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INiueH3ia Ha BupoBHWILTBO:
800-12/2021-9

CepTudikar BignosigHocTi

Hazea marepiany:
ToprirenbHa HasBa:

BEPOHXO-MYHAT 7MI" 10XI'K YKP
BEPOHXO-MYHAN®

Cuna giil/akTUBHICTE: 7 Ml
flixapcbka chopma: KANCYNW TBEPAI
Twvn ynakosku: BIIICTEP
Poawmip ynakoBku: TWT x10 WT
Ne marepiany: 44081455 Tun Bunycky: CEPTU®GIKAUIA CEPII
Ne cepii Cangoas: LS5713
HaTta BupoGHuUTRA:! 15-BEP-2021 Hata suaycky:  25-JTAC-2021
CTpoK npuaaTHOCTI: 31-CEP-2026 KineKicTb: 6845 VI
BupobHunua ainbHUUA: NEK ®PAPMALEBTAYHA KOMIMAHIA .. Homep niuenaii: 800-12/2021-9
BEPOBLUKOBA 57
1526 NMIOBNAHA
CrioBeHin
Bitnyck cepii: SIEK PAPMALIEBTUYHA KOMNAHIA 0.0, Homep niuensii:  800-12/2021-9
BEPOBLLUKOBA 57
H/A
1526 NOBNAHA
| CrnoBeHis
Kpaira-imnoprep: Homep PecctpauiitHoro NoceigueHHs:
YKpaina UA/14314/01/01
KomnoHeHTw:;

Hazea maTepiany:
“Ne marepiany:
BupobHnua ginbHius:

Ne cepil Bupo6HIUKa:

BPORHXO-MYHAI 7MI™ CI03. GE
7001124 MpoaykT in bulk

OM ®apma CA

BYN. BYA-QKO-NAH 22

1217 MéenpeH

[UBenuapis

2100526

Cepia Ne: £ S0991

| NonoxeHHAa npo cepTudikauito

Lvm niaTeepmkyro, o HaBepeHa: iHopmaList € A0CTOBIPHOK Ta TOYHOI: Hana cepis roToBoro nikapeskors 3acoty 6yna
BUTOTOBIIEHE BKINKOYHO 3 NakyBaHHRM/MapKyBaHHAM Ta KOKTPONeM SKOCTI Ha BULIeHABEOEHUX . BUPOOHWYUX  AiNbHULUAX . Y
MOBHIY BI,EI.I‘IDBI,D,HDCTI Ao eumor GMP  micuesnx perynsaTopHUX OpraHie Ta 3rAHO -3aTBepIKEHO! cneyugikaliii
Peec:'rp li'i‘“* Kpalm iIMnopTepa abo focke AoCNimMXyBaHOrO nikapcokoro sacoby. MpoTokonu BUpOGHMUTSEA.,

IE) ¥ TeCTyBaHHA ByNu nepesipeHi Ta Oyna BCcTaHoBRNeHa X signcaigHicTs GMP,

CaHpos




. A Novartis Opopmnero: .
SAN Doz'[}ivision Jlek QapmayesTryHa KomnaHis 4.4.
Beposwkosa 57
1526 JiobnaHa
CnoseHis -
Ten.: +386 1 5802111
dakc.: +386 1 5683517
www.lek.si
L JliueHsis Ha BUpOOHULTBO:
Ne: 2511211027 800-12/2021-9

- CepTtumikat BignosigHocTi

Ha3sa maTepiany: BPOHXO-MYHAN 7MI™ 10XIK YKP
TopriBenkHa Ha3Ba BEPOHXO-MYHAN®.
Ne maTepiany: 44081455 Ne cepil Canpoas: LS5713

KommMmeHTapuhi k ceptndmkary:

B npoueci sMpobHULTBa Ta NakyBaHHA He BUABMEHO BigXuNneHs, Wo 34aTHI BNNUHYTIA HA BUMYCK MPOAYKTY.
3apeecTpoBaHni po3Mip ynakesku: 10 karicyn B GricTepi; 1 Gnictep B KapTORHIN Kopobui.

Bunyck cepii / Ceptutpikanin sukoHana: Dejan Dolenc;, YriosrHoaaKeHa oco6a
Bunyck cepii / Ceptudpikauia JaTa/Mac: 25-1NC-2021 /1 09:26:31 BKY
Hata/lac ochopmnenns ceptudixara: 25-NMNC-2021.1 09:27:36 BKY

Cropinka: 2/2 "3aBipeHo enekTPOHHMM NIANUCOM BIANOBIAHO CTAHAAPTIB E€neKTPOHHUX nianvcis
Cangos




Nek GapMauesTUYHA KOMNaHIA §.4.

