AEPXIIKCIIY)XXBA VKPATHU
HAEPKABHA CJIYKEA 3 JI]](APCBKI{IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM V KUiBCBKIIi OBJIACTI

npocnekT Basepin Jlobanoscrkoro, 51, M. Kuie, 03110, Ten/daxc: (044) 2753030
E-mail: dls ko@dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
Npo AKieTh BBE3eHOI'O B Yxpainy aikapcekoro 3acofy

17.06.2020 Ne 27437/20/10

JHHEKC BEBI®
(naiiMenysanmns NIKAPCEKOTO 32c06y 3riHo 3 PEECTPAUIHIM ITOCRIA4EHHAM)
OPOLIOK 1719 opajibHOY cycnensii, 1 000 000 000 KYO/maker; mo 1,5 r Y maxeTi; mo 10
NaKeTiB B KApTOHHIl Kopoobi
{{popma Bumycky, AO3YBAHHS, BUI NAKyBaHHA NIKAPCEKOTO 3acoby)

Homep peectpaniitnoro nocsizaenns UA/14576/ 01701 crpox i peectpanitizoro nocsimaenns 01.09.2020

Cepis nikapcrkoro sacoby Ne KL9864 Kinekicts BBE3€HOTO NTiKapceKkoro 3acofy 9741

Bupo6rmk Jlex ®apmanesriuna koMnanis o.n., Crosenis

(BaliMeHyBaHHS BHPOGHHKA NKapCEKOro 3acoby, KpaiHa noXonxeHHs)
Breseno s Vpaiky Tosapucreo 3 06mekenoro BilnoeianeHicT0 "Canmos Yxpaiuna",
inenT. xom: 38419586
(mativeiypanns Ta kox 3a CIPTIOY ropuawunol ocobr abo npissuLe, iM's, no Harekoni ismunol

0cobu - nignpuemns, it Micie TIPOXHBAHENA Ta peccTpanifuui HoMep ofmikoBo] KapTKM NUIATHHKA
noxarkie afo cepis ta Homep nacnopra)

Hporoxon Bisyannuoro konTposo sin 11.06.2020 N 1769/5,

3a pesynpratamu JASPHABHOIO  KOHTPOIFQ BCTAHORICHO, MmO jixapcekuil  3acip BBE3€HO B Vkpalwy 3

AKOCTI MiKapchKuX 3aco6is.

AOTPHMAHHAM sumor 3aKOHOMABCTBA MO0 3abesneenny
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A Novartis
Division
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A¥

Na: 2205201509

L _

Odhopmneno:

llek @apmauesTuueckas KomnaHus a.a.

Beposwkosa 57
1526 Mobnska
CnoseHus

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

www . lek si

INvuexsun Ha NpoOU3BOACTBO!

800-19/2019-11

CepTndukar CooTtBetcTens

|

| Hazsanue maTtepuana:
ToproBoe HazBaHue:

Cuna feicTBUA/AKTBHOCT:
NekapcTBenHas hopma:

Tun ynakosku:

PazMep ynakosku:

Ng matepuana:

Ne cepuu Cangos;

Hara npousBoacTsa:

Cpok roaHocTy:

Crpana-umnoprep:
YKpaunHa

MpousBoacTBEHHBII yyacTok:

JINHEKC BEBM 1000000000K0OE 10MOC YKP
JIMHEKC BEBU®

1000000000 KOE

NOPOLWOK ANs OPANBHOW CYCMEH3UM
MAKET

1TWTx10WT

44056038 Tvn Boinycka:
KL9864

MAP-2020 farta Bbinycka:
®EB-2022 Konuuecrso:
NEK @APMALEBTUYECKAS JInuenzuns Ne:
KOMMAHWA 4.4,

Konopagopcka 27

1234 Menrew

Cnoeenusn

Homep Perucrpaunonuoro YAOCTOBEpPEHUA:
UA/14576/01/01

ANA PBIHKA

22-MASA-2020
9741 YN
800-19/2019-11

KoMnoHeHTb!:

|—_H€I333HME MaTepuana:

