Ne: 2701210609

L

SANDOZ

OdopmneHo:

Jlek dapmauesTiuHa komnaris A.A.

Beposwkosa 57
1526 NiobnsHa
CnoseHis

Ten.: +386 1 5802111
Pakc.: +386 1 5683517

www.lek.si

TNiyensia Ha BupobHULTRO:

800-8/2020-5

Ceptudikat BignosigHocTi

Hassa marepiany:
TopriBenbHa HasBa:
Cuna giilakTuBHICTL:
Nikapcbka hopma:
Tun ynakoBku:
Po3mip ynakoBku:

Ne maTepiany:

Ne cepii Cannos:
HdaTa BuUpo6HuyTBa:
CTpok npuaaTtHocTi:

AinbHuus BUNycky:

Kpaina-imnoprep:
YkpaiHa

Bupo6huya ginbhuus:

JIHEKC 1,2XE07 16 KNC. (BN-ANY)-yKP
JNIHEKC®

4500000 KYO + 3000000 KYO + 4500000 KYO

KANCYnNu, TBEPAI
BJICTEP
2WTx8WT
26760

LB6161
22-INC-2020
31-XX0B-2022

NEK ®APMALIEBTUYHA KOMMAHIA 0.4.

Konoasopcka 27
1234 MeHnrew
Cnosenis

NNIEK ®APMALIEBTUYHA KOMMNAHIA 0.4.

BEPOBLUKOBA 57

H/A

1526 MOBNAHA

CnoseHis

Homep Peectpauiiinoro Noceinvenns:
UA/14267/01/01

Tun sunycky:
fAara Bunycxy:

KinbkicTb:
Homep niuenaii:

Howmep niuenaii:

KomnoxeHTuU:

Hassa marepiany:
Ne matepiany:

Bupo6Huua AinNbHUYA:

Ne cepii BUpoBHuka:

NEBEHIH NPACEK PoM
317586 AKTUBH. hapm. iHrpegieHT

Cepis Ne:

BAKAMOTO ®APMACHIOTIKAJT KO., nTa.

378 KaHage Asa Miami, Oi-maui
2580018 Awvrapakami-ryH, Kanarasa
AnoHis

0923

Cropinka: 1/2

/ /< i

ONa PUHKY
27-CIM-202 1

107225 yn
800-8/2020-5

800-8/2020-5

B591331

*3aBipeHo  enekTpoHHWUM nianMcomM signosigHo CTaHAapTie - 8AeKTPOHHMX /Nianucis
S 80 e Ao

CaHnpos




A Novartis
Division

SANDO

Ne: 2701210609

Ochopmneno:

Jlex ®apmalieBTUYHA KOMNaHKis 4.4,
BeposLikosa 57

1526 NiwobnsHa

CnoegeHis

Ten.: +386 1 5802111

®akc.: +386 1 5683517

www lek.si

NiueHsis Ha BUpoBHULTEO
800-8/2020-5

CepTtudpikart BignosigHocTi

HasBa maTepiany:

NHEKC 1,2XEQ7 16 KMNC. (BJI-ANY)-YKP

ToprisensHa Ha3Ba JIIHEKC®

Ne maTepiany: 26760 Ne cepii CaHpgos: LB6161
KoMnoHeHTu:

Hassa marepiany: JHHEKC XI'K 12000000KYO CI03 €Y 01

Ne marepiany: 42021510 MpogykT in bulk Cepis Ne: KZ9174
3aranbHa KinbKicTb in bulk: 1730008 WT

Bupo6Huua pinbHuus: NEK ®APMALIEBTUYHA KOMMAHIA A.0 Niuexsis Ne: 800-8/2020-5

Konoasopcka 27
1234 MeHrew
Cnoseris ]

MonoxeHHs npo ceprudikauiro

Unm nigTBepaxyio, Wwo Bci etanu BUPOBHWUTBa AaHOI cepii roTosoro NiKapcbkoro 3acoby BUKOHaHI B NOBHI
BIANOBIAHOCTI 3 BUMOramu GMP €C [Ha TepuTopii €C] Ta Yy BIANOBIAHOCTI 3 BUMOramu Peecrpaynirore Do
nikapcbkoro 3acoby B KpalHi/kpaiHax npusHaveHHs.

