: 38419586

(HaiiMeHyBaHHA Ta koA 3a €/IPIIOY 1opumuaHOi ocobu abo mpissuine, iM'4, Mo 6aTHKOBI
¢isuaHoOi ocobu - miznpHeMIY, ii MicIe NPoXKUBAHHA Ta peecTpalliiiHuit HoMep 061ikoBoi
KapTKH IUTAaTHUKA NOJATKIB a6o cepis Ta HOMEp nacmnopTa)

IIporokon BisyansHoro kontpomo Bix 27.12.2022 Na 3506/3.

3a pesynsTaTaMd JEpXaBHOTO KOHTPOMIO BCTAHOBNEHO, WIO JIKAapCHKHH 3aci6 BBe3eHO B YkpaiHy 3
AOTPHMAHHAM BHMOr 3aKOHOAABCTBA OO 3abe3nedcHH AKOCTI JIKapCHKHX 3aco0iB.

%// 3y6apesa H. B.

'(Wi) (iniuiaan T8 npissae)




SANDO

Ne: 1512221438

A Novartis
Division

Ocdopmnero:

Nek ®apmauesTU4Ha KOMNAHIA 4.4.
Beposuwkosa 57

1526 Mobnana

CnoseHis

- Ten.: +386 1 5802111
dakc.: +386 1 5683517

www lek.si

JliyeHsis Ha BUpOOHULTBO:
800-12/2021-9

Ceptudikat BignosigHocTi

Hassa marepiany:

TopriBenbHa Ha3Ba:
Cuna pli/akTusBHicTb:
Nikapcbka ¢dopma:
Tuvn ynakoBku:
Po3mip ynakoBku:
Ne matepiany:

Ne cepii CaHgo3:
Oarta BupobHuuTBa:
CTpok npupaTtHocTi:

Bupo6Hu4a ginbHuys:

AinbHyuua Bunycky:

Kpaina-imnoprep:
YkpaiHa

NIHEKC 12000000KYO 32XI'K YKP

MHEKC®

4500000 KYO + 3000000 KYO + 4500000 KYO

KAMCYNK, TBEPAI
BNICTEP

4 T x 8 WT

44039346

MP3715

04-)XOB-2022
30-BEP-2024

NEK $PAPMALUEBTUYHA
KOMMNAHIA 4.4.
Konoasopcka 27

1234 MeHrew

CnoseHis

NEK $APMALIEBTUYHA
KOMMNAHIA O0.4.
Beposuwkosa 57

H/A

1526 MobnaHa

CnoseHis

Tun BUNycKy:

Harta Bunycky:

KinbkicTb:

Homep niyensii:

Howmep niueHsii:

Howmep PeecTpauiriHoro MocBiguyeHHsn:

UA/14267/01/01

CEPTU®IKALISA CEPIT
15-IPY-2022

52884 Yl
800-12/2021-9

800-12/2021-9

KomnoHeHTH:

Ha3sa martepiany:
Ne marepiany:

Bupo6Huua ginbHuun:

NEBEHIH NPACEK

18490 AkTuBH. ®apM. lHrpeaieHT

BAKAMOTO ®APMACbBIOTIKAN KO., 1.
378 KaHage Asa MiHami, Oi-maui
2580018 Awwurapakami-ryH, KaHarasa Mped

AnoHia
2356

Cepin Ne:

B655306

Ne cepii Bupo6Huka:

CropiHka: 1/2

*3aBipeHO eneKkTpPoHHUM MigNUCOM BIANOBIAHO CTaHAAPTIB ENeKTPOHHUX Nianucis

CaHpos




o U) - _ OdopmneHo: Nek ®apmauesTUyHa KOMNaHis 4.4a.
B 57

NOVARTIS it Tt

NOBEHIR

Ten.: +386 (0)1 5803681
®akc.: +386 (0)1 580 26 81

CEPTU®IKAT AHANIZY

CoA 38iT Homep: 23283

HasBa npogykry: JIIHEKC 12000000KYO 32XTK YKP

3apeecTpoBaHa HasBa: JIHEKC® kancynu TepAi

MarepianbHuit HoMep: 44039346

Bulk maTepianbHuit Homep 1 42021511 Cepist Ne: MP3715
LIMS Cepis: 14318 Bulk cepist Ne 1: ML5927
Hata BupobHuyTea: 04->XoB-2022

