o YHUBEPCHUTETCKA
= MHOTOIIPOPUIIHA BOJTHHUIIA 3A AKTUBHO JIEYEHHE
E “AJIEKCAHAPOBCKA” EAJL
VHUBEPCUTETCKA Eb/\HUi,JA Codus 1431, yn. »CB. I'eopru Couiickn” Nel
AAEKCAHAPOBCKA Ten.: 02/92-301, Ten./dakc: 02/9230 646, e-mail: umbal.alexandrovska@gmail.com

H3x. Ne //;” V//JZZ’ 20%.

A0

BCHUYKH THPTOBIIA HA EJIPO C JIEKAPCTBEHH IMPOAYKTU,
TIPUTEXABAIIM PASPEIIEHME 3A ThPTOBHS HA EJPO,
OJIVYEHO TIO PEJIA HA TJIABA JEBETA OT 3JHIXM

IMOKAHA
3a MpeJoCTaBsHe Ha oePTH 3a JOCTABKA HA HCPAa3PEIICHH 3a ynotpeba B Perry6nuka
Buirapust TeKapCTBEHH MPOJYKTH

VBAJKAEMH THPTOBLIM HA EJIPO C JIEKAPCTBEHH IPOAYKTH,

B w3nbiHeHHe pasnopenoute Ha wi.l56 ot Hapen6a Ne 10 ot 17.11.2011r. 32 ycnosusra
Mpena 3a JICUEHHE C HEPa3spelleHH 33 ynotpeba B Penmy6nuxa beirapus JekapCTBCHHA
MPOIYKTH, JEKAPCTBEHH MPOXYKTH, TpUIAaraHd H3BBH YCIOBUATA Ha pa3pelIeHHUETO 32
ynotpe6a u 1exapCTBEHH MPOLYKTH 32 CCTpAJaTeHa ymoTpeba, KakTo M 3a yCIOBUATa H peaa
3a BKJTIOUBAHE, IPOMCHH, W3KIIOYBAHE M JOCTABKA HA JIEKApCTBCHH MPOXYKTH OT CIMCHKA IO
41,2664, a2 OT 3aKOHa 3a JIEKapCTBEHUTE MPOMYKTH B XyMaHHaTa meaumHa (Hapen6a Ne 10),
ormpaBsaM KbM Bac HacTosimaTa MHAMBHAyaJHAa MOKaHa 32 npexocTaBsiie Ha OQepTH
3a J0CTABKa Ha Hepa3pemeH/m 3a ynotpe6a B Penyfimxa bnarapas JIeKapCcTBeH/n
NPOAYKT/H, NPH CAEJHHTE yCIIOBHSH:

1. ITpeamer Ha mpouexypara
JlocTaBKa Ha Hepa3pelleH/v 3a ynotpe6a B PeryGmuka brirapus JNeKapcTBEH/u NPORYKT/H,
a UMEHHO:

Ne JlexapcTtBeHa opma ITpornozxo
no | MexIyHapoJHO HETIATCHTHO KOJIMYECTBO Ha aKTHBHOTO KOJIUIECTBO
pejl | HAMMEHOBaHHE BEIIECTBO /opoit/
1. |Interferon gamma 1b 2 x 106 UI ( 0,1 mg ) sol.for inj. | 9 vial

2. U3McKBaHNS KbM YUACTHHIHTE H JOCTABKATE

2.1.Bcuukd y9acTHUIM TpsbBa J@ ca THProBIM Ha €Npo Ha JIEKApCTBEHH TPOIYKTH,
mpuTexasamy PaspenieHHe 3a ThProBusA Ha CAPO € NIEKapCTBEHM MPOAYKTH, U3IAACHO OT HAJI
WM OT PeryjJaTopeH oprad Ha Jpyra [Abpikasa WICHKA, CHIIACHO I'maBa neseta Tnprosus Ha
eIIpo C JIEKAPCTBEHH MPOAYKTH OT 3IXM.

22 KpM jaTaTa Ha JOCTaBKaTa, OCTATbYHHAT CPOK Ha TOIHOCT Ha JIEKAPCTBEHUTE
IPOAYKTH, cilefBa fa Obje HE MO—MalbK OT 40 % /uerMpmaeceT Ha CTO/ OT OOsBEHHSA OT
npousBozMTes. OCTaTBUHHAT CPOK Ha TOAHOCT Ha GHOTIPOIYKT /GHOTION00EH POITYKT, CIEABA
na 6bae He mo—mansk oT 20 % /nBageceT Ha cTo/ OT 0OSBEHHS OT TIPOU3BOIAMTEIA KBM [aTaTa
Ha BCAKa JOCTABKa.




