YHUBEPCUTETCKA MHOIOMNPO®UITHA BOJTHULIA
3A AKTUBHO JIEYEHUE ,KAHEB" ALl

A0 IMMPUTEXATEJIMTE HA
PA3PELLIEHME 3A ThbPT'OBUS
HA EJAPO C JIEKAPCTBEHH
MPOAYKTH, MTOJYYEHO 11O
PEJIA HA IT'VJIABA JIEBETA OT
3JIIIXM

ITIOKAHA

3a peAcTaBsAHE Ha O(EPTH 3a JOCTaBKa HA JEKApCTBEHU IIPOIYKTH,
BKIIOYEeHH B Crinchbka no wi.266a, ain.2 ot 3aKoHa 3a JIEKapCTBEHHUTE NPOAYKTH B XyMaHHaTa
MeIUIIAHA

YBAKAEMMHU JAMHU U I'OCIIOJIA,

Ha ocHoBanme um.266a, an.2 or 3akoHa 3a JIEKapCTBEHHTE MPOAYKTH B XyMaHHATa
MeauiuHa | 4. 156 ot Hapen6a Nel0 ot 17 nHoemspu 2011 1. 3a yciioBUSITa U pejia 3a JICUYEHHE C
HepaspemeHd 3a ynorpeda B PemyOnuka bwirapusi nekapcTBeHH MpPOIAYKTH, NMPUIATAHW H3BHH
YCIIOBHSITA Ha pa3pelIeHUETO 3a yroTpeda, U JIeKapcTBEHH MPOIyKTH 3a ChCTpajaTe/Ha yrnotpeba,
KaKTO H 34 YCJIOBHATA M pelia 3a BKIIOYBAHE, IPOMEHH, H3KIIOYBAHE U JOCTABKA HA JIEKAPCTBEHH
MPOJIYKTH OT CIHCHKA M0 4. 266a, an. 2 oT 3aKoHA 3a JIEKapCTBEHHUTE MMPOAYKTH B XyMaHHATa
MeIUIIHHA,

YMBAIJI ,Kanes™ AJ] - rp. Pyce otnpassi Hacrosiara rnokasa 3a npejcTaBsne Ha odeptu
3a I0CTaBKa Ha JIEKAPCTBEHH MPOAYKTH C MEKIYHAPOJHO HEMATEHTHO HAUMEHOBAaHHE, BKIIOYEHH
B CIHCBKa 1o 41.266a, an.2 oT 3akoHa 3a JIEKapCTBEHHWTE MPOJIYKTH B XyMaHHATa MeEIUIIUMHA,
KaKTO Clle/Ba:
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5 IU/ml solution
for injection 1 ml

1 HO01BB02 Oxytocin Amp. 1000

1. M3HCKBAHHA KbM YYaCTHHIIHTE:

INpuTexared Ha pa3pelIeHre 3a ThProBHsl HA €IpO C JICKapCTBEHU IPOYKTH, NMOITY4CHO 10
pena Ha I'maBa nesera or 3JIIIXM. VyacTHMK 4yXKIECTPaHHO JIHIE MOXKE Ja INpHTEXKaba
paspellieHHe 3a THProOBUS Ha €Ip0 C JIEKAPCTBEHH MPOJYKTH, H31aA€HO OT CHOTBETHHS
peryJiaTopeH opras, ChIrJIacHO 3aKOHOIATeJICTBOTO HA JAbPiKaBaTa, B KOSITO € yCTaHOBCH.

B ciyuaii, 4e THProBeLbT Ha €/IpO ¢ JIEKapCTBEHHU MPOAYKTH MMaa CKJIaJI0BH IOMEIIECHHS Ha
TeputopusTa Ha PemmyOimka Beirapus, To TOH ciensa aa rnpurexaBa paspeliCHHE 3a ThProBHs,
uznaneHo ot UAJL

2. CpabpxkaHueTo Ha oeprara:
-  MexnayHapoaHo HenaTeHTHO HauMmeHoBaHue (INN) Ha akTHBHOTO BEILIECTBO,
nexapcTBeHa opma;
- TbproBcko HaMMEHOBaHHE Ha JICKAPCTBEHHS IPOIYKT;
- Bupa Ha nexapctBeHata opMa U KOJIMYECTBOTO HA aKTUBHOTO BEIIECTBO B JI030Ba
eIMHUIIA;
- IlpousBogurern;
- KonuuecTBo B eqiHa omakoBKa;
- Enuanuna neHa Ha JeKapCTBEHHs MPOIYKT 3a MepHa exuHMia B espo 6e3 JJIC,
¢bOTB. ¢ BKI. JIJIC;
- Cpok 3a nocraBka;
- Jlpyru, no npenenka Ha oepenTa;
- IIsnHOMOmMHO, npu nosaBane Ha oepTa OT YI'BIHOMOIIEHO JIHIIE.
* OdepraTa He MOJKe [ ce NpejIara BbB BApHAHTH.

