JEPKABHA CJYKBA 3 JIIKAPCHhKHX 3ACOBIB TA KOHTPOJTHO 3A
HAPKOTUKAMM ¥V KHIBChKIH OBJIACTI

npoe. Ceitananol Hanil, 3, m.Kuie, 02099, ren/ake: (044) 363-06-50
E-mail: dls koiadls.gov,ua, Kon €JIPTIOY 37078774

BHCHOBOK
Npo AKICTE BBEICHOT0 B YKPAainY JiKapCcsKOro 1acody

02.01.2024 Ne 60409/24/10

THIEPLLHH®

{ HARMEHVBLHNE TIKAPCEEDT 30000y ICIH0 3 pErCTPAUIRHHM 0CR THeHnEM )
Tabaerkn, BprTi wiskoson oboonkow, 1o 25 swr oo 50 rabaeror v guaasoni; no | doaakony & caproanmii
vinaKorii

{thopua BHTTYCKY, JO0AYEAHHA, BHJL NAKYEAHHA TIKAPCEEOTD 38000Y )
Homep peccrpaniiinoro noceiguenns UA/M175/01/01 crpok aii peectpanifinoro nocsizuenns 01012099
Cepia nikapeskoro wmcody Ne PRO1D0O323 KinkKicTs BBEIEHOMO NiKapesEoro sacody 400

Bupobunk FAT dapmamenTianmii wanon ECC, Yropamnaa

{HaiiscHY BAHHA BUPOOHNKS TIKAPCEEOTO 1C0hY, KPUlHA [I0X0THCHHE )

Brezeno B Yxpainy Cniabne yEpalNchKO-eCTONCLEE mianprevMereo v dopmi ToBapHcTBa 3 oMeKenom
sianosinansnicT "Ooriva-apy, AT, lzenr. koa: 21642228
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oe0H = MianpResiLE, i1 Micie NPORARLTHRE T8 PeccTpaiiiinmii nomep ofniKoRoT KAPTEN NIETAHKL
noaaTkis o cepif Ta HOMEp NacnopTa)

[poroken sizyansmoro konrpoe six 02.01.2024 Ne 4238/18.
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3A0 Papmauenruyeckuii 3apog ITHC
IOpHANYCCKUR arpec:

1106, r. bynanemy, ya, Kepectypn, 30-38, Beipua
Tenedon: (36)-1-803-5554,

Tenedaxe: (36)-1-863-5556

thakTHuecKni agpec:

9900, r. Kepsmenn, yn, Marsin Kupa#i, 65, Bexrpua

3AT PapmanesTrunnit zasoa LI'HC

HOPHAKYHA anpeca;

1106, ». bynanewrT, syn, Kepecrypi, 30-38, Yropunna
Tenedon: (36)-
Tenedakc: (36)-1-803-5556

daxTHMuHa anpeca:

5900, m. Kepmena, sy, Maram xipadl, 65, Yropinna

1-803-5554,

Haumenoranme npenapara: /
Haiimvenypanns npenapary.

Ceprupuxar kauecrpa / Ceprudixa

T skoeTi Ne 1633K/2023./C-TV

Tuzepuun®, TabneTku, noxpoIThie MJICHOYHOM 060104K0I, No 25 Mr
Ne 50 so draxone / Tuzepuun®, TabneTku, BkpuTi IHBKOBOK 060I0HKOIO,

1o 25 Mr Ne 50 y thnaxoni

Cepust Ne: / Cepis Ne: P80O1D0323
Homep ananuza: / Homep anaiiay: KGY/2023/2445
HJatra anann3za: / Jlata ananizy: 19.04.2023.
Homep perHecTpallHOHHOIO UA/175/01/01

cBugerTeaneTBa: / Homep
PEECTPALIIEHON0 TIOCBITYEHHA:

Cpok AeficTBHA per. CBHACTEAbCTRA:/
TepmiH Aii peect. NoCBIAUSHEA:

Cuna 1eiicTBHS/AKXTHBHOCTL: /

Cuna Aii/akTHBHICTE:

beccpouHoe /
6e3CTpOKOBE

NokazaTens KauecTes/
IlokKazHUKY AKOCTI

PesyibTaTss/
PesyasTary

Baewmnni sua: / 30pnilimii sBurasg; CoorsercTayer /

~ HBET: / KOnip: Bianosiaae

- 3anax: / 3anax;

