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

YHHUBEPCHTETCKA MHOTI'ONPO®HUTHA BOTHHIIA
3A AKTHBHO JJEYEHHE ,,CBETA MAPHHA“ EAT - BAPHA

Oya. , Xpucro Cumpaencka* Ne 1

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

VebcaiiT: www svetamarina com

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

Website: www svetamarina com

1O IPUTEXKXATEJIMTE HA
PA3SPEILIEHUME 3A ThPT'OBUS HA

YiBAN ,Caera Mavna“ EA Bapwa E/IPO C JIEKAPCTBEHH

ot AR - 190F MPOYKTH ITOJYYEHO IO PEJIA

|1 oo 2. 202, HA ['JIABA JEBETA OT 3JIITXM
MMOKAHA

3a mpeoCcTaBsiHe HA odepTa 32 JIeKAPCTBEHH NPOIYKTH, Hepa3pelleH 3a ynorpeba,
no pexa Ha Hapen6a Ne 10/17.11.2011 r. na M3

Ha ocHoBanue w1 156 om Hapeoba Ne 10/17.11.2011 e. na Munucmepcmeo Ha
30paeeonasearemo.

VYMBAIJI ,.Csera Mapuna“ EAJI- rp. Bapna, myGiukyBa HacTosaTra IOKaHa 3a
npenocTaBsHe Ha oGepTH 3a JOCTaBKa Ha HEPA3pEIleHH JIEKApCTBEHH MNPOAYKTH C
MEX/yHapO/IHO HETaTeHTHO HAMMEHOBAaHME, KaKTO CIIe/IBa:

ATC MexxyHApOaHO JlexapcrBena ¢popma | OOmo nporao3Ho
HeNnaTeHTHO H KOJIN4eCTBO HA KOJIHY€eCTBO.
HaHMEHOBaHHe AKTHBHOTO
BENIECTBO
V03AHO1 Diazoxide Caps. 25 mg. 5 000 6p. TabaeTkn

[Tokanara ce OTIIpaBs 0 BCHYKH IIPUTEKATENIH Ha pa3pellIeHHe 3a ThProBHs Ha €Ipo €
JIeKapCTBEHHM MPOIYKTH, MOIY4eHO 1o peja Ha ['maBa aesera ot 3JIIIXM.

Ha pasriexjane NOAIeXaT €IWHCTBEHO O(EPTH, KOMTO OTrOBapsT Ha YCIIOBHSATA
[IOCOYEHH B HACTOSAINATA MOKAHA U MPHIOKEHUTE 00pasIi, KaKTo Clie/IBa:
i ObexkT: JlocTaBka.

2, IIpeamer: WU360p Ha H3TBIHUATEN 32 JOCTABKA HA HEPA3PEIEHH JIEKAPCTBEHHU IIPOTYKTH,
no peaa Ha Hapen6a Ne 10/17.11.2011 .
K Pen 3a Bb3aarane: JIeueOHOTO 3aBejieHHE e CKITIOYH ITHCMEH JOTOBOp C M30paHus

H3ITBJIHHATEI 332 CPOK OT TPH Mecella, CYMTaHO OT JlaraTa Ha CKIIOYBAHETO MY.

4. Mscro Ha w3nbaHenue: rp. Bapra, Oyn. . Xpucro Cmuprencku™ Ne 1 — YMBAIJI
.CBera Mapuna“ EA/Jl.

5. Ocrarp4eH CpPOK HAa TrOJHOCT Ha JIeKapCTBeHMAT npoaykT: KbM jgara Ha
U3BBpIIBAHE/IPHUEMAHE HA JOCTABKAaTa, JOCTaBEHHUTE JICKAPCTBEHH IPOMAYKTH CJIE€Ba Ja ca C
OCTaTh4Y€H CPOK Ha FOAHOCT HE IO-MaJIKO OT CPOKa Ha JI0r0BOpa.

6. M3uckBaHHSA KbM ChAbPKAHHETO HA odepraTa:

6.1. IIpuTexarenure Ha pa3pelIeHHE 3a THPrOBUs Ha €O C JIEKapCTBEHH IIPOYKTH, I10JIaBaT
odepra no obpazen (IIpunosscernue Ne 1), KbM KOSTO C€ IIPHIIATaT CIEIHUTE JOKYMEHTH.

6.2. [IeHOMOIMHO 3a moJaBaHe Ha odepra, Korato odeprara ce 1mojaBa OT yIbIHOMOIIEHO
M.

6.3. JIpyru OTHOCHMH JOKYMEHTH I10 IPELIEHKa Ha JIMIIeTO IoaaBamo odeprara.

*** 3abenexncka: Obpazeyvm na ogpepma no m. 6. 1. /Ilpunosicenue Ne 1/ ce nybruxyea 3aedHo
¢ nokanama na ogpuyuarnama unmeprem cmpanuya na YMBAJI .. Ceema Mapuna ™™ EAJL

7. Ouenka Ha noay4dennte odpepru: Komucusara no wi. 4, an. | onpenenexa no peaa Ha
Hapen6a Ne 10/17.11.2011 r. va M3, u36upa 3a u3nbiHuTeN odepraTa Ha THProBeIl Ha eJIpo ¢
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JIEKapCTBEHH NPOAYKTH, IIPH YCIOBHATa mocodeHH B wi. 156, am. 4 or Hapenba Ne
10/17.11.2011 r. Ha M3.
8. Bcsaka odepra mo Hacrosimara NMoKaHa, W3rOTBEHA CBITIACHO YTBBpAEHHS oOpaszenm Ha
odepTa, ¥ IPHIOKEHUTE JOKYMEHTH, C€ I10/IaBaT Ha XapTHEH HOCUTE WK 110 €JIEKTPOHEH ITBT
B cpok 10 05.12.2025 r., BKJIIOYHTEIHO.
8.1. Odepra nonaneHa no eJIeKTPOHEH BT CIIE/IBA /1a Ca M3TOTBEHHU IIPH YCIOBHATA M pea
Ha 3EJIEVY u nonanena Ha email: office(@svetamarina.com.
8.2. Odepra u3npareHa Ha XapTHeH Hocuten, ce aapecupa 10 YMBAIJI ,.Ceera Mapuna™
EAJl otaen ,.,JIenoBoAacTBO™ Ha BHUMAHKETO Ha OTAeN ,,O0MECTBEHH MOPHYKH U JOTOBOPH™,
Ha azapec rp. Bapna, Oyn. .. Xpucro CmupHencku™ Nel, B 3ameuyaTaH Henpo3pauyeH IUTHK C
HEHapyIleHa [IOCT, BEPXY KOMTO ce IOCoYBaT:
- Iloparen;
- Azpec 3a KOPECTIOH/ICHLIMS;
- Bwppxy mimka ¢ JOKYMEHTH ce 1MocoyBa M cieaHus Tekct: ,,Odepra 3a gocraBka Ha
HEepa3pelleH! JIEKapCTBEHH NPOAYKTH C MEXIyHApOJHO HENAaTeHTHO HauMEHOBaHHE, .,
Diazoxide”

9010 Varna, Bulgaria, 1 Hristo Smirnenski Blvd.
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**% Jabenexncka: He ce paszznescoam ohepmu, nooadeHu 8 Hezaneyaman, NPO3pa4er Uil 8
RIUK C HAPYWEHA YANOCM WUl NONYYeHU U38bH OnpedelieHusl CPOK HA NOKAHAmA.

9. C momaBaHeTO Ha odepra ce CYMTA, Y€ YYACTHHUIMTE C€ CHITIACABAT C BCHYKH YCIOBHUS

MIOCOYEHH B ITIOKAHATa U MPHJIOKEHUTE 00pasIy.
10. YMBAIJI ,.Cera Mapuna™ EA/I, B kaueCTBOTO CH Ha AZJMHHMCTPATOP HA JTUYHU JaHHH,
00paboTBa MOTy4YeHHTEe AaHHH OT odepTHTe Ha BCHYKM ydacTHHIH (ume, EI'H, nannu Ha
3aKOHHMsI TIPEJCTABHTE] WM IBIHOMOIIHHKA My, JMIE 3a KOHTAakT, anpec TenedoH
€JEeKTPOHHA MOIa W Jp.) NPH CTPHKTHO Cla3BaHe HAa HM3HUCKBAHHMATA HA IIPHUIIOKHMOTO
3akoHoAarencTBo. CwOpaHMTe [JaHHH IMe Ce H3[0J3BaT caMO 3a LeJuTe Ha
CKJIIOYBaHE/H3ITbIIHEHHE HA IOTOBOP U 3a 3aIlWTa Ha 3akoHHHUTEe uHTepecd Ha YMBAIJIL ,.Ceeta
Mapuna“ EAJ], B ciry4ail Ha HEU3ITBIHEHHETO MY .
11. [lpunoxeHus:

1. Odepra no obpazeu (IIpunocernue Ne 1).

2. ITpoekT Ha IOTOBOp 3a JOCTaBKa Ha HEpa3peIleHH JICKApCTBEHH IPOAYKTH 110 peJa Ha

Hapen6a Ne 10/17.11.2011 r. Ha MHUHHCTEPCTBO Ha 3/IpaBEONa3BaHETO. 338 CPOK OT 3 (TpH)

mecena (IIpunooicenue Ne 2);

YTBBpIUIT:
[Tpod. a-p Cunsa AnoH B2, JI.M.H.
W3mbIHUTENEH AUPEKTOF B\

YMBAIJI ,,Ceta Mapus
\

VInpopmanmsaTa B TO3U JOKYMEHT € 3a1m4eHa Ha ocHoBaHue 4. 37 ot 3011 u Permament EC 2016/679




