ONPEOENEHMWE

Ne 418

rp. Cocpma, 16.01.2023r.

AOMUHUCTPATUBEH Cb[ - COPUA-TPAL, BTopo otaeneHue 22 cbCTas,
B 3aKpUTO 3acenaHne Ha 16.01.2023 r. B crnegHna CbCTas:
CbaWnA: Oecucnasa KopHesoBa

Kato pasrnega pgeno Homep 7520 no onuca 3a 2022 roauHa [oknagBaHO oOT
cbAuATa, U 3a ga ce npon3Hece B3e npegsug cregHoTo:

[Ipou3BoacTBOTO € MO pena Ha 4i.145 u cii. T AAMHUHUCTPATUBHOMNPOLIECY ATTHUS
konekc /AITK/ BbB Bp. ¢ wi. 266, an.3 or 3akoHa 3a JIEKAPCTBCHUTE MPOJYKTH B
xymaHHata Meauiuaa /3JITTXM/.

O6pa3ysano e no xanba Ha ,,3EHTUBA ®APMA BBJII'APUA“ EOO/l, mnpencraBisBaHo
or X. A. X., nonanena upe3 lO. JI. II. — ThproBcku nmbIHOMOIIHMK, cpemly Pemenne No
H.-27242/28.03.2022r. na HamnuonamHus CcbhBET TO I[EHM U peUMOypcHpaHe Ha
nekapctBenute npoayktn /HCHPJIII, CeBera/, mnotBbpmeno ¢ Pemenne No
KI1-38/21.07.2022r. na Komucusta no npo3pagnoct /KI1/ kbM Munucrepcku cber /MC/.
OTBeTHUKBT — HallmoHaneH chbBeT Mo LIEHU U peuMOypcHUpaHe Ha JIEKApCTBEHUTE
IPOAYKTH KbM MUHHUCTEPCKU CHBET, Upe3 mpoliecyasieH npeacrtasuren opk. A. K. ocnopsa
Kanbara.
C ompenenenune ot 16.12.2022r. e GOm0 MpHUKIIOYEHO CHOMPAHETO HA JIOKA3aTEJICTBA I10
JIEJIOTO U € JaJIeH X0/l Ha YCTHUTE ChCTE3aHuUs B IIpolieca.
B cpoka 3a nocraHoBsiBaHE Ha CbJI€OHO pellIeHHE, ChbT KOHCTATUPA CIEIHOTO!

I. Ceaebnoro mpousBoacTBoO € nauIuupano ot ,,3EHTUBA ®APMA BbJII' APUA
EOO, npencrabisiBano oT X. A. X., KOETO JpyXeCTBO HE € ajpecar Ha
aIMUHHUCTPATUBHHUS akT. KbM kambata € MPUIOKEHO MHCMEHO MBJIHOMOIIHO, OT
ChABPKAHUETO Ha KOETO CE YCTAHOBSBA, Y€ TOBA APYKECTBO € YIIBJIHOMOIICHO OT Zentiva
K.S., nipyxecTBO peructpupano B Yemikara penyOiika, a ro NpeacTaBisiBa Mpe/ IbpKaBHU
OpraHy, BKJ. M TIpea CbA BbB Bpb3ka c. 1. Besgka mpouenypa 3a peructpanust Wid
HOTHU(HKAIMSA Ha JICKAPCTBCHM MPOAYKTH 3a NyCKaHeTo MM Ha ma3apa B Pb; 2. Bcska
npoleaypa 3a ogo0peHHe WM PErucTpalys Ha LEHUTEe Ha JIGKAPCTBEHHUTE MPOIYKTH; 3.
Bcesika mporeaypa 3a BKIIOUBAHE Ha JIEKapCTBEHUTE MPOAYKTH B 1. M BB3CTaHOBsIBaHE HA
CTOWHOCTTa UM ¢ nyOnuuHu cpenctBa; 4. Beska mporeaypa u/uiaM mperoBOpH, KOHTO
TpsiOBa a ObaaT u3BbpIIeHu uian nposeaeHn ¢ H30K unum apyru KoMneTeHTHH OpraHy BbB
Bpb3Ka C mpoaaxbara M IUCTpUOyLMATAa HA JIEKapCTBETUTE MPOAYKTH, 5. Bcsakaksu



