JEPAIIIKCIIYXBA
AEPKABHA CJIIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIN OBJIACTI

npocnekt Banepia Jlobanoecukoro, 51, m. Kuie, 03110, Ten/dakce: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua https://'www.dls.gov.ua, Kon €APIIOY 37078774

BHUCHOBOK
Npo fIKICTH BBe3€HOTO B Y KpaiHy JliKkapchbKoro 3acoly

02.03.2021 Ne 7669/21/10

EK30JEPUI®

(HafMeHyBaHHA Nikapchkoro 3acoby 3rinHO 3 peecTPaLiiianmM noceineHHaM)
posunu HawkipHuii 1 % o 20 ma y ¢paakoni; o 1 gaaxony B kapTonmiii kopodui

(opMa BUIYCKY, 403YBANNA, BIJL NIAKYBAHHA NiKAPCHEOTO 3ac06y)
Howmep peectpauitinoro noceiauenns UA/3960/02/01 crpok nii peectpauiiinoro noceinuenna 19.07.2021
Cepin nikapcskoro 3acofy Ne 17248E KinbkicTb BBe3eHOTO Nikapckkoro sacoby 55999

BrpoGHuk Canpmos 'mM6X - TexOnc, Arctpisn

(HaliMeHyBatHA BUPOOHHKA NiKAPCBEOro 3acofy, KpaiHa MOXOMKEHHS)

Beeseho B Ykpainy Tosapucreo 3 o6me:xenoro signoBinaasnictTio "Cannos Yxpaina®,
izenT. kon: 38419586

{(HaAmenyBannd Ta koA 3a €UPTIOY oprantnoi ocoln abo npiseuwe, iM'a, no Garbkosi Pisnanoi
0cofH - miAnpHemMLE, I¥ MiCUE POXHBAHISA T peecTpallifiHu Homep 00NnikoBOT KAPTKH NIATHHEA
nonarkin afo cepia Ta HoMep nacnopra)

[poToron BizyansHore kourpome sin 24.02.2021 Ne 0475/2.

3a pesyAbTATaAMM [EPKABHOIO KOHTPOMIO BCTAHORNEHO, WO JMIKAPCLKMH 3aci6  BBeseHo B Vipainy 3
AOTpHMa AMOT 38KOHOOABCTBA LWIOAO 3abe3netuenHa

<OCTi MiKapCBLKUX 3ac0Gin,

-~ QOnekeiit COJIOAPAN

pa
(niznue) (ininianu Ta npizenie)
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5. SANDOZ

a Novartis compony

Hazga npoayxry:
Martepian Ne:

Posmip i TuN ynakoeku:

CAHOO3 MmbX — TexOne
BioxeMmiwTpacce 10
A-6250 Kynane f ABCTPIA

Ceprtudikar BignosigHocTi

EK3OAEPWN®, posunH HawkipHuin 1 % no 20 mn y dnakoHi Ne 1
44064147

20 mn y onakoHi; 1 nakoH B KAPTOHHIR kopoBui

Cepin N2 (Ha ynakoraui): 17248E

Cepin Ne {(Canpo3): LB4292

Po3awmip cepi: 556999 ynaxosok
PeccTpauinne Noceigyenna Ne: UA/3960/02/01
Hata eupobHMUTBEa: 11.2020
Tepmin npuaarHocTi: 10.2025

CaHgos MmBx — TexOnc,

Ainbruua sunycky cepii / Anpeca: Bioxemiwrpacce 10, 6250 KyHans, Asctpis

BupoGHu4a ninensia; 481921
Kpaina imnoprep: Ykpaina

KomeHTapi / Biaxnnenna / HesianoeiaHocTi cneundikauii {Axwo HaaeHi):

Nonoxenna npo cepTudikauiio:

Lium nigTeepaxyio AOCTOBIPHOCT Ta TOYHOCTI BULLEBKA3aHO! indpopmauil. faHa cepin npenapary Gyna
BUrOTOBNEHA, BKMIOHAICYN KOHTPONB NAKYBAHHA Ta KOHTPOMbL AKOCTI, B NOBHIRA BIANOBIAHOCT 3 BUMOTaMu GMP
MICLIEBUX AepXaBHWX OPraHis Ta BiANOBIAHO A0 cneuncpikauil PeectpayidHoro fJocke kpaiuu imnopTepa.
3anucu WoA® BUrOTOBIEHHS, YNaKoBKW Ta aHanisy cepii Gynu nepesipexi Ta niareepmxeHi ix BionosigHicTe
yMosam GMP.

