za

HAEPKIIIKCITYKBA
AEPIKABHA CJIYJKBA 3 JIUKAPCBHKHX 3ACQBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH ¥ KUIBCHKII OBJIACTI

npocnekT Banepis JloGanoscokoro, 51, . Kuiz, 03110, ren/axc: (044) 363-06-50
E-mail; dls.ko@dls.gov.ua,https://www.dls.gov.ua. Koa €TTPIIOV 37078774

BHCHOBOK
HpO SIKICTL BBE3CHOr0 B Yipainy mixapebkoro 3acoly

05.04.2021 Ne 15900/21/10

BPOHXO-MYHAJI®

(HaliMenypanus JiKapeLkoro 3aco0y srinHo 3 pecctpauiiinmm MOCBLA9EH M)
Kancyau reepai o 7 mr; mo 10 Kancyyx y 6uictepi; mio 3 aicrepn B KapTouHiii Kopooii

(thopma punyery, nosysanns, sug NAKYBAHHA JTIKAPCLKOTO 3acofy)
Homep peectpauitinoro nocsiguenns UA/143 14/01/01 crpox ait peecTpauiiinoro nocsingennn 01.01.2099
Cepia nixapebkoro sacody Ne LE2440 Kinexicrs seesenoro nikapcskora 3acoby 15152

BupoBrux Jlex Dapmatestuana KkoMnaHis 1. 1., CropeHis

(Haiimenysarns rupoGruka NiKapchKora 3acofy, KPATHA IEXOKCIHA )

Baesero B Vipainy ToBapucreo 3 o6Meskenoo BiAnoBinaasuicTo "Canxos Ykpaiua"”,
inenr. xon: 38419586
(HalMeHyBaHHA Ta xop 32 CAPTIOY 1opunmunol ocobin abo [pizeuie, iM'5, 110 GaThroB] hizuuroi
0cobu - nixrpuenmuy, i micue NPOXKHMBAHHSA Ta peecTpaniiinmit Homep oGnikoBol kapTkl nnaThuka
MoRaTKis abo cepis Ta HoMep nacnopra) 3

Mporokon eisyaneroro kourpomio pin 31.03.2021 X 0967/3.

32 pesymtatamu  pepwasitoro KOHTpOIO  BCTAHOBAEHO, wo  nikapebkuii  3aciG BBEICHO B  Vkpainy 3
AOTPHMAMHSIM BinMor 32koHo/aRcTE Lono 3abesnedenin sKocTi NikapesKiX 3aC06is,

Onekciit COMOTPAL

(iniuiann ra npizsruie)

M.IT.
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‘M s Division Nek ®apmayesTtuuna KOMRNaHKia o.4.
Beporukosa 57

1528 NMwbnaxa

CnoseHis

Ten.: +386 1 5802111

Dakc.: +386 1 5683517
www ek si

IliueHaia Ha BUPOBHULTBO:
Ne: 1703210704 800-8/2020-5

ikaT BignosigHocTi

"Hassa marepiany: BEPOHXO-MYHAT 7MI" 30XIK B1 YA

Toprosa Hassa: BPOHXO-MYHAN®
Cuna piilakrusnicTy: 7 M
Nikapcbka popma: KAMCYNWU TBEPA)
Tun ynakoBku: BNICTEP
Poamip ynakosku: SWTx10WT
Ne matepiany: 44081492 Tun Bunycky: ANA PUHKY
Ne cepii Cangoa: LE2440
Hara Bupo6ruyraa: 13-Cl4-2021 Aara sunycky: 17-BEP-2021
Crpok npugaTthocTi: 31-IrPY-2025 Kinbkict: 156182 WT

BupoBHuya RinbHULA: NEK DAPMALEBTUYHA KOMMAHISA A.4. Howmep niuenaii: 800-8/2020-5
BEPOBLWIKOBA 57
1626 NMIOBNAHA

( Cnosenis

g Bunyck cepii: NEK DAPMALIEBTUYHA KOMNAHIA 4.4 Howmep niyewnsii 800-8/2020-5
BEPOBUIKOBA 57

0 H/A
1526 NIOBNAHA
CnoseHis

Kpa}'Ha-iMnopTep: Howmep PeecTpauiitioro Moceinuenus:
qua'!'Ha UA/14314/01/01
\

KomnoHeHnTu:

Hasea marepiany: EPOHXO-MYHAN 7MI C103 rE
Ne mMartepiany: 7001124 NpoaykT in bulk Cepia Ne: LD5788
BupoBHuua ainbHuys: OM DPAPMA CA

PIO OO BYA-AK)-NAH 22
1217 Meiipin
UWaeiiyapis
2100087

Ne cepii BupoBHuka:

Cropixka: 1/2 *3asipeHo ENeKTPOHHUM  nianucom BiANOBigHO CTaHABPTIB  BNeKTPOHHUX ninnucis
Canpos

boosr W7 & Ghey iy /




7 A Novartis Odhopmneno: .
{1 Divisinn Nex dapmauesTaHa komnakis a.a.

Beposlkosa 57

1626 Nwbnsna
CrnceeHis

Ten.: +386 1 5802111
Dakc.: +386 1 5683517
www. [k si

Jliuenain Ha BupoBhuLTEO:
11703210704 800-8/2020-5

Ceptudikar BignosigHocrTi

' Ha3ga Marepiany: BPOHXO-MYHAI 7MI™ 30XIK B1 YA

I Toprisenexa Hazga: BPOHXO-MYHAN®
Ne matepiany: 44081492 Ne cepii Canpos;

