ITOCTAHOBJIEHHME Ne 56 OT 28 MAPT 2019T.
3a M3MEHEHUEe M JI0NbJIHEHHE HA HOPMATHBHY aKTOBe HA MUHUCTEPCKHUSA ChbBET

MUHUCTEPCKUAT CbBET
ITOCTAHOBUA:

§ 1. B Hapenbara 3a ycioBusTta, npaBuiaTa 1 pefia 3a peryjaupaHe U perucTpupaHe Ha LIEHUTE
Ha JIEKapCTBEHUTE MPOAYKTH, npueta ¢ Iloctanosnenne Ne 97 na Munucrepckus cbBet ot 2013
r. (06H., 1B, 6p. 40 ot 2013 1.; u3Mm. u gom., Op. 66,92 u 107 ot 2014 1., 6p. 92 o1 2015 1., 6p. 3 M
14 ot 2016 r.; Pemmenne Ne 13049 na BwepxoBHUs agmMuHucTpaTUBEH Cha oT 2015 1. — Op. 32 ot
2016 r.; u3M. u gor., 6p. 62 u 74 ot 2016 ., 6p. 2, 8 m 102 ot 2017 1. m 6p. 94 oT 2018 1.), ce
MPaBSAT CICAHUTE U3MEHEHUS U JOMBJIHECHUS:

l.Bun 1:

a) Touka 6 ce U3MEHs TakKa:

,»0. PEIbT 32 NOCTBHIIBAaHE HA JOrOBOPUTE 3a MPEJOCTABSIHE HA OTCTBHIIKHM 3a JIEKApPCTBEHUTE
npoayktu mo ui. 45, an. 10, 13 u 21 ot 3akona 3a 3apaBHoTO ocurypsiBane (330) u Ha
criopazyMeHMsTa 1o 4ia. 262, an. 12 or 3akoHa 3a JIEKapCTBEHUTE NPOAYKTH B XyMaHHATa
MeaunuHa (3JITIXM);

0) B T. 7 cien abpeBmuarypara ,,IIJIC* ce mocraBs 3anerast u ce 100aBs ,,KakKTO U MOTHBUPAHO
Jla TOUCKAT U3BBPIIBAHE HA OIIEHKA HA 3/paBHUTE TEXHOJOTUM Ha BKIIOYEHU JIEKapCTBEHU
npoaykru B [IJIC*;

B) TOUKa 8 ce U3MEHs TaKa:

»»3. YCIIOBHSITA M PEIBT 32 OLICHKA HA 3/IPaBHUTE TEXHOJIOTHUH;

') ch3/laBa ce T. 9:

,»9. YCIIOBUATA, PEABT U KPUTEPUUTE, IO KOUTO C€ ONPEIEINIST JIEKApCTBEHUTE MPOIYKTH, 3a
KOUTO ce mpoclieisiBa ePeKThT OT TepamnusTa, CPOKbT U JEUCOHHTE 3aBEJEHUS, B KOUTO Ce
M3BBpIIBA.

2. B un. 4 cnen nymute ,,perUCTpupaHe Ha IieHa" ce 100aBs ,,C U3KITIOUYEHHE Ha JIEKAPCTBEHUTE
MPOJYKTH 110 4iI. 9 u 266a ot 3JITIXM*.

3.Bun 5:

a) ch3/1aBa ce HOBa ail. 4:

,»(4) JlekapcTBeH MPOIYKT HE MOKE J1a ce MPo/1aBa Ha IeUeOHUTE 3aBE/ICHUS Ha [IeHa, T0-BHCOKa
OT CTOMHOCTTA, ONpeIeNIeHa Mo peaa Ha 4. 55.%;

0) moceramiHarta an. 4 craBa aj. 5 M B Hesl JyMUTE ,,3aKOHA 3a JIEKAPCTBEHUTE MPOAYKTU B
xymanHaTa meauiHa (3JIIIXM)* ce 3amensT cbe ,,3JIIIXM®, a tymarta ,,HaaIleHKa ce 3aMEHs C
,,Ha70aBKa".

4. B uin. 6:

a) ajuHes 3 ce U3MEHs Taka:

»(3) B mpunoxenusara na IIJIC no an. 2, . 1 — 3 ce nocouBar: ATC koa, MexayHapoaHO
HenaTeHTHO HamMmeHoBaHue (INN), HaMeHOBaHWE Ha JIEKApCTBEHHUsS MPOIYKT, JEKapcTBEHATa
¢bopMa M KOJMYECTBOTO HA AKTUBHOTO JIEKAPCTBEHO BEIIECTBO, OKOHYATEJIIHAa OIAKOBKa,
IpUTEeXaTel Ha paspelieHuero 3a ynorpeba, JI/1JI/TepaneBTHueH Kypc/KOHIEHTpauus/ooem,
neHara o wi. 261a, an. 1 ot 3JIIIXM, pedepenTHa CTORHOCT, CTOWHOCT 3a OTIaKOBKa, M3YUCIICHA
Ha Oa3zara Ha pedepeHTHa CTOMHOCT, HUBO Ha 3allialllaHe Ha JIEKAPCTBEHHSI MPOIYKT,
TEparneBTUYHU TOKa3aHUs M 3a00JIIBaHUS MO MEXIyHapoJeH koj Ha 3abomnsBanusita (MKDB),
uH(popMalug 3a OrpaHMYCHHUATA B HAUYMHA HA NPEANUCBAHE MPU PANMUYHU HHAUKAIUHA U
JOMbIHUTETHA UHpOpMaLHsL. ;

0) anmuHes 4 ce U3MEHS TakKa:



»(4) 3a nexapcTBeHHWTE MNPOAYKTH pedepeHTHaTa CTOWHOCT ce ompeaeis Ha 0Oaszata Ha
orpeseneHa fepuHIpaHa JHEBHA 1032 WM TePareBTUUEH KypC, WM KOHIIEHTpaLus, Uin odem.

