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1O IPUTEKATEJIMTE HA
PA3PEIIEHUE 3A ThPTOBUS
HA EJIPO C JIEKAPCTBEHHA
NMPOAYKTH, ITOJYUYEHO I10
PEJIA HA I'JIABA JIEBETA OT
3JIIXM

MOKAHA

3a TIpeJIcTaBsiHe Ha OepTH 3a I0CTaBKa Ha JICKapCTBEHH POy KTH,
BKroueHr B CIIEChKa 1o wi.266a, a2 oT 3aKoHa 3a JIKapCTBCHHTE MPOMyKTH B XyMaHHaTa
MeMLUHA

YBAKAEMMU JAMU U I'OCIIOJA,

Ha ocmoBanue wi.266a, an.2 oT 3aKoHa 3a JIEKapCTBCHUTE INPOAYKTH B XyMaHHATa
MemuimHa 1 wi. 156 ot HapenGa Nel0 ot 17 Hoemspu 2011 T. 3a ycioBusTa | pejia 3a JICHCHHE C
HepaspeleHu 3a ynotpeb6a B PemyGnuka beiarapusi JekapcTBEHH NPOAYKTH, IpHJIAraHid M3BbH
YCJIOBUSATA HA Pa3peleHHeTo 3a ynorpeba, M IEKapCTBEHHU MPOAYKTH 32 ChCTpaaTe/IHa ynoTpe0a,
KaKTO ¥ 3a yCIOBHATA M pejia 3a BKJIKOYBAHE, IPOMEHH, U3KIIIOYBAaHE U J0CTaBKa Ha JICKAPCTBEHH
MPOAYKTH OT CIHCHKA MO wi. 266a, an. 2 oT 3aKoHa 3a JEKapCTBEHMTE MPOAYKTH B XyMaHHATa
MeIHIINHA,

VYMBAIJI ,Kaues“ AJl - rp. Pyce otmpaBs HacTosIaTa okaHa 3a IpeicTaBsiHe Ha odeptu
3a JOCTAaBKA HA JIEKAPCTBEHH MPOIYKTH C MEXKIYyHAPOIHO HETIATCHTHO HAMMEHOBAHHUE, BKIIIOUCHH
B CIHCHKa 1Mo 4Wwi.266a, a2 or 3aKOHa 3a JIEKapCTBEHHWTE IMPOAYKTH B XyMaHHAaTa MCIHMIMHA,
KaKTO Clle/[Ba:
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0.4 mg/m] solution

for 10 amp.
1 V03AB15 Naloxone injection/infusio n - OMAaKOBKA

1 ml

1. U3uckBaHUA KbM y4aCTHHIUTE:

[IpuTexaTey Ha pa3pelleHne 32 ThPrOBHs Ha epO ¢ IEKAPCTBEHU HPOLYKTH, ITOIYICHO IO
pena Ha I'naa gesera ot 3JIIIXM. YyacTHHK 4YyKAECTPaHHO JHIE MOXKC Jd IpHUTEXKABA
paspellieHHe 3a THPrOBHSL Ha €IpO C JIEKApCTBCHU MPOJYKTH, H3IaACHO OT CHOTBETHHA
perynaTopeH opraH, ChITIaCHO 3aKOHOJATENICTBOTO HA IbPIKABATA, B KOATO € yCTAHOBCH.

B ci1yuaii, ue THProBelbT HA €PO C JeKAPCTBEHH MPOAYKTH MMaa CKIIa0BI MOMEIICHHS Ha
tepuTopusTa Ha PemyOmuka Bbiarapus, To Tod creiBa Ja NPUTEKaBa paspelieHHE 33 ThPrOBHA,
uznaneno ot UAJL

2. Couabp:xkaHHeTO Ha odeprara:
- Mexaynaponso HerareHTHO HaumMmeHoBanue (INN) Ha aKTHBHOTO BEIIECTBO,
JexapcTBeHa popma;
- ToHproBcko HaMMEHOBaHHME HA JICKAPCTBEHUS IPOLYKT;,
- Bwup na nekapcTBeHata opMa M KOJIHMYECTBOTO Ha aKTHBHOTO BEIIECTBO B 1030Ba
eIMHUIIA;
- Ilpomssomuren;
- KonuvecTBo B €/1Ha ONaKoBKa,
-  EjuHu4YHA LleHa Ha JIeKapCTBEHMsS MPOIYKT 3a MEPHA €MHMIA B OBJIrapcKu JieBa
6e3 JIJ1C, cwotB. ¢ Bk JIJIC;
- Cpoxk 3a 1ocTaBka;
- Jpyru, no npeueHka Ha opepeHTa;
[TbaHOMOIIHO, TTpH TTOaBaHe Ha odepTa OT YII'BIHOMOIIEHO JIUIIE.
* O¢deprara HE MOXKE Aa ce mpejiara BbB BAPUAHTH.