3. VcioBus M pen 3a npeacTaBsiHe, pasriiekaaHe H OleHKa Ha odepTuTe:

3.1.  Odeprute, u3rorBeHu 1npu yciaosusTa u no peaa va 3EJIEIT ce nogaear Ha email:
irina.georgieva@hospitalruse.org.;

3.2.  Cpoxk 3a npezcrassse Ha opepru — 10 18.02.2026r.

*He ce pasanescoam ogepmu, nonyyenu u3gvbH onpedenenus 6 Hacmosuama NOKAHa Cpox.

3.3. Cpok 3a BanMAHOCT Ha npeacraBeHute odepru: 60 /mecTaecer/ KaleHIApHH JHH,
CYMTAHO OT KpaiHara Jara 3a nojaBaHe Ha opepTH;

3.4. OuensiBane Ha noxydyenute opepru: Komucusira no w4, an. 1, onpezesnena no peaa
Ha Hapen6a NelO ot 17 noemepu 2011 r. na M3 u36upa 3a usnsiaauten odeprara Ha THProBell Ha
€[IpO C JIEKAapCTBEHH MPOJIYKTH, IIPU YCIOBUATA NOCOYEHH B WI.156. an. 4 or Hapenba NelO ot 17
HoemBpH 2011 r. Ha M3. Pesynrarure oT paborara Ha KOMHCHATA CE€ OTpassBaT B IPOTOKOJI,
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KOHTO ce MOJMMCBA OT BCHUKM wieHoBe. KoMucusta Kiacupa y4HacTHHMIIMTE, KaTo pasrieikia
npe/icTaBeHHTE O(EPTH, YCTAHOBSIBA CHOTBETCTBUETO MM C M3MCKBAHMSATA Ha BB3/IOKHTEA U I
OIIEHABA CHIVIACHO KPUTEPUUTE 3a OLIEHKA.

*Ha ocnoseanue un. 156, an. 3 om Hapeoba NelO om 17 noemepu 2011 2. na M3, ne
noonedcam Ha paszenexcoane ogepmu, KOUmMo He om206apsam Ha U3UCKBAHUAMA HA HACMOoAWamda
NOKAHA WY €A € USMEKNA 8ANUOHOC.

3.5. Kpurepusr 3a olleHKa: MKOHOMHYECKH Hal-W3ro/Ha odepra, olpeeseHa Bb3 0CHOBA
na KPUTEPUS “HAU-HUCKA LIEHA”.

B cnyuaii Ha odepupaHe Ha eIHAKBH KpalHH LIEHM 3a JIEKPCTBEH NPOAYKT OT JBaMa WIIH
MOBEYE Y4YaCTHHUIM, KJIACHPaHETO Ce M3BBpPIIBA MPH ChOOpa3siBaHe HA CIICAHHUTE AacCleKTH Ha

odepTHTE: OpraHM3anMATa Ha JOCTaBKAaTa WIIM KAauecTBOTO, Oe30macHOCTTa H/UIH eUKacHOCTTa
Ha JIEKapCTBEHUS IIPOIYKT.

4. OcrarbyeH CPOK HA FOAHOCT HA JIECKAPCTBCHHA MPOAYKT: KbM JlaTaTa Ha

M3BbpUIBaHE HA JI0CTaBKaTa, JOCTABEHUAT JIEKAPCTBEH MPOIYKT CIE/BA /1a € C OCTAaThYEH CPOK Ha
TOZHOCT HE MO-MaJIKO OT 1 /egHa/ roguHa.

I[Ipunoxenue 1: Obpaszen na [pennoxkenue 3a H3MbIHEHHE

3auyveHo Ha
ocHoBanue 33J1/]
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