5.Bun. 7:

a) anuHes 4 ce OTMEHS;

0) anuHes 5 ce U3MEHs Taka:

»(5) CbBerbT myOiMKyBa Ha HMHTEpPHET CTpaHHUIATa CH HH(pOpManus 3a JAbp)KaBHHUTE
WHCTUTYIIUHU, OTTOBOPHHU 32 IIEHOOOpa3yBaHETO U PeUMOYpCUPAHETO, 1 HOPMATUBHUTE aKTOBE Ha
JIbP’KaBUTE WICHKU 1O wi. §, ai. 1, T. 1, KAaKTO M UHTEPHET aJAPECUTE, HA KOUTO Ce MyOJIUKyBaT
LIEHUTE HAa JIEKAaPCTBEHUTE MPOAYKTH. ;

B) Ch3J1aBa ce ai. 6:

,»(60) CbBeThT MyONHMKyBa HAa MHTEPHET CTpPaHMIIATA CH PE3IOMETa Ha JIOKJIAJU 3a OICHKAa Ha
3[paBHUTE TEXHOJOrWU. J(OKIaguTe 3a OICHKAa Ha 3JpaBHUTE TEXHOJOIMM MOTraT jaa Obaar
nyOJIMKYyBaHU caMmo Cjej MPEeAOCTaBEHO MHCMEHO ChIJIacMe OT ChOTBETHUS IPUTEKATEN Ha
pa3penieHueTo 3a yrnorpeda Ha OlEeHsABaHUS JIEKAPCTBEH MPOJIYKT.

6. B un. 8:

a)Bai. l:

aa) B T. | mymuTe ,,cTpaHUTE, IOCOUYEHHU B CIpaBKaTa o uwi. 33, an. 2 ce 3aMeHsT c ,,benrus,
I'vpuus, Ucnianus, Utanusa, Jlateus, Jlutea, Pymbaus, CnoBakus, CioBeHust u @panuus‘;

00) B T. 2 mymara ,,HaJIleHKa* ce 3aMeHs C ,,Haj0aBKa“;

BB) B T. 3 mymMara ,,HaJIeHKa ce 3aMeHs C ,,Hajg0aBKa‘;

0) amuHes 3 ce OTMEHS,

B) B ai. 4 qymute ,,ui. 33, aj. 2, ¥ B CTPAHUTE 1O al. 3, IleHaTa* ce 3aMeHAT ¢ ,al. 1, T. 1,
3asiBeHarTa leHa* u JyMUTE ,,B ChIllaTa JIEKapCTBEHA U J030Ba (hopMa U B OKOHYATETTHA OMAaKOBKa,
Hal-0Ju3Ka 710 3asBEHATa, 3allJlalllad B CTPAHUTE M0 ajl. 3 U CTpaHuTe 1o wi. 33, an. 2 ce 3aMeHsT
ChC ,,ChC CHUIOTO MEXKAYHAPOAHO HETIATEHTHO HAMMEHOBaHHE, JIeKapCcTBeHa (hopMa, KOJIUYECTBO
Ha aKTUBHOTO BELIECTBO B J1030Ba €MHUIIA B CTpaHUTE 1o ail. 1, T. 1%;

T) aTMHEes 5 ce U3MEHs TakKa:

,»(5) Koraro 3a nekapcTBeH MpOAYKT HE MOXKE Jla ObJle HaMepeHa 1ieHa Ha MPOU3BOAUTEN 3a
CBIIMS JIEKAPCTBEH MPOAYKT B CTPAHUTE MO ail. 1, T. 1, KaKTO U 11eHa Ha MPOU3BOIUTEN ChITIACHO
an. 4, 3asiBeHaTa 1l€Ha Ha MPOM3BOJUTEN HE MOXeE J1a ObJie I0-BUCOKA OT Hall-HUCKAaTa IieHa Ha
MIPOU3BOJUTEIN HA JIEKAPCTBEH MPOJAYKT ChC CHIIOTO MEXAYHAPOJIHO HEMMATEHTHO HAUMEHOBAHMUE,
JeKapcTBeHa opma, KOJIMYECTBO HAa aKTUBHOTO BEILIECTBO B JJ030Ba €/IMHHUIIA, KONTO ce CUMTA 3a
pedepenten no cmuchia Ha wi. 28 ot 3JIITXM u e Bximouen B [TJIC.;

1) Ch3aBaT ce all. 6 u 7:

,»(0) B cimyganre 1o ain. 5, korato peepeHTHHSAT JeKapCTBEH MPOAYKT MO CMHUCHIA Ha Wil. 28 OT
3JIIIXM =e e BrimroueH B [1JIC, 3asiBeHara 11eHa Ha POU3BOJAUTEI HE MOXKeE Ja OBbJIe MO-BUCOKA OT
Hali-HHUCKaTa 1I€Ha Ha MPOU3BOJUTE] HA JIEKAPCTBEH MNPOAYKT CBhC CHILIOTO MEXKIYHAPOIHO
HENaTeHTHO HaUMEHOBaHUE, JeKapCTBEHa (popma, KOJMYECTBO HA aKTUBHOTO BEILLECTBO B J1030Ba
eIMHUIIA, KOMTO ce cunTa 3a pedepeHTeH 1o cMuchia Ha wi. 28 ot 3JIIIXM B cTpanure o ain. 1,
T. 1.

(7) Lena Ha mpousBoauTeN B cTpanuTe o ai. 1, T. 1, an. 4 — 6 e:

1. nenara, o0siBeHa 3a IIeHa Ha MPOM3BOAMUTE] U OINOBECTEHAa OT CHOTBETHUTE IbP’KaBHU
WHCTUTYIIMHU, BKIIOYUTETHO HAa WHTEPHET aJpecuTe, Ha KOUTO c€ MyONUKyBaT IICHUTE Ha
JIeKapCTBeHHUTE MPOoAYyKTH, u/vin B 6a3ata nanaun EURIPID Collaboration;

2. 1leHaTa, U34KclieHa Bh3 OCHOBAa HAa HOpMaTHBHATa ypenda Ha AbpkaBute mo an. 1, T. 1, B
Clly4auTe, B KOUTO JIbP’KaBHUTE MHCTUTYIIMH Ca OMOBECTHIIN I[eHa Ha ThproBell Ha eapo/apedHo.



7. B un. 8a, anm. 1 nymure ,,u METOAMKUTE 3a M3UMCISABAHE Ha ChOTBETHATa Jbp:kKaBa™ ce
3aJI14aBar.

8. HaBcsikpae B wi. 9 mymara ,,HaAIIEeHKUTE  ce 3aMeHsI C ,,Haa0aBKUTe .

9. B un. 10:

a)Ban. l:

aa) B T. 1 nymuTte ,,CTpaHUTe, MOCOYEHHU B CIipaBKaTa mo 4wi. 14, am. 1, 1. 5° ce 3aMeHAT ¢
,Lbenrus, I'spiusa, Wcnanus, Wranus, JlarBusa, JlutBa, Pymbhus, CrnoBakus, CioBeHHS U
Opanmus®;

00) B T. 2 1 3 mymara ,,HajJIeHKa ce 3aMeHs C ,,Han0aBKa™;

0) anuHes 3 ce U3MEHS TaKa:

,»(3) Llena Ha mpousBoauTeN B cTpanuTe mo air. 1, 1. 1 e:

1. menara, oOsiBeHa 3a IICHA HA MPOW3BOJMUTEN U OIMOBECTCHA OT CHOTBETHUTE IIbP’KABHU
WHCTUTYIIMHU, BKJIIOYUTEIIHO HAa HHTEPHET aJpEecHTe, Ha KOUTO c€ MyOJIMKyBaT IICHHTE Ha
JIeKapCTBeHHUTE NMPOAyKTH, W/viu B 6azara qanau EURIPID Collaboration;

2. 1leHaTa, U34KCcleHa Bb3 OCHOBA Ha HOpMaTHUBHATa ypeaba Ha AbpkaBuTe 1mo ai. 1, T. 1, B
CJIy9anuTe, B KOUTO IbP’KaBHUTE MHCTUTYIIMH Ca OMTOBECTHIIM IIeHa Ha ThProBell Ha eapo/apeoHo.

10. HaBcsixbae B wi. 11 nymara ,,HaaIieHKUTE ce 3aMEHS C ,,HaJ0aBKUTE .

11. Bun. 12, an. 1 mymara ,,HaaieHka™ ce 3aMeHsl ¢ ,,Hag0aBKa“.

12. B un. 14:

a) B aJ. 2 TyMUTE ,,HE MTO-PaHHA OT €JIMH MECEI] OT JaTaTa‘“ v 3arerasra Mpej TsIX ¢ 3aMEHST C
,,B Mecera;

0) anuHes 4 ce U3MEHS TakKa:

,»(4) 3a nexapcTBeH MPOIYKT, MOTYYHI pa3pelieHUe 3a MapajelieH BHOC WM pa3pelieHue 3a
napajiesina JuctpuOyius oT EBporeiickaTa areHuus mo JeKapcTBara, Mpu HaJIMYMe Ha €JHAKbHB
WJIH 1T0100€H JieKapcTBeH MpoayKT 1o wi. 214 ot 3JIIIXM c yrBbpaeHa o CbBeTa npe/ienHa IeHa
ce mpujara ChlllaTa WIM MO-HUCKA II€HA, W3YUCIEHA B CHOTBETCTBHE C KOJUYECTBOTO aKTHBHO
BEIIECTBO B JI030Ba €IMHUIIA, CJIe] MOJaBaHEe HA WM3PUYHO MHCMEHO 3asBJICHHE MO oOpasell,
yTBBpACH OT CbBeTa, OT TPHUTEKATENS Ha pPa3pelICHHETO/YBEIOMIICHHETO 3a TapaleieH
BHOC/TIapajiesiHa TUCTPUOYIHSL. *;

B) Ch3/1aBa ce ai. &:

»(8) CpBeThT ciy’)keOHO TpPOMEHsS TpeaenHara IieHa, ¢opMupaHa Mo pena Ha ai. 4, Ha
JIEKapCTBEH MPOAYKT, MOJIYUIII pa3pelieHue 3a mapajiejeH BHOC WK pa3pellieHue 3a napajieiaHa
nuctpuOyius ot EBpomnelickara areHIus 1o jekapcTBara, pu MpoMsHa Ha MpeJesiHaTa [eHa Ha
€HaKBUS WIM NoJ00eH JiekapcTBeH NpoaykT mo wi. 214 ot 3JIIIXM. CobBerbT yBenomsiBa
MIPUTEKATEINS Ha pa3pelleHre 3a mapaieieH BHOC WK pa3pelleHne 3a napajieiHa TuCTprOyIus 3a
3ar0YBaHE HAa aIMUHUCTPATUBHOTO MPOU3BOJICTBO.

13.Bun. 17, an. 1 1. 1 ce oT™MeHs.

14. B un. 19 an. 3 ce u3MeHs Taka:

,»(3) YBenuueHue Ha yTBBp/ICHATA MPE/IeTTHA [IeHa Ha JIGKAPCTBEH MPOIYKT 110 4iI. 2, al. 3 Moxke
J1a ce 3as1BM JIO pa3Mepa Ha Hali-HUCKaTa [IeHa 3a CBIHS JIEKapCTBEH MPOIYKT, OTpeieieHa 1o peaa
Ha 4. 10, WK ¢ MpoLIeHTa Ha CTATUCTUYECKH OTYeTeHaTa H(IAKs 3a Iepruoia Ha JeHCTBUE OT
rmocJieiHaTa 00pasyBaHa mpejenHa neHa.

15. B un. 21, 1. 2 nymara ,,HaaiieHKaTa“ ce 3aMeHs ¢ ,,Haj0aBkara“.

16. B un. 22, 1. 1 nymara ,,mopeaeH* ce 3aMeHs ¢ ,,MICHTU(PUKAITMOHEH .

17. B un. 23:

a) B aj. | mymuTe ,,IileHa Ha MPOU3BOUTEN BHB BATyTa/€BPO U B OBJITAPCKH JICBOBE, KAKTO U C&
3aJIM4aBaT;



0) anuHes 3 ce U3MEHs Taka:

»(3) 3a nexapcTBEH MPOAYKT MO Wi. 2, ai. 4, MOJY4YHJ pa3pelieHue 3a napajieiaeH BHOC WU
paszpelleHue 3a napaueiaHa AUCTpuOyius ot EBponeiickaTta areHuus 1o jgekapcrpara, Ipu HalTndue
Ha €JJHAKBB WM MOA00EH JIeKapCTBEH MPOAYKT 110 4wi. 214 ot 3JIIIXM c peructpupana ot CrBeTa
MaKCUMaJHa IpoJIayKHa 1I€Ha, Ce IpuJlara ChlaTa WK O-HUCKA 1IEHa, U3YHUCIIEHA B CbOTBETCTBUE
C KOJIMYECTBOTO AKTHMBHO BELIECTBO B J030Ba €IMHMIIA, CJEJ MOJaBaHE HA U3PUYHO MHUCMEHO
3asiBJIeHHE TI0 0Opa3el, yTBbpaeH oT CbBeTa, OT MpUTEXKaTells Ha pa3pelIeHUeTo/yBe1OMICHUETO
3a mapaJieJieH BHOC/TIapajiesiHa TUCTpUOyIHs.

B) Ch311aBa ce aj. 7:

,»(7) CBBETHT CcITy>keOHO MPOMEHS MaKCHMallHATa POAaKHA IIeHa, (OopMUpaHa o pea Ha all.
3, Ha JIGKapCTBEH MPOIYKT, MOJIYYHJI pa3peliCHHE 3a NapajieJIeH BHOC WIIM pa3peuieHue 3a
napanenHa aucTpuOymus oTr EBpomeiickaTa areHmus 1O JieKapcTBaTa, MpPU MPOMSHA Ha
MakcHUMaJHaTa MpoJaXkKHa 1IeHa Ha €IHAKBUS WIH MOJ00EH JIEKapCTBEH MPOAYKT Mo wi. 214 ot
3JIIIXM. ChBeThT yBeIOMsIBa MMPUTEKATENS HA pa3pelieHUE 3a apajiesieH BHOC WK pa3pelieHue
3a napajieinHa JUCTpUOyLUs 3a 3aM0YBaHe HAa aJMUHUCTPATUBHOTO MPOU3BOICTBO.

18. B un. 26, an. 1:

a) Touka 1 ce OTMeHs;

6) B T. 2 ciem aymara ,HaMMEHOBaHWE ce J00aBs ,,/WJIM aKTUBHO/aKTUBHU
BeleCcTBO/BelecTna’.

19. B ui. 28:

a) B T. | gymara ,,iopeieH" ce 3aMeHs C ,,uJICHTU(PUKAIMOHEH ;

6) B T. 2 ciem aymara ,HaMMEHOBaHWE ce J00aBs ,,/WJIM aKTUBHO/aKTUBHU
BeleCTBO/BelecTna’.

20. B HanMmeHOBaHUETO HA IJ1aBa IIECTa CE€ Ch3/1aBaT U3PEUYCHHS BTOPO U TPETO:

LlIpocnensBane Ha edekTa OT TepamusTa ¢ JIEKapCTBEHH MPOAyKTH. OleHKa Ha 3ApaBHUTE
TEXHOJIOTHU .

21. B HaumeHoBaHueTO Ha pa3zen [ oT rmaBa mecra ce Ch3/aBa U3PEUYEHUE BTOPO:

,lIpocnensBane Ha eexTa OT TepanusaTa‘.

22. B un. 29:

a)Ban. l:

aa) B T. 2 cieq Aymara ,,lIOCOYeHHU " ce 100aBs ,,TeparneBTUYHU";

00) ch3maBa ce HOBA T. 3:

»3. MEXJYHAPOJHOTO HEMATEHTHO HAaMMEHOBAHME, KbM KOETO MPUHAJJIEKH JIEKAPCTBEHUST
MPOAYKT/KOMOMHaIUATA (TP KOMOWHUPaHU JIEKapCTBEHU MTPOYKTH), CE 3aIulalia OT 00IIEeCTBEH
3/IpaBHOOCUTYpUTENICH (HOHA NPU CHIIUTE TEPANEBTUYHU MOKA3aHMS, TIOHE B MET OT CIEAHHUTE
abpxkaBu: benrusa, I'spuuda, [anus, Ectonusa, Mcnanws, Wranusa, JlateBus, Jlutea, Ilomma,
[Hopryranus, Pymbuus, CnoBakus, CinoBenust, Yurapus, Gunnanaus, Opannus u Yexus;*

0) anuHes 2 ce U3MEHs Taka:

»(2) B IIJIC ce BKiIIOYBAT r€eHEPUYHU JIEKAPCTBEHU MPOJIYKTH, 32 KOUTO 3asgBEHATa 1[€HAa Ha
MPOU3BOJMUTEN MO 4j. 8 He HajBUIIaBa 70 Ha CTO, a 3a JEKAPCTBEHUTE MPOAYKTH IO Wi. 29 oT
3JIIIXM — ne HanBumana 80 Ha CTO OT I[€HATAa HAa MPOU3BOJUTEI HA JIEKAPCTBEH MPOIYKT ChC
CBIIIOTO MEXIYHAPOJIHO HETMAaTEHTHO HAaMMEHOBaHHE, JIeKapCcTBEHAa (opMa M KOJWYECTBO Ha
aKTMBHOTO BEIECTBO B J030Ba equHuIa, BkioueH B [1IJIC, u koiTo ce cunta 3a pedepeHTeH
JICKapCTBEH MPOAYKT MO cMUCHIa Ha wi. 28 oT 3JITIXM.*;

B) B aj. 3 ciel AyMUTE ,,TeHEPUYHH JICKAPCTBEHH MPOAYKTH ce 100aBs ,,i 3a JIEKapCTBEHU
MpoayKTH 1o wi. 29 ot 3JIIXM*;

T) Ch3/1aBa Ce€ HOBA all. 5:



»(5) JlekapcTBeHUTE MPOAYKTH 1O 4Wwi. 6, ai. 2, T. 3 ¢ HOBO MEXIYHApOIHO HEMAaTEHTHO
HaWMEHOBAHHE, 32 KOUTO HE € CKIIFOUEHO MPEIBAPUTEIIHO PAMKOBO CIIOpa3yMeHue 1o 4ui. 262, aj.
12 ot 3JIIIXM, He ce BxmrouBar B [1JIC.%;

1) JOCeraiHara aji. 5 ctaBa ajl. 6 U ce U3MEHs Taka:

,»(60) B croTBeTHaTa yact Ha I1JIC ce BKIIfOUBAT JIEKapCTBEHU MPOIYKTH, IPUHAICIKAITA KHM
HOBO MEXJIyHapOJHO HEMATEeHTHO HAUMEHOBAHUE, 32 KOUTO € U3BbPIICHA OLIEHKA Ha 3/IpAaBHUTE
TEXHOJIOTUU CchIiIacHO 4i. 30a U 3a KOUTO MMa MOHE €HA IMOJIOKHUTETHA OLEHKA Ha 3]paBHUTE
TEXHOJIOTHH OT Jbp>KaBHA HHCTUTYIHS Ha BenukoOputanus, @pannus, ['epmanns u [Benns.

23. B un. 30:

a) aliuHes 3 ce OTMEHS;

0) B ai1. 4 gymuTe ,,Cc U3KIIOUEHUE HA JICKAPCTBEHUTE MPOoayKTH 110 wi. 29 3JIIIXM* u 3anerasta
CJIe]] TSIX C€ 3aIM4aBart.

24. Co3nasa ce wi. 30a:

»di. 30a. (1) B TIJIC ce BkiItouBar JIEKQpCTBEHU MPOAYKTH, MPUHAJICKAIIA KBM HOBO
MEXIYHapOJAHO HEMAaTeHTHO HAMMEHOBaHWE, 33 KOUTO € HU3BBPIICHA OIEHKAa Ha 3paBHUTE
texHosoruu. OIeHKaTa Ha 3[I[paBHUTE TEXHOJOTHUU € YacT OT Ipolieaypara Mo BKIIOYBAHE HA
nekapctBenus npoaykT B [IJIC, kato chabppka KIMHUYHA U (apMaKko-UKOHOMHYECKA OIICHKA U
BKJIIOYBA:

1. ananu3 Ha 3/1paBHUS TPOOIEM;

2. CpaBHHTEJCH aHAINW3 HA TEpareBTUYHATa €PUKACHOCT, e(EKTUBHOCT M OE30MacHOCT Ha
JIEKapCTBEHHUSI IPOIYKT;

3. aHanu3 Ha (hapMaKO-MKOHOMUYECKHUTE TIOKA3aTeIH;

4. ananu3 Ha OIOJIKETHOTO BB3/ICHCTBUE.

(2) Ouenkara Ha 37ApaBHUTE TEXHOJIOTHUHU CE U3BBPIIBA MO CICTHUTE KPUTEPHUH:

1. HanMYMe UK JIMIICA Ha aJITepPHATUBHO JICYeHHE Ha 3a00JISIBAaHETO;

2. HaJM4YWe WY JIMIICA Ha JIEKApCTBEHA aJITEPHATHBA 3a JIeUeHUE Ha 3a00IIIBaHETO;

3. eUKACHOCT U TepaneBTHUYHA €QEKTUBHOCT Ha JICUEHHUETO — OIEHKAa Ha TepaneBTUYHATa
MoJ3a, YAbJDKABaHE MPOJBIIKUTEIIHOCTTA HAa JKUBOTA W TOJOOpSBaHE KAaYECTBOTO Ha KHUBOT,
HaMaJsIBaHe Ha YCIOKHEHUSATA OT OCHOBHOTO 3a00JIsIBaHE;

4. Opoii Ha MOTEHIIUATHUTE TAIMEHTH;

5. 6e30MacHOCT Ha JIEKAPCTBEHMsSI MPOAYKT — YECTOTAa U CEPUO3HOCT HAa HEXKEJIAaHUTE PeaKIluu,
HYy)X/la OT TNpwiaraHe Ha JONBIHUTEIHH TPOYUIAKTHYHM WIM TEPANeBTUYHU MEPKH 3a
MpeAOTBpATABAHE HA HEXKEJIAHU PEaKlny;

6. (hapMako-UKOHOMHUYECKH TMOKa3aTeIu — Pa3XxOJM 3a Teparnus C JCKApCTBEHUS MPOAYKT U
CpaBHEHUE Ha pPa3XOJUTE 3a Tepanusi C HAIMYHUTE AITEPHATUBHU, CHOTHOLIEHUE PA3X0OJ —
pe3yaTaT, UKOHOMHYECKa OLIEHKA Ha JIOMIBJIHUTEIIHUTE TTOJI3H;

7. MON3U OT 3ApaBHATa TEXHOJOTHs, MPEACTaBeHH upe3 credeneHa roauHa xuBoT (LYG),
TOJINHA )KUBOT, ChboOpa3eHa ¢ kauecTtBoTo (QALY), miu mipu Jurica Ha TaHHU 3a KPailHU pe3yNTaTu
— 4pe3 MPeIOCTaBsIHE Ha MEXKIUHHU TaKUBa;

8. aHanm3 Ha OI0/KETHOTO BB3/ICUCTBUE Ha 0a3aTa Ha OYaKBaH OpOIl MAIMEHTH;

9. olleHKa HA Pa3XOJUTe Ha MyOJIMYHU CPEJCTBA 32 METTOIUIICH TePHO/T;

10. ananu3 Ha 37paBHATA EPCTIEKTUBA 32 MHCTUTYIHTA, KOSTO 3arliaiia ChOTBETHOTO JICUEHUE
C MyOJIMYHY CPEJICTBA, WM OOIIECTBEHATA MIEPCIIEKTHBRA;

11. MopasiHu U eTUYHU choOpaxkeHus (MpH crieunGUYHU Tpynu 3a00sBaHus).

(3) Onenka Ha 3paBHUTE TEXHOJIOTUU HE CE U3BBHPINBA 32 TEHEPUYHU JIEKAPCTBEHU MPOIYKTH
W 3a JICKapCTBEHU MPOAYKTH, KOUTO ChIBPKAT aKTHBHO/aKTUBHU BEIIECTBO/BEIECTBA C J1I00pe
yCTaHOBEHA yrnoTpeda B MEIUIIMHCKATA MpaKTHKa.



25.Bun. 31, an. 1, T. 2 cnen nymute ,,ipuitoskerne Ne 5% ce 1o0aBsi ,, s OLICHKA HA 3/IPAaBHUTE
TEXHOJIOTHUH.

26. B uin. 31a:

a) B ai. 1 nymure ,,ui. 30, an. 3* ce 3amensr ¢ ,,ui. 30a%;

0) cp3/1aBa ce HOBa al. 2:

»(2) CBBETBHT MOXE CIIyKEOHO J1a TIOCTAaHOBHU 3aJBJDKCHHE 3a MpOCIeAsBaHe Ha edeKra OT
TepanusTa 1 3a JeKapCTBEHU MPOIYKTH, KOUTo Beue ca BkimoueHu B [1JIC, koraTo:

1. TexkapCcTBEHUAT MPOIYKT € CPABHUTEIHA AJITEPHATHBA HA JIGKAPCTBEH MPOAYKT 110 ai. 1;

2. e Bb3HUKHAJa HEOOXOUMOCT 3a ChOTBETHATA 3alllalialla HHCTUTYLIUS OT U3BBPILBAaHE Ha
aHaIM3 Ha e()EeKTHBHOTO U LEJIEeChOOPA3HO Pa3XoJBaHEe Ha MyOJMYHU CPENCTBA 3a JIEKAPCTBEH
IPOAYKT.";

B) Jl0CeraiiHaTa aj. 2 crasa ai. 3;

T') ch3/1aBa ce al. 4:

,»(4) IlpocnensBanero Ha edeKkTa OT TepamusATa Ha JIEKAPCTBEHUTE MPOIYKTH IO all. 2 ce
U3BBpIIBA 33 CPOK OT 1 1m0 3 TOAMHM B 3aBHUCHUMOCT OT TepaleBTHYHATa CcXema
(TPOABIKUTETHOCTTA HA TEPANICBTUYHHSI KypC Ha JICUCHUE) Ha CHOTBETHUS JICKAPCTBEH MPOYKT
WJIM 32 CpOKa Ha MpOcyeIsBaHe Ha JIEKApCTBEH MPOAYKT, C KOMTO ce CpaBHSBA. ;

1) TOCeraiiHara aj. 3 cTaBa aj. 5 u B Hes JyMUTE ,,all. 2° ce 3aMEHAT C ,,al. 3%;

€) ch3maBat ce an. 6 u 7:

,»(0) B cinydaute no ann. 2 CpBeTHT ONpeess U YCIOBUATA, U KPUTEPUUTE 3a IPOCIIEIBaHE Ha
edekTa OT Tepanusra ¢ JIEKapCTBEHUTE MPOTYKTH.

(7) 3a Bb3HUMKHaAJIaTa HEOOXOJUMOCT IO aj. 2, T. 2 CHOTBETHATa 3arulaliania WHCTUTYIUS
nucMeHo yBenomsia CbBeTa, KaTo MOCOYBAa KOHKPETHUTE OOCTOSITENICTBA, TOBEJIU 10 Hesl.

27. Unen 316 ce u3MeHs Taka:

,»d11. 316. (1) [IpocnensBanero Ha ehekTa OT TepanusTa ¢ JIEKAPCTBEHUTE MPOIYKTH 110 4il. 31a,
ann. 1 u 2 ce U3BBPIIBA OT JICUCOHH 3aBEICHUS 32 OOJTHUYHA ITOMOI U JICUCOHU 3aBEICHHS 10 HJI.
5,an. 1, un. 10, 1. 3, 3a, 36 u 6 ot 3akoHa 3a JeyeOHUTE 3aBEACHUS, B KOUTO UMa CTPYKTYPH IO
npoduina Ha 3a00ysIBaHETO.

(2) CpBeThT yBeOMsBa JIeUEOHUTE 3aBEJICHUS 10 al. | 3a JIeKapCTBEHUTE MPOIYKTH, 32 KOUTO
€ OIpeIeIICHO TIPOCIIeIIBaHe Ha ePeKTa OT TepanusTa.

(3) B eqnomeceueH CpoKk OT BIM3AaHETO B CHJIa Ha pelIeHHE 3a MpociesBaHe Ha edekTa OT
TepanuaTa Je4eOHUTE 3aBeleHUs MO al. | ocurypsBaT ChbBMECTHUMOCT Ha OOJHUYHATA CH
nH(popMalMoHHa cucTeMa ¢ nHpopmanronHaTa cucreMa Ha ChbBeTa.

(4) B xona Ha npocneasBaHe Ha eeKTa OT Tepanuara JjeueOHUTe 3aBeieHus 1o ai. 1 ceoupar
nH(pOpMaIKATa 32 BCEKU KOHKPETEH JIEKapCTBEH MPOIYKT U €KEIHEBHO 5 mpefocTaBaT Ha CbBeTa
ype3 TpaHcep oT OoJHUYHATAa NTHPOPMAIIMOHHA CUCTEMA.

(5) CobBetsT chOUpa, chXpaHsiBa U 00pab0OTBa BBB BUJ, MOIXOSAI 32 aHATIN3, HH(OpMaLIUITa
1o ai. 4.

(6) Ha Bceku miect Mecella CYMTaHO OT JaTara Ha BKIFOYBAHE Ha JICKAPCTBEHUS MPOIYKT/OT
JaTaTa Ha OmpeielisTHe Ha 3a]IbJDKEHUE 3a MPOCieIsBaHe Ha e(heKTa OT TepanusaTa Ha JIeKapCTBEH
npoaykt, BkiroueH B [1JIC, CrBeThT npenocTass chOpanara u o6paboreHa nndopmarus mo ai. 5
Ha H30K/M3.

(7) Haumonannata 3IpaBHOOCHUTYpUTETHA Kaca W MUHHCTEPCTBOTO Ha 3JIpaBEOIa3BaHETO
M3BBPUIBAT aHAIN3 HAa ChOpaHaTa oT JeueOHuTe 3aBesieHus: 1 o0paboTeHa ot ChBeTa MHPOpMaIUs
3a 1e’nTe Ha eEeKTUBHOTO U IeIeChO0pa3HO pa3xojBaHe HA MYyOJIMYHU CPECTRA.

(8) Bp3 ocHoBa Ha ananuza no ain. 7 H30OK/M3 morar na nmpaBsT peaioxKeHus mo wi. 32, ail.
2u3.”



28. B nHaumenoBanueTo Ha pazzaen Il oT riiaBa mecra ce cb3gaBa U3peyeHue BTOPO:

,»OILIEHKa Ha 3]JpaBHUTE TEXHOJOTUHU ",

29. B ui. 32:

a) B ain. 1 cmex mymure ,,ipoaykt B [IJIC* ce mocTass 3amerast ¥ ce 700aBs ,,KaKTO U 3a OLEHKA
Ha 37[paBHUTE TEXHOJOIMM Ha Beue BKItoueHHu B [IJIC nexkapcTBeHr npoaykTu;

0) anuHes 3 ce U3MEHS TakKa:

»(3) MunucrepctBoTo Ha 3apaBeona3Baneto 1 H30OK morat MOTHBHpaHO J1a HHUITUUPAT P
CbBeTa U3BBPIIBAHETO HA OILICHKA HA 3JPaBHUTE TEXHOJIOTMM 3a JICKAPCTBEHU MPOAYKTH,
Bkutouenu B [1JIC, 3a kouto Te 3amnamar, B CJIeJHUTE CIydyau:

1. 3a rapaHTHpaHe HA IPEIBUTUMOCT, YCTOMYUBOCT U PallMOHAIIHO pa3XoJIBaHEe Ha OIOKeTa Ha
CHOTBETHUTE UHCTUTYIINH;

2. 3a ONTUMHU3HMPAHE JICYCHHETO Ha IMAIMCHTUTE 3a 3a00JIIBaHUSA, 33 KOUTO CHOTBETHHTE
WHCTUTYIIMH 3arianar.;

B) ch3zaBar ce an. 4 u 5:

»(4) 3a nexapctBeHu mnpoayktu, BkiatoueHH B [1JIC, 3a kouTo € 3asiBEHO pa3lIMpsiBaHE Ha
TEepaneBTUYHU TOKAa3aHMs, 33 KOUTO JO MOMEHTa HE € 3aIlllalllaHO, CE M3BBLPIIBA OIlEHKAa Ha
3JIpaBHUTE TEXHOJOTUH chriacHo 4. 30a.

(5) Ouenka Ha 37paBHUTE TEXHOJOTHH 32 JIEKAPCTBEHH MPOYKTH 10 aj. 1 u 3, KouTo Beye ca
BitoueHu B [1JIC, ce uzpbpiiBa cbriacHo wi. 30a, an. 1. OueHkara Ha 3JJpaBHUTE TEXHOJOTUU
ChIbpKa KIIMHUYHA U (hapMaKO-HKOHOMUYECKa 4acT.

30. B ui. 33:

a) B ai. 2 nymute ,,B PymbHus, @pannus, Jlatsus, I'spums, CnoBakus, Jlutsa, [lopryramus,
Uranus, Cnoenus u Ucnanua 1 TUpETO MpeJl TIX €€ 3aMEHSIT C ,,B IbpKaBUTE 110 Wil. 8, ail. 1, T.
1%

0) B ain. 3 mymHTe ,,HE TIO-PaHHA OT €IUH MECEIl OT JaTaTta’ u 3areTasTa Mpej TAX Ce 3aMEHSIT ¢
,,B Mecerna‘.

31. B un. 34:

a) B ai. 1 qymwure ,,ce oOpaszyBa IieHa* ce 3aMEeHST ChC ,,Ce MpUiiara chiaTa Wiy Mo-HUCKA 1ICHA,
M34YHCIIEHA B ChOTBETCTBUE C KOJMYECTBOTO AKTUBHO BEIIECTBO B JI030BA €IMHULIA";

0) B ait. 2 qymuTe ,, AeKiapanus mo wi. 33, an. 2 u 3anerasra npej TsIX ce 3aJIM4aBar;

B) B an. 4 cnex aymure ,,mo an. 1 ce mo6ass ,,ChBeTHT ce mpousHacs B 30-THEBEH CPOK OT
MOCTBITBAHETO HA 3aMBICHUETO, KaTO ;

') Ch3/aBa ce all. 5:

»(5) CpBeTHT Cly’)keOHO TpOMEHs IieHaTa, opMupaHa 1Mo pena Ha aj. 1, Ha JIeKapCTBEH
MPOJYKT, TOJIYUWJI pa3pelieHne 3a mapajesieH BHOC WU pa3pelleHne 3a napaieiHa JUCTPUOyIus
ot EBpomeiickara areHmus 1o JiekapcrBaTa, Ipu MPOMsiHA Ha 1I€HAaTa Ha €IHAKBUS WM TT0100eH
JIeKapCTBEH NPOAYKT 1o wi. 214 ot 3JIIIXM, BKIIOUUTENHO B CIy4auTe Ha MPOMSIHA MO peja Ha
1. 43. CpBETHT yBEIOMSIBA MPUTEKATENIS HA pa3pelieHue 3a mapajieieH BHOC WU pa3pellIeHue 3a
napaneirHa JUCTPUOYIUs 3a 3al04YBaHe Ha a/IMUHUCTPATHBHOTO MPOU3BOICTBO.

32. B un. 35:

a)Bain. l:

aa) ch3/aBa ce HoBa T. 4:

4. Aexmaparus 3a o0cToaTencTBara mo wi. 29, an. 1, T. 3 mo obpasen, yrBbpaeH ot CrBera;™

00) Touka 7 ce u3MeHs TakKa:

,»7. OLIEHKA/OIIEHKH Ha 3]JpaBHATa TEXHOJOTHS OT Jbp)KaBHA MHCTUTYIMS Ha BenukoOputaHus,
Opanuus, ['epmanusa u [Benus (mpeacraBs ce OIEHKA Ha 3[paBHATa TEXHOJIOTHS OT Abp)KaBHA
MHCTUTYIIUS HA BCAKA OT MOCOYEHUTE IbPKaBU, aKO UMa U3rOTBEHA TaKaBa);



BB) TOYKa 8 CE OTMEHS;

rr) B T. 11 uucnoro ,,19% ce 3amens ¢ ,,21%;

IT) ch3/1aBa ce T. 12:

,»,12. 3aBepEHO OT MPHUTEXKATENs HA Pa3pPElICHUETO 3a yrnoTpeda WM OT HETOB YITBJIHOMOIIECH
MpEeICTaBUTEN KOMKUE OT PpaMKOBO criopazyMenue ¢ M3 no wi. 262, an. 12 ot 3JITIXM.*;

