s

HAIIMOHAJIHA 3IPABHOOCHUI'YPUTEJIHA KACA

TOA-ZWAT-8340

—H, YAy
% e
S 4 o oz

| Cepruchuxauvs ISO 9001:2000

|

Cogpun 1407, yr. “Kpuuum” No 1 www.nhif-bg men: 9659109
‘ RO “ HO
;' HALWOHANMHA 3APABHOUCUIYPMTENHA | I'-2)KA BOPSIHA BOTEBA
| KACA i
i A ) _ . f SAMLITPEJACEJATEJI HA BCBBB-AC
L Copus | I'P. CO®HA, 1172
KOIIME: JO

I'-XKATEPT ITABJIOBA
3AMECT MHUHUCTDBP
MMHHUCTEPCTBO HA 3IPABEOITASBAHETO

OTHOCHO: M3x.Ne  63-00-37 or 04.04.2011r. m®a MuHHCTEPCTBO  Ha
3npaBeonasBaneTo; Ham KBx.Nel5-02-2 ot 23.03.2011r. m mam Ksx.Nel5-02-2 or
08.04.2011r

YBAXKAEMA I'-2KO BOTEBA,

BeB Bpb3ka ¢ Bame mucmo po Harmonanna 3apaBHoocuryputensa kxaca /H3O0K/
OTHOCHO aIMMHHCTPATHBHHU IIPEYKH 3a HAaBPEMEHHO IOJIyYyaBaHE Ha JIEKAPCTBEHH IMPOAYKTH 3a
JIeYCHHE Ha NTalMeHTH ¢ OonecTTa Ha bexTepes, Bu yBeqoMsaBam:

Ha ocnoBanue wi.54 or Hauwmomamen pamkos mporoBop /HPJI/ 3a MemuIHHCKHTE
nedHoctu 3a 2011lrogmma 3a paspeiraBaHe Ha OTIIYCKaHETO Ha JIEKAPCTBEHH IIPOLYKTH C
., [pOTOKOJ 3a mpemmucBaHe Ha Jekapcrsa, 3amnamand or H30K/P30K”, H30K paspaGorsa
W3UCKBaHUSA IIPM HU3JaBaHE HA IIPOTOKONM 3a IIPOBEXJAaHE Ha JICUCHHE MO0 KOHKPETHH
3a00J19BaHUs. W TPYNH JIEKapcTBa ChHIVIACHO YTBBPICHHUTE KpPATKd XapaKTEPUCTHKH Ha
NPOYKTUTE CBBMECTHO ¢ KoHcyaTanTH Ha H30K ¢ Bux u ¢opma coriacuo mpusoxerne Nel0
,»Obpasen Ha Msucksanus Ha H30K mpu u3naBaHe Ha MPOTOKOJIM 32 IPOBEXKNAHE HA JICYCHHE
10 KOHKPETHH 3a00JIIBaHUS ¥ TPYIIH JIeKapcTBa”, KOUTO ChIBPIKAT:

1. 7e4eOHOTO/UTE 3aBEJCHHE/d, B KOETO Ce€ IUarHOCTHIHMpa 3a00JSBAHETO,
Ipejjara Tepanusi U U3BbPIIBA OIEHKAa HAa €(PEeKTUBHOCTTA HA MPOBEIEHOTO
JIeYeHue;

2, pell 3a yTBBbpXK/IaBaHe U 3aBEPSBaHE Ha IPOTOKOJIUTE;

3. HEOOXOTUMH TOKYMEHTH;

4. JIMCT 3a OIpefieITHe Ha KpUTEPUUTE IPU H3aBaHe Ha IPOTOKOJIH;

5. J1€4e0HO-IMarHOCTUYEH AJITOPUTEHM;

6. HEPUOIUYHOCT Ha KOHTPOJIHUTE MpEriey;

e HEOOXOAUMH MEIUKO-IHarHOCTUYHU H3CIEIBAHUS U pedepeHTHH CTOHHOCTU

Ha II0Ka3aTely 3a IpociesBaHe Ha e(QeKTUBHOCTTA Ha JICUCHUETO.
Ha nutupanoro mo-rope ocHoBaHue ca paszpaborenu ,MsuckBanus Ha H3OK mnpm
JIeYCHHUE Ha CEPOIIO3UTUBEH, PEBMATOUIEH, aHKUIIO3UpAIL], IICOPHMAaTHYEH U IOBCHUICH apTpUT C



AHTHIIUTOKMHOBU JIEKApCTBEHH MpoAyKTH . IlocoueHHM ca KpHUTEepHUHUTE, HEOOXOIUMUTE
JOKYMEHTH M H3CJICABAHHUSA 3a 3all0OYBaHe M IIPOABIKABAHE HA JICYEHHETO C aHTHLUTOKUHOBH
JIEKapcTBEHU MpoAyKTH. Crennaau3upaHnuTe KOMHCHH, KOHUTO IOATOTBAT JOKYMEHTALUATA 3a
3all0YBaHe M INIPOJBIDKABAHE Ha JICYEHHETO Cle/(Ba Jla ca 3allo3HaTH ¢ M3MCKBaHUATA U Ja
odopmsAT HeoOXomuMmaTa OKYMEHTAllUs, BKIFOYMTENHO W KOHTPOJIHUTE H3CIEeIBaHUS 3a
Ha3HayaBaHE Ha TEpaIusTa.

OTHOCHO mNo/JaBaHE Ha JOKYMEHTH 3a IPOAB/DKaBaHE Ha JICYCHHETO, 3a Ja He ce
NPEKbCHE TepaMATa Ha MMalUeHTa, ChINUAT ClIeBa Aa MOATOTBH HE0OXOoauMaTa JOKYMEHTaIlHsI
U IIpH OTIIyCKaHe Ha IIOC/Ie[lHaTa OIIaKOBKAa, OTpa3eHa B IPOTOKOJA, Ja KaHAMAATCTBA 3a
po/Ib/KaBaHe Ha JIEYEHUETO C aHTHIIUTOKMHOBH MeIMKaMEeHTH. Ta3u mporenypa € 3a BCUYKH
JIEKapCTBEHHU IPOJYKTH, KOUTO CE€ Ha3HAa4YaBaT Ha PEXHM IIPOTOKOJI.

3a Bama unHpopmarnus Ha ocHoBaHME Wi1.52 al.2 OT ,lIpaBHiIHMK 3a yCTpPONHCTBOTO M
nerHoctra Ha Hamwmonanna sapaBHoocuryputenHa kaca/O6H. JIB. 6p.27 ot 09.04.2010r./,
KOMHCHATa 3a MPOABJDKABAHE Ha JICUCHHETO pa3riieXk/a 3asBJICHUS, M3BBPIIBA EKCIIEPTU3A H
npejcraBs Ha ynpaBuTend Ha H3OK mpoekr Ha pelneHue 3a yTBBbpXkKIaBaHE/OTKa3 3a
yTBbpkaaBane Ha [TpoTokon 3a mpeanuceane Ha jekapcTBa, 3amiamand or H30K/P30K B 30-
JAHCBEH CPOK OT nocThiBaneTo Ha JokymeHtuTe B H30K. Ilpu odopmeHa u monanena Ha Bpeme
JOKYMEHTAalHs 3a MPOIb/DKABAaHEe HA JICUEHUETO HAMA Ja UMa MPEKbCBaHE Ha TepaIusTa.
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