YHHBEPCHTETCKA MHOT OITPO®H.THA BO.THHIIA
3A AKTHBHO JJEYEHHE ,,CBETA MAPHHA“ EAT - BAPHA

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

Oya. ,Xpucro Cunpaesckn™ Ne 1

Tea.: + 359 52 302 851 30 55, ®akc: + 359 52 302 874
E-mail: office@svetamarina.com

¥ebeaiit: www svetamarina com

9010 Varna, Bulgaria, 1 Hristo Smirnenski Blvd.
Phone: + 359 52 302 851 to 55, Fax: + 359 52 302 874
E-mail: office@svetamarina com

Website: www svetamarina com

110 IPUTEKATEJHATE HA
—— PA3PEIIEHHE 3A ThPTOBHS HA
ey J?““F’“f( j‘? }apua EJIPO C JIEKAPCTBEHH
MMPOJYKTH MOJIYYEHO MO PEJA

2025;) r.

HA I''TABA IEBETA OT 3JIIIXM

ITOKAHA

3a mpexocTaBsiHe Ha odepTa 3a JleKapCTBeHH NPOAYKTH, Hepa3pelieH 3a ynorpeoda,
no pexa Ha Hapea6a Ne 10/17.11.2011 r. na M3

Ha ocuHoBanue un. 156 om Hapeoba Ne 10/17.11.2011 2. na Munucmepcmeo na
30paseonassanemo.

YMBAIJI ..Ceera Mapuna“ EAJI- rp. Bapna, nmyOinukyBa Hacrosiara mnokaHa 3a
mpefocTaBsHe Ha oQepTH 3a JOCTaBKa Ha HEpa3pelleHH JIeKapCTBEHH IPOAYKTH C
MEXYHapOAHO HEMATEHTHO HAUMEHOBAHHE, KaKTO ClIe/Ba:

ATC MexayHnapoaHo JlexapcTBena popma O6mo nporHo3Ho
HeNnaTeHTHO H KOJIHYecTBO Ha KOJIHY€eCTBO.
HAHMEHOBaHHe aKTHBHOTO BellecTBO
Bleomycin Powd. Sol inj. 15 mg 50 ¢nakoHa
___L01DCO1

[Tokanara ce oTHpaBs 4O BCHYKH IIPHTEXKATEIH Ha pa3pellieHHe 3a ThProBHA Ha €/Ipo ¢
JIeKapCTBEHH MPOAYKTH, IOJy4YeHo 1o pena Ha I'nasa aesera ot 3JIIIXM.

Ha pasriexjaane mojanexar e€JHHCTBEHO O(epTH, KOMTO OTroBapsAT Ha YCIOBHATA
NOCOYEHH B HACTOsIIATa I0KaHa ¥ IPUJIOKEHHTE 00pasiiy, KaKTo cie/Ba:
1. O6exT: /locTaBka.

2. ITpeamer: M360p Ha H3MBIHATEN 3a IOCTABKA HA HEPA3PEIIEHH JIEKapCTBEHH IIPOIYKTH,
no pena Ha Hapenba Ne 10/17.11.2011 .
. Pen 3a Bu3iarane: JleqeOHOTO 3aBe/ieHHE IIE CKIIOYH IMMCMEH JIONOBOP ¢ M30paHus

H3ITBJIHATEIT 33 CPOK OT TPH Mecella, CIUTaHO OT JaTaTa Ha CKIIOYBAHETO MY.

4, Msicto Ha m3nbaHeHue: rp. Bapua, Oyn. .. Xpucrto CmupHencku® Ne 1 — YMBAJI
.Cpera Mapuna™ EA/l.

5. Ocrarp4eH CpPOK HA TOJHOCT Ha JeKapcTBeHHAT mnpoaykr: KeM gara Ha
W3BBpIIBaHe/IpHeMaHe Ha JOCTaBKaTa, JOCTaBEHUTE JIEKAPCTBEHHM NPOJIYKTH ClIe/iBa Jia ca C
OCTaThuY€H CPOK Ha T'OIHOCT HE MO-MaJIKO OT CpOKa Ha JIoroBOpa.

6. HM3HcKBaHHS KBbM ChIbpKaHHETO Ha odepTaTa:

6.1. IlpuTexarenuTe Ha pa3pelieHHe 3a THProBUA HA €IPO C JIEKAPCTBEHM IIPOAYKTH, II0JaBaT
odepra no obpaszen (IIpuroxcerue Ne 1), KbM KOSITO C€ IpUIaraT CI€IHUTE JOKYMEHTH.

6.2. ITeHOMOIIHO 3a MmojaBaHe Ha odepra, Korato odeprara ce nmojasa OT YIIEIHOMOIIEHO
JIUIE.

6.3. JIpyrd OTHOCHMMH JIOKYMEHTH I10 IIPEIEHKa Ha JIMIETO IojaBamo odeprara.

*** 3abenexcka: Obpazeyvm na opepma no m. 6.1. /Ilpunoxcenue Ne 1/ ce nybauxyea 3aeono
¢ nokanama na oguyuannama unmepnem cmparuya na YMBAJI ., Ceema Mapuna ™ EAJL

7. Onenka Ha noaydennte odpeprr: Komucusra no 4. 4, an. 1 onpenenena no peaa Ha
Hapen6a Ne 10/17.11.2011 r. na M3, n30upa 3a u3ne1HATEN OhepTaTa Ha THProOBEIl Ha €pO C
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JIEKapCTBEHH NPOAYKTH, IIPH YCJIOBUATA INocodeHH B wi. 156, an. 4 or Hapenba Ne
10/17.11.2011 r. Ha M3.
8. Bcaka odepra mo HacTosmarta mokaHa, H3rOTBEHA CHIJIACHO YTBBPAECHHS oOpasel Ha
odepra, 1 NPAIOKEHUTE JOKYMEHTH, C€ II0/1aBaT Ha XapTHEH HOCHTEII HITH 10 €JIEKTPOHEH ITbT
B cpok 10 16.10.2025 r., BKJINYHTEIHO.
8.1. Odepra nomameHa mo eneKTpoHEH IBT CIeJBa J1a Ca M3TOTBEHH IPH YCIOBHSATA M pejia
Ha 3EJIEVY u nonanena Ha email: office(@svetamarina.com.
8.2. Odepra u3npareHa Ha XapTHEH HOCHTeN, ce aapecupa 10 YMBAIJI ,.Ceeta Mapuna“
EAJl ornen . JlenoBoacTBo™ Ha BHUMAHHETO Ha oTAen ,,O0meCcTBeHH MOPBYKH U JOTOBOPH ",
Ha ajapec rp. Bapna, 6yn. ., Xpucto CmupreHcku™ Nel, B 3amedaTaH Hempo3padeH IUTHK C
HEHapylleHa ISI0CT, BBPXY KOMTO ce MoCoYBaT:

- Ilonmaren;

- Azpec 3a KOpeCTIOH/ICHIIUS;

- Bepxy mumka ¢ JOKyMEHTH ce moco4Ba M cieqHHs TekcT: ,,Odepra 3a nocTraBKa Ha
Hepa3pelleHH JIeKapCTBEHH IPOMAYKTH €  MEXIYHapoJHO HENAaTeHTHO HAaMMEHOBaHHE,
»~Bleomycin”

***% 3abenexncka: He ce pasenexcoam oghepmu, nodadenu 6 Hezaneuaman, nPo3paver wiu 6
NIUK ¢ HAPYUWIEHA YANOCM W UIU ROTYYeHU U36bH OnpedeneHus CPoK Ha NOKanamd.

9. C nopnaBaneto Ha odepTa ce CYMTA, Y€ YUACTHHIIUTE CE CBIVIACSBAT C BCHYKH YCJIOBHS
[IOCOYEHH B ITOKAHATA U IPHJIOKEHUTE 00pa3Iy.

10. VYMBAIJI ,.Ceera Mapuna“ EA/I, B ka4ecTBOTO CH Ha ATMHHHCTPATOP Ha IHYHH JaHHH,
06paboTBa NoIy4YeHHTE JaHHH OT odepTHTe Ha BCHYKH ydacTHHIM (ume, EI'H, nannm Ha
3aKOHHHS IPEJCTABHTE] HWJIA BIHOMOIIHHKA My, JHIle 3a KOHTaKkT, anapec TenedoH
EIeKTPOHHA IOINAa M Jp.) OPH CTPHKTHO Cla3BaHE HA HM3HCKBAHMATA HA IPHIIOKHMOTO
3akoHojatencTBo. CnOpaHWTe JaHHM IMe CE€ H3MOI3BAaT caMO 3a ILEelIHTe Ha
CKJIIOYBaHE/U3ITbJIHEHHE Ha JOrOBOP H 3a 3alnyTa Ha 3akoHHHTe HHTepecH Ha YMBAJL ,.Ceeta
Mapuna“ EA/l, B cry4ait Ha HEH3I'BIIHEHHETO MY .

11. [IlpunoxeHus:
1. Odepra mo obpazen (/Ipunosxcenue Ne 1).

2. [IpoekT Ha JIOrOBOp 3a JOCTaBKa Ha Hepa3pelleHH JIeKapCTBeHH MPOAYKTH II0 peaa Ha
Hapen6a Ne 10/17.11.2011 r. Ha MUHHCTEPCTBO Ha 3JIpaBeola3BaHeTO, 3a CPOK OT 3 (TpH)
Mecena (IIpunoxcernue Ne 2);

VTBbpAnI:
ITpod. n-p Cunea Ba, I.M.H.
W3nbaHuTeneH aup
YMBAIJI ,.Creta M

VnpopmanyaTa B TO3U JOKYMEHT e 3a/ndeHa Ha ocHoBaHme 1. 37 ot 3011 n Pernament EC 2016/679