Paimepns: / Posmipn:

~ ARRMETP: / Alametp: Cooreercreyer/
Bignosinac

- 8bICOTR: / BUCOTA:
Hopanunects aeiicTBYIOME0
BeliecTEAa I
(YD-cnexrpodoTomerpun} /
Inenmdixamis girogol peuosnay |:
(Y @-cnekrpodioromerpis)

3,43-3,50 mm
CooTBercTBYET /
Bianosinae

TToxnuHHOCTS AciicTBYOMETD
sewmecTea 2; (FCX) / Lnentudixanin
Aitouol peuosnsu 2: (TIHX)

CoorBercTRYET /
Bianoginae

HopanuaocTe kpackvenn o6onguks
Tal1eTOK - THTAHA ANOKCHAA;
(nseruasa pearuun}/[neurndixauia
OapBHiKa 000NOHKH TAONETOX ~ TUTARY
JloxeHnay: {(koNsOpOoBa peakiyis)
Komuecrsesoe conepxKanite
AeHCTBYIOLHETD BRIECTSA
(YD-cnexrpodoeTomerpun): /
Kinbxicuuit smicT 1i5090i peuorus
(¥ ®-cnexrpodoromerpis):

CooTBeTCTRYET /
Biznoeigae

UA/0494 1.6

Hara npousponcrna: / 03.2023.

Hara supobusnraea;

I"'open po: / [lpunaryanii po: 03.2028.
KonuyecTBO NpoayKUN B 13000 ynaxkorox

cepuM: / KinbkICTh NIPOAYKLUIT B
cepil’ |

Homep anuenaum: /

Homep ninensii:

ML Ne HU-M-EGIS

1 TabneTka cogepKuT ieBoMenpomasuua 25 mr/
] TabreTxa MICTHTE JJEROMENPOMa3HHY 25 MT

Hopmut/
Hopmu

Kpyrasie, ABOAKOBBINYKbIE TAG/eTKH, MOKPBITHIE NICHOUROIE
oBonowkeii, Oenore wuseta, Oe3 3amaxa / Kpyrni, amoonykni
tabnetky, BxpuTl niBKOBOK 0G0ROHKOIG, Ginoro koanopy, Oe3
3ATIAXY

oone 7,1 mm / 6nssko 7,1 MM

3,50 + 6% (3,29 - 3,71 mm)

Y@ cpexypbt NOMIOUWIEHHR HCOLITYEMOr0 M CTAHZZPTHOIO
PACTBODPOB, CHATHIE OANOBPEMEHTI0, B MPeACARX AJIHI BO/IH
200-400 Hm ROTKHBI HMMETh CAMMAKOBYI0 doOpMY KpuBoii.
Makenmyses!l NOTAOUICHHA AGTKHBI HAXOAHTLCH HPH e
BoaHBI 255 12 pv n 306 £ 2 uy, & MAHHMYMbB] NOTNOIMCHHA - IPH
arne ponnel 230 £ 2 um 4 280 £ 2 unm / YO cnexipu nornunangs
BHIPOGOBYBAHOIO | CTAMAAPTHOTO PO3YMHIB, 3MSTI OAHOHACHO, B
Mexax noBxnH XUk 200 ~400 HM nOBMHHI MaTH OAHAKOBY (dopMY
KPHBOI. MaxkcoyMyMH [OIVIMHAHAA TNOBHHHI  3WAXOAMTHCA TIPH
AORKUHL XBiwni 255 4 2 oM § 300 = 2 HM, a MIHIMYMH NOTAABAHHA -
upy AonxuHH xpuni 230 % 2 1M i 280 £+ 2 am

Ha xpomavorpamme mcenniTyemore pacteopa "A" ocmomnoe
OATO0  JONKHO TO  LBeTy, paimepam H  BeaHuwnHe Rq
COOTBETCTBOBATL OCHOBHOMY RNATHY CTANARPTHOrOG pacTBopa
aepoMenpoMaznpna  maneara "B/  Ha  xpomarorpami
BUIPOOOBYRAHOTO POIUHHY "A" OCHOBHA MAAMA MAE 38 KOJBOPOM,
poaMipamu 1 BenwumHole Rf Bignoeigatd  ocHOBHIN oM
CTARAAPTHOro PO3UMHY ACBOMENpOMasHHy Maneary "B"
[loaywenuas B pesyiabrarTe HCOBITANMA cMeéch BpHOOpeTaeT
opamenyio okpacky / OrpnMara 8 pesyneTari suapoOysanus
cyMill HabyBae nomaparuene 3abapsnerna