BepoBlixosa 57

Cl-1526 Thhobnaxa,; CnoseHis
Ten.: +386 {0)1 580 21 11
Qaxc:: +386.(0)1.586 35 17

Binain skocTi 1O

BeposwkoBa 57

CI-1526 fliobnsiva, Criosekis
Ten.: +386 (0)1 580 2681
‘®akc.: +386 (0)1 586 45 81

CEPTU®GIKAT AHANI3Y

Ne cepil in bulk/ MpoaykT LS0991/7001124

MpoaykT 44081455 BPOHXO-MYHAN® kancynu Tepai, 7 Mr
‘Homep P UA/14314/01/01

Kpaina YKP.

Cepia Ne. LS5713

KinbkicHe BU3HAYeHHS

[loka3Huk Bumoru PesynbTtatn
30BHIWHIW BUIMAA bnakuTHa, Henpo3opa Kancyna BianoBigae
Po3amip kancynu No 3 BIANCRIAacE
3OBHIWHIN BUTNAL BMICTY Kancynu NOPOLLOK 3nerka 6exeBoro KoNbLopy BianoBinae
PosnagaHus < 15 XB.; 3 gucKkamy, €ep. O, BIANOBIOAE
Maca 200 mr BiANGBIgac
QaHopigHICTL Macy +10 %, €sp. O. BianOBigae
Bona <10 % 5%
lneHTudpikalia UV-cnextpodhoTomerpis nio®inizopanui nizat baktepin BIANOBIAAE
laeHTUgiKaUis konbopoea peakLs MaHIT BIOANOBIAAE
lneHTUdIKaLa kKoNbopoBa peakuis KpoXmarb npexenaTuHizoBaHni BiANoBIgae
laeHTUdikauia konbopoBa peakyis MarHito creapart BionoBigae

1,7 — 2,7 mr/kanc.

npoTteiHn: 2,2 mr/kanc. + Q0,5 mr/kanc.

| MiKpoﬁiom'rqua Jyucrota — €p.®. 5.1.4.;
3ararisHa KinbKicTb aepobHnX
_MikpoopraHizmie (TAMC)

2,41 mr/kanc.

He Binblwe 10° KYO/r

BlANOBIiAAae

JaranbHa KiNekicTb APPKIKOBUX Ta

nnicHasux rpubis (TYMC)

Hé BinbLe 10? KS?O/r

1" He pyTuHHMi TecT. TeCT NPOBOAMBCH 8 BCTAHOBNEHGIO NEPIGANIHICTIO.
‘3aBipeHo enekTpPOHHYM Nignncom.

BiANOBIgae




Jlek @apmaueBTUYHA KOMNAaHIA O.4. Binain sixocTi MO

BepoBwkosa 57 Bepoeiukosa 57 |
Cl-1526 Mwobnana, CnopeHis Cl-1526 Jliobnarna, CnoseHia
Ten.: +386 (0)1 580 21 11 Ten.: +386 (0)1 580 26 81
baxe.: +386(0)1 586.35 17 Pakc.: +386 (0)1 58645 81

MpoaykT 44081455 BPOHXO-MYHAN® wancyrv teepdi, 7 Mr

Homep PIT UA/14314/01/01

KpaiHa YKP

Cepis Ne LS5713

Ne cepii in bulk / Mpoayky LS0991/7001124

[MokasHuk Bumoru PesynbTaTn

E. Coli BIACYTHICTB/T Bianosigae

YMoBH 30epiraHHs 3bepiratu 'rlpm TeMnepéTypi Hike 25°C B OPUIHANBLHIA YNaKoBLY

| AN5 3aXMUCTY Big BONOMA.
_Bignosigae crnieyudhikauil PesctpauinHoro Jocke.

HaTta 17.11.2021 Binain akocTi

Ana Lun

— L . Diginaliy signed by Feddchanke Tetana
F ed O Ch e n ko 0N de=core, do=novaria, puspease,
ouETO, serakdmmber=2 1168 16.
eh=Fedocheriky Tebana

Tetiana Fansan Sanchoz Ukraing OF an imogt

Dodo: 2022 07093 141 302 +0300

" He pyTUHHWIA TecT. TeCT NPOBOLAMBCS 3 BCTAHOBINEHOIO NEPIOANYHICTHO.
-3aBipeHO enekTPOHHM MigaMCcomMm,
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SATATBHA KINBKICTS 3ANVCHS: 1