LE2440

Monoxenns npo ceprudbikauiro

Lmm NIATBEPAXYIC, Lo BC €Tany BUpobHULTRa AaHG! cepii rotosoro NiKapceKoro 3acoBy BUKOHAHI B noBHi|
8IANOBIAKOCTI 3 BUMOramu GMP EC [Ha TepuTopii €C] Ta v BIAMOBIAKOCTI 3 BUMOramu AO3BCY Ha npoaax
nikapebknx 3acobis, 4O BUAEHI B kpaiHi/kpaiHax NPU3HAYEHHS,

KommenTapun ceprudpmkary:

B npoueci BAPOCHULTBZ Ta NaKkyBaHHA He BUABNEHD BiAXVNEHb, Wo 34aTHI BNAWHYTY Ha BUNyck npogykty.
3apeectposannii posmip ynakosku: 10 kancyn 8 Gnictepi; 3 Bnictepu B kKapToHHiI KOpoOLi

Bunyck cepii/ CepTudikayuin Bukonana: Dejan Dolenc, YNoBHOBaXeHa ocoba

Bunyck cepii / Ceprudikauia Oara/ac: 17-BEP-2021 / 06:04:01 BKY

Hara/Mac ochopmnenns cepTudpikara: 17-BEP-2021 / 06:04:55 BKY

Cropinka: 2/2 *3asipeto ENEKTPOHHUM  NIANUCOM sianosiguo cTanaapTis 'enerrpOHme nianucie

Canpoa




Nex dapmauesTvuna komnanis A.A. Biaain axocri M

Beposwkosa 57 Beposuikosa 57
Cl-1526 NMiebnsua, Crosenis C1-1526 Niw6nsika, Cnosexis
Ten.: +386 (0) 1 580 21 11 Ten.: +386 (0) 1 580 26 81
Dakc.: +386 (0) 1 586 35 17 Pakc.: +386 (0) 1 586 45 81

Mpoaykr 44081492 EPOHXO-MYHAN® Kancynv teepgi, 7 mr

Homep P UA/14314/01/01

Kpaina YKP

Cepia Ne LE2440

Ne cepii in bulk / Mpoaykr LD5788/7001124

e s ey e S

Mokaswnuk Bumornu Pesynbraru
3OBHILLHIR BUINAL BnakutHa, HENPO3opa Kancyng Bifnosigae

Pesmip Kancynmu Ne 3 BiANoBigae

. ——— M‘\ - ;
30BHILUHIA Burnag BMICTY Kancynu NOPOLICK 3nerka Bexesoro Konbopy BIANOBIAaE

Posnapatins £15xB.; 3 Auckamu, Eep. ¢, BIAMORIgQE
Maca 200 wr BiANOBInae

%MM‘———EH
OnHopiaricTs macn 10 %, €ap. ®.

BIANOBILAE

Bo,qam‘ﬂ—i_wmg—_x*_‘wo—‘*—‘
mmlﬂ TLUX niothinizorannin nizar BakTepii BiAncBigae
Emw nichinizosannii nizat Gakrepiit BiAnoBigae
cnekTpocgoTomeTpis
W
mewmﬁmum MariT K—\W

ineHTudikaLis KONbopoBsa peakuis KPOXMans npexenaTuHisosanun Binosinae

I,qumtbixauiﬂ KONLoposa peakyis MarHito cteapar sianosigae

KinbEiCHe BU3HaYeHHs - 1.7 - 2,7 mr/kanc. 2,19 mr/kanc, o

NpoTeiHu:2, 2 mr/kanc. + 0.5 mr/kanc.

CTopiHka 13 2
7 He pyTunmwi TecT. TecT NPOBOAWBCA 3 BCTAHOBNEHOK nepioanyHIiCTIO.
3asipeno ENEKTPOHHUM nignucom,




Nex GapmauesTUyHa KOMnNakis a.4. Bingin akocri Mo

Beposwkosa 57 Beposwkosa 57
Cl-1526 Mwbnsna, Crnoserig Cl-1526 Niobnaxa, Cnoseria
Ten.: +386 (0) 1 580 21 11 Ten.: +386 (0) 1 580 26 81
®axc.: +386 (0) 1 586 35 17 Dakc.: +386 (0) 1 586 45 81
Mpoayr 44081492 BPOHXO-MYHAN® Kancynu teepai, 7 Mr
Homep Pl UA/14314/01/01

Kpaina YKP

Cepia Ne LE2440

Ne cegii in bulk / MNpoaykr LD5788/7001124

MokasHmk Bumoru Pesyrnbrartu
Wmmaemf—iﬁ
WMMM_

3araneHa KinbkicTb aepobHux

MiKpoopraHismie (TAMC

SaranbHa KinbKicT APBKAMOBUX Ta He Binblwe 102 KYO/r BIANOBIgae
NNICHABYX rpubis (TYMC)

AT —‘—_ﬁ—_ﬁ_——-ﬁ_h_—_—“’———-__—__h*——*—-ﬁ
E. Coli BIACYTHICT /T BiAMNOBIAZE
Ymory abepiranHs 36epiratu NPy Temnepatypi Hukue 25°C 5 OpuriHaneHii ynakosuyj

ANfA 3axucTy 8ig BONOMW,

Bignosinae cneuundbikauii Pesct auitHoro focse.
~2AUVBIAAE cneyn P -

Hata 12.03.2021 Biggin sxocTi

Blaz Mekuc

_ﬁ__%_———_*ﬁ_‘___‘__nm _—

CropiHkg 2 3 2
* He pyTvHHuiA TecT. Teot NPCBOAWBCA 3 BCTAHOBMNEHOID nepioguyHicTIo. ]
3asipero ENEKTDOKHUM Nianucom.
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