Davra Bunycky cepii: 22.01.2021

Im'aMignuc/fata v MNocaga YnoBHoBaxeHoT Ocodn:

Wtk a /Enexkmponnull nidnuc/
Reinhold 12.02.2021 17:52:05 +01'0¢"

Dipl.- Ing. Reinhotd Wutka
YnosHoeaxeHa Ocoba
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e Odopmneno: CAHOO3 MBX
S SANDOZ BIOXEMILUTPACCE 10,
a Novartis rompany 6250 KYHANb, ABCTPIA
Ten.: +43 5338 200

Ceptudpikar Ananisy

Hazea npoayxry: EK3OAEPUN 1% 20MN CON YKP
Toproea Ha3Ba: EK30JEPUN®

Martepian Ne: 44064147

N2 cepii Ha ynakosui: 17248E

Ne cepii Cangos: LB4292

Aara eupoGHuuTEa: 11.2020

Tepmin npuaaTHocTi Ha ynakosui:  10.2025

TecTn Bumorn PezyneTaru

OMUC PO3UYNHY NPO3OPKUK, Bif BE3KONIPHIO AO Bipnoeinae
CBITNO-XOBTOIO KOMNLOPY, HE BINbLU
IHTEHCWUBHGC 3ABAPBREHUIA, HIK
PEGEPEHTHWUIA PO3YUH Y5 (EBP. ®,)

3AMNAX ) ETAHONY Bianoeipae
IAEHTUDIKALIIA HAGTUDIHA TOPOXNOPUOY  MAE BIANOBIOATIA Bianosigae
(THIX)

IAEHTU®IKALIA HAGTUDIHA MAPOXACPUAY MAE BIAMOBIZATIA Bianosinae
(BEPX)

3HAYEHHA pH 40-80 4,9
CCONYTHI AOMIWKI BIAOMI, £1.0% <0,1%

IAEHTU®IKAOBAHI
N-METUN-HAGTANEH-1-METUNAMIH

COMYTHI AOMILIKK BIOMI, $1.0% <0,1%
IQEHTUDIKACBAHI

KOPWYHWIM ANbOEMA

COMYTHI AOMILIKW BIAOMI TA £0,5% <0,1%
HEJAEHTW®IKAQBAHK!

CONYTHI JOMILIKA HEBIAOMI TA 01 % <0,1%
HEIAEHTUGIKAOBAHI ~ JHOUBIAYANBHO

COMyTHI JOMIWKW BIAOMI TA HEBIAOMI — £20% <0,1%
CYMA

KINBKICHE BU3HAYEHHA HADTUDIHA 95% -105 % 102 %
MAPOXNOPUAY (BEPX)

CropiHka 132

::.’f:" W




- ) - CAHAO3 IMBX
s SANDOZ opanSHo BIO)('[IlEMIUJTPACCEw,

o Novartis coamnony 6250 KYHONb, ABCTPIA
Ten.: +43 5338 200

Ceprtudbikat AHanisy

Npoaykr EK30[EPUN 1% 20MIT CON YKP
Marepian Ne 44064147 Ne cepii Cangos: LB4292
N¢ cepil Ha ynakosBui 1: 17248E

TAMC (3ATAJIbHA KINBbKICTE AEPOBHMX <100 KYOIr < 10 KYOIf
BAKTEPIN)

ENTEROBACTERIA HE BUABNAIOTLCAB I T Bianosiaae
PSEUDOMONAS AERUGINOSA HE BUABNAKTECAB 1 T Bianosigae
STAPHYLOCOCCUS AUREUS HE BUABNAKOTLCAB 1T Bignoeinae
NiaTeepmkeHHA:

Us cepin npoaykTy sianosigae MeToaaM KOHTpoN. Lm niateepaxyemo, we sutiesasHauera inbopMauin e ToUHOI i
AOCTOBIPHOW, | O pesynkTaTy aHanisie NepesipeHi i BiANOBIAAIOTE BUMOraM HANEXHOT BUPOBHUIOT NPakTUKY..

