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o MOKAHA

3a mpeJocTaBsHE HA 0()epPTa 32 JIEKAPCTBEHH NPOXYKTH, HEPA3PElIeH 32 ynortpeba,
no peaa na Hapexda Ne 10/17.11.2011 r. Ha M3

Ha ocuosaume wi. 156 om Hapeoba Ne 10/17.11.2011 2. na Munucmepcmeo Ha
30paseonazéanemo.

VYMBAIJI ,.CBera Mapuna“ EAJl- rp. Bapna, myOnukyBa HacTosmara IOKaHa 32
npenocTaBsHe Ha OQepTH 3a J0CTaBKa Ha HEpaspelleHH JIEKapCTBECHH MPOIAYKTH C
MEX/IyHapOIHO HEMAaTeHTHO HaMMEHOBAHHUE, KaKTO ClIe/(Ba:

ATC MexIyHapOoIHO JlexapcTBeHa ¢opma O6110 NPOrHO3HO
HeNnaTeHTHO M KOJIM4eCTBO Ha KOJIHY€eCTBO.
HauMeHOBaHHe AKTHBHOTO BelleCTBO
B02BAO1 Phytomenadion solution for inj. 10 mg. 150 ammynu
/ml. 1ml.

[TokaHara ce OTIpaBs IO BCHYKH IPUTEKATEIM Ha pa3pelleHHe 32 ThProBHUs Ha €/Ipo C
JIEKapCTBEHH MTPOLYKTH, OJTyYeHO 1o peaa Ha I'maBa neseta ot 3JITIXM.

Ha pasrnexpane TOMIeXaT €IWHCTBEHO O(GEpPTH, KOMTO OTrOBapsT Ha YCJIOBHATA
IIOCOYEHH B HACTOSAIIATA MOKAHA U MPUJIOKEHUTE 00pa3Iy, KaKTo ClIe/IBa:

1. O6exT: JlocTaBka.

2. IIpeamer: M360p Ha H3MBITHATEN 3a JOCTaBKA HA HEPA3PEIICHHU JIEKAPCTBEHU IPOIYKTH,
o pena Ha Hapen6a Ne 10/17.11.2011 r.

3 Pen 3a Bb3aarane: Jleue6HOTO 3aBe/ieHHE 1€ CKJIIOYM IMHCMEH JIOTOBOP C M30paHuUs

U3IBJIHATEI 332 CPOK OT TPU Mecella, CYUTaHO OT JaTaTa Ha CKIIOYBAHETO My.

4. Msicro Ha m3mbjHeHue: Tp. Bapua, O6yn. . Xpucto CmupreHcku Ne 1 — YMBAJI
,Csera Mapuna“ EA/Jl.

5. Ocrarb4eH CpPOK Ha TrOJHOCT HA JIeKapCTBeHHAT mnpoaykr: KeM nara Ha
W3BBpIIBAHE/TIPUEMaHe Ha JIOCTaBKaTa, JOCTABEHUTE JIEKAPCTBEHHU IPOIYKTH CIE/Ba Ja ca ¢
OCTaTh4€H CPOK Ha 'OJHOCT HE MMO-MaJIKO OT CpPOKa Ha JOroBOpa.

6. H3uckBaHHSA KbM ChIbpP’KaHHETO Ha odepTaTa:

6.1. [IpuTexarenute Ha pa3pelieHHE 3a ThPrOBUS Ha €pO C JIEKAapCTBEHH IIPOIYKTH, [101aBaT
otepra o obpazen (Ilpunoscernue Ne 1), KbM KOSTO CE IPHUIIAraT CICAHUATE JOKYMEHTH.

6.2. [TenHOMOIIHO 32 ToaBaHe Ha odepra, koraTo odeprara ce mojaBa OT yIIbIHOMOIIEHO
JHIIE.

6.3. Ipyra OTHOCUMH TOKyMEHTH IO IPEIeHKa Ha JIMIIETO IoAaBamo odeprara.

*** 3abenexycka: Obpazeyvm na opepma no m. 6. 1. /Ilpunosicenue Ne 1/ ce nybauxysa 3aeono
¢ nokanama na oguyuarnama unmepruem cmpanuya na YMBAJI ,, Ceema Mapuna ™ EAJL

7. Onenka Ha noaydennte opepru: Komucusra no ui. 4, an. 1 onpeneneHa no pega Ha
Hapen6a Ne 10/17.11.2011 r. ma M3, u3bupa 3a u3neiaHuTEN 0depTaTa Ha THProBell Ha €Ipo C




YHHBEPCHTETCKA MHOT OIIPO®H.IHA BOTHHIA
3A AKTHBHO JJEYEHHE ,,CBETA MAPHHA“EAT - BAPHA

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

8ya. ,, Xpucro Cunprencka™ Ne 1

Tea.: + 359 52 302 851 a0 55, ®akc: + 359 52 302 874
E-maik: office@svetamarina com

Vebcaiit: www svetamarina com

9010 Varna, Bulgaria, 1 Hristo Smirneaski Blvd.
Phone: +359 52 302 851 to 55, Fax: + 359 52 302 874
E-mail: office@svetamarina com
Website: wiww svetamarina com
JIEKapCTBEHH IPONYKTH, IPH yCIOBUATA IOcCo4YeHM B 4il. 156, am. 4 or Hapenba Ne
10/17.11.2011 r. na M3.
8. Bcska odepra mo Hacrosmara MOKaHa, W3rOTBEHA CHINIACHO YTBBLPAECHHS obpasel Ha
odepta, ¥ NPHUIIOKEHATE TOKYMEHTH, C€ [I0/1aBAT HAa XapTHEH HOCUTEJ W 110 €JIEKTPOHEH ITBT
B cpok 10 05.11.2025 r., BKIIOYHTETHO.
8.1. Odepra nonaneHa 1o eIeKTPOHEH IIBT CJIE/BA Jja Ca U3TOTBEHHM IIPH YCIOBHATA H pela
Ha 3EJIEVY u noganena Ha email: office(@svetamarina.com.
8.2. Odepra m3npaTeHa Ha XapTHEH HOCHTEI, ce aapecupa 10 YMBAIJI ,,Ceta Mapuna“
EAJT otnen ,,JlenoBoAcTBO™ Ha BHUMaHHETO Ha OTAEN ,,O0IIEeCTBEHH OPHYKH U JTOTOBOPH ',
Ha angpec rp. Bapna, 6yn. . Xpucro CMmupHeHcKH“ Nel, B 3amevaTtan Hempo3payeH ILIMK C
HEHapyIeHa IAI0CT, BBPXY KOHTO Ce II0COYBaT:

- Ilomareu;

- Azpec 3a KOPECIIOHACHIIHS;

- Bepxy mmika ¢ JOKyMEHTH ce IOocOoYBa U clefHus TekcT: ,,Odepra 3a JoCTaBKa Ha
HEpa3peIleH: JIEKapCTBEHH INPOAYKTH C  MEXKIYHApOAHO HEMATEeHTHO HaWMEHOBaHHE,
,»Phytomenadion

*** 3aoenexcka: He ce pazanescoam ohepmu, nooadeHu 6 He3aneuamat, npo3payer Uil 8
NIUK C HapYuleHd YANL0Cm W/ Wiy NOAYYeHU U36bH onpeoelieHus CPOK Hd NOKaHama.

9. C nmonmaBaHeTo Ha odepTra Ce CUMTA, Y€ YYACTHHIUTE CE CHIJIACIBAT C BCHYKH YCJIOBHS

IIOCOYEHH B MOKaHaTa U MPHIIOKEHUTE 00pa3Iy.
10. YMBAIJI ,.Cera Mapuna™ EA/l, B kauecTBOTO CH Ha AJMUHUCTPATOP HA JIMYHH JaHHH,
o0paboTBa MOJlyueHUTE JaHHU OT odepTUTE Ha BCHUKH ydacTHUIM (uMe, EI'H, mannu Ha
3aKOHHHUS NPEACTAaBUTENl HWIXM IBIHOMOIIHMKA My, JIHMIIE 32 KOHTaKT, aapec TelehoH
€JIEKTpPOHHA IIOIAa M Jp.) NpPH CTPUKTHO CIla3BaHE Ha M3HCKBAHMUATA Ha MPHIOKHUMOTO
3akoHonmatencTBo. CnOpaHWTE [aHHM IMe C€ H3MO3BAaT CcaMO 3a IeJHTe Ha
CKJIIOYBaHE/U3ITBIHEHHE Ha TOTOBOP M 32 3allluTa Ha 3akoHHUTe uHTepecd Ha YMBAJI ,,Caeta
Mapuna™ EAJ], B cily4aii Ha HEU3II'BITHEHHETO MY .
11. Ilpunoxenus:

1. Odepta mo obpazen (Ilpunoacenue Ne 1).

2. IIpoeKT Ha JOTOBOD 3a JIOCTABKA Ha HEpa3pEIleHH JIEKapCTBEHH IIPOAYKTH 110 pea Ha
Hapem6a Ne 10/17.11.2011 r. Ha MHHHCTEPCTBO Ha 3/IpABEONA3BAHETO. 32 CPOK OT 3 (TpH)
Mecena (Ilpunogicenue Ne 2);

Vreepmur:  [5/ CRH
Mpod. 1-p Cra ARjOKS
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W3neiHuTENEH JUPEKTOR

YMBAIJI ,.Cera MépiHa

'TAHACOBA, J.M.H.




