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YMBAN ,Coera Mapuwa” EAT Bapra JIO IPUTEKATEJIMTE HA
Mo Ne .. AK0-9993 " PA3PEUIEHUE 3A ThPTOBHS HA
..... Dﬂ?_ﬁ}zozé EJPO C JIEKAPCTBEHH

MPOJAVYKTH MNOJIYYHEHO IIO PEJIA
HA I'VIABA JIEBETA OT 3JITIIXM

IMNOKAHA

3a npejocTaBsne HA oepTa 32 JeKAPCTBEeH NPOAYKT, BKIKYEH B CIHCHKA M0 Wi
266a, ax. 2 or 3JITIXM, no peaa na Hapea6a Ne 10/17.11.2011 r. na M3

Ha ocnoBanme wi. 266a, ar. 5, m. 3 om 3akon 3a nexapcmeexHume npooOykmu 6
XyMaunama meouyuna, 6v6 6ép. ¢ un. 1, an. 1, m. 2, un. 3, an. 3, un. 156, an. I u un. 156 om
Hapeoba Ne 10/17.11.2011 2. na Munucmepcmeéo Ha 30pageonazeanemo.

VMBAIJI . Csera Mapuna“ EAJl- rp. Bapua, nyGimkyBa HacTosiata nokaHa 3a
npeaocTaBsiHe Ha OQEpPTH 3a JIeKapCTBEH MPOAYKT € MEXKIAYHApOJAHO HEMaTeHTHO
HanMEHOBaHHKE, BKJIIOYEH B CIIMCHKA 1o wi. 266a, an. 2 ot 3JIITXM., kakTo cieasa:

ATC

Mexaynapoaso
HEeNnaTeHTHO
HAHMEHOBaHHE

Jlekapcrsena
dopma n
KOJIHYeCTBO Ha

BepositHo/Heo6xoau
MO/ KOJIHYECTBO

AKTHBHOTO
BelIeCcTBO

Solution for
injection 100
mg/0.67 ml in pre-
filled syringe

LO4ACO3 Anakinra 56 amnyan

[Tokanara ce OTIpaBs /10 BCHYKH IPHTEKATEIH HA paspelieHHe 3a ThProBHA Ha eJIpo ¢
JIEKapCTBEHH NPOJIYKTH, NOy4eHo 1o peaa Ha ['nasa aesera ot 3JITTXM.

Ha pasrnexaase nojuiexar €JHHCTBEHO OQEpTH., KOHTO OTrOBapsAT Ha YC/IOBHATA
MOCOYEHH B HACTOAIATA [IOKAHA M IPHJIOKEHHUTE 00pa3im, KaKkTo clie/iBa:
1. Obexr: JlocTaBka.

2. Ipeamer: U360p Ha H3MBIHUTEN 3a JIOCTABKA HA JICKAPCTBEHH MPOIYKTH, BKIIOYEHH B
cnucbKa 1o wi. 266a, an. 2 or 3JIIIXM.
3. Pen 3a Bp3aarane: JleueOHOTO 3aBejicHHE 1€ CKJIIOYH TTUCMEH JIOTOBOP ¢ M30OpaHus

M3ITBIIHATEI 34 CPOK OT TPH MECEla, CYHTAHO OT JlaTaTa Ha CKJIIOYBAHETO MY.

4. Msicro na w3nbanenune: rp. Bapua, Oyn. . Xpucro Cmuprencku™ Ne 1 — YMBAJI
..Cpera Mapuna™ EAJI, bonanuna anreka.

S.  Ocrarp4yeH cpoK HAa ToJHOCT HA JexkapcrBenure npoaykrn: KM jgara Ha
W3BBpIIBaHE/TPHEMAHE Ha JIOCTABKaTa, JIOCTABEHUTE JICKAPCTBEHH ITPOAYKTH CJIe/IBa Jia ca ¢
0CTaTh4€H CPOK Ha MOJIHOCT HE MO-MANIKO OT CPOKa Ha J0roBopa.

6. H3nckBaHHS KBM ChABPAAHHETO Ha odepraTa:

7.1. IlpuTexkarennTe Ha pa3pelicHHE 3a ThPrOBHA Ha €O C JIEKAPCTBEHH POAYKTH, [101aBaT
odepra no obpasen (Ilpunoscernue Ne 1), KbM KOATO CE NPHIATraT CJI€AHUTE JOKYMEHTH.