HDU BHIRYCKE:
HDU BUNVCKY:

33,80 atr £ 5%

8 KQHI{e cpoKa 200Hocnii: /
Hanpuxiiyi mepuminy npuogmrocmi:
33,80 mar + 5%, - 10%

(32,11 - 35,49 M) (30,42 - 35,49 mr)

(95,0 - 105,0%) (99,6 — 105,0%)
JICBOMENPOMAINIIA Maneara/raba, noxp, oboa, /
NEBOMEIPOMAIUHY ManeaTy/Tall. Bkp. obom.
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3A0 DapmanesrHucckuil 3anon ITHC 3AT Mapmanesrnynnil 3ason ET'1C

IOPHAHYECKHHA aapec: HpUOKRYHA d1peca.

1106, r. Bynaneuw:r, vi, Kepectypn, 30-38, Benrpus 1106, M. by nartenrt, pyn. Kepectypi, 30-38, YropmuHa

Tenedon: (36)-1-803-5554, Tenedon: (36)-1-803-5554,

Tenedaxe: (36)-1-803-5556 Tenedaxe: (36)-1-803-5556

{DAKTUUCCKHA aapec: drakTiuHa agpeca: i?d' <
9800, r. Kepmena, ya. Maraw kupar, 65, Benrpus 9900, ». Kepmena, sya. Maraw kipail, 65, Yropuusa g

skt oret HHH P e bhiern
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Tuzepuun®, TabaeTH, NOKPLITLIE IIEHOYHOH 060J10uK0il, O 25 Mr

e auasmass

Ne 50 Bo diaxone / Tuzepuun®, rabnerkn, BKpUTL NIiBKOBOI 0GONOHKOIO, 110
25 Mr Ne 30 y dnaxoni
Cepng No: / Cepia Ne: PRG1D0323

Noctopossne npisecu (TCX): /
Cynpogeigui aoMitukn (TTIEX):

- moGas npuMecs N0 oTALTLHOCTH: / <0,1 %
Oynb-sKa AOMIHIKA OKpEMO:

- CYMME npuMeceii: / CyMa NTOMITIOK: <0,1%
PacTaoepenne (nepexos neficrsywmere  93-97 %
BEUIECTBA B pRCTBOD) X6=95%

{(YP-cnexrpodoroMeTpHn): /
Po3unnenns (nepexiz Ailo4NoT peYoBHHY B
poauny) (Y®-cnektpodorometpis):

Cpeanas macea: / Cepenna Maca: 1123 mr
OanoponHocTs Macent: / Cootsercrryer /
OnnopinnicTh Mac: Binnoninae
Pacnanaemocts: / Po3niananms: 6 MuH / xB

Herteps B macce npn soicyminsanun:/  30%
BTpara B Maci nipy BUCYWIYBaHHI:

OaHopoAHOCTL NOZHPOBAHHA AV p=335
(Y®-cnexrpodhoTomeTpus): /

Onuopi gHicTL A03YBaHKS

{(Y-cnexrpodoromerpia):

MnrpoOuoaornyeckasd wHeToTa: /
Mikpobiofmoriuna yucrora

- obmiee uneno adpobubix Gakrepuii: /' < 10/r
3araieHa KinbKICTh aepoOHux Gakrepiil:

- ghiee upeno rpudon: / < 10/r

3arajfbHa KirbkicTs rproiB;

- Escherichia eoli: CooTBercreyer /
Bignonigae

Pasmep u tun ymakosxu: / CooTpercrayer /

Po3Mip i THIT ynakopxu: Binnosina¢

(KoAuHecmeo npuUMeCeit guIDAICEHD 8 Hepecyueme Ha
AeBOMENPOMAIUNAG Maneam)} / (Kinvkicme QOMIOK eupadicero 8
NEPEPAXYHEY HA NEBOMENDOMA3NHY Maneam)

11e Honee 0,5 % / He Himnme 0,5 %

He Oonee £,0 % / ue 6umnme 1,0 %

He menee 75 % (QQ) OF HOMHHANLHGIO KOJHYECTSBA
ACHCTRYIOINETD BElMECTBA AWTANO Nepefityu B pacTBop 3a 30
MunyT / He menwme 75% {Q) siz poMinansuel kinskocTt girouofl
PEHOBMHM Mae nepeiiTy B po3uuH 33 30 XpwinH

1140 mr £ 7,5% {(105,5 —122,6 mr)
OTKIOHEHKE 0T cpeaneil Macch:

ann 90 % (18/20) 1abaerox — He Gonee 7,5 %,
anas 10 % (2/20) tadnerox — ue Gonee =15 % /
BIAXHIEHHS BiA CepeIHbOT MACH:

mna 20 % (18/20) Tabnetox — e Ginpie £ 7.5 %,
ana 10 % (2/20) rabnerok — e Ginvine £ 15 %

ae Gosee 30 munyr / He Ginne 30 xeunun

Ae Boqee 3,0 % / ue bumpme 5,0 %

Cornacuo Esp. ®apnm.:

AV <15 (n = 10), ecnyt yenopHe He BLINOARACTCA, To AV < 15
(n =30}, 1 asn 36/30 Tabua. KonuvecTBEHHOE COARPKAHKRE
AEHCTBYIOMECr0 BCHIECTRA A0/DKHO HAXOGHTHCH B HHTEPBAJIR
0,75xM - 1,25%M /

3rijpio E€rp. Gapm .:

AV <15 (n = 10), axuo yMoBa HE BUKOHYETBCH, T0 AV < 15

(n = 30), 1 g 30/30 rabn. kinbKicHn# aMict Kir090T peyoRUEN Mae
nepefiyeata B inteppani 0,75%M - 1,25xM

te Gosee 10° 8 1 r npenapara / ve Giswe 10°n 1 r openapary

ue Goviee 10° 8 1 rnpenapara / ue Ginsire 10% 8 1 r npenapary
eTcyrerene 8 1 r npenapars /BiacyTHicts 8 | r npenapaty

Ho 50 Tabneror Bo duaxone; no 1 daaxeny B xapTonsoii
YNAKOBKE; ¢ MapxkHpoBKOH Ha yxparscxom azeike / o 50

tabnerok y (naxoni; no 1 dsakovy B KapTouHIH ynaxosui; 3
MapKYBaHHAM YKPATHCHKOIO MOBOIO

Hacrosumum 1 yaocToBepnalo, 4To NPHBEALRHES Bblite HHDOPMINNA ARTACTCS X0CTOBEPHOI ¥ Tounoil, Ira npeayruna bp1ag
opomapeaeHa (BKTOYAR YNAKOBKY/MAPKHPOBKY) H NPOBEACH KOHTPOIL €€ KAMECTRA HA BhHINIEYTOMAHYTOM YHRCTKE B [3/1HOM
cooreeTcTEHH ¢ TpedoBannama GMP, veranonaeHumMu MecTHBIM PErYJAATOP HBIM OPraHoM, 8 TAKAC COTIACHO cneHHPHKAL RN,
cogepkaineiics B perMcrpanuoHnom jocke. IIpoToxonnt npou3BOACTBR, YNAKOBKY M AHENNZ0B BhLLAH NepecMOTPEHB H
ycranosacHo cooTsercTane GMP / Llum 1 3acpimyio, mo Haseiena ruiie indiopmattia € xoctopipnow i rounoro. 1o npoxyxui 6yio
BHFOTOBJIEHO (BRTIOVAIOMH YITAKOBKY/MAPKYBAHHA) | IPOBLACHO KOHTPONS 1T AKOCTI Ha BMME3razakiil Ainanui B moBHiH RignoBigHOCT]
3 sumoramy GMP, BCTaHOBACHHME MiCLSBHM PETYNSTOPHHM OPTaHOM, @ TaKOX BiAROBiAHO o cneumixawii, mo MicTuTecs B
peecTpanitHomMy nocke. IIpoTokoM BUPOGHUITBA, YIAKOBKH TA aNati3ib §y10 neperaanyTo i BeTauoRreHo Binnosimicts GMP

Budapest- Hungary

Lgis Pharmacsuticals PLG

Kranipixosana ocofa |
dr. Eva Visirhelyi

2f2 Qualified Person