Bunyck cepii / Ceptudpikauia Bukonana:  Dipl.- Ing. Reinhold Wutka, YnosHoeaxeHa Ocoba

HAata Bunycky Cepii / CeTudpikauii: 22-Cl4-2021
Hata creopeHHA cepTudhikaTy: 12-NKOT-2021
Wutka /EnexkmpoHHud mionuc/

Reinhold 12.02.2021 17:52:55 +01'00"
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56

Ne: 1011220823

{‘:‘\ : SN E N

i OdopmneHo;
gi‘r;li:x):gns Nek GapmaLieBTMYHa KOMNAHIA .4,
Beposuixosa 57
1526 Jliobnsua
CroseHis

Ten.; +386 1 5802111
Dakc.: +386 1 5683517
www. lek.si

JliyeHsia Ha BnpoBHULTEO:
800-12/2021-9

CepTundikar BignosigHocTi

“Haasa MaTeplany:
BefibHA Ha3Ba;

| Cuna piifaxrusnicrs:

Ne cepii Canpos:
Data enpoGuniTBa:

Tepmin npugardocTi:

e 1 Bupoﬁﬂuumo:

KGay,..

Bunyc« ic’epil‘:

Me

Kpaina-lmniopTep:
- YkpaiHa

EK3OAEPUN® 1% 20 MN1 CON OTC YKP
EKSOOEPUN®
1%

PO3YUH
®IAKOH

1 WT x 20 MN1
44064147
MM5559
12-BEP-2022
31-CEP-2025

IMOBO®APM MMBX
BPAVTEH®YPTEP LWTPACCE 251
1230 BIAEHb

ABCTPIA

NEK ®APMALIEBTUYHA KOMNAHISA

Tun Bunycky: CEPTUOIKALISA CEPII
Ne cepil, mo HagpykosaHo: 18064
Hata Bunycky: 10-1IC-2022
Kinbkictb: 58119vyn

Howmep niuenzii:  800-12/2021-9

a.a.

BEPOBLIKOBA 57

H/A

1526 NIOBJIAHA

CrioBeHis

FMOBO®APM MMBX
BEPAUTEHOYPTEP WWTPACCE 251
1230 BIAEHb

ABCTPIA

Homep PeectpauiitHoro nocelguenus:
UA/3960/02/01

Komnonewtu:

Hagﬁay‘areplany:.
Ne;Mare

HA®TI®IH HCST H TPO4 NB YA [E 01
40004330 AKTUBH. (hapM. iHrpegienT

CAHAOS CIMTEK IAK XAMMAALENEP
TY3A OPrAHI3 EPI CAHAW BOENIECI
C/H

H/A

34956 TY3NA, CTAMBYS

Typeuumnna

B538065

Cepia Ne: B538065

i :
; w(/;f&"’f' Ge & HMos Ao kS

*CeptvdikaT niANMCaHO ENeKTPOHHUM MiANUCOM sianosigHo [o crawgapris
efexTpoHunx nignucis Cavgos
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SANDOZ b\
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Ne:10111220823

Odhopmnero:

Jlex ®apmaueaTuiHa KoMNaHia 4.4a.
Beposuikosa 57

1526 fliobnaKa

CriogeHin

Ten.: +386 1 5802111

dakc.: +386 1 5683517

www.lek.si

fliyeHsis Ha supobHUyTEO:
800-12/2021-9

Ceptudikar BignosigHocTi

Hazsa Myz‘xfeplany:’

4 EK3OOEPUN® 1 % 20 MIT CON OTC YKP
Toprisenbha Haasa: EK3OOEPUN®
44064147 Ne cepii Cango3s: MM5559

Ne Mareplany:

