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J10 IPUTEXATEJIMTE HA
YMBAN , Ceera Ma PASPELHIEHUE 3A ThPI'OBHS HA
Max. Ne % % EJAPO C JIEKAPCTBEHH

MPOJAYKTH NNOJIYYHEHO 11O PEJIA
HA I'JTABA JIEBETA OT 3JIIIXM

or. 0L, O‘_@

INOKAHA

3a npeaocTaBsine Ha odepTa 3a JIeKAPCTBEH NPOAYKT, BKJIYEH B CHHCHKA 10 WL
266a, ax. 2 ot 3JIITXM, no pexa na Hapen6a Ne 10/17.11.2011 r. na M3

Ha ocHoBaume w1 266a, ar. 5, m. 3 om 3akon 3a nexapcmeexume RpoOOYyKmu 6
Xymaunama meouyuna, 6v6 ép. ¢ un. 1, an. I, m. 2, . 3, an. 3, wn. 136, an. 1 u wn. 156 om
Hapeoba Ne 10/17.11.2011 2. na Munucmepcmso na 30paseonassaremo.

YMBAJI .Csera Mapuna™ EAJl- rp. Bapua. nybimkyBa HacTosmiata mnokaHa 3a
npenocragsie Ha odepTH 3a JIEKAapCTBEH MNPOAYKT € MEXIYHApOAHO HEMaTeHTHO
HAWMEHOBAHHME. BKIIIOYEH B CIIMCHKA 110 4. 266a, an. 2 ot 3JITTXM., kakTo cnejisa:

ATC Mexaynapoano

HENATEHTHO
HAHMCHOBaHHE

JlekapcTBena

$hopma n
KOJIHYeCTBO Ha

Bepositno/neobxoan
MO/ KOJIHY€ECTBO

AKTHBHOTO
BeIEeCTBO

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

LO4AC03 Anakinra 84 ammnyan

[Tokanara ce oTnpaBsi 10 BCHYKH NPHTEKATEIH HA Pa3pPEIICHHE 3a THProBHA HA €IpO C
JIEKApCTBEHH MPOJYKTH, NOJTy4eHo 1o pesia Ha [ napa nesera ot 3JITIXM.

Ha pasrnexjane nojuiexar €JIHHCTBEHO O(QEpPTH, KOMTO OTTOBapAT Ha YCJIOBHATA
MOCOYEHH B HACTOSIIATA IOKaHA ¥ NPHIOKEHHTE 00pasi, KakTo ciie/pa:
1. Ob6exT: JlocTaska.
2. IMpeamer: U360p Ha H3OBLIHKUTEN 3a JOCTaBKA HA JIEKAPCTBEHH [TPOAYKTH, BKIIOYCHH B
CHHChKa 1o Wwi. 266a, an. 2 ot 3JIIIXM.
3. Pen 3a Bb3aarane: JleyeOHOTO 3aBe/ICHHE MI€ CKIIOYM ITMCMEH JOTOBOpP ¢ H30OpaHHs
H3ITBITHATE] 32 CPOK OT TPH MECela, CYHTAaHO OT JaTaTa Ha CKITIFOYBAHETO MY.
4. Msicto na m3nbanenne: rp. Bapua, 6yn. . Xpucro Cmuprenckn™ Ne 1 — YMBAJI
..Csera Mapuna™ EAJ], BonanyHa anteka.
5. Ocrarp4yeH CpoK HAa TrogHOCT Ha JiekapcrBeHute npoaykrw: Kem jgara Ha
M3BBPIIBaHE/ TIPHEMAHE Ha JOCTAaBKaTa, JOCTABEHHTE JIEKAPCTBEHH MPOAYKTH CJI€/Ba ja ca ¢
OCTaThY€H CPOK Ha FOJAHOCT HE IO-MAIKO OT CPOKa Ha J0roBOpa.
6. H3nckBaHHS KbM CbIALPKAHHETO HA odepraTa:
7.1. IlputexareuTe Ha pa3pellicHHEe 3a ThPrOBHs HA €APO C JIEKAPCTBEHH MPOJIYKTH, TT0/1aBaT
oepra no obpasen (/Tpurosicenue Ne 1), KbM KOATO Ce NPHIIATAT CIIEAHATE JOKYMEHTH.
7.2. IlsiromMomHO 3a nojaBane Ha odepra, Korato oeprara ce mojasa OT YITIHOMOIIEHO
JIHIE.

7.3. JIpyr# OTHOCHMH JIOKYMEHTH T10 IIPEeleHKa Ha JHIETO noaasamo odeprara.
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*** 3abenexcka: Obpazeyvm na ogpepma no m. 7. 1. /Ipurosicenue Ne 1/ ce nybrukyea 3aedno
¢ noxanama xa oguyuarnama unmepruem cmpanuya na YMBAJI . Ceema Mapuna EAJL
8.  Ouenxa na noxysenure opepru: Komucusita no wi. 4, ajn. | onpenenesa no pega Ha
Hapen6a Ne 10/17.11.2011 r. na M3, u36upa 3a u3nsiaauTen odeprata Ha THProBell Ha e/Ipo ¢
JICKapCTBEHH TNPOAYKTH, NPH YCIOBHsATa nocodend B wi. 156, an. 4 or Hapenba Ne
10/17.11.2011 r. na M3.
9. Besika odepra no Hactosimara nokaHa, H3roTBEHa CHITIACHO YTBBpJAeHHs obpasell Ha
oepra, H NPHIOKEHHTE JIOKYMEHTH, Ce 10/IaBaT Ha XapTHEH HOCHTE HIIH 110 €/IeKTPOHEH IThT
B cpok 10 02.10.2026 r., BRIIYHTEJIHO.
9.1. Odepra noganena no eneKTPOHEH MBT CJIE/BA A Ca H3rOTBEHH IIPH YCIOBHATA H pesia
Ha 3EJIEVY u nonagena na email: office(@svetamarina.com.
9.2. Odepra u3npareHa Ha XapTHeH HocHTelnl, ce aapecupa 10 YMBAJI , Csera Mapuna®
EAJl otzen . JlenoBoacTso™ Ha BEHAMaHHETO Ha oT/e ., O0ImeCTBeHH NOPHYKH M JIOTOBOPH®,
Ha ajgpec rp. Bapna, Oyn. .Xpucro Cwmuprencku™ Nol, B 3amevaraH HeNnpo3padH IUTHK C
HEHapyIIeHa IAJI0CT. BbPXY KOHTO Ce 0COYBAaT:

- [oparesn:

- AZipec 3a KOPECIOH/ICHIUA;

- Bepxy mimka ¢ IOKYMEHTH ce mocousa M cieanus Tekct: ,,Odepra 3a gocraska Ha
JIEKapCTBEH NMPOAYKT ¢ MEXK/YHAPOIHO HENATEHTHO HauMeHoBaH#ue . Anakinra;™

*** 3abenexcka: He ce pasznedxcoam oghepmu, nooadenu 6 nezaneyaman, NPO3Payen ulu 6
NAUK C HAPYWEHA YANOCM WU NOTVYEHU U3BbH Onpedeienus CPOK Ha nokanamd.
10. C nonaBaneTo Ha ofepra ce cUWTa, Ye YYACTHHWIIHTE CE CHIJIACABAT C BCHYKH YCIOBHS
MOCOYEHH B MOKAHATA W NPUIOKeHUuTe 00pasiy.

11. YMBAJI ,.Csera Mapuna™ EAJ, B Ka4ecTBOTO CH Ha AJIMHHHCTPATOP HA JINYHH JIaHHH,
obpaboTBa nonyvenute AaHHH 0T odepTHTE Ha BCHYKH ydacTHuuM (Mme, EI'H, nannm Ha
3aKOHHHS NPEACTABHTE] WM ITHIHOMOINHAKA My, JIMIE 3a KOHTaKkT, ajapec TeiedoH
€JICKTPOHHA TOIIa W JIp.) NPH CTPHKTHO CNa3BaHe HAa HM3HMCKBAHMATA HA TPHJIOKHMOTO
3akoHozaresnicTBo. CnOpaHuTe JaHHHM 1€ ce H3MOA3BAT CaMoO 3a [eJHTe Ha
CKJIIOYBaHE/H3ThbIIHEHHE/00sBABaHe HA JOTOBOP H 3a 3alllMTa HAa 3aKOHHUTE MHTEPECH Ha
YMBAIJI ,.Cera Mapuna™ EAJl, B ciyyait Ha HemsnbaHeHrneTo My. Ha ocHoBanue wi. 266a,
an. 5, 1. 3 ot 3JIITXM. norosopa ce myOimKkyBa 1o pexa Ha wi. 26, an. 1, 1. 3 or 3akona 3a
0bIecTBEeHHTE NOPHYKH.
12. [lpuaoxenus:

1. Odepra no obpazeu (Ilpuroxncernue Ne 1).

2. IIpoekT Ha OroBOp 3a J0CTaBKA HA JIEKapCTBEH NPOAYKT. BKIIOYEH B CIHCHKA 10 9L
266a. an. 2 ot 3JIITXM. 3a cpok ot 3 (Tpu) Meceua (Ilpunoscenue Ne 2):

AHACOBA. 1.M.H.
AJl . Cgera



