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— JIO IPHTEKATEJATE HA

YMBAJT nCBeray, wHa" EATL Bapha PA3PEIIEHME 3A ThPI'OBUS HA
Yok 30X, E/JIPO C JJEKAPCTBEHH
|0 v LD 200K IPOIYKTH MOJTYYEHO 1O PEJA

HA I'JIABA JIEBETA OT 3JIIIXM

ITOKAHA

3a mpefocTaBsiHe Ha odepTa 3a JeKapCTBeH NPOAYKT, BK/IOYEH B CIIHCHKA M0 WI.
266a, ax. 2 ot 3JIIIXM, no pexa na Hapeada Ne 10/17.11.2011 r. na M3

Ha ocnHoBamme ui. 266a, an. 5, m. 3 om 3axon 3a nexapcmeenume npoOykmu 6
xymannama meouyuna, 6v6 6p. ¢ 4n. I, an. 1, m. 2, un. 3, an. 3, un. 156, an. 1 u un. 156 om
Hapeoba Ne 10/17.11.2011 2. na Munucmepcmeo na 30pageonaszearemo.

VYMBAIJI .Csera Mapuna™ EAJl- rp. Bapra. myGiukyBa HacTosIiata IOKaHa 3a
npeocTaBsiHe Ha OQepTH 3a JIEKapCTBEH MPOAYKT C MEKAYHAapOAHO HEMaTeHTHO
HaMMEHOBaHHE, BKJIIOYEH B CIIUCHKA 10 wi. 266a, an. 2 ot 3JIIIXM, kaxTo ciesa:

ATC MexayHapoaHo JlexapceTBena BepositHo/Heo6xoau
HeNnaTeHTHO $popma u MO/ KOJIH4eCTBO
HAHMeHOBaHHe KOJIHYECTBO Ha
AKTHBHOTO
BEIIEeCTBO

LO1AA0(3 Melphalan 50 mg powder and 30 ¢parakona
solvent for
concentrate for
solution for
injection/infusion

[Tokxanata ce OTIpaBs A0 BCHYKH MPHTEXKATEIH HA pPa3spelleHUE 3a ThProBUs Ha €/Ipo ¢
JIeKapCTBEHH IPOIYKTH, MOJIy4eHo mo peaa Ha ['aBa nesera ot 3JITIXM.

Ha pasrnexaane mnojuiexar €IMHCTBEHO OQEpPTH. KOMUTO OTTOBApAT Ha YCIOBHATA
IOCOYEHH B HACTOALIATA IOKAHA U MIPHUIIOKEHUTE 00pa3Ii, KakTo ClIe/Ba:
1. ObexT: JlocTaBka.

2. Ipeamer: U360p Ha H3MBIHATE] 3a IOCTaBKa Ha JIEKAPCTBCHM MPOAYKTH, BKIIIOYEHHU B
CIUCBKa 1o wi. 266a, an. 2 ot 3JIIIXM.
3. Pena 3a Bp3aarane: JleueOHOTO 3aBefeHHE e CKITIOYM MHCMEH JOTOBOp ¢ H3OpaHus

H3ITBIIHUTEI 33 CPOK OT TPH Mecella, CYUTAHO OT JlaTaTa Ha CKIII0YBAHETO MY.

4. Mscro Ha m3nbiaHenne: rp. Bapua, Oyn. .. Xpucro Cmuprencku™ Ne 1 — YMBAJI
.Csera Mapuna™ EAJl, boiruuyna anreka.

5.  Ocrarb4eH CpOK Ha TOJHOCT HAa JeKapcTBeHHTe mnpoaykTH: KbM jgara Ha
H3BBpIIBaHE/IPHEMaHe Ha JIOCTaBKaTa, JOCTAaBEHHUTE JIEKApCTBEHH TPOIYKTH CIe/IBa /a ca ¢
OCTaTh4€H CPOK Ha FOJHOCT HE I10-MAIIKO OT CPOKa Ha JIOroBOpa.

6. H3uckBaHHsA KbM ChAbPKAHHETO Ha odeprara:

7.1. IlpuTexaTenuTe Ha pa3pelieHHe 3a THProBUs Ha €pO ¢ JIEKapCTBEHH MPOIYKTH, MoAaBat
odepra no obpazen (IIpunosicenue Ne 1), KbM KOSTO Ce IPUIIATaT CIEIHUTE JOKYMEHTH.

