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3a mpeocTaBsiHe Ha ohepTa 32 JIeKAPCTBEHH NPOXYKTH, HEPA3PEMICH 32 ynorpeda,
o pena na Hapen6a Ne 10/17.11.2011 r. na M3

Ha ocmoamme wi. 156 om Hapeo6a Ne 10/17.11.2011 2. na Munucmepcmeo Ha
30paseonaseanemo.

VMBAJI ..Ceera Mapuna“ EAJl- rp. Bapna, my6nuKyBa HacTosIlaTa IOKaHa 3a
npenoctaBsHe Ha OQepTH 3a JOCTaBKa HA HEPaspellCHH JIEKapCTBEHH IMPOIYKTH C
Me3K/TyHApO/HO HEIIaTeHTHO HAMMEHOBAHHKE, KaKTo Cle/iBa:

ATC MexayHapoaIHO JlexapcTBeHa popma OO610 NPOrHo3HO
HenaTeHTHO H KOJHYECTBO Ha KOJINY€CTBO.
HAMMEHOBaHHe AKTHBHOTO BellleCTBO
Pyron 25mg, Powder for Sodium pyrophosphate 12 ¢naxona

injection 25mg; Pharmaceutical
form of Pyron kit:
powder for injection
(Iyophilisate).
Pharmaceutical form of
99mTc-Pyron:

injection.

ITokaHaTa ce OTIpAaBs [0 BCHYKH IPUTEKATEH HA pa3pellieHne 3a ThProBHs Ha €Ipo ¢
JleKapCTBEHH TIPOLYKTH, TIOTy4eHOo 1o pea Ha ['naBa seseta ot 3JIITXM.

Ha pasriex/jane mOJUIeXaT €IHHCTBEHO O(EpTH, KOMTO OTrOBAapsT Ha YCJIOBHATA
MIOCOYEHH B HACTOSINATA [IOKAHa ¥ IPHIIOKEHUTE 00pasiy, KakTo Cle/Ba:
1. O6ekT: JlocTaBka.

2.  Ipeamer: M360p Ha H3MBIHATE 3a JOCTaBKa HA HEPA3PELICHH JIEKApPCTBEHH IIPOIYKTH,
no pezna Ha Hapen6a Ne 10/17.11.2011 r.
3 Pex 3a Bp3aarane: JIeue6HOTO 3aBe/ieHHe II€ CKIFOYH ITHCMEH JIOTOBOp C M30paHus

M3IIBJIHATET 3@ CPOK OT TPH MeCeIla, CYMTAHO OT JiaTaTa Ha CKIIIOYBAHETO MY.

4. MsicTo Ha H3mbJaHeHHe: Tp. Bapua, 6yn. . Xpucro Cmuprercku™ Ne 1 — YMBAJI
.Csera Mapuna“ EAJ.

5. OcraTh4eH CPOK Ha TOJHOCT HA JIEKapCTBeHHAT npoaykT: KeM jara Ha
H3BBPIIBaHE/IPHEMaHe Ha OCTaBKaTa, JOCTABEHUTE JICKAPCTBEHU MPOIYKTH ClI€/Ba 1a ca ¢
OCTaTh4YeH CPOK Ha I'OJTHOCT HE MO-MaJIKO OT CPOKa Ha J0TOBOpA.

6. H3uckBaHHMS KBM ChABPKAaHHETO Ha odepTaTa:

6.1. IlpuTexxarenuTe Ha pa3pellleHUE 3a THPrOBUS HA €JpO C IEKApCTBEHU IMPOTYKTH, II0J1aBaT
odepra no obpazer (IIpunodicenue Ne 1), KbM KOATO CE NPUJIAraT CI€AHATE TOKYMECHTH.

6.2. IIIHOMOIIHO 3a mojaBaHe Ha odepTa, Korato odeprara ce mojgasa OT yI'bIHOMOIICHO
JHIE.

6.3. JIpyru OTHOCHMH JIOKYMEHTH T10 IPeLieHKa Ha JIALETO TI0/aBaIo odeprara.
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*** 3abenexcka: Obpazeyvm na opepma no m. 6.1. /IIpunoswcenue Ne 1/ ce nybruxysa 3aeono
¢ nokanama na oguyuannama unmeprnem cmpanuya na YMFBAJI ., Ceema Mapuna* EAJL
7. Onenka Ha noay4dennte opepru: Komucusra no wi. 4, an. | ompezeneHa no peaa Ha
Hapen6a Ne 10/17.11.2011 r. na M3, u36upa 3a u3nbaHATEN oepTaTa Ha THProBel Ha eapo ¢
JIEKapCTBEHH MPOMYKTH, TPH YCIOBHATA NocodeHH B wi. 156, am. 4 or Hapenba No
10/17.11.2011 r. Ha M3.
8. Bcska odepra mo HacTosimata IOKaHa, M3TOTBEHA CBIVIACHO YTBBPIEHHS 00pasen Ha
odepTa, U NPHIIOKEHUTE JOKYMEHTH, Ce I0/1aBaT Ha XapTHEeH HOCHTEJI HIIH I10 JIEKTPOHEH IIbT
B cpok 10 15.09.2025 r., BKJIYHTEIHO.
8.1. Odepra noxaseHa Mo eNEKTPOHEH BT ClEBa a Ca M3TOTBEHH NPH YCIOBHATA U pela
Ha 3EJIEVY u nonanena Ha email: office(@svetamarina.com.
8.2. Odepra m3npareHa Ha XapTHeH HocuTell, ce aapecupa 10 YMBAIJI ,.CBera Mapuna™
EAJ] otnen ,.JIenoBoACTBO™ Ha BHUMaHHETO HA OTAeN ,,O0IIeCTBEHH MOPBHYKH U JOTOBOPH™,
Ha azipec rp. Bapna, Oyn. . Xpucro CmupHeHckH™ Nel, B 3amedaTaH HEMpO3payeH IUIHK C
HEeHapyIleHa [sUI0CT, BBPXY KOKTO ce Ioco4BaT:

- Toparen;

- Anpec 3a KOpECIIOHICHIIHUS;

- Bepxy mmKa ¢ JOKYMEHTH ce mocodBa W ciaemnus TekcT: ,.Odepra 3a JocTaBKa Ha
Hepa3pelleHH JIEKapCTBEHH IPOAYKTH C MEKIyHApOIHO HEMIAaTeHTHO HaMMEHOBaHUE, ,.Pyron”

*** 3abenexcka: He ce pazanescoam oghepmu, nooadeHu 6 He3aneyamar, NPO3pPa4eH Uiy 8
NIUK C HADYWEHA YANOCH W ULU RONVYEHU U38bH OnpedesieHus CPOK HAd NOKAHAmA.

9. C nopmaBaHeTO Ha odepra ce CUMTA, Y€ YYACTHUIIUTE CE CHIIACABAT C BCHUKH YCIOBHA
[IOCOYEHH B IIOKAaHATa U MPUIIOKEHHTE 00pa3Iy.
10. YMBAIJI ..Cera Mapuna™ EAJ], B ka4eCTBOTO CH Ha AZIMHHUCTPATOP Ha JHYHHU JIaHHH,
00paboTBa MOTydYeHUTe NaHHH OT odepTHTe HAa BCHUKM yuacTHHIHM (ume, EI'H, namnm Ha
3aKOHHMs NpEJCTABMTE] WM IIBIHOMOIIHAKA My, JIHIE 3a KOHTakT, aapec TenedoH
€JIEKTPOHHA IOIAa W Jp.) IPH CTPHKTHO CIa3BaHE HAa HM3MCKBaHHATa Ha IPHIIOKHUMOTO
3akoHozaTencTBo. ChOpaHHTe [aHHM INe Ce H3M0A3BaT caMO 3a IeJIdTe Ha
CKJIIOYBaHE/M3ITbIHEHHE HA JOTOBOD M 3a 3alIuTa Ha 3akoHHHTe HHTepeck Ha YMBAJI ,,Crera
Mapuna™ EA/], B ciyyaii Ha HEM3I'bIIHEHHETO MY.
11. IlpunoxeHus:
1. Odepra mo ob6pazen ([Ipunosxcenue No 1).

2. TIpoeKT Ha JOrOBOD 3a JOCTAaBKA HA Hepa3pelleHH JeKapCTBEHH IPOJIYKTH 110 pelia Ha
Hapen6a Ne 10/17.11.2011 r. Ha MUHHCTEPCTBO HA 3/paBeOla3BaHETO. 3a CPOK OT 3 (TpH)

Mmecena (Ilpunoscenue Ne 2);

YTBBpau:
[Tpod. 1-p CunBa AHIOH
W3nenHATENEH IUPEKTO
VMBAIJI ,,.Cseta Mapun

aHacoBa, JI.M.H.
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