ﬁono;xeum np'o ceptudpikauio

Eluwi ninTeepaxylo AOCTOBIPHICTE | TOUHICTb BULieHaBegeHO! iHdopmalii. Jama cepia npenapaty Gyna
BUTGTOBAEHA, BKMNIOYHO 3 NakyBaHHsIM/MapKyBAHHAM Ta KOHTPONEM SIKOCTI, Ha BUILEBKa3aHi BUpPoSHUYINK
AiNgHALI-Y noBHii BianosiAHOCTI 3 BUMOramu GMP MicLeBux AepXaBHUX PErynaTopHUX OpraHis, a TakoMm
cneuudikauii, wo Bkasani y PeecTpauifitoMy noceigueHsi, BuaaHoMy y KpalWi imroprepa. [awi npo

BUPOBHULITBO, YaKoBKY Ta aHaniau cepil 6ynu nepesipeHi i niaTsepmxeHa ix sianosigHicTs ymosam GMP,

KomeHntap go ceprudpikary:

B npoueci BUpoGHULTBA | NaKyBaHHA He BUABIEHO BIAXUNEHb, WO 3AATHI BIAMHYTA H& BUNYCK NPOAYKTY.
MoeHa nikapcbka hopma: po3UUH HALLKIPHUIA.

 MoBHa Ha3asa BUPOBHUYOT AiNbHULI Ta AiNbHUL TectypanHa: MMobodapm dapmavoiTiue MpoayKLbitoH3-

- yHA TarnpaenscresenbluapT mbX, BpaiiteHdypTtep wtpacce, 251, 1230 Bigenb, AscTpis

Eunyck cepli / CepTudbikauin BukoHaHa:
B»t:_t‘nry.gx cepit/ Ceprudpikanin flata/Mac:
AatalMac ocbopmnennn ceptudikary:

Cropinka 2/2

*CepTudikaT NANMCAHO ENEKTPOHHUM MIZNUCOM BiAnosigHO A0 craHaapTie

eneKTpoHHuxX nignucis Canaoa

Ziva Valencic, YnosHoeaxeHa ocoba
10-TNC-2022 / 07:22:22 BKY
10-NUC-2022 / 07:23:03 BKY




Ceptudpikat Ananisy

GLOR AR

Npoayxr
TepMiH NpUgaTHOCTI: MNpogykr in bulk: Onuc npoaykTy:
08.2025 803288 EK30AEPUA 1% Po3uun YKP
Cneundikayis; Lava aHaniay: Ne aHaniay; 3amoBneHa k-To: | OaunHuua:
SOP_0425009.00 19. = 28.09.2022 PROIGF 019130 | wa Hia
Jara i | AV-Ne Cangoa INpuxia apaska: MNpumitka:
- BupobHiUTBa: | 2354.7; Ex3oaepun- 16.09.2022 Bunyck cepii
12.09.2022 KiNbKICTb BNaHaveHHs/
.| RS fortis_20191023
4| _EU Row
© TecTu: PeaynbTaTh: ) Crieyndbikauin:
BIANOBILAE NPO30OPUIA, BIf BE3KO[IPHIO JO CBITNO-
XOBTO O KONbOPY, HE BHIbLU IHTEHCUBHO
3ABAPBSIEHWA, HDK PEOEPEHTHUN PO3YKH Y5
(EBP. $.)
; BUANOBIOAE | ETAHONY
HAQTUDIHA MOPOXNOPUAY (TWWX) BIANOBIZAE MAE BIGMOBIAATY
HAOTUGIHA MAPOXNOPULY (BEPX) BIANOBIGAE MAE BIANOBIIATY
i it A fog
| YACTOTA
BHAYEHMHA PH 48 4,0-6,0
MIKPOBIOSIONIMHA YACTOTA EBP. ©.5.14
TAMC (BATANBHA KINbKICTL <10 KYOIr 100 KYO/H
AEPOBHUX BAKTEPI/)
ENTEROBACTERIA HE BUABNAETLCA | HE BUABAAIOTLCAB 1 [
"PSEUDOMONAS AERUGINOSA HE BUABINIAETLCA | HE BUABNAIOTLCAB A T
STAPHYLOCOCCUS AUREUS HE BUABNAETHCA | HE BUABNAKOTLCAB 1 I
| CYRYTHI AOMILLIKA. BEPX
| BIROMIL{AEHTUOIKAOBAHI:
| N-METUIHAGTANEH-1-METUNAMIN <0,05% $1,0%
KOPUUHWUIA ANLAETIA <0,02% £1.0%
BIAOMI TA HEIAEHTUDIKAOBAH!: 0,02 % <05%
HEBIOMI TA HEIAEHTU®IKAOBAHI 0,02 % £01%
= HAUBIOYANLHO
BIOOMI TA HEBIJOMI -~ CYMA 0,04 % £20%
KINbKICHE BUSHAMEHHSA
HAQTWO]HA‘:TIAPOXI’IOPMAY 100,3 % 95-105%
BE3 CYI1YTHIX PEYOBMH (BEPX)
AKTUBHUM ©APMALIEBTUUHUN B538065 HOMEP CEPI|
IHTPERIEHT p
HBooary - | .