IPOLIEAYPH 3a OIEHKA Ha 3JpaBHUTE TEXHOJOruH, chriacHo Hapemba Ne 9/01.12.2015r.;
6.BcsikakBu mpoleaypd OTHOCHO TMOJABPKAHETO HAa peuMOypcHHsS CcTaTyc Ha
JIeKapCTBEHUTE MPONyKTH, /.Bcska mpyra mporeaypa, KOSTO MOXE Ja C€ M3HCKBA, BB
BpB3Ka C IIpaBaTa MOCOYCHHU MMO-TOPe, KAKTO M JIa C€ MPEANPHEMAT JCHCTBHS OT IIPaBHA WIIN
dakTrnuecko ecrectBo. JKanbomomaTtenar € OWN YIMBIHOMOIIEH Ja MPEACTaBIsiBA TOBa
JIPY>)KECTBO M TpPel BCHYKH CHIMIAIA HAa BCHYKM WHCTAHIIMM [0 OTHOIICHUE Ha
JIGUHOCTUTE, MOCOYEHU MO-TOPE.

B TutynHata u oOcTosTencrBeHara dacT Ha kanbata, ,,3EHTMBA ®APMA
BBJITAPUA“ EOO/] e wu3noxuiio, 4e yHpakHsABa IPaBOTO CH Ha OCIOPBAHE CpeILly
aJMUHHCTPABHHS aKT B COOCTBEHO KauyecTBO. B Ta3u Bpb3ka M3pHUYHO TpsiOBa Ja Obie
JAJICHO yKa3aHWe Ha )ajn0omoaaTels Ja YTOUYHH JajlH T0/jaBa KajidaTa, KaTo yITbJIHOMOIICH
npencraButen Ha Zentiva K.S., apyxectBo peructpupaHo B Yemikara penyOimKa, HIH
OpaHu B mporeca coOCTBEHU MpaBa U uHTepecu. HeobxoauMo e u3puuHO Ja ce mogueprae,
ye ceriacHo wi.32 ['TIK mpencraBuTeny Ha CTpaHUTE IO ITBITHOMOIIME MPEJ] ChJl MOTaT Ja
ObJaT caMO aJBOKATH ¥ IOPUCKOHCYIITH WIH IPYTH CIY)KHTEIH C IOPHINIECKO 00pa3OBaHHE
B ropuandeckure jmia. ,,3EHTUBA ®APMA BBJIT'APUSA“ EOO/] He Moke f1a yrpaxHsBa
NpaBOTO Ha ajba Tpea ChlIl OT MMETO M 3a cMeTka Ha Zentiva K.S., mpyxkectBo
peructpupano B Yemkara pemyOnuka. B xumotesa, ye kambaTa ce moiaBa OT TOBa
YyKIECTPAHHO JPY)KECTBO, TO ChIaTa CjieABa Ja ObJae MOANKMCAaHA OT aJABOKAT /WK
IOpucKOHCYIT/ W jga  ObAaT  TMOTBBPACHH  BCHYKM  HW3BBPIICHH B  IEpUOJA
05.08.2022r.-16.12.2022r. mponecyaJiHd JEWCTBHS OT JIMIIE, KOETO HE MpHUTEKaBa
peACTaBUTENHA BJIACT MPE] Ch/I.

II. Tlo npenuckaTta HE € HAJIMYHO pa3pelicHHe 3a ynorpeda Ha JIeKapCTBEH
nponykt Remurel solution for injection 20 mg/ml in pre-filled syringe, kem nata-
28.03.2022r. ¢ tutymsp: Zentiva K.S., apyxectBo peructpupano B Yemikata penyOuka.
[IpencraBeno e paspemnieHue 3a ymnorpeda Ha TO3U JieKapcTBeH Tpoaykt B Pb  Ne
BG/MA/MP-54645/27.05.2021r. /per. Ne 20160170/ ¢ TuTynsp Ha TOBa pPa3pEIIUTEIIHO
apyro npyxecrso- ALVOGEN IPSO S.AR.L- JL. VYBemommenue wu3X. N
111-7692/19.10.2021r. 3a CTapTUPAIOTO aIMHHUCTPATUBHO MPOHM3BOJCTBO € OHIIO
usnpateno ot npenceaarens Ha HCLPJIIT umenno o ToBa apyxecrso: ALVOGEN IPSO
S.AAR.L- JI, B kauecTBOTO My Ha NpHUTESKATE] Ha pa3pelIeHHEeTO 3a ymorpeda Ha
JgekapcTBeHuss nponykr. ETo 3amio, kambomomarensT cieaBa JAa IMpeACTaBU MHCMEHU
JIOKa3aTeNCTBa, Y€ KbM JaTaTa Ha M3/laBaHe Ha aKTa UMEHHO TOW € OWJl mpuTexaren Ha
pa3pemeHneTo 3a ynorpeda Ha MPOLECHUS JICKAPCTBEH MPOIAYKT.

