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TBPITOBLUUTE HA EJIPO C JIEKAPCTBEHHU IIPOAYKTH, IPUTEXABAIIM
PA3PEIIEHHME 3A THPTOBUS HA EJPO, ITOJIYUEHO I10 PEIA HA I'JIABA JIEBETA
OT 3JIIIXM

[TOKAHA

3a mpejcrapsine Ha oepTH 3a JOCTaBKa Ha HepaspelleHu 3a yrnorpeda B PemybOmuka
Benrapus nexapcTBeHH IPOLYKTH H/HIIH JIEKAPCTBEHH IIPOYKTH OT CIMCHKA 0 WL 2662, a2
or 3JIIIXM, 3a xouto HAMa AeHCTBAIO pPaMKOBO cropa3ymMeHHe ¢ MHHHCTEPCTBO Ha&
3[paBEOIIa3BaHeTO

YBAXAEMMU I'OCITOXU U TOCTIONA,

B wmsnwinenue pasnopenbure ma um.156, wilSs, an.l uw wi 17 HAPEJBA Ne 10 ot
17.11.2011 r. 3a ycnoBHsiTa W pefa 3a JiedeHHe ¢ Hepaspelenu 3a ynorpeba B Penybnuka
brarapus nexapcTBeHH MPOAYKTH, JEKAPCTBEHH HPOAYKTH, IPHUIATAHYE M3BBH YCIOBUATA HA
pa3pelIeHUETo 3a yIoTpeda, U JIeKapCTBEeHH IPOIYKTH 33 ChCTpaaaTelHa yrmorpeda, KakTo u 3a
YCIIOBHSITA K Pe/ia 33 BKIIOUBAHE, IPOMEHH, H3KIIIOYBAHE 1 JIOCTABKA Ha JIEKAPCTREHH MPOAYKTH
OT CIIUCBKA 110 Wi, 2664, ajl. 2 oT 3aKkoHa 3a IEKapCTBEHATE MPOAYKTH B XyMaHHATa MEAHLMHA
(obm., B, 6p. 95/2011 1., u3m. u poi.), ,,KOIT — Crapa 3aropa” EOOJI — rp. Crapa 3aropa Bu
KaHM J1a MpeAcTaBuTe o(epTH 3a AOCTaBKa Ha JIOJIYOIHCAHUTE HepaspelleHu 3a ynorpeba B
Peny6bnukxa bearapust nexapcTBEHH MPOIYKTH H/WIH JICKAPCTBEHU MPOMYKTH OT CITHCHKA T10
11.266a, an.2 or 3JIIIXM, xouto Morar 1a ObIaT M3MMOI3BAHY 3a JIC4EHHAETO Ha ITALHEHTH Ha
1e4eOHOTO 3aBe/ICHHE:
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Powder for suspension for injection
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VOSCA 99 Tc - DTPA Powder for suspension for injection

Mscro Ha pnocraska - ,,KOI[ — Crapa 3aropa” EOOJ] — rp. Crapa 3aropa, ya. ,.,a-p Tomop
CrossHoBHY Nel5%,

[Inanmanero ot neuebHOTO 3aBe/ieHHE HA 3asgBEHUTE U JOCTABEHH MPOYKTH C€ H3BLPINBA 10
0aHKOB IbT C IUIATEIKHO HapekaaHe, B cpok mo 60 mHH oT mpeacTaBsHe Ha (akTypa 3a
H3BBpIIEHATa JOCTABKA.

Jlexkapcereena gopMa H KOJIH4YECTBO HA AKTHBHOTO BelecTBO
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B crorBercTBHE ¢ w12 oT mocodenara no — rope Hapenba, npu JocTaBKa Ha JIEKapCTBEH
NPOYKT, 3aALIDKHTENHO Ce  IIPEACTaBs  HapTHjieH  ceprudukar  3a  KayecTso,
CHOTBETHO CEPTU(UKAT 32 0CBOOOK/[ABAHE HA MAPTHIATA Ha JICKAPCTBEHMSA POJYKT.

Ipu m3bopa Ha Haif — nojxomsuaTa odepra ce mpunarar @i 15,6 an.l ©.l u an4 or
ciiomenarara Hapenfa. OdepenTsT U J1e4eGHOTO 3aBelleHHME CKIIIOYBAT JIOTOBOP, C KOHTO
YPEIKAAT OTHOIIEHMATA CH.

O¢epruTte TPsAOBA Aa CHABPKAT CIeAHATA HHPOPMALIHSL:

1.ATC — xop;

2. MexayHapoaHo HernareHTHO HauMeHoBanue (INN) Ha aKTHBHOTO BeIIeCTBO;

3. TeproBecko HAUMEHOBAHKE HA JIEKAPCTBEHHS IIPOAYKT;

4. Bun Ha nexapctBeHara (popMa H KOJIM4eCTBOTO Ha aKTHBHOTO BEIIECTBO B 1030Ba eIMHNLA;
5. [TpuTexkarten Ha pa3pelieHHueTo 3a ynoTpeba u JIbpKasara, B KOSTO & H3aAeHO
pasperieHneTo 3a ynorpeoa,

6. Chrappixanue Ha odeprpaHara OrnaKoBKa;

7. llena Ha JekapcTBEHUS IIPOIYKT;

8. CpoK Ha TOMIHOCT Ha JIEKAPCTBEHHS IPOIYKT - HE M0 — KpaThk 0T 60% 0T 06sIBeHHs OT
TIPOM3BOMKTENS 32 panrodapMalleBTHIMTE 34 IUarHOCTHKA KBM JlaTaTara Ha 10CTaBKaTa uM
H He 110 — KpaThk oT 40% 0T 0TOeIsI3aHus Ha OTIaKOBKATa 38 OCTaHAJINTE JIEKapCTBEHH
MPOSYKTH.

9. Cpox 3a 1OCTaBKa;

10. Cpox Ha BanuanOCT Ha odeprara — He 10 — Kparbk oT 60 i, GPONMH OT JACTIO3UPAHETO
.

11.AZMUHECTpaTHBEH ajpec 1 e-mail anpec, Ha KOHTO j1edeOHOTO 3aBeICHHE IIE 3asBIBa
HY)XHHTE MY JIEKapCTBEHH IIPOLYKTH.

K®M odeprure ce npuiarar :

1.JleficTRammo paspelleHye 3a THPropus Ha ef[po, TomydeHo no peaa Ha rit. IX or 3JITTXM.

2. JlelicTama uieH3ust o wi.32, an. 1 or 3akoHa 3a KOHTPOJI BBPXY HApKOTHYHHTE BEIIECTRA
M [IPEKYPCOPHMTE 33 THPrOBHS Ha €Ip0 C JIEKAPCTBEHH TPOAYKTH, ChABPIKAIIM HAPKOTHIHH
BEIECTRA 332 MEIMIMHCKHM ILEJU - B Caydadl de ce odepHpar HpPOAYKTH, IOMajaliid B
TPHUIIOYKHOTO MOJIE Ha 3aKOHA — KOTaTo € MPUIIOKHMO.

3. JleficTRANTA TMIIEH3Hs 32 TIPEBO3 HA PaIHOAKTHBHH BelrecTsa 110 wi.58, ai. 1, 1.4 BbB BpB3Ka
¢ wi.56, ar.1 or 3axoHa 3a 6e30IacHO HM3MOJI3BaHe HA S(PeHaTa €Heprus — B Clydai, 4e ce
oepupar INPOMYKTH, I[IPEJICTABJISABANM TaKHBA BEIIECTBA — KOraTo € MPHIOKHMO.

Odeprute Bu creya na 6bar noxagesy Ha aapec - ,,KOIT — Crapa 3aropa” EOO — rp.
Crapa 3aropa, yi1. ,,4-p Togop Crosaopwd Nel5* B cpok o 16.004. na 17.02.2025r.

Odyepry, KOMTO HE OTTOBAPAT HA HM3MCKBAHMATA Ha HACTOsNATa IIOKaHa MM ca ¢
M3TEKJIA BAJIMIHOCT, HE TIOJIEKAT Ha pasIieik/IaHe.
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