7.2. TIeHOMOIIHO 3a mojaBane Ha odepra, korato odeprara ce nogasa OT YI'bIHOMOLIEHO
JHILe.
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7.3. JIpyru OTHOCHMH JIOKyMEHTH IO NIpeleHKa Ha JIMIeTO nojasamo odeprara.
*** 3abenexncka: Obpazeyvm na ohepma no m. 7. 1. /Ipunoscenue Ne 1/ ce nybnuxyvea 3aedno
¢ noxkanama na oguyuarnama unmeprem cmpanuya na YMBAJI .. Ceema Mapuna* EAJL
8. Ounenxa na noayvennte opepru: Komucusita no 4wi. 4, ain. | onpesenena no pena Ha
Hapen6a Ne 10/17.11.2011 r. na M3, u36upa 3a n3ms/iauten odeprara Ha ThProBell Ha epo ¢
JIEKAapCTBEHH IIPOAYKTH. NPH YCIOBHATA MOcoYeHHM B wi. 156. am. 4 or Hapeaba Ne
10/17.11.2011 r. va M3.
9. Besika opepra mo Hactosiara ImoKaHa, H3TOTBEHA CBIVIACHO YTBbpJEHHs obpaser Ha
oepTa, ¥ NPHIOKEHUTE IOKYMEHTH, CE I10/1aBaT HA XapTHEH HOCHTE!T KM 110 eIeKTPOHEH BT
B cpok 10 10.06.2026 r., BKJIWYHTETHO.
9.1. Odepra nozpazeHa 1o eneKTPOHEH BT CIeJBA Ja Ca H3TOTBEHH IIPH YCIOBHATA M peja
Ha 3EJIEVY u nonanena na email: office(@svetamarina.com.
9.2. Odepra usnpareHa Ha XapTHeH HOcHTell. ce aapecupa 10 YMBAIJI ..Ceera Mapuna®
EAJl otaen ..JIenoBoACTBO™ Ha BHUMaHHETO Ha oT/el ..OGIIECTBEHH MOPHYKH U IOTOBOPH™,
Ha anpec rp. Bapna, 6yia. .Xpucto Cmuphencku™ Nel. B 3anmeyaran HenpospauH IUIMK C
HEeHapyllleHa [AI0CT, BbPXY KOWTO Ce MOCoYBar:

- Iloparen:

- Azpec 3a KOPeCHOH/ICHIIUS;

- BBpxXy IumMKa ¢ JIOKYMEHTH ce rmocodBa M cieaHus Tekct: ,.Odepra 3a nocTaBka Ha

JEKapCTBEH MPOIYKT ¢ MEK/IYHAPO/IHO HENATEeHTHO HauMeHoBaHue ..Melphalan*
**% 3abenesxcka: He ce pasenescoam oghepmu. nooaoenu 6 Hezaneyaman, npo3payer Ui 6

RAUK C HAPYUWLEHA YANOCM W UNU NOTYYEHU U3BH ONPeOeneHUs CPOK HA ROKAHAMA.
10. C nojasanero Ha oepra ce CYMTA, Ye YHACTHHIMTE CE€ CHITIACABAT C BCHYKH yCIOBUS

MOCOYEHH B MOKaHATA U PHIIOKEHUTE 00pa3IH.
11. YMBAIJI..Csera Mapura™ EAJI. B KauecTBOTO CH Ha AZIMHHHCTPATOP HA JIMYHHM JaHHH,
0o6paboTBa Moxy4eHUTE AaHHH OT odepTHTEe Ha BCHYKH ydacTHuiM (ume, EI'H, naunu Ha
3aKOHHHMS TPEJACTABHTE]l MIM ITHJHOMOIIHHAKA My. JHMIE 3a KOHTaKT, aapec TeiedoH
CJIEKTPOHHA TOIA M JAp.) NMpH CTPUKTHO Cla3BaHE€ Ha W3UCKBAHMATA HA TPHIOKHMOTO
3akoHOzatencTBo. CbOpaHuTe [JaHHM [Ie C€ HM3MO0A3BaT caMoO 3a I[EeJdTe Ha
CKJIIOYBaHE/M3Mb/IHEHHE/00sBABaHEe Ha JOTOBOP H 3a 3allliTa HAa 3aKOHHHTE WHTEPECH Ha
YMBAIJI ..Ceera Mapuna™ EA]Jl, B ciy4aii Ha Heu3nbiHeHueTo My. Ha ocHoBanme 4. 266a,
an 5. 1. 3 ot 3JIIIXM. noroBopa ce nybaukyBa 1o peaa Ha 4. 26, aix. 1, 1. 3 or 3akona 3a
00IIECTBEHHTE OPHYKH.
12. Ilpunoxenus:

1. Odepra no obpasen (ITpunoxcerue Ne 1).

2. ITpoekT Ha IOrOBOP 3a JOCTABKA HA JEKAPCTBEH NPOAYKT. BKIIOYEH B CIHMCHKA 10 9L
266a. an. 2 ot 3JIITXM. 3a cpok ot 3 (TpH) Mecena (llpunoxcenue Ne 2);

Yrupaui: ;
[Tpod. a-p Cunea AHJIQH A&\, J1.M.H.
U3nbauuTeneH aupe
YMBAIJI ..Cseta Map
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