MokasHuk Bumoru PesynbTatu
Onuc 6ina kpuwka — 6inui kopnyc, 6e3 signosinae
(MocunaHus Ha meToAa: WP-8060088) Hanucy

Onuc kancynu

Onuc eMicTy kancynu 6inun nopotuok signosinae
Posnapgaxus , He Ginbwe 30 xBunuH, 3 gUcKamMm Bignosinae
(MocunaHxa Ha meTtoa: PROC_ANPR_00821910) €sp.®., bp. ¢.

Po3naaaHHs

Bmict macu, OaHopigHicTb Macu +10% €8p.®., Bp. P. Bignosigae

(MocunaHua Ha MeToa: WP-8064353)
OpaHopigHICTb Macu

KinbkicHe BusHa4eHHs1 MikpoGionoriyHum 2 1,2 x 107 KYO/kanc. 6,9 x 107
meToaom (MocunaHHs Ha MeToa: KYO/kanc.
PROC_ANPR_00538058)

3aranbHa KinbKicTb MONOYHOKUCIIUX BaKTepin

Lactobacillus acidophilus (species L.gasseri) 2 4,5 x 106 KYO/kanc. 23,6 x10°8
KYOlkanc.
Bifidobacterium infantis 2 3,0 x 106 KYO/kanc. 27,6 x108
KYOl/kanc.
Enterococcus faecium 2 4,5 x 108 KYO/kanc. 17,8 x108
KYO/kanc.
Mikpo6ionoriyHa uucrora He Ginbwe 10° KYO/r < 50 KYO/r

(MocunaHHsa Ha Metoa: PROC_ANPR_00575274)
3aranbHa KinbkicTb aepobHux MiKpoopraHiamis

(TAMC)

3aranbHa KinbKicTe ApiKmMKOBUX Ta NNICHABUX He Ginbwe 102 KYO/r 0 KYOIr
rpu6is (TYMC)

Escherichia coli BiacyTHinB 11 Bignosinae
LIMS Cepist Homep: 14318 Lle#t ceptucpikat 6yno cTBOpeHO eneKTpoHHO Cropitka 132

HappykosaHo: 15-Ipy-2022 15:18:21 UTC +1



' OdopmMneHo: Jlex ®apmaueBTUYHa KOMNaHIA 4.4.
b NOVARTIS Soponincn &
' CI-1526 JvobnsHa

CnoBeHis

Ten.: +386 (0)1 5803681

Pakc.: +386 (0)1 580 26 81

1]

CEPTUDIKAT AHANI3Y

COA 38iT HOMep: 23283

Ha3ssa npogykry: NIHEKC 12000000KYO 32XI'K YKP

3apeecTpoBaHa Ha3Ba: NIHEKC® kancynu TBepai

MaTepianbHuit Homep: 44039346

Bulk maTepianbHui Homep 1 42021511 Cepis Ne: MP3715

LIMS Cepis: 14318 Bulk cepisi Ne 1: ML5927

YmoBu 36epiraHHA 36epirati npu TemMnepartypi He Buwe 25 °C. 36epiraTu B OpuriHanbHii
yrnakosLu. ‘

rigTBepakeHHs

Bianosigae cneuudukauii Peectpauivinoro Jocbe.

3aTtBepaKeHo: Damijan Pogacar

Mocapa: -

[aTta 3aTBepPKEHHS: 03-Nnc-2022

OdopmneHo: Margita Gal

Mocana: -

Narta opopMneHHs: 15-Mpy-2022

S Digitally signed by Fedachenko Tetiana

Fedochenko semsmmte=
Tetiana™ . & s umiecr oot

LIMS Cepis Homep: 14318 Llei ceptudikart 6yno cTBOpeHO eNeKTPOHHO CropiHka 2 3 2
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