KomeHTap no ceprudikary:

B npoueci BUPOGHULTBA Ta NakyBaHH: He BUSIBNEHO BIAXANEHb, WO 3AATHI BIAMKYTM Ha BUNYCK NPOAYKTY.

Bupobuuua ginbHuus BUNyCKy cepii: Jlek ®apmayeBTudHa KOMRaHis A. 4., Beposuwikosa 57, 1526 NobnsHa,
CnoseHia

3apeecTposaHuit po3mip ynakosku: 8 kancyn B 6nictepi; 2 BnicTepu B KapTOHHiIN Kopobui

Bunyck cepii / CepTudikauis BukoHaHa:
Bunyck cepii/ Ceptudikauis Qara/Yac:
Hara/Mac opopmnenns ceprudikarta:

Marina Polesnik, YnosHosaxeHa ocoba
27-CIM-2021 / 05:08:39 BKY
27-CIM-2021/ 05:09:46 BKY

. . R S
*3aBipeHo enekTpoHHUM mianucom BIANOBIAHO cTaHpap eNeKTPOHHUX

CropiHka: 2/2
: .CaHpnos

* =
& 13 o
i feBRER0R st
P

B Bl o
A

I R
KT Hikn Qizﬁg“‘a

o 38'*?,’5359,@; o
. s




Jlek ®apmaueBTUYHa KoMnaHia A.4,.

BeposLwkosa 57

CIl-1526 Mwbnsaua, Cnoseris
Ten.: +386 (0)1 580 21 11
®akc.: +386 (0)1 586 35 17

Bingin Axkocti M3

Beposwkosa 57

Cl-1526 Nwobnsaxa, Cnosenis
Ten.: +386 (0)1 580 26 81
dakc .- +386 (031 568 45 8~

CEPTU®DIKAT AHANI3Y

MpoaykT 26760 JIIHEKC® kancynu Teepai

Homep PN UA/14267/01/01

Kpaina YKP

Cepist Ne LB6161

Ne cepii in bulk / MpogyxT KZ9174/42021510

MNokasHuk Bumorn Pesyntraru
Onuc kancynu Gina kpuwika ~ Ginuit kopnyc, 6e3 Hanucy Bianosinae
Onuc BmicTy kancynu Binuit nopowiok BignoBinae
PosnapaHHs He Ginblue 30 XBUAKH, 3 AUCKamMu Bi,qnoaiaaé :
OgaHopigHicTe Macu +10% €8p.0., Bp. O. Bignosigac

KinbkicHe BU3Ha4yeHHs

21,2 x 107 KYO/kanc.
3aranbHa KinbKicTb MONOYHOKMCINX BakTepilt

6,9 x 107 KYO/xanc.

KinbkicHe BU3HaueHHS

24,5 x 10% KYO/kanc.
Lactobacillus acidophilus (species L.gasseri)

21,2 x10°F KYOikanc

KinbkicHe BU3Ha4YeHHA

2 3,0 x 108 KYOQ/«xarc.
Bifidobacterium infantis

22,1 x108 KYO/kanc.

KinbkicHe BU3HayeHHS

2 4,5 x 10° KYO/kanc.
Enterococcus faecium

25,7 x108 KYO/xanc.