2.3. Ilpn nocTaBKkaTa 3a(b/DKMTENTHO CE TPELOCTABS H IIApTHACH CEPTHU(HKAT 32 KAUECTBO,
CBOTBETHO CepTHHUKAT 32 OCBOGOXK(aBAHE HA TAPTHIATA HA JCKapCTBEHUSA NIPOIYKT.

3. Misicto Ha aocraBka: Bonanuna anteka Ha YMBAJL »Anexcannposcka“ EAJ], rp.
Codms, yn. Cs. T'eopru Coduiickn Ne 1.

4. Ycaosus 3a niamase: no 6aHKOB 1T, B CpoK mo 60 (mecTnecer) AHM OT ZOCTABKATA.

5. M3uckBaHHsl KbM odepTHTE:
OdeprrTe 320BIKUTEITHO ClleBa 12 ChABPKAT ClIeHATA nHopMarus:
1. MexayHapoHO HEMIaTeHTHO HauMEHOBAHHE (INN) Ha aKTHBHOTO BEIECTBO;
2. TpproBcko HaMMEHOBAHHE HA TEKAPCTBEHUS MPOAYKT;
3.Bux Ha nekapcTBeHaTa GOPMA M KOMMYECTBOTO HA AKTHBHOTO BEIIECTBO B J1030Ba
€IMHUIIA;
4. Ilpoussoaurerr;
5. KonugecTBo B efHa OIakoBKa;
6. lleHa Ha TeKapCTBEHHUS IPOIYKT;
7. Cpok 3a OOoCTaBKa;
8. Cpok Ha BAIMIHOCT Ha NMPENOCTABEHATA LECHOBA oepra. IIpencrasenure odeptu
cienBa 1a 6b4aT ChC CPOK Ha BATHIHOCT He no-Kpamuvk om mpudecem Kanenoapruu
OHu, CINTHO OT JIaTaTa Ha M3THYAHE CPOKa 3a MO/aBaHe Ha oteprure.
9. Cpok Ha roqHOCT Ha O)epHpaHHS JTeKAPCTBEH NpPOIYKT

6. Cpok 3a npencrassHe Ha odeprara: 10 16.30 yaca na 06.03.2026r.

BAJKHO! He ce pasruexnat opeptn NOTy"ieHH U3BLH NocoYenus cpok. C nibpanus
AOCTABYMK Ce CKJII0YMBA CHOPa3yMeHHe 32 J0CTABKA, KOETO Le OPOXH AeiCTRHe
¢IMHCTBEHO NPH HAJIMYMe Ha ChIJIACyBaHe HA NPOToKoia oT HAJL

7. MsicTo 1 HaiMH Ha MOXaBaHe Ha odeprure: OdepTTe Ce MOAABAT B AENOBOACTBOTO
Ha YMBAIJI , Anexcannposcka“ EAJ] ¢ ampec: rp. Codus, yn. Cs. Teoprir Coduiickn Ne I,B
3arneuaTal MUK, TMPHAPYXEHH CbC 3adBlICHUE, B KOETO ¢ BIMCAHO MMETO Ha KaHAMJaTa u
MEXIyHApOIHO HETATCHTHO HAUMEHOBAHHE Ha JIEKAPCTBCHHMS NIPOIYKT, 3a KOWTO mojaaBa
odepra. OdepTy Morar na 6H1aT M3NPAIANH U TIO CICKTPOHEH ITBT, IPH YCJIOBHUATA H TI0 pefa
Ha 3aKOHA 3a eNEeKTPOHHMS JOKYMEHT U CJICKTPOHHUSI IIOATIKC, Ha CIEJHHUS ENEKTPOHEH a/ipec:
umbal.alexandrovska@gmail.com ® cpmo ce 3aBEXIAT B JIEIOBOACTBOTO Ha JIeueGHOTO
3aBe/ICHHE.

8. He momiexar ma pasriexpane OdepTH, KOHTO HE CHABPIKAT MOCOYECHHTE B T.5
3a[b/DKHTENTHA PEKBU3UTH WIN Ca C H3TEKIA BalHMIHOCT, KaKTO H oQepTHTE MOJyYeHH crex
TIOCOYEHHs B HACTOSAIATA OKAHA CPOK.

MPO®. 1-P ATAHAC HOHKOB, 1M,
HznniannTeien aupextop Ha VMBAJT »AJlekcaHIposcka” E




