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JEPKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKIN OBJIACTI

npoB. CiTnu4noi Hapii, 3, m.Kuis, 02099, Tel/axc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOV 37078774

BHUCHOBOK
PO SIKICTH BBE3€HOI0 B YKpaiHy JiKapchKoro 3ac00y

04.09.2023 Ne 42759/23/10

AIL®

(HaHMEHYBaHHs JIIKAaPCLKOT0 3ac00Y 3riIHO 3 PCECTPALIHUM MOCBIAYEHHS M)
PO3YMH opasibHHH, 10 20 Mr/ma, no 100 ma y daakoni; no 1 haakony y xoMmaekTi 3 Mipaam
KOBIIAYKOM Ta/ab0 MipHEM AITIKATOPOM (npupem) y KAPTOHHIA KOpoomi

(popma Bumycky, mo3ysans, Bua MaKyBaHHsI JIIKAPCLKOTO 3aco0y)
Homep peecrpauiitnoro noceiguenns UA/8272/02/01 CTpOK aii peectpaniinoro nmoceizuenns 01.01.2099
Cepis nikapcrkoro 3aco6y Ne MT 0622 KinexicTs BBe3eHOTO Nikaperkoro 3acoby 9978

BupoGuuk Camorac ®apma I'm6X, Himeuunna
(HaliMEHyBaHHs BUPOGHMKA MKaPCHKOro 3acoly, kpaima MOXO0I7KEHHS )

Bsescno B Yipainy ToBapucTBo 3 06Mexkenor0 BixnoBiTaTBLHICTIO "Caunpgo3 Ykpaina',
inenT. kox: 38419586

(HaiiMeryBaHHs Ta Ko 3a €J[PIIOY FOPHIMYHO1 0cobu abo npizBuiue, iM'S, 10 6aTbKOBI (pi3uHOT
oco0u - mianpuemus, i Micle IPOKUBAHHEA T2 peecTpauiiuuii HoMep 061iKOBOI KapTKU IUTaTHUKA
noxarkis abo cepis Ta HoMep racmopra)

Iporokoa Bisyansuoro kourposio sin 31.08.2023 Ne 2703/1.

3a pesympTaTaMHu  JePKABHOLO KOHTPOJIIO  BCTAHOBJICHO, 11O JIKapChKMM 3aci6 BBE3eHO B Ykpainy 3
AOTPHMAHHHAM BUMOT 3aKOHOJABCTBA 100 3abe3Me4eHn IKOCTI IIKApCEKMX 3ac06iB.

Ipuna ITAJIAMAP

-

(iniuianu ta npizeume)




CamoTac Papma MdX
OTT0-BOH-t0OpiKe-Anee 1
38179 BapnebeH / HimeuuuHa

Ten.: +49 (0) 39203710
dake: + 49 (0) 39203 71 7770

Ceptudcpikat AHanisy

ALLI® PO3YUH OPANTBHUN MO 20 MI/MA, MO 100 MIT Y ®NAKOHI, NO 1

CTopiHka 1 3 2

Pharma

GmbH

YKP

MNpoaykT:
PINAKOHY 3 MIPHUM KOBMNAYKOM TA/ABQ AMNIKATOPOM (LUNPULEM) v
KapTOHHIN Kopofui

Cepin No: MT0622 (cepis in bulk: 2118326)

Oata TecTyBaHHA: 23.06.2023

TecTn:

Honyctumi Hopmu: Peaynbrarty:
30BHIWHIA BUFNAA PO3UNHY: | NPO30PKMIA, Nedb B'A3KMIA PO34UnH Bignoeigae
Konip: Be3konipHWiA BiANOBIQaE
(€Bp.®. 2.2.2)
3anax: apomart BULLHI BiAnoBigae
pH: 6,4—-67 6,69
(€Bp. ®Papm. 2.2.3)

BigHocHa ryctuHa: 1.010-1,015 11,0128
(€sp. Papm. 2.2.5)

|geHTudikauin:

AUueTnnuncTerH “ac yTpumyBaHHs: NOBUMHEH BignosigaT Blarosigae
(BEPX-I4M) Yd-criekTp: NoBuHeH BignosigaTy BlgNeBigae
AueTniuncTeiH NOBMHEH BigNOBIAATH BignoBigae
(Konboporea peakLis 3

HITpONPyCKHAOM HaTpilo)

MeTunnaparigpokcnbensoar Hac yTpumyBaHHA: NOBUHEH BignoBigaTu BiANoOBIgac
(BEPX-OM) Y®-cnektp: noBUHEH BiAnosigaTu BigrioBigae
Harpito 6eH3oaTa Yac yTpumyBaHHA: NOBUHEH BiJNoOBIiAATH BiANOBinae
(BEPX-O08M) Y®-cnekrp: NnoBUHEH BignosigaTu BiANOBiNAE
KinbKiCHMA aHania; .
AueTunuucreiH 2000 Mmr/imn £ 5% 19,67 mr/mn
(BEPX) (19.0 - 21.0 mr/mn)

MeTunnaparigpokcubeHsoar 1.30 mr/mn + 10 % 1,289 mr/imn
(BEPX) (1.170 - 1.430 mr/mn)

HaTpio BeH3oara 1.95 mr/fmn = 10 % 1,968 mr/mn
(BEPX) (1.755 - 2.145 mrimn)

HuHaTtpito eneTarty 1.00 mr/mn + 10 % 0,99 mr/mn
{(TuTpyBaHHA) (0.90 - 1.10 mr/mn)




CamoTac ®apma MbX
O110-BOH-TOpiKe-Anee 1
39179 bapnebeH / Himeuunra

Ten.: +49(0) 39203710
daxc. +49{0) 39203 71 7770

CTOopiHKka 2 3 2

UTAS 25

CepTtudlikar AHanisy

NpoaykT: AUL® PO3YMH OPATTBHUA MO 20 MM, MO 100 MA Y ®NAKOHI. MO 1 YKP

GJIAKOHY 3 MIPHUM KOBMAYKOM TA/ABO ANTTIKATOPOM (LULMPULEM) y
KapTOHHIlA KOpobL

Cepin Ne: MTO0622 (cepia in bulk: 21183286)
Jara TecTyBaHHA: 23.068.2023
TecTu: HonycTtumi HopMu: PesynbraTtu:
CynyTHi fOMiIKN:
(BEPX)
l-unCcTUH <05% < 0,10 %
L-uncTeiH <0,5% < 0,10 %
N,N'-anauetun-L-uncTnH =05% < 0,10 %
N,S-guauetun-L-uucrein <0,5% 0,35 %
IHLI oKkpemi oMLK <0,2% 0,05 %
Cyma aomilok <£1,0% 0,40 %
MikpobionorivHa uncroTa:* | BignoeigHicTs €ap. ®apm.5.1.4 BiANOBIOac
(Cep. $.2.6.12/2.6.13)
ILinbHICTL BiaCYTHIACTE BUAMMOro npoTikaHKsa i3 chnaxory abo Bi4NOBIae
3aKyNOpHBaHHA KNAKOBKW: | KPULLKW
MepeRipka nakyBanbLHOIG MakyBanbHi MaTepianu signoesigaTL BUMOram.
Marepiany: XapakrepucTuxky piBHOMIpHI | posGipnusi.

BiNoBIAae
Mvikibici: *TECT BMKOHYETBCA ANA KOXHOT 5-7 cepit

P : AnaniTuyHe TecTtyBaHHA BUKOHaHo: Dapma BepHirepoae MM6X

3aHauveHHs1 Eeponeicekoi dapmakonel 3asmam nepeabayac NocrnaknHs Ha 17 AikoMy Bepeilo.
Hata smpobHuyrea: 04.05.2023 fwmamn!
TepMiH npuaatHocti:  04/2025 nidnuct

Hata Bunycky: 03.08.2023
Hata Bugaui 14.CEP.2023
cepTdmnikary:

Dr. Albert Hesse
YNoBHOBaeHa ocoba

Cigitalty sigrmd by Fadochenko Tatiang
FedOChenko IJM:d'::nom_dr:-nnvartis.w-pocp]a,

oG X, serialMumber=21 16815,

cre=Fudochanks Totiana

Te ti a n a Reaton: Sarder Ukiaira OF o lmport

Date: 20230822 11-42:173 +030




CTopiHka 1 3 1
CantoTtac ®apma N'veX

Ot70-BOH-TOpiKE-Anee 1
39179 bapnebeH / HimeuunHa £

Ceptudhikar BignosigHocTi

jen.: +49(0) 39203710
Gakc: + 49 (0) 39203 71 7770

Npoaykt: AUL® PO34YMH OPAJTbHWK, NO 20 MIF/MI, MO 100 MIT Y ®IAKOHI, MO 1
®JIAKOHY 3 MIPHUM KOBMAYKOM TA/ABEO AMIIKATOPOM (LLMPULIEEM) y
KapTOHHIA Kopooui

Cepis Ne: MT0622 Po3Mip ynakosku: 1

Ne cepii Ha ynakoBui: MT0622 Dara Bunycky: 03.08.2023

Ne cepii in bulk: 2118326 BunyweHa kinbkicte: 9978 ynakoBok
fAlaTa BupoOHKMUTBA: 04.05.2023 TepmiH npugatHocti:  04/2025

PeecTpauiiHe nocBigueHHs Ne:  UA/8272/02/01

AinbHuui sanyyeHi y BUpoBHULUTBO:

BupobHuua ginbHuus N2 niueH3ii Ha BUpoBHMUTBO

BupoBHuk in bulk SAPMA BEPHIFEPOAE TMBX, DE_ST_01_MIA 2022 0011
BEPIHIFEPOE, HIMEMYUHA

BupoBHunk ynakoeku ®APMA BEPHIFEPOOE TMEX, DE_ST_01_MIA_ 2022 0011
BEPI'HINEPOAE, HIMEMUWHA

TecTyBaHHs NPW BAMYCKY DAPMA BEPHIFEPOAE MVEX, DE_ST_01_MIA_2022_ 0011
BEPI'HIT'EPOAE, HIMEYYHA

Bunyck cepii CANKOTAC ®APMA TMBX, BAPITEBEH. DE_ST_D1_MIA_2021_0006
HIMEYYIHA

LIum nigTeepakyo, Wo BulleHaBeaeHa IH(bOpMaUia € JOCTOBIPHOK Ta TOUYHOID. HaHa cepisa rotosoro
nikapcbkoro 3acoby byna BUroToBneHa, BKHOYHO 3 KOHTPOMEM NakyBaHHAM Ta KOHTPONEM SKOCTI Ha
BULLIEHABEASHNX BUPOBOHUUMX AiNbHMLAX Y NOBHIN BignosigHocTi Ao Bumor GMP MicueBux PerynsatopHmx
OpraHiB Ta 3rifiHo 3aTBepAKeHoIl cneuundikauii PeecTpauiitoro [locke kpaibu iMmnopTepa. MpoToKkomu
BUPOOHULTBA, NakyBaHHA Ta aHAMITUMHOTO TeCTyBaHHs1 Oynu nepesipeHi Ta Gyna BCTaHOBNEHA iX
BiaNoBigHicTs GMP.

CepTtudikat aHanisy foaaeTboss okpemo.
[lpoTarom npouecy BupobHULTEA

v He 6yno BigxuneHs, LUo MoK BMIMHYTW Ha BUNYCK NPOAYKTY

O HaCTYMHI BIAXUNEHS MOIMN BIIMHYTY HA BUNYCK NPOAYKTY (AMB. KOMEHT

KomeHTapi: /

v | CEPTU®IKALIA CEPIi
0 | BUNYCK CEPI|

MpisBuie Ta nocana BignoBioanLHOJ Dr. Albert Hesse

ocobu: YnoeBHoBaxeHa ocoba
OData: 14.CEP.2023 Mignwuc: /nignnc/