MikpoGionoriyHa uncrora- €sp. @. He Ginbiue 103 KYO/r <50 KYOIr
51.4.;

3aranbHa KinbKicTb aepoBHux

MikpoopraHismis (TAMC)

3aranbHa KinbKicTb APHKAXKOBUX Ta He Binblwe 102 KYO/r 0 KYO/r

nnicHsasux rpudis (TYMC)
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/* He pyTuHHWiA TecT. TeCT NPOBOAVBCS 3 BCTAHOBNEHOW nepioguyHICTIO.
3aBipeHo enekTPoHHUM nianucom.
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Nek ®apmauesTuyHa kKoMnaHis 4.4. Biaain Rkocti FN3

Beposuwkoea 57 Beposwkosa 57
Cl-1526 NMiebnsHa, CnoseHis Cl-1526 Mobnana, CnoseHis
Ten.: +386 (0)1 580 21 11 Ten.: +386 (0)1 580 26 81
®dakc.: +386 (0)1 586 35 17 dakc.: +386 (0)1 568 45 81
Mpoaykr 26760 NNIHEKC® kancynu Teepai
Homep PN UA/14267/01/01
Kpaina YKP
Cepist Ne LB6161

Ne cepii in bulk / MpogykT KZ9174/42021510

Moka3Huk Bumoru PesynbTatu

E. coli BiACYTHIN B 11 Bignosigae

YMoBu 3bepiraHHs 3Bepirati npu Temnepatypi He BuLe 25 °C. 36epiratu B opuriHanbHi
ynakosyi.

Bignosinae cneundukayii PeectpauinHoro Jocwe.

HaTa 16.12.2020 Biaain akocTi

Ana Lun

I* He pyTuHHui TecT. TecT NPOBOANBCA 3 BCTAHOBNEHOK NEPIOANYHICTIO. i
3asipeHo enekTPOHHUM nianucom.




ALl AulkCIiry KbA
JEPKABHA CJIYXBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCHKIT OBJIACTI

npocnekt Banepis Jlobanoscbkoro, 51, M. Kuis, 03110, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog EIPTIOV 37078774

BN CHOBOK
Mpo AKICTb BBE3EHOT0 B Y KpaiHYy JiKapchbKOro 3acody

17.02.2021 Ne 4935/21/10

JIJHEKC®

(HakimenyBaHH NikapcbKoro 3acofy 3rifHO 3 peecTpaLliiHAM MOCBiA4EHHAM)
KancyJau Teepii, mo 8 kancya y 6aicrepi; mo 2 6aicrepu y kaprousiii kopo6ui
b

((popma BunyCKy, A03yBaHHS, BUA NaKyBaHHs JiKapchkoro 3acoby)
Homep peectpauitinoro nocsinuenns UA/14267/01/01 crpox it peecrpartiiitioro nocrinuensa 01 01 2000
Cepis nikapcbkoro 3acoby Ne LB6161 Kinbkicts BBE3CHOrO ntikapebkoro sacofy 107225

Bupo6nnk Jlex PapmanesTnuda Komnasis a.4., CIoBeHis

(naitmenysanHs BUpoGHKKa Jikapchkoro 3acoby, KpaiHa MoXomkeHHs)

Beeseno B Ykpainy ToBapucrso 3 06mesxenolo BixnoBizansbuictio "'Cannos Ykpaina",
inent. kox: 38419586

(HanimenyBanHs Ta koa 3a €IPTIOY jopuauunoi ocobu abo npisBuuLE, iM's, No GaTLKOBI diznunol
0co6u - nianpuemus, 1 MicLle NpoXUBaHHA T2 PEECTpaniinuit HoMep 0GRIKOROT KAPTKM MNATHUKA
nonartkis abo cepis Ta Homep nacnopra)

MpoTokoa Bisyaabuoro konrpouo sia 17.02.2021 Ne 0306/4.