/BUPOBHULITBO BKINIOYHO 3 NAKYBAHHAM TA KOHTPONEM SKOCT! 3HAXOOWTLCA Y MOBHIY BIAMOBIAHOCTI

40 GMP BUMOT

TIPAMITKA: . OATA: AIAnIe vo
MPOTECTOBAHO BIANOBIAHO [0 CHELMBIKALL 29.09.2022 Inianue/
e Diglally signed by Fodechenvo Tafana
Fedochenko S e fwramn/
Tetiana Resson:Svadas ios 0P an oo

Oota: 2022.11.15 14372 40200

ivicro 3.25.05.2022




HEPKIIIKCIIY XBA
JEPKABHA CJIYXBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBHKIHU OBJIACTI

npocnekT Banepis Jlobanosewkoro, 51, M. Kuis, 03110, ten/daxce: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Koa C/IPTIOY 37078774

BHCHOBOK
PO SIKiCTH BBE3€HOro B YKpainy Jikapenkoro 3acoby
22.11.2022 No 48858/22/10
EK30/EPUI®

{HaliMenyBanHa nikapcLKoro 3acobly 3rigHe 3 peecTpauiiium HOCBITYEHHAM)
po3yuund Hawkipuui 1% mo 20 ma y ¢paakoni; mo 1 ({prakoHy B KapTOHHI KOpoOUi
{dropma BuITycKy, g03YBABHA, BH MAKYRAHHS NiKapceKOTO 3ac06y)

Howmep peectpauitnoro nocninuenns UA/3960/02/01 crpox aii peectpanitinoro mocsimuenss 01.01.2099
Cepis nikapeexoro sacoby Ne 18064 Kinbkicts BBe3enoro nikapenkoro zacoty 58119

Bipofuuk Jlek DapManeBTHYHA KOMIIaHis a.14., Cnogedis
(HaiiMeHyBaHHY BUPOGHIKS NiKapCEKOTO 3acofy, KpaTHa MOXOIKenHHs )

Beeseno B Ykpainy Toapucreo 3 o6mekenorw BixnosinansuicTro "Cannos Ykpaina",

inenr. kox: 38419586
(matimenypanna 1a kojt 3a CJIPTIOV opummiol 0codu abo npi3suwe, iM's, 0 HaTeKoBI
dizutaol ocolu - mianpuesmy, i Micue MPOMKHBAHIA TA PEECTPALiiHHI HoMep oBnixoBol
KapTKH NIATHHEA [IOJATKIB a0o cepit Ta HoMep macmopTa)

lporokon sizyansuore xonrpomo six 16.11.2022 N 3017/3.

3a  pesynsTaTaMM  JEPKABHOTO  KOHTPOIIO BCTAHOBIIEHO, 10  miKapchkui 3aci6 eBeseno & VYkpainy 3
AOTPHMAHHAM BHMOT 3aKOHOJABCTBA 010 3a6e3MTEYEHHS SIKOCT NiKapeLKHX 3acobiB.
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