3. VcaoBus u pej 3a npeacTaBsiHe, pasriiek/iaHe U OlleHKa HAa odepTHTe:

3.1.  Odeprure, u3rotBenu npu yciosusrta u o peaa va 3EJIEII ce mongasar Ha email:
irina.georgieva@hospitalruse.org.;

3.2.  Cpoxk 3a npeacrabsiBe Ha opeptu — 10 31.10.2025r.

*He ce pasenesicoam ogepmu, nojiyyeHu u3evH onpeoeneHus 6 Hacmosuyama NOKAHd Cpox.

3.3. Cpok 3a BaIMAHOCT Ha mpezcTaBeHuTe odeptu: 60 /mectaecer/ KaleHAApHH [HH,
CYMTAHO OT KpalHaTa JiaTa 3a 1nojaBaHe Ha odepTu;

3.4. OuensBane Ha noyuyenure odepru: Komucusra mo un.4, an. 1, onpeaenena no peaa
ua HapenGa Nel0 ot 17 Hoemspu 2011 r. Ha M3 u36upa 3a u3nbIHUTEN opepTara Ha ThproBel Ha
€O C JEKapPCTBEHH MPOIYKTH, IIPH yCIoBUsATa ocodeHd B wi.156. an. 4 or Hapenba NelO ot 17
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noemepu 2011 r. ma M3. PesynTarure OT paGorara Ha KOMUCHATA C€ 0TpasABal B POTOKOJI,
KOHTO ce IOJIFCBA OT BCHUKH wieHoBe. Komucusita Kiacupa yqaCTHHIHTE, Karo pasriexnia
npezcTaBeHuTe OhEpTH, yCTAHOBSBA CHOTBETCTBUETO HM € WU3UCKBAHUATA Ha BB3JI0XKUTENA H TH
OILICHsBa CHIJIACHO KpI/ITepI/II/ITC 3a OLICHKA.

*Ha ocnosanue un. 156, an. 3 om Hapeoba Nel) om 17 noemepu 2011 2. Ha M3, ne
noonedcam Ha pasznexcoane ogepmu, Koumo He omeosapan Ha U3UCKGAHUSAMA HA Hacmoswama
NOKAHA UNU CA C UBMEKILA 6AIUOHOCT.

3.5. KputepusT 3a OLECHKA: HKOHOMIYECKH HaH-H3roJHa odepTa, onmpe/esicHa Bb3 OCHOBA
1na KPUTEPUS “HAM-HUCKA LIEHA”.

B ciydaii Ha odepupane Ha eAHAKBA KpaifHH LEHH 3a JIEKPCTBCH NPOAYKT OT JBaMa M
1oBEYE YYACTHHIM, KJIACHPAHETO C€ H3BbpIIBA IPH choOpassiBaHe Ha CJIEJIHUTE aCleKTH Ha

odepTuTe: OpraHU3alMATa Ha J0CTaBKaTa MM KaiecTBOTO, Ge30macHoCTTa H/HiIH e(UuKacHOCTTa
Ha JIEKapCTBEHUS IIPOIYKT.

4. OcraThb4eH CPOK HA TOJHOCT HA JIEKAPCTBEHHs NPOXYKT: KbM JlaTaTa Ha

U3BBPIIBAHC HA NOCTAaBKaTa, JJOCTABEHUST JIEKApCTBEH MMPOAYKT cleliBa J1a € ¢ OCTaTby€H CPOK HaA
TOJAHOCT HE IMO-MaJIKO OT 1 /CHHa/ roauHa.

IMpunoxenune 1: O6paszen Ha [Ipeanoxenue 3a H3IBIHCHAC

3anunyeHo
cbwrnacHo 33514

U3I1. AUPEKTOP: ...
HUBan Crepanos UBaHoB
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