3a  pesynbTaTaMW AEpPHKABHOTO KOHTPOJIO BCTAHOBJIEHO, LU0 nikapcbkuii  3aci6 BBeseHo B YkpaiHy 3

AOTPHMAHHAM BUMOT 3aKOHOIABCTBA LIOJ0 3a6e3NeUeHHs A
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JIEPHITIKCIIYIKBA
JAEPXKABHA CJIVIKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMM Y KHIBCHKII OBJIACTI

npocnekT Banepin Jlobauoscskoro, 51, M. Kuis, 03110, ten/paxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www dls.gov.ua, Kon € IPTIOY 37078774

BHCHOBOK
Npo AKICTH BRE3eHOro B Yrpainy JiKapceroro 3acoby

22.03.2021 Ne 12290/21/10

JIHEKC®

(nalimenyBanus nikapcLkoro 3aco0y 3rinHo 3 peecTpaniiHuM NOCBIRYEHHAM)
Kancy/uu TBepai, 1o 8 kancya y 6uicrepi; mo 2 GuicTepun y kapronmuiii kopotui

(fpopma sunycky, nosysanns, sux DaKyBaHHs JiKapceKoro sacody)
Homep peecrpaniiinoro nocsinuenns UA/14267/01/01 CTpOK Aif peectpauiiiHoro nocsiguenns 01.01.2099
Cepis mikapcsxoro saco6y Ne LD0508 Kinskicts sBesenoro nikapeskoro sacody 107814

BupoGuuk Jlex Dapmanenrryna KoMIaHis 4., Cnoseris

(HakimenyBanis pupoBunka nikapcukoro acoby, kpaina MOXOMKEHES)

Beeseno B Vxpainy ToBapricTso 3 06Meskenomno BimIoBiAMLICTIO "Cangos Ykpaina'',
izent. kon: 38419586

(naliMenypanns Ta xon 3a CHPTIOY iopumiuiol ocobu abo npisBHULe, IM'S, N0 BaTexoBi diznunol
0cobu - mianpuemns, ii Miciie NPpOKUBAHHA Ta peccrpaniitinui nomep oBnixosoi KapTKH NaTHHKa
noaaTkis abo cepig Ta nomep nacropra)

Hpotoxon sisyansroro xontpomo sin 17.03.2021 N 0751/3.

3a  pesyneTaramu ACPKABHOTO  KOHTPOJIO  BCTAHOBIGHO, IO Jikapeexiii  3aci6  meeseso ® Vipainy 3

AOTPHMAHHAM BHMOT 32KOHOABCTBA OO0 3abe3neqenns SkocTi nikapebkinx 3acofin.
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3acTymnuK HayansHuKa Ciryx6u — Ouexciit COJIOJIPAN
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OdbopmneHo:
Nex ®apmauesTryHa KoMNaKia a.4.

A Novartis
Division

SANDO

Ne: 0203210934

Beposwkosa 57
1526 NMwbnsaHa
CnoBeHis

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

www, lek.si

Jlivensis Ha BUpOBHULTRO:

800-8/2020-5

Ceptudgpikat BignosigHocTi

[Hasea MaTtepiany:
ToprieenbHa Ha3Ba:
Cuna pilfakTuBHicTs:
Nikapcbka hopma:
Tun ynakoBku:
Poamip ynakosku:

Ne matepiany:

Ne cepii Canpos:
Hara BupoBHuurea:
Crpok npugarthocri:
BupobHuya fineyuus:

Kpaina-imnoprep:
YkpaiHa

Ainbruus Bunycky cepii:

TMHEKC 1,2XE07 16 KMC. (BN-ANY)-YKP
JIHEKC®

4500000 KYO + 3000000 KYO + 4500000 KYO
KANCYNW, TBERAI

BNICTEP

2WTx8WT

26760 Tun BUNycky:
LDO508

06-Ci4-2021 Oata sunycky:
31-[PY-2022 KinbkkicTb:

NEK ®QAPMALIEBTUYHA KOMMAHISE  Homep niueHaii:
a.a.

Konopsopcka 27

1234 MeHrew

Cnoeekrin

NEK ®APMALIEBTUYHA KOMMAHIS
A.4.

BEPOBLIKOBA 57

H/A

1526 NOBNAHA

CnoBeHis

Howmep Peectpauinnoro FlocBigyeHHA:
UA/14267/01/01

Homep niuensii:

ANS PUHKY
02-BEP-2021

107814 ¥N
800-8/2020-5

800-8/2020-5

KoMmnoneHTH;

Hazea marepiany:
Ne marepiany:
BupoGHuua ginbHuys:

N cepii Bupo6huka:

NEBEHIH MPACEK P®&M

317586 AKTVEBH, hapm. iHrpenieHT
BAKAMOTO ®APMACBIOTIKAN KO., NN
378 Kanape Asa Minami, Oi-mavi
2580018 Awwrapakami-ryH, Kanarasa Mped.
Anckia

0931

Cepis Ne:

B595106

CropiHka: 1/2

*3asipedo enekTpoHHUM NiANUCOM  BiAMOBIOHO craHaapTis  ene

CaHpos

%/ v N 2587 4// 2403 /w/f

KTPOHHUX _nigrincis




A Novartis
Division

SANDO

Ne: 0203210934

OdvopmnenHo:

INex ®apmauesTuyHa Komnakin 4.4,
Beposwikosa 57

1526 NwbnaHa

CnoseHin

Ten.: +386 1 5802111

Daxc.: +386 1 5683517

www.lek. si

Niuenzis Ha snpoBHULUTEO:
800-8/2020-5

Ceprtudikat BignosigHoCTi

Haisa marepiany:

TIHEKC 1,2XE07 16 KNC. (BIT-ANY)-YKP

TopriBenbHa Ha3Ba MHEKC®

Ne matepiany: 26760 Nz cepii Canpo3: LD0508

KomnoHewTu:

Hazea matepiany: JIIHEKC XT'K 12000000KYO Cl03 €Y 01

Ne maTepiany: 42021510  MpoaykT in bulk Cepin Ne: LB3866

3araneHa KinekicTs in bulk: 1732861 T

BupobHuua ginbhuusa: JIEK ®APMALIEBTUYHA KOMIMAHIS Niuexsin Ne: 800-8/2020-5
A.n.

Kononeopcka 27
1234 Menrew
CnoseHis

Nonoxenus npo ceprudikayiro

Uum niateepmkyio, Wo eci eTanu BUpOBHUUTBE AaHoi cepii roToBoro nikapcbkoro 3acofy BUKOHaHI B NOBHI|

BIANCBIAHOCTI 3 BUMOramu GMP €C [Ha TepuTopii €C] Ta y BIGNOBIAHOCTI 3 BUMOramu Peectpauiiitoro Jocse
nikapcbKoro 3acoby B KpaiHi/kpaiHax npusHayeHHs.

KomeHTap go cepTudgikary:

B npoueci BrpoBruutea Ta nak

BupoBruva ginbHuys BUNYCKY
CnoseHin

YBaHHA HE BUABNEHO BIAXUNEHL, WO 3aaTHI BIMUHYTW Ha BANYCK NPOAYKTY.
cepil: ek apmaLeBTuuHa KOMNaHis a. 4., BepoBlikosa 57, 15626 Mwbngua,

3apeecTpoBaHuii posmip ynakosku: 8 kancyn B 6nictepi; 2 SnicTepy B kKapPTOHHI( KopoBui

Bunyck cepii / Ceprudpikauin BUKOHaHa:
Bunyck cepii / Ceptudikauis Nata/Yac:
Oata/Yac ocopmnenns cepTudpikara:

Cropinka: 2/2
Cakpos

Nina Plankar, YnoeHoBaxena ocoBa
02-BEP-2021 / 08:33:43 BKY
02-BEP-2021 / 08:34:19 BKY

t

*3aBipeHO ENeXTPOHHUM  niANMCOM BianoBiAHo CTaHgapTiBuergK‘rponnmx nigrmcie




Nex dapmauesTUYHa KOMNaHis A4.4. Binnin Akocti N3

Beposuwikosa 57 Beposuikosa 57

Cl-1526 Mwb6nana, Cnosexis Cl1-1526 lobnana, CnoseHis
Ten.: +386 (0)1 580 21 11 Ten.: +386 (0)1 580 26 81
dakc.: +386 (0)1 586 35 17 ®akc.: +386 (0}1 568 45 81

CEPTUNOIKAT AHATIZY

Mpoaykr 26760 NIHEKC® xkancynu teepni
Homep P UA/M4267/01/01

Kpaina YKP

Cepia Ne LD0508

Ne cepii in bulk / Mpoayky LB3866/42021510

NokasHuk Bumoru Peaynbtatm

Onwuec kancynu Gina kpuwka — 6inuit kopnyc, 6e3 Hanucy BiANoOBIAaE

Onvc BmicTy Kancynu Binvii nopoLwok BianoBiaae

PosnagaHhs He Binbwe 30 XBUNKH, 3 AUCKaMK signosigae

OaHopiaHicTs macu £10% €8p.d., Bp. O, Bianosigae

KinekicHe Bu3HayeHHs 21,2 x 107 KYO/kanc. 8.4 x 107 KYO/xanc.
3arankHa KinbKicTb MONOYROKUCNUX BakTepii

KinbkicHe Bu3aHaueHHs 24,5 x 108 KYO/kanc. 13,0 X108 KYO/ranc.
Lactobacillus acidophilus (species L.gasseri)

KinbkicHe susHayeHHs z 3,0 x 108 KYO/kanc. 38,4 X108 KYO/rarnc.
Bifidobacterium infantis

KinbkicHe Bi3HaueHHs 2 45 %108 KYO/kanc. 32,3 x108 KYO/xkanc.
Enterococcus faecium

MikpoGionoriyna uucrora- €sp. O. He Binble 103 KYO/r <50 KyO/r

51.4.:

3aranbHa KinbKicTe aepoBHUX

MiKpoopraHismis (TAMC)

3aranbHa KinbKicTs APPKAKOBUX Ta He Binbwe 102 KYO/r 0 KYO/Ir

nnicHAswx rpubis (TYMC)

N

#* He pyTuHHUi TecT. Tect NpoBCAWBCA 3 BCTAHOBNEHOK nepiogu4HicTIO,
3aBipeHo enekTPoHHKUM NigNUcom.

# B Cropitka 13 2




Nex ®apmauyesTuHa komnawis 4.4. Bigzin Axocti MTN3

Beposlukoea 57 Beposwkosa 57
Cl-1526 Mobnsna, CnoseHisi Ci-1626 Nwbnaxa, CrnoseHis
Ten.: +386 (0)1 580 21 11 Ten.: +386 (0)1 580 26 81
@akc.: +386 (0)1 586 3517 daxc.; +386 (0)1 568 45 81
Mpoaykr 26760 JIIHEKC® kancynu Taeppi
Homep PN UA/14267/01/01
Kpaixa YKP
Cepisn Ne LD0508

Ne cepii in bulk / Mpoaykr LB3868/42021510

NokasHuk Bumoru PesynsTaTn

E. coli BigCYyTHiA B 1r Bianosigae

YMoBU 35epiraHHA 3bepiratu npu TemnepaTypi He BuLe 25 °C. 36epiratu B opuriHanbHin
ynakosui.

Bianosigae cneundhukadii PeectpadiiiHoro Jocbe,

NaTa 28.01.2021 Bigain sxocTi

Blaz Mekuc

s

£ T -6T0piHKa 2 3 2

I He pyTunHwi Tect. Tect NPOBOAMBCS 3 BCTAHOBNEHOO NEPIOANYHICTH.
3aBipeHo enekTpoHHUM NignMcom.
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