ITo te3n crobpakenus u Ha ocHoBanue Wwi.253 ['TIK BBB Bp. wi1.144 AIIK, ciopbt
0 JIeJIOTO HE MOXKeE JIa Ce MPUEME 33 HAITBIHO M3SICHEH OT Heromarta (pakTHuYecKa CTpaHa,
KOETO Hajara OTMsHaTa Ha onpeneiaeHuero oT 16.12.2022r. m mpoBexaaHe HA HOBO
cb1e0HO 3acenaHue.

Taka motuBupaH, Ha ocHoBaHue Wi1.253 I'TIK BBB Bp. wi. 144 ATIK, cbabT

O I1 P E i E J H:

OTMEHSA  onpenenenue, KOETO € TOCTAaHOBEHO B OTKPUTO ChIEOHO 3aceqaHue Ha
16.12.2022r., ¢ K0eTO € IajieH X0/ MO ChIIEeCTBO Ha cropa 1mo aaM. aemno Ne 7520/2022r.

OCTABA BE3 IBUXEHUE npou3BoacTBOTO MO JETOTO.



YKA3BA Ha xambomojmatens B /-MO JHEBEH CpPOK OT IOJy4YaBaHe Ha

CHOOIIEHUETO ¢ MUCMEHa MOJI0a ¢ €MH MPENKC 3a OTBETHATA CTpaHa J1a OTCTPAHH CIICIHUTE
KOHCTaTHPAaHHU HEPEIOBHOCTH Ha jkaibaTa ¢ BX. Ne KI1-00-25/05.08.2022r.
1. Ja xonkpeTusupa aaiau ocrnopsa Pemenne Ne H.-27242/28.03.2022r. na HCLIPJIII B
COOCTBEHO Ka4eCTBO U B 3allUTa Ha COOCTBEHH IpaBa U MHTEPECH UJIM KAaTO YII'bIHOMOIIICH
npencraButen Ha Zentiva K.S., mpyxectBo peructpupano B Yemikata penyOinka. BbB
BTOpHUSl CIy4ail, M3pHYHO Jla ce IOoCoYM, ue xamdbomoxmaten e Zentiva K.S., mpyxkectBo
peructpupano B Yemnrkara perny0OIuKka, BIIUCAHO B THPTOBCKUS PETHCTHP Ha OOLIMHCKHU ChH]l B
I1para ¢ unentudukanuonen Homep 49240030.

2. Axo kambara ce momaBa ot Zentiva K.S., apyxkectBo permctpupano B Yemkarta
peny6iuKa, chllaTa aa ce MOAMUIIe OT aIBOKAT WM IOPUCKOHCYIT Ha TOBA JIPYKECTBO.
3. Axo xanbara ce mpensssiBa ot Zentiva K.S., npyxectBo peructpupano B Yemkarta

peny0iMKa, Ja ce€ TOTBBPAAT M3PUYHO OT TMPEACTABISABAIIMS TOBA JIPY>KECTBO,
U3BBpIUICHUTE Tper cbaa 3a nepuona 05.08.2022r.-16.12.2022r. nponecyanHu JeiHCTBUS OT
topunuuecko Jmie /,3EHTUBA ®APMA BDBJITAPUA“ EOO//, xkoero Hsima

IpeicTaBUTENHA BJIACT MIpe]] ChACOHUTE OPraHu.

3AABIDKABA sxanbonojmatensiT B /-MO JHEBEH CPOK OT TMOJydYyaBaHe Ha
ChOOILEHUETO Ja MPEACTaBU IO JEJIOTO pa3pelleHne 3a ynorpeda Ha JIEKapCTBEH MPOLYKT
Remurel solution for injection 20 mg/ml x 7 in pre-filled syringe, kbm nara- 28.03.2022r. ¢
tatysp: Zentiva K.S., npyxectBo perucrpupano B Uenikara peny0simka.

OIIPEJAEJIEHMETO He nmoajexu Ha 00KajaBaHE.

[TPEITUC oT chaebHus akT Ja ce BphbUM HA cTpaHuTe Ha ocHoBaHue 4138 AIIK.

Coaus.