7.2. TIsnnoMoOIIHO 3a nojaBane Ha odepra, Korato odeprara ce nojasa 0T YITbIHOMOIIEHO
JHLE.

7.3. JIpyra OTHOCHMH JIOKYMEHTH 10 MpENeHKa Ha JIMIETO noaasamo odeprara.
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*** 3abenexcka: OGpaszeyvm na oghepma no m. 7. 1. /lpunosicenue Ne 1/ ce nybauxyea 3aeduo
€ nokanama Ha oQuyuarnama urnmepuem cmparuya na YMBAJI . Ceema Mapuna "
8. Ouenka Ha noaygenure opepru: Komucusra no ur. 4. an. 1 OIpejiesieHa 1o peaa Ha
Hapen6a Ne 10/17.11.2011 r. na M3, u36upa 3a usnsimnren odyeprara Ha THProBew HA PO ¢
JICKapCTBCHH MPOJYKTH, NpH yCIOBHATA MOCOYEHH B 4wi. 156, am 4 or Hapenba No
10/17.11.2011 r. sa M3.
9. Besika odepra no Hactosmara mokaxa, M3roTBeHa CBHIVIACHO YTBBp/IeHHs obpasen Ha
oepra. H NIPHIOKEHATE TOKYMEHTH, Ce T01aBaT Ha XapTHEH HOCHTE/I HJIM 110 €JIEKTPOHEH BT
B cpok 10 04.09.2026 r., BRIOYHTEIHO.
9.1. Odepra nonazeHa no eneKTPOHEH MBT CJIEBA JIa A H3TOTBEHH PH YC/IOBHATA M peaa
na 3EJIEYY u nopanena na email: office@svetamarina.com.
9.2. Odepra u3npareHa Ha XapTHEH HOCHTE. ce anpecupa 10 YMBAIJI ,.Ceera Mapuna*
EAJI otaen ..JIenoBoACTBO™ Ha BHUMaHHETO Ha oT/en ..O6IIeCTBeH MOPBYKH H JIOTOBOPH ™,
Ha aapec rp. Bapua. 6yn. .Xpucro Cmupnencku™ Nel, B 3ameuaran HENpO3payH IUMK C
HEHapyIIeHA ISUTOCT, BBPXY KOWTO Ce MOCOYBAT:

- [Tonaren:

- Apec 3a KOpeCnoH/ICHIIHA;

- BBpxy mimka ¢ 10KymMeHTH ce mocouBa M creanus Tekct: ..Odepra 3a 10cTaBKa Ha
JIEKApCTBEH MPOAYKT C MEKIYHAPOHO HEMATEHTHO HanMeHOBauKe .. Anakinra:*

**%* 3abenexncka: He ce pasznexcoam oepmu, nodadenu 6 nezanewaman, RPO3PAYEH UNU 6

NAUK C HAPYULEHA YRNOCM W UAU NONYYEHU U3ELH ONPedeleHUs CPOK HA NOKAHAMA.
10. C nonasanero Ha odepra ce CUMTA, Y€ YYACTHUIHTE CE CHIIACABAT ¢ BCHYUKH YCIIOBHS

ITOCOYCHH B ITOKAHATa M IPHIIOKEHUTE 06pa3uu.

11.  YMBAIJI . Ceera Mapuua™ EAJI, B ka4eCTBOTO CH Ha AJIMMHHCTPATOp Ha JINYHH JAHHH,
o0paboTsa nojyyeHnuTe JaHHH OT O(EpTHTE Ha BCHUKH yuacTHuWuM (ume, ET'H. nannu Ha
3aKOHHHMS TNpPE/ICTABHTE] HWIH OBIHOMOMIHMKA My. JHIE 3a KOHTAakKT, agpec Tene(oH
€/IEKTPOHHA MMOINAa W Ap.) NPH CTPHKTHO CNa3BaHE HA W3UCKBAHHATA HA MPHIOKAMOTO
3akoHoAatencTBo. CubpanuTe jaHHM me ce  HM3MO3BAaT CaMO 3@ LEJIHTE Ha
CKTIOYBAHE/U3IIb/IHCHHE/00SBABAHE HA JIOTOBOP M 3a 3alMTA HA 3aKOHHUTE MHTEPECH Ha
YMBAIJI ..Ceeta Mapuna™ EAJL. B cityyaii Ha Hen3mbaHeHHETO My. Ha ocHoBanme wi. 266a,
an. 5, 1. 3 ot 3JIITXM, norosopa ce my6amKysa no peaa Ha wi. 26, an. 1, 1. 3 or 3akona 3a
00IIECTBEHHTE OPHYKH.
12.  Ilpunoxenus:

1. Ocepra no obpasen ([1puroscenue Ne 1).

2. IlpoexT Ha 10roBop 3a JIOCTABKA Ha JIEKAPCTBEH NPOJYKT. BKIIOYEH B CIIMCHKA 10 WL
266a. an. 2 ot 3JIITXM. 3a cpok o1 3 (Tpu) Mecena (/Ipunoscenue No.2)

Vrebpaui:
[Tpod. n-p Cunsa
Msnbaautenen aupe
Mapuna™ EAJ]

VHpopmanusaTa e 3ammdeHa BB Bpb3ka ¢ Permament EC 2016/679