0) B an. 2 cnen abpeBuarypata ,,[1JIC* ce mocTaBst TOUuka ¥ TEKCTHT JJOKpasi ce 3aIM4aBa;

B) aJiiHes 3 ce U3MEeHs Taka:

»(3) 3a nekapcTBeHUTE MPOAYKTH, MPUHAIEKAIIM KbM HOBO MEXKIYHApOJHO HEMATEHTHO
HauMEHOBaHME, KOETO He € BKIII0YeHO B choTBeTHaTa yacT Ha [1JIC, ce mpencTaBs M3roTBeH aHamus3
3a OILIEHKA Ha 37]paBHUTE TEXHOJOTMU B ChOTBETCTBUE C PHKOBOJICTBO ChIVIACHO MpuiioxkeHue Ne 6.
Jlannute B aHanu3a TpsiOBa Aa ObJAT aKTyalTHU KbM IIEPHO/I, HE TO-PaHEH OT €IMH MECel] OT JlaTaTa
Ha [I0JJaBaHE Ha 3asBJICHUETO. AHAIU3BT CE [10/1aBa HA XapTUEH U EIEKTPOHEH HOCUTEL. ;

r) B al. 5 cien aymuTe ,,10 wi. 2, aji. 1 ce mocTaBs 3amerast U ce 100aBs ,,i IIPH OlICHKa Ha
3APABHUTE TEXHOJIOTHU

o) B al. 6 ce Ch3AaBaT H3pPEUYEHHUS BTOPO, TPETO U 4eTBbpTO: ,Ilpu pasmmupsBane Ha
TEpareBTUYHUTE MOKa3aHMs Ha JIEKapCTBEH MPOAYKT, 3a KOMTO 10 MOMEHTa HE € 3aIulallaHo B
cpboTBeTHaTa yacT Ha [IJIC, ce mpeacTaBs M3roTBEH aHANIM3 3a OLICHKA Ha 37paBHATa TEXHOJIOTHUS B
CHOTBETCTBHE C PBKOBOJICTBO ChIIaCHO mpuiiokeHue Ne 6. Jlanaurte B aHanmm3a TpsaOBa qa Obaar
aKTyaJqHU KbM MEpUOJ, HE MO-PaHEeH OT €JMH Mecel| OT JaraTa Ha MOJaBaHE Ha 3asBICHHUETO.
AHanu3bT ce N10/1aBa Ha XapTUEH U €JIEKTPOHEH HOCUTEIL. ;

€) ch3zaBar ce an. 7 u 8:

,»(7) Koraro mpurtexxaremnst Ha pa3pelieHrueTo 3a ynoTpeoa € 3asBUI U3BbPIIBAHE Ha OIEHKA Ha
3/IpaBHUTE TEXHOJOTUH 32 JIEKAPCTBEH MPOJIYKT, C€ MpHiiarat JokymMeHtute mo ai. 1, .1 -3, 1.9
U aHaJIu3 110 ai. 3.

(8) IIpu omenka Ha 3qpaBHUTE TEXHOJOTMH B CIydyauTe MO Wi. 32, an. 3 mpuTeXarensT Ha
paspeleHueTo 3a ynorpeda e JuIbkeH Ja npenoctaBu Ha CbBeTa IpU MOMCKBaHE HeoOXoaumaTa
My uHpopmanus.

33. Unen 35a ce u3MeHs Taka:

,dm. 35a. (1) Ilpu pasmmpsBaHe HA TepaneBTUYHUTE MOKa3aHUS Ha JIEKAPCTBEH MPOAYKT, 32
KOWTO J0 MOMEHTa He € 3alulalllaHo B ChOTBETHOTO mpumioxeHue Ha [IJIC, ce nobGass
3aIbIDKeHHE 3a MpociensBaHe Ha eekTa OT TepamusTa Ha JIEKApCTBEHHs] MPOJIYKT U 32 Te3H
MOKa3aHUs, ako HE ca MpEJCTaBEHU JI0Ka3aTeJICTBa 3a TEPaneBTUYHA €(QEKTHUBHOCT H/WIH
CHOTHOIIECHUETO Pa3xoJl — pe3yiTaT € CTOWHOCTHO Hee(eKTHUBHO.

(2) CopBerpT MOXE ciny:keOHO J1a MOCTAaHOBU 3aJIbJDKEHUE 3a MpociiesBaHe Ha edeKra oT
TepanusTa U 3a TEPareBTUYHU MOKa3aHMs Ha JIEKaPCTBEHH MPOIYKTH, KOUTO Ca BKIIIOUEHU BEYE B
IJIC, B ciyuauTe, KoraTo:

1. nekapCTBEHUSAT MPOAYKT € CpaBHUTEIHA aJTepHATHBA Ha MMOKa3aHue 1o ai. 1;

2. € BB3HUKHAJa HEOOXOJUMOCT 32 ChOTBETHATa MHCTUTYIUS OT M3BBHPIIBAHE HA aHAIH3 Ha
e(eKTUBHOTO U LIeTIEChOOPa3HO Pa3Xx0/IBaHE HA MyOJIUYHH CPEICTBA 32 JICKAPCTBEH MPOIYKT.

(3) IlpocnensBanero Ha edexTa OT TepamusATa Ha TEPANEeBTUYHUTE IIOKa3aHUS Ha
JIEKapCTBEHUTE MPOAYKTH 1O aji. 1 u 2 ce u3BbpIIBa 3a CPOK OT 1 A0 3 TOAMHU B 3aBUCUMOCT OT
TepanmeBTHYHATA cxeMma (TPOIBJDKUTETHOCTTa HAa TEPANeBTHYHUS KypC Ha JICYeHHE) Ha
CHOTBETHHS JIEKAPCTBEH MPOAYKT WM 3a CPOKa Ha MpOCHeNsBaHE Ha JIEKAPCTBEH MPOIYKT, C
KOMWTO c€ CpaBHsBA.

(4) Ilpu pa3mmpsBaHe Ha TEPANEBTUYHUTE IMOKA3aHUsI HA IEKAPCTBEