YHUBEPCHTETCKA
MHOI'ONPO®UJIHA BOJIHHUIIA 3A AKTHBHO JIEYEHUE
“AJIEKCAH/IPOBCKA” EAJ]
Codus 1431, yn. ,,Cr. T'eopru Coduiickn” Nel
ﬁ;?&ﬁ%ﬁ&?‘%ﬁé& Ten.: 02/92-301, Ten./dpakc: 02/9230 646, e-mail: umbal.alexandrovska@gmail.com
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hi (o)
BCHYKH THPTOBIM HA EJIPO C JIEKAPCTBEHHM MMPOIYKTH,
MPUTEKABAIIY PA3PEIIEHUE 3A THPTOBHS HA EJIPO,
MOJIYYEHO IO PEJTA HA TJIABA JEBETA OT 3JIIIXM

IIOKAHA
3a IpefocTaBsiHe Ha oepTH 3a JOCTaBKa Ha Hepa3pemeHH 3a ynorpeba B Permy6inka
brarapus nexapcTBeHU NPOAYKTH

YBAXKAEMM THhPI'OBIIN HA EIPO C JIEKAPCTBEHH IMPOAYKTH,

B usmeiHeHHe pasnopendure Ha wi.156 ot Hapexba Ne 10 ot 17.11.2011r. 3a ycnoBusTa
U pena 3a JieueHHEe C HepaspemieHu 3a ynotpeba B PemyOnuka Boiarapus lekapcTBeHH
NpPOAYKTH, JIEKapCTBEHH NPOLYKTH, TNpHIAaraHd H3BBH YCIOBHATA HAa DPa3pElIEHHETO 33
ynorpeba ¥ JeKapCTBEHU MPOAYKTH 3a ChCTpaJaTellHa yIoTpeba, KakTo M 3a yCIOBHATA H pella

3a BKJIIOYBAHC, IPOMCHH, U3KIIOYBAHC U JOCTABKa Ha JICKAPCTBCHH HPOAYKTH OT CIIMCBHKA IIO

41.2664a, a1.2 oT 3aKOHA 32 JIEKapCTBEHHTE MPOAYKTH B XymMaHHata MequimHa (Hapen6a Ne 10),
oTmpaBaM KbM Bac HacTosimara WHAMBHAYA/IHA NMOKaHa 3a NpedocTaBsAHe Ha odepTH
32 JOCTABKAa Ha Hepaspellen/m 3a ynorpeda B PenyOimka Boarapusi jexapcrBeH/H
NPOAYKT/H, NPH CJIAeAHATE YCIOBHS:

1. TIpeameT Ha mpouexypara
JlocTaBKa Ha HepaspenieH/u 3a ynorpeba B Perybnuka buiarapus nekapcTBeH/H IPOAYKT/H,
a MIMEHHO:

Ne JlexapctBeHa hopMa U IIporroszHO
no | MexmayHapoaHO HEMATEHTHO KOJIMYECTBO Ha aKTHUBHOTO KOJIMIECTBO
pel | HAMMEHOBaHHE BEIIECTBO /6poit/
1 mg, lyophilized, kit for
Technetium (99mTc) - radiopharmaceutical
1. | dimercaptosuccinic acid preparation 15 vial
1.5 mg, lyophilized, kit for
Technetium (99mTec) - radiopharmaceutical
2. |dimercaptosuccinic acid preparation 18 vial

2. M3nckBaHus KbM YYaCTHHIUTE H JOCTABKHTE
2.1.Bcuukn y4yacTHHIM TpsiOBa Ja ca TBHPrOBIM Ha €/Ip0 Ha JICKapCTBEHH NPOINYKTH,
npuTexapamy Paspenienue 3a THProsus Ha eIpo ¢ JIEKapCTBEHH NPOJYKTH, n3najseHo ot MAJI
WM OT PeryaaTOpeH OpraH Ha Jpyra Abp:kaBa WwieHKa, ceriacHo I'maBa nesera Toprosus Ha
€Ipo C JeKapcTBeHH npoaykTH oT 3JITIXM.




2.2. KeM pjarata Ha [OCTaBKaTa, OCTAaTBYHHAT CPOK Ha TOJHOCT Ha JICKapCTBCHHUTE
NPOJYKTH, CIeABa Ja Oble He MO—MalbK OT 40 % /aeTMpuaeceT Ha cTO/ OT OOsABEHMS OT
npon3BoxuTens. OCTaTHUHHST CPOK HA TOHOCT Ha GHOMPOXYKT /omonoao0eH MpoayKT, CIaeaBa
na 6b1e He o—MarbK oT 20 % /nBameceT Ha cTO/ OT OOABEHMSA OT MPOM3BOJUTENA KbM JaTaTa
Ha BCSAKa JOCTaBKa.

2.3. Ipu docmaskama 3a0bIANCUMENRO_ce_npedocmasa u_napmuden _cepmuduxam 3a
Kauecmeo, Cbomeemno cepmuguxam 3a 0c6o60xcoasarne Ha napmudama Ha 1eKAPCMECHUA

npooykm.

3. MisicTo Ha gocraBka: bonnuuna anteka na YMBAJI , Anexcanaposcka® EAJ], rp.
Codus, yn. Cs. I'eopru Codmiicku Ne 1.

4. YcioBus 3a IUIaaHe: 110 6aHKOB ITT, B CPOK 10 60 (mecTaeceT) JHM OT JOCTaBKaTa.

5. A3ncKBaHHA KbM odepTHTE:
OdepTuTe 3a0BIDKATEIHO CIIC/BA 4 CHIABPKAT CIEIHATA MHOOPMALML:
1. Mexaynapoauo HenateHTHO HanmeHoBaHue (INN) Ha akTHBHOTO BEILECTBO;
2. THproBcKO HANMEHOBAHHE HA JIEKAPCTBEHHS IPOAYKT;
3.Buxg Ha nekapcTBeHaTa ¢opMma M KOJIHYECTBOTO HAa aKTHBHOTO BEIECTBO B J030BA
€IMHULIA;
4. IlponssoauTer;
5. KonndecTBO B €[JHA OIIAKOBKa,
6. IlecHa Ha neKapCTBEHMs IIPOXYKT;
7. Cpok 3a IOCTaBKa,
8. Cpok Ha BaqMIHOCT Ha TpefocTaBeHaTa HeHoBa odepra. IlpencTasenute odepTH
cieBa na 6BJaT ChC CPOK Ha BATUIHOCT He NO-KpamvK om mpuodecem KajieHOapHu
OHu, CAUTAHO OT []aTaTa Ha W3THYaHE CPOKa 3a IIoJaBaHe Ha ohepTHTE;
9. Cpok Ha roHOCT Ha 0EepHPAHHUTE JIEKAPCTBEHU NPOAYKTH.

6. Cpok 3a npexcrassine Ha odepraTa: 10 16.30 yaca Ha 12.08.2026r.

BAJKHO! He ce pasriie;xaat odepTH NoJIyHdeHH H3BLH NocodeHns cpok. C n3dpanus
AOCTABYMK Ce CKJII0YBA CIIOpa3yMeHHe 33 JO0CTABKAa, KOETO 1ie IOPOIH AeHCTBHE
¢IMHCTBEHO NPH HATHYHE HA ChIIIACyBaHe HAa MpoTokoaa oT MAJL

7. MsicTo 1 HauMH HA nojaBaHe Ha odeprute: OdepTHTE ce noAaBaT B JEIOBOLCTBOTO
Ha YMBAJI , Anekcaaaposcka® EAJI ¢ aapec: rp. Codus, yn. Cs. I'eopru Coduiicku Ne 1, B
3areyaTaH IUIMK, INPHAPYXKEHH ChC 3asBICHUE, B KOETO € BIIMCAaHO MMETO Ha KaHIuAaTa H
MEX/YHAPOIHO HENATEHTHO HAaWMEHOBaHHME Ha JICKApCTBEHHsA IPOAYKT, 3a KOWTO IMOJaBa
odpepra. Odeprn Morar 1a 6BIAT M3NPAINAHH M 1O €ICKTPOHEH BT, IIPH YCIOBHATA H 110 pena
Ha 3aKoHa 3a €JICKTPOHHUA JOKYMEHT W €JICKTPOHHHUA TMOAIHC, Ha CIEIHHMS EIICKTPOHEH ajpec:
umbal.alexandrovska@gmail.com u cbpmo ce 3aBeXxHaT B JIETOBOACTBOTO Ha JIe4eGHOTO
3aBeICHHE.

ITOCOYCHM B HaCTOANIaTa II0OKaHa CpOK.

MPO®. I-P ATAHAC MOHKOB, 1M,
M3nsaanaTesien qupekTop Ha YMBAJI ,Anexcanaporcka” EAJ]




