PENYBJIMKA BbJIIAPUSI

3aMECTHHUK - MHHUCTBD Ha 3/ipaBeonasBaHeTo

Per. Ned©-02-3, 06 M. 017.
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BCHUYKH NMNOTEHUUAJHHA YYACTHUILIU

OTHOCHO: Pa3scHenus 110 OTKPHTA [IPOUELYpa 3a Bb3jlaraHe Ha 00IeCTBEHA HOPHUKA C IPEAMET:
»CKIIOYBaHEe Ha pAaMKOBH CIopasyMeHHMs OT LleHTpanHust opraH 3a NOKYNKH B CEKTOD
"3npaseonassane” (L{OI1C3), upes EnexkrpornaTa cucteMa 3a 3aKyryBaHe Ha I€KapCTBEHH IPOLYKTH

3a HyX/IUTe Ha jJedeOHuTe 3aBeneHus B PenyOiinka beirapus™

Benpoc 1:
OcraBa jiu BATMIHO OraHMYEHHETO, Y€ 32 €IMH THPIOBEl, MPOM3BOAUTEN MM BHOCHTEN lue Obiar

0J00psBaHu 10 2-Ma HOTPEOHTENU M UMA JIM OrpaHUYeHUs B Opost Ha MOTPEOUTENH, KOMTO e MOTaT
Jia moaBat odepra 3a y4acTue OT HMETO Ha €iMH YYACTHHK, IIPU ClIa3BaHe HA M3UCKBAHETO, Ue 3a €Ha
HOMEHKJIaTypa Moxe Aa Objie OAaICHO caMo €HO MpelioxeHne?

OTrrosop na Benpoc 1:

Ha, 3a equH THProseu, [IPOH3BOJMTEN HJIH BHOCHTEN Lie 6baaT onobpsasanu 10 2-Ma noTpebuTey,
KaTo Te3W MOTpeOUTEeNH MOraTr Aa NojAaBaT TPEJIOKEHHS OT UMETO Ha YYaCTHHKA, KOMTO I'M €
OTIPaBOMOIIHIL, IIPH CIIA3BAHETO HA U3UCKBAHETO 3a e/IHa HOMEHKJIaTypa Jia 0’p/Ie oJ1aieHO ¢aMo €IHO

IIPCIANIONKEHUC.

Brnpoc 2:
OtnocHo 06ocobena mo3uuus Ne 8, B Homenkinarypa ¢ ATC xoxn LOIBCOl u mexayHapoIHo

HenaTeHTHO HauMeHoBaHue Cytarabine B [lpunoxennme No 2 wa IIJIC npucberBa ouie enna
napeHTepaiiHa jekapcTBeHa dopma ¢ xoHnentpauus 100 mr/mi u pedepentra croiinoct 3a DDD (1
Mr) - 0,03192, kos e mpuyrHaTa TOCIeAHATA Ja JIMTICBA B TEXHIYecKaTa crenduKalus 3a yYacTHe B

ropenuTHpanaTa nopruKa?



Ot1roBop Ha BbOpoc 2:

3a nexapctBeHus npoaykr ¢ ATC xox LO1BCO1, mexayHapoAHO HEHNAaTEHTHO HaUMEHOBAHHE
Cytarabine, mapeHTepanHa JiekapcTBeHa opma ¢ koHueHTpauus 100 Mr/Mi u pedepertHa cToiiHOCT
3a DDD (1 mr) - 0,03192, He ca 3asBeHU KOJMYECTBA OT JICUCOHHUTE 3aBEACHHUA, C Orjlel Ha KOETO

CBINMSAT HE € BKIIIOYEH B TEXHHYECKATa crenu(uKkauus Ha oblecTBesara nophpyuka.
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