JEP/KABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM V KHTBCHKII OBJACTI

nipocriekt Banepis Jlobanoscrskoro, 51, M. Kuis, 03110, Ten/daxc; (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

PO AKICTH BBE3€HOT0 B YKpaiHy JiKapcbKoro 3acofy

21.04.2023 Ne 17031/23/10

BPOHXO-MYHAJI® I1

(HaHMf:HyBaHHH nncapCL-.Koro 3ac00y 3riAHO 3 peecTpallfHuM nocnmt{eHHﬂM)

Kancyjau Teepai mo 3,5 mr; mo 10 kancyJ y 6aricrepi; mo 3 6aicrepu y KapTOHHIM KOPOOITi |

(hopma BHIYCKY, JO3YBaHHS, BUO MTaKyBaHHA JIIKAPCHKOTO 3aC00Y)
Howmep peectpaniitaoro moceiguenns UA/14268/01/01 crpox xii peectpauiiiroro mocsiguenns 01.01.2099
Cepis nikapcekoro 3aco6y Ne MV 6463 Kinskicts BBE3€HOTO JiKkapckkoro 3acoby 3283

Bupobk Jlex (apmanesTHYHA KOMIaHis 1.1., ClOBeHis
(HaliMeHyBaHHA BUpOOHHUKA JiKapchKOTo 3acoly, KpaiHa MOXOMKeHH:)

Baeseno B Ykpainy ToeapucTBO 3 00MexeHOM0 BiznopizaasuicTIo "Canmo3 Ykpaina'",
_inent. xon: 38419586

(Ha¥iMeHyBauHA Ta kol 3a CHAPIIOY ropnananol ocobu abo npizeuile, iM'a, 1o 6aTekoBi GizHUHO]

0co0M - IANpPHEML, 1T MiCLle POXUBAHHA Ta peecTpallifHui HoMep 0ONiKOBOI KapTKK MIIaTHHKA
roatkis abo cepis Ta HOMep macmopTa)

3a pe3ynabTaTaMH  AEPKaBHOrO KOHTPONIO BCTAHOBIEHO, IO JIKAPCHKMA 3aci® BBE3eHO B YKpaiHy 3

HOTPUMAHHSAM BUMOTr 3aKOHOAaBCTBa L1070 3a0e3neueHHs AKOCTI JiKapchKHX 3aco0iB.

IpPI Ha ITAJIAM AP
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Ne: 2903231145

chOpmneHo:

Beposwkosa 57

1526 Nobnaxa
CrioBeHid

Ten.: +386 1 5802111

dakc,: +386 1 5683517

www.lek.si

JliueHsis Ha snpobHULUTBO:

800-12/2021-9

Ceptudpikat BignosigHocTi

Ilex ®apmalesTUyYHa KoMnaHia 4.4a.

Ne cepii BUpoOHuUKa:

BYIl. BYA-OKO-[1AH, NOB 84 22
1217 MenpiH

lLBeluapis

2200918

[TonoxeHHA Npo cepTUdbiKaLio

LM niaTeepaxyto 40CTOBIPHICTL Ta TOYHICTL BULLeHaBeaeHo! iHdopmauil. Lis cepm SUCE
BUrOTOBJIEHA, BKITIOYHO 3 YNaKOBKOK/MapKyBaHHAM Ta KOHTPOI1eM SIKOCTi Ha BmmeHaBe,qumx ampoGqumx

Hasea maTepiany: BEPOHXO-MYHAI I 3,5MI" 30T>XKK YKP
TopriBenbHa Ha3Ba: BPOHXO-MYHAIN® [
Cuna gil/akTUBHICTbL: 3,5 Ml
Tikapcbka hopma: KANCYIA TBEPOI
Tun ynakoBkMU: BIICTEP
| Posmip ynakoBku: 3LWTx 10 WT
| Ne matepiany: 44081456 Tun Bunycky: CEPTUDIKALIA CEPII-.
Ne cepii Canpos: MV6463
Hata BUpoSHUUTRA: 23-111C-2022 HaTta Bunycky: 29-BEP-2023
CTpOK npuparHoOCTI: 31->KOB-2027 BunyuweHa 3283 YT
| KinbKicTb:
Bupo6bHuk: NEK ®APMALIEBTUYHA KOMMAHIA O.40. Homep niuensii:  800-12/2021-9
BEPOBUIKOBA 57
1626 NOBINAHA
CroseHis
Bunyck cepit: NEK ®APMALIEBTUYHA KOMIAHIA .0,  Homep niuensii:  800-12/2021-9
BEPOBILLKOBA 57
H/A
1526 JTIOBITAHA
CnoseHisn
KpaiHa-imnoprep: Howmep PeecTpauiitHoro MNocBigueHHs:
YkpaiHa UA/14268/01/01
KOMMOHeHT!:
Hassa matepiany: BEPOHXO-MYHAI N KAMC. 3,5MI HB — IN BULK
Ne matepiany: 7001125 MpoaykT in bulk Cepisa Ne: MR8321
BupobHuya ginbHuya:  OM bapma CA e

COLe] 6yna

AINBHALUAX Y NOBHIN BignoBigHocTi 4o BuMor GMP MicLieBUX perynsiTopHUX opraHiB, a Takox fo crneundikaii
PeectpauinHoro [Jocke kpaiHu iMnopTtepa abo dainy cneundikallii aocnigkysaHoro nikapcbkoro 3acoby. OaHi
NPo BUIrOTOBNEHHS, YNAKOBKY Ta aHaniay cepil 6yno nepesipeHo Ta niarsepmxkeHo X BignosigHicTb

| ctaHpaptam GMP.

Cropinka: 1/2 *3aBipeHo eneKkTPOHHUM AignMcoM BiANOBIAHO cTaHpapTis eﬂeKTDOHHMX nignucis CaH.qos

@ Qﬁ



2 A% Bl R RN A Novartis OdcropmirieHo:
RS W Y N aix Division Jlek ®apmalesTHYHa KoMNaHis 4.4,
Beposlikosa 57
1526 fliobngHa
CnoBeHid
Ten.: +386 1 5802111
Paxke.: +386 1 5683517
www.lek,si
o JliueHsin Ha supobHulTBO:
Ne: 2903231145 800-12/2021-9

CeptudikaT BignosigHocTi

| HasBa marepiany: BEPOHXO-MYHAI N 3,5MI" 30TXXK YKP
| TopriBensHa HasBa BEPOHXO-MYHAN® IN
'Ne marepiany: 44081456 Ne cepii CaHpos: MV6463

KomeHTapi po ceptudpikary:

B npoueci BUpoBHULITBaA Ta NakyBaHHSA He BUSIBMEHO BiAXUMeHb, WO 38aTHI BAAWHYTA Ha BUMYCK NPOAYKTY.
3apeecTpoBaHuid po3Mip ynakosku: 10 kancyn 8 6nictepi; 3 6nicTepu B KapTOHHIN Kopobui

Homep PI: UA/14268/01/01
Kpaita npusHaveHHs: Ykpaida

Bunyck cepii / Ceptudikauis BUKoHaHa: Klemen Mikic, YnosHosaxeHa ocoba
Bunyck cepii / Ceptudiikauin dara/Mac: 29-bEP-2023 / 09:45:07 BKY
Hara/Mac ocpopmneHHn cepTudpikara: 29-bEP-2023 / 09:45:20 BKY

CropiHka: 2/2 *3aBipeHo eNekTPOHHUM NIANMCOM BIAMOBIOHO CTaHAAPTIB eNEKTPOHHUX nignucis Canaos




INek GapmauesTvyHa komnaHis a.4.  Biggin skocti [N

Beposiukosa 57 Beposlukosa 57 |
Cl-1526 Mobnana, CnoseHis Cl1-1526 Iiobnsxa, Cnosenis
Ten.: +386 (0) 1 580 21 11 Ten.: +386 (0) 1.580 26 81
dakc.: +386 (0) 1 586 35 17 ®akc.. +386 (0) 1 586 45 81

Mpoaykr 44081456 EPOHXO-MYHAN® M 3,5 Mr Teeppi KenaTuHoBI kancynu

Homep PN UA/14268/01/01

KpaiHa YKP

Cepia Ne MV6463

Ne cepii in bulk / MpogykT MR8321/7001125

lNokasHUK Bumoru Pe3ynbtaTt
3OBHILLHIN BUrMAA 6ino-6nakutHa Henpo3sopa Kancyna Bianosigae

' Poamip kancynu Ne 3 BiAnoBigae
30BHILWHIA BUMMAL BMICTY Kancynu NopoLUOoK 3nerka texesoro Konsopy BiAnoBsigae
Po3riagaHHs < 15 xB.; 3 guckamu, €sp. O. | Bianosigae |
Maca 200 Mr B BignoBinae
OAaHopigHicTs Macu +10 %, €8p. O. Bianosinae
Boga <10 % 4 %
laeHTudikauis UV- niocpinizoBaHuin nisaT Gakrepii BiAnoBigae
CnekTpodoToOMETPIsA
lgeHTnIKaLia KonbopoBa peakLlis MaHIT B ' Bi,uﬂosi,uae

~ loeHTUdiKaLiA konbopoBa peakuis KpoxmMarib npexenaTtuHisoBaHui Bianosiaae

 lgeHTudikaLis Konboposa peakyis MarHio creapar BiAnosiaae
KineKkicHe BU3Ha4YeHHS: ' 0,85 - 1,35 mr/kanc. 1,10 mr/kanc.

npoTtelHn:1,10 mr/kanc. £ 0,25 mr/kanc.

~ Mikpo6ionoriyHa ynuctoTa — €8p. 9. He binble 103 KYO/r BiAMoBigae

5.1.4.;

3ararkbHa KinbekicTb aepobHUX
~ MikpoopraHiamis (TAMC)

- BaranbHa KinoKicTb npimmoéhx Ta He Binble 102 KYO/r Bi,EI,I'IOBi.,IE.I-,éé”

nnicHaAsux rpubis (TYMC)

/* He pyTuHHWiA TecT. TecT NpoBoaAUBCS 3 BCTAHOBMNEHOH NEPIOANYHICTIO.
3aBipeHo enekTPOHHUM NignucoMm
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Tek ®apmMaLieBTMUHa KoMMaHis A.4. Binain akocti [T1$

BeposLwkosa 57 Beposuwkosa 57
Cl-1526 ITiobnsaHa, CnoseHist
Ten.: +386 (0) 1 580 21 11
®axkc.: +386 (0) 1 586 35 17

CEPTU®IKAT AHANI3Y

MpogykT 44081456 EPOHXO-MYHAN® M 3,5 Mr Bepai KenaTuHoBi Kancynu

Homep P UA/14268/01/01
KpaiHa YKP

Cepist Ne MV6463

Ne cepii in bulk / Mpoaykt MR8321/7001125

Ten.: +386 (0) 1 580 26 81
dakc.: +386 (0) 1 586 45 81

Cl-1526 NMiobnsna, CrioseHis

lNokKasHuK Bumorwu PesynbTatu

E. Coli BIOCYTHICTL/T BignoBigae

YMoBu 36epiraHHs 36epiraT npu TemnepaTypi Hux4e 25°C B opuriHanbHii ynakosLi Ans saxucTy Bia
BOSIOTI.

_Bignosigae cneundikauil PeectpauiiHoro Jocke. -

AaTta 21.03.2023 Bigain akocTi

Margita Gal

Digitally signad by Fadachenko Tatlana -

FedOC h enko DN: descom, de=novarlis, cuspeaplo,

ou=TQ, serlaNumber2116816,~ - -

cnsFoadochonko Tatiana -

Tetl a n a . +. Roason: Bandoz Ukralng QP cri:lmpa:rf""__-_'.
- o " Dnta: 2023.04,11 14:36:26 «0300' ~ -~

CTopiHka 2 3 2

[* He pyTUHHWIA TecT, TecT NPOBOAUBCSH 3 BCTAHOBMEHOK NEPIoAUYHICTIO.
3aBipeHo enekTPOHHUM NiAnUCoM

Peectpauiiui Homep: 1732811000, okpyxHui cya MoBnsnu, craTyTHuin kanitan: 48402 003,00 espo:




