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JIO TIPUTEXKATEJIMTE HA
PAPELIEHHME 3A ThPTOBHS HA
VMBA _Creia iapuna® EALL Bapwa | E/IPO C JIEKAPCTBEHH
Wiaw e /Yol IO&% ; MPOJAYKTH MOJIYYEHO IO PEJIA
ot e . 2D....... 2020 HA TJIABA AEBETA OT 3/IIIXM
MOKAHA

3a npeJocTaBsiHe Ha oepTa 3a JIeKAPCTBEHH NMPOIYKTH, Hepa3pelleH 3a ynorpeba,
no pexa ua Hapen6a Ne 10/17.11.2011 r. na M3

Ha ocHoBanue wi. 156 om Hapeoba Ne 10/17.11.2011 2. na Munucmepcmeéo Ha
30paseonazéarnemo.

YMBAJI . Csera Mapuna™ EAJl- rp. Bapua, nmyOimkyBa HacTosinara IOKaHa 3a
npefocTaBsHe Ha oQepTH 3a J0CTaBKa HAa HEpaspellieHH JE€KapCTBEHH IIPOIAYKTH C
MEXIyHApOIHO HEMAaTeHTHO HAWMEHOBAHHUE, KaKTO CJIE/IBa:

ATC MexaynapoaHo Jlexapcrena ¢popma | OO6mo nporaozHo
HeNnaTeHTHO H KOJIHYeCTBO Ha KOJIHY€eCTBO.
HaAaHMEHOBaHHe AKTHBHOTO
BeMecTBO
C01CE02 Milrinone Solution for injection 50 ammysin
1 mg/ml 10 ml

[Tokanara ce oTnpaBs 0 BCHYKH NMPUTEKATEIH HA pa3pellieHHe 3a ThProBHs Ha €po C
JIEKapCTBEHHU NMPOAYKTH. TIOJyYeHo 1o peaa Ha ['nasa gesera ot 3JITIXM.

Ha pasrnexpane nomiexar €IWHCTBEHO O(EpPTH, KOMTO OTrOBapsST Ha YCIOBUATA
MOCOYEHH B HACTOSAINATA MTOKAHA M NMPHIIOKEHUTE 0Opa3iy, KakTo cieiBa:
1. Ob6exT: JlocTaska.

2, IIpeamer: U360p Ha ©3mbIHUTEN 32 JIOCTABKA HA HEPA3PELIEHH JIEKAPCTBEHH IIPOIYKTH,
o pena Ha Hapen6a Ne 10/17.11.2011 r.
3 Pex 3a Bp3aarane: JleuebHOTO 3aBe/ieHHE 1€ CKIIOYM THCMEH JOTOBOP ¢ M3OpaHHs

H3ITBIHHATEN 3a CPOK OT TPU MECEIla, CYUTAHO OT JlaTaTa Ha CKIIOYBAHETO MY.

4. Msicro Ha m3nmbaHenue: rp. Bapua, O6yn. . Xpucto Cmuprencku™ Ne 1 — YMBAJI
..Csera Mapuna™ EA/IL.

5. Ocrarb4eH CpPOK Ha TrOAHOCT HAa JieKapcTBeHHAT npoaykT: KvM mara Ha
M3BBPIIBAHE/IPUEMAHE Ha JIOCTABKaTa, JOCTABEHUTE JIEKAPCTBEHH NMPOAYKTH CJe/Ba Ja ca
0CTaTb4€H CPOK Ha TOJHOCT HE MO-MAaJIKO OT CPOKa Ha I0r0BOpA.

6. H3nckBaHHSA KbM ChbIbPKAHHETO HA odepTarTa:

6.1. IlputexarennTe Ha pa3pelieHUE 3a THPrOBUS HA €/IPO C JIEKAPCTBEHH MPOJLYKTH, 104aBaT
odepra no obpasen (/lpunosicenue Ne 1), KbM KOSTO ce IPHIIArAT CIIEJHUTE JOKYMEHTH.

6.2. [TenmHOMOIIHO 3a mojaBaHe Ha odepTa, KOraro odeprara ce 1ojasa OT YIILIHOMOILIEHO
Jne.

6.3. Jlpyra OTHOCHMH JIOKyMEHTH [0 IPELEHKa Ha JIMLETO [MoAasamo odeprara.

*** 3abenexncka: Obpazeyvm na ogpepma no m. 6. 1. /Ilpunoxcenue Ne 1/ ce nybauxyea 3aeono
¢ nokanama na oguyuannama unmeprem cmpanuya na YMBAJ . Ceema Mapuna* EAJL




YHHBEPCHTETCKA MHOTOITPO®ILTHA BOTHHILA
3A AKTHBHO JIEYEHHE ,CBETA MAPHHA® EAT - BAPHA

UNIVERSITY MULTIPROFILE HOSPITAL FOR ACTIVE
TREATMENT SVETA MARINA“ EAD - VARNA, BULGARIA

Oya.  Xpncro Cunpuencxn™ N |

Tea.: = 359 52302 851 o 55, ®anc: = 359 52302 873
E-mall: offic etarparing com

Yebcalit: www svetamarina com

9010 Varna, Bulgaria, | Hristo Smirmenski Blvd.
Phope: ~ 359 S2 302 851 1o 55, Fax: =359 52 302 874
E-mall: office @svetamarna com

Website: www svetamarma com

7. Omnenka Ha noaydenaute opeprn: Komucusra no un. 4, an. | ompejenena no peaa Ha
Hapen6a Ne 10/17.11.2011 r. na M3, u36upa 3a u3nbaauTen odeprara Ha ThProsell Ha €Ipo ¢
JIEKapCTBEHH ITPOJYKTH. IPH YCIOBHATAa mocodeHH B wi. 156. an. 4 or Hapenba Ne
10/17.11.2011 r. va M3.
8. Bcsaxa odepra mo HacTosmara nokaHa. M3roTBeHA CBIVIACHO YTBBpPACHHs obpasen Ha
odepTa, ¥ NPUIOKEHHTE JJOKYMEHTH, Ce 10/IaBaT HAa XapTHEH HOCUTE UJIH 110 eJIeKTPOHEH BT
B cpok 10 14.05.2026 r., BKIIOYHTEIHO.
8.1. Odepra nomazeHa no eJIEKTPOHEH BT ClIe/IBa /1a Ca W3TOTBEHHU IPH YCJIOBHUATA H pejia
Ha 3EJIEVY u nonanena Ha email: office@svetamarina.com.
8.2. Odepra usnpareHa Ha XapTHeH HocHTel, ce ajapecupa go YMBAJI ..CBera Mapuna™
EAJl otzen ../JlenoBOACTBO™ HA BHUMAHHETO Ha oTaen ..O6IecTBeHn NOPBHYKH U JOrOBOPH™,
Ha azapec rp. Bapna, 6yn. ..Xpucro Cmupnencku™ Nel, B 3aneuataH HENpo3padeH IUIHK C
HEeHapyIIeHa ISUI0CT. BEPXY KOUTO Ce mMoCcoYBar:

- Iloparen:;

- Anpec 3a KOPECIIOHICHIIHS:

- BbppxXy mimka ¢ IOKYMEHTH ce mocodBa W cieaHus Tekct: .Odepra 3a mocraBka Ha

HEpa3pelleH! JIEKapCTBEHH NPOAYKTH C  MEKIyHApOJHO HENaTeHTHO HaWMEHOBaHHE,
..Milrinone ~

*%*% 3abenexncka: He ce pazzcnescoam ochepmu. nodaoenu 6 nezanedyaman, Npo3paver wiu 6
MIUK C HADYVULEHA YALOCM W UMY NOJVYEHU U3BHH ONPEeOeNeHUs CPOK HA NoKaHama.

9. C moaaBaHeTo Ha oepra ce CUMTA, Ye YYACTHHIIUTE CE ChIIIACSIBAT C BCHYKH YCIIOBHUS

[IOCOYEHH B [TOKAHATA H NPHUIIOKEHHTE 00pa3Iiy.
10. VYMBAIJI ..Ceeta Mapuna™ EAJ]. B kauecTBOTO CH Ha AIIMHHHUCTPATOP HA JTWYHY JaHHH,
o6paGoTBa nosiydeHUTE JAaHHH OT OodepTHTe Ha BCHHUKH ydacTHMIM (ume., EI'H., nannm nHa
3aKOHHHS NPEACTABHUTENl WM IIHIHOMOIIHMKA My, JIMIE 3a KOHTaKT, ajapec TenedoH
€/IEKTPOHHA Mollla ¥ Jp.) IPH CTPUKTHO Cla3BaHe HA H3UCKBAHUSATA HA NPHIOKHMOTO
3akoHOmaTesicTBO. ChOpaHuTe [aHHM [e Ce HM3MO0/3BaT CcaMO 3a LeJWTe Ha
CKJIIOYBaHE/U3IIbJIHEHHE Ha JOTOBOP U 3a 3alllUTa Ha 3akoHHUTe uHTepecu HA Y MBAJI ,.CeeTta
Mapusna™ EAJl, B ciry4aii Ha HEM3TBIHCHUETO MY .
11. [Ipunoxenus:

1. Odepra no obpasen (JIpuroscenue Ne 1).

2. ITIpoekT Ha JOroBOp 3a JIOCTAaBKa HAa HEpPa3pEIEHHU JIEKAPCTBEHH NPOJAYKTH IO peaa Ha
Hapen6a Ne 10/17.11.2011 r. Ha MUHHCTEPCTBO HA 3paBeONa3BaHETO. 3a CPOK OT 3 (TpH)
mecena (IIpunooicenue Ne 2);

UsnsHATENEH JaleK'f‘QP
VYMBAIJI ..Ceera Mapuna

NHPopmaumaATa e 3anMyeHa BbB Bpb3Ka ¢ PernameHT EC 2016/679