NPOBWO-TEK B-NOPOLWOK-30 H 1815 Ne vy EBP

Ne matepuana: 40000802 AkTueH. hapm. wHrpeaneHdT Cepus No; B531746
MpousBoacTBeHHLIH ydactok:  XP. XAHCEH A/C
NEPXONMEH 1-27
2650 XBUIOBPE
Hannsa
m_) Cepuy NnpousBoaUTenA: 3463820
KomnoHeHTLI:
Hazsanue matepuana: JIMHEKC BEBU NOC 1000MME CHo3 EBP
Ne maTtepuana: 42004584 Mpogyxr in bulk Cepun Ne: KL7186
Obuee konuyecTso in bulk: 150 KI
MNpoussoacTeEHHLI yuacrok: JIEK ®PAPMALEBTUYECKAS TNvuensua Ne:  800-19/2019-11
KOMNAHWA 0.4

Kononeopceka 27
1234 Menrew
CnoeeHus

Crpanuua: 1/2

*3asepeHo SNEKTPOHHOW NOANMUCLIO B COOTBETCTRBUU o
SNeKTPOHHEIX Noanucen Cangos
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A Novartis Heopurioaa:
Division Nex ®apmauesTudeckan komMnanus Aa.a.
Beposwkosa 57
1528 NMwbnsna
CrnoseHus
Ten.: +386 1 5802111
®akc.: +386 1 5683517
www lek.si

TvyeHaus Ha nponseoacTeo;
Ne: 2205201509 800-19/2019-11

CepTtudukar CooreeTcTBms

Ha3sBanue maTepuana: NMHEKC BEBW 1000000000KOE 10M0OC YKP
ToproBoe HasBaHue: NWHEKC BEEU®
Ne matepuana: 44056038 Ne cepuu Canpoa: KL9864

Monoxekue o cepTuduraymu

Hactoawmum noaTeepxnak, 4to Bce srtans MPOV3BOACTBA AAHHOW Cepun roTOBOrO NeKapCTeHHOro
CPeACTBa OCYLUECTBNEHbI B [ONHOM COOTBETCTBUN G Tpebosanusmn GMP EC [Ha Tepputopun ECl u B

COCTBETCTBUM ¢ TpeboBaHmaMu PerucrpauncHHoro YAOCTOBEPEHNA Ha NEKapCTBEHHOE CPEACTEO B
CTpaHe/cTpaHax HasHayeHus,

KommeHTapuit k cepTudukaTy:

B npouecce npoussoactsa u YNaKOBKN He OBHapyXeHO OTKNOHEHUN, crnocoBHbIX NOBMUATL Ha BLINYCK
npoaykTa.

MepBuuHan ynakosia npousseseHa Ha JNEK ©APMALIEBTUYECKAS KOMMNAHWA A.4., Konoaeopcka 27,
1234 Mexrew, Cnosenns

MpoussoacTeeHHbIf yyacTok BoiMycka cepuu: Jlek dapmatiesTuqeckan KomnaHus 4. 4., Beposuikosa 57,
1526 Niwbnsra, CnoeeHus

3aperucTpupoBaHHbIi pasmep ynakosku: 1,5 r (1 000 600 000 KQE) B naketuke, no 10 nakeTukos &
KapToHHOR KopoBke

Beinyck cepuu / Ceprudukaumns ssinonsena: Tanja Burjan, PykosoanTtens OTAENa BbLINYCKA
NPOAYKUMK, YNONHOMCYEHHOE NULLo

Benyck cepun / Ceprudpukayus Data/Bpemna:  22-MASA-2020 / 06:14:52 BKB

Aata/Bpemn oopmnenus cepTudpukara: 22-MAS-2020 / 13:09:00 BKB

s
Crpanuuya: 2/2 *3aBepeHo aNeKTPOHKON NOAMUCHIO B COOTBETCTBUN
3NEKTPOHHLIX nognucen Cakgos




Jlex ®apmauesTUYeckas KOMNaKUS 4.4.

Beposwkosa 57

CW-1528 Mobnsiva, Cnosexus
Ten.: +386 1/580 21 11

Qakc.: +386 1/586 35 17

CEPTUOUKAT AHATNTM3A

[Mpoayxr 44056038 NMHEKC BEBW®, nopoluok ans OpansHoi cycneHauu, 1 000 000 000
KOE/naker

Homep PC UA/14576/01/01

CtpaHa YKP

Cepusi Ne KL9864

Ne cepuu in bulk / Mpoaykr  KL7186/42004584

Mokazarens TpeBoBaHus Pezynbrarhl
BHewsui Bua cogepxumoro nopoLok oT Benoro 4o ceeTno-Gexesoro useta COOTBETCTBYET
QnHopogHocTsL Maces +7,5%, EBp.®. CCOTBETCTBYET
AKTUBHOCTb BOIbI 0,20 aw 0,06 aw
Upentudgukausa: Bucbunobakrepun COOTBETCTRYET
MUKpoBuonoruieckoe onpegeneHme

KonuuecteeHHoe conepxanve 2 1x10° KOE/naxet 4 x 109 KOE/nakeT

Bifidobacterium animalis subsp. lactis BB-12; e
MeHee 1 x 10° KOE/naxer

MukpoGuonoruyeckas yuctoTa - He Bonee 103 KOE/r /*
Eep.®.5.1.4.;

OBuyee konu4ecTBO a3p0BHbIX

Muykpoopranuamos (TAMC)

OBLee konuuecTBO APOIOKEBLIX U He Bonee 102 KOE/r ~

nneckHesblx rpubos (TYMC)

E. coli oTcyreTBue / r v

YCnoBusi XpaHerus XpaHuTe npu Temneparype He Boilue 25 °C. XpaHuTs B OPUrMHanNLHOM ynakoexe,

CooteeTcreyer cneuudukaumm PeructpauvonHore yaocroseperns

Oata 30.04.2020 OTtaen kavectea

Mateja Ivanjko
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/* He pyTunHbIl Tect. Tecr NPOBOANTCH C YCTAHOBNEHHOM NEPUCAUIHOCTLIO.
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AEPXINKCJTY XBA VKPATHU
AEPIKABHA CJIVIKBA 3 JIII(APCLKI/_IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHiBCBLKIi OBJIACTI

npocrnekt Basepia Jlobanosenkoro, 5 1, m. Kuig, 03110, Ter/thake: (044) 2753030
E-mail: dIs.ko@dls.gov.ua, Kox CAPTIOY 37078774

BHCHOBOK
Npo SKICTHL BBE3€HOro B Ykpainy JHKapCLKOro 3acofy

17.06.2020 Ne 27436/20/10

JIHEKC BEBI®
{naftmenypanus TiXapCEKoTO 3acoby 3righo 3 peecTpamifinum TIOCBLIYEHHAM)
OpOmoK ia opaiasHoi cycmemnsii, 1 000 000 000 KYO/naker; o 15ry naxeri; no 10
HaKeTiB B KapTonsii KOpoomui
(dopma BHITYCKY, 03YBaHHA, BH TAaKYRAHHS NMiKapcekoro 3acofy)

Homep peectpaniimoro noceinaenns UA/14576/01/01 CTPOK 4if peecTpauifinoro nocpimuenns (] .09.2020
Cepis nirapcrkoro 3acoby Ne KIL.9859 Kinekicts mresenoro TiKaperkoro 3acoby 9866

Bupounk Jex ®apmanesraung KommaHis 1.1, Ciosenis

(nattvenynanng BHpoGHKKa nikapcrkoro 3acoBy, kpaina NOXODKEHHS)

Breseno B Vipainy Tosapncrao 3 oGMexenor BianosinansHicTio "Canpgoz Vipaina",
izenT, kox: 38419586

{(uaiiMenynanng 1o Ko 3a €IPTIOY TOPHAHYHO 0Co6H afo Npi3BHIIE, iM's, o Garpkosi ¢iznunor
ocofu - nianpuems, i micue npoxupanmy Ta PeeECTpauiitnmii HoMep o6mikonof K2PTKH nnaruuka
nonatkin abo cepig a HOMEp nacnopra)

Hpotokon sizyanenore KkoHTposio rin 11.06.2020 N> 1769/4,

38  peayneTaTamu ACPKABHOTO  KOHTPOMIO BCTaHOBNEHO, IO Nikapeexud#t  3aci6 BBE3CHO B  Vikpainy 3
AOCTPHMAHAAM sumvor 3akOHOMARCTBA MO0 3a6esneaemy AKOCTI NIKApChKHX 3ac06in.
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3actyiank Havansunka Ciryx6u \& W%z Onexkcitt COJIOTPA
{rocanosa ocofa Oprany jepikastoro KOHTPOJIO) (nmianwc) (imiiany Ta npi3BHuIE)
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: . Odhopmnero:
@ﬁz éif‘liﬁ_‘fﬂn”'s [lek PapmauesTuseckas komnanus .4,
VISto BeposLukosa 57
1526 Nbnaxa

Cnoeenua
Ten.: +386 1 5802111
Paxc.: +386 1 5683517
www.lek.si
Tuensrs Ha npouasoacTeo:
Ne: 2205201507 800-19/2019-11
Ceptudvkar CootseTcTauns )
W‘fﬂBHHME marepuana: NAHEKC BEBM 1000000000KOE 10M0C YKP
Toprosoe HazBaHue: JIMHEKC BEB/®
Cuna aelicTeus/akTuBHOCTL: 1000000000 KOE
JNekapcTeeHHan thopma: MOPOLWOK ANA OPANBHOM CYCNEH3UK
Tvn ynakoBku: MAKET
Pasmep ynakosku: TWT x 10 WT
Ne matepuana: 44058038 Tun Beinycka: O11A PEIHKA
Ne cepuun Canpoa: KL8859
Hata npoussoacraa: MAP-2020 Aata Beinycka; 22-MAS-2020
Cpok rogHocTu: DEB-2022 Konmuectso: 9866 vN
MpouzBoacTBEHHDI yHacrok: NEK GAPMALIEBTUYECKAS NMuuensus Ne: 800-19/2019-11
KOMNAHWA 0.4,
Konoasopeka 27
1234 MeHrew
CrnoseHus

CTpana~umnopTep: Howmep Peructpaumonsoro YAOCTOBEepeHus:
YKkpauna UA/14576/01/01
—_ ]
KomMnoHneHTLI:
Hassanue mMaTepuana: NMPOBKUO-TEK B-NMOPOIUOK-30 H 1815 MR Y EBP

Ne matepuana: 40000802 Axrusk, hbapm. nHrpeanenT Cepua Ne: B531746
MpoussoncreennbIH yqacTtok: XP. XAHCEH A/C

WEPXONMEH 1-27

2650 XBWU/JOBPE

Harusn
3463820

Ne cepunu npousBoAuTENA:

KomnoneHTw::

Haseauue MaTepuana: JNIMHEKC BEBK NMoc 1000MME CU03 EBP
Ne matepuana: 42004584 MpogykT in buik Cepwusa No: KL7189
Obuee konuvecrao in bulk: 151 Kr

MpoussoacTReHHBLIH y4dacrtok: JIEK PAPMALEBTUYECKAS ITvyeHsuna Ne: 800-19/2018-11
KOMMNAHUA 1.4,

Konoasopcka 27

1234 Menrewy

Cnoeexus

Crpannya: 1/2 *3aeepeHo SNEKTPOHHOK NoANUCLID B CooTBETCTBU
3NEKTPOHHLIX Noanucei Canpos

%f/ v/ 4 / ;%’%ﬁ %/l (£ 07 Lpd 7 /




; OdopmneHo:
: Giﬁgi\cf:ﬁwms Nek dapmaueBTUHECKan KOMNaHua A.4.
' Beposuukosa 57
1526 MobnsHa
CnoBeHnug
Ten.: +386 1 5802111
dakc.: +386 1 5683517
www lek.si

NuueH3ns Ha NPOW3BOACTRO!
Ne; 2205201507 800-19/2019-11

CepTudukar CooTBETCTBUSA

HazBaHue maTepuana: JIMHEKC BEBW 1000000000KOE 10MOC YKP
ToproBoe HazBaHue: NMMHEKC BEBU®
Ne matepuana: 44056038 Ne¢ cepuu Canpgos: KL9859

MonoxeHue o CepTHCbHKaLlMH

HacToswvM noaTBEpMAal, YTO BCE 3Tanbl NPOM3BOACTBA AAHHOW CEpWUU FOTOBOTO NEKapCTBEHHOMO
CPEefiCTBa CCYLECTBNEHbl B NONHCM COOTBETCTBMW C TpeboeaHwamy GMP EC [Ha Tepputopun EC] v 8

COCTBETCTBNN C Tp@ﬁOBaHMHMM PE!’MCTpauVIOHHOFO YAOCTOBEPEHWA Ha nekapCrBeHHOE CpPpeacTBO B
CTpaHe’CTpaHaX Ha3Ha4YeHWR.

KommeHTapuil K cepTudpmukary:

B npouecce npov3soAcTBa ¥ yNakoskh He oBHapyXeHO OTKNOHeRUH, CNocoBHBIX MNOSMMATE HA BbINYCK
npogykTa.

MNepsunyHas ynakoeka npouasefeHa Ha JIEK ®PAPMAUEBTUUECKAA KOMIMTAHWA O.1., Konoaeopeka 27,
1234 MeHrew, CnoBexHusa

lMNponseoacTBEeHHbIA Y4acToK Brinycka cepun: Jlek ®apmauesTudeckan KoMmnadus 4. 4., BeposLwikosa 57,
1526 Nwbnaxka, CnoeeHus

3aperucTpuposarHeblid paamep ynakosku: 1,5 r (1 000 000 000 KOE) & naketuke, no 10 NakeTUKOB B
KapToHHOW Kopobke

Boinyck cepun | Ceprudhmkaums Boinonwena:  Tanja Burjan, PykosoguTenk oTAena BbiNycKa

MPOAYKLMK, YNONHOMOYEHHOE NALD
Boinyck cepun / Ceptudhukaums Qata/Bpema: 22-MASR-2020/06:13:58 BKB
Harta/Bpems odopmneHust cepTudhukara; 22-MA#-2020/ 13.07:43 BKB

Shiigtriy c;‘x.i:.‘,'il.?:
CTpanuua: 2/2 *3aBepeHo INeKTPOHHOR NoOANUCEID B COOTBETCTBU a craspapiamu

ANeKTPOoHKbLIX Nnognvcel CaHaos




Nex dapmaueatuyeckan komnanus A.An.

Bepostukosa 57

CW-1526 MobBnsxa, Cnosenus
Ten.: +386 1/580 21 11

Dakc.: +386 1/586 35 17

CEPTUOUKAT AHAITNSA

MNpogyxr 44056038 NUHEKC BEBW®, nopouiok AR OpaneHoi cycnenauu, 1 000 000 000
KOE/naxer

Homep PC UA/14576/01/01

Crpana YKP

Cepus Ne KL9859

Ne cepun in bulk / Mpoaykr KL7189/42004584

Mokazatens TpeGosanus PesynbraThi

BHewHuii sup COAEPKUMOro nopowok ot Beroro no ceeTno-Gexenoro LBeTa CooTBeTCTayeT

OaHopoaHocTs Macchl +7,5%, Esp.d, coorseTcTByeT

AKTUBHOCTE BOgbI <0,20 aw 0,06 aw

WaerTucbukayms: Budnnobakrepun cocoTtaercTeyer

Mukpobuonoruyeckoe onpegenerue

Konuuecrteennae coaepxanue 2 1 x 10° KOE/naker 4 x 10° KOE/naxer
Bifidebacterium animalis subs

p. lactis BB-12: ne
Meree 1 x 10° KOE/naker

MukpoBuonormieckas 4YUCTOTa - He 6onee 103 KOE/r <100 KOE/r

Esp.®. 514

Obulee konuuecTso a3poBHbIx

MUKPOOPraHusmor (TAMC)

Obuee konuyectro APONOKEBLIX 1 He Gonee 102 KOE/r <10 KOE/r
_NNECHEBbIX rpubos (TYMC)

E. coli oTCcyTCTBUE /T CooTBeTCTBYET

Ycnosus xpanerus XpaHuTh npu TEMNepatype He Bbilwe 25 °C. XPaHNT: B opUriHansrof YNakoeke.
Cootsetcrayer cneuudrkaymnu Peructpaumontoro yAOCTOBEpEHUR

Aata 20.04.2020 Otpen kavecraa

Mateja Ivanjko

/" He pyTuHHsI TecT. Tect NPOBOAMTCA € YCTAHOBNEHHOM NEPUOAUYHOCTLIO.
3asepeHo SNeKTROHHOW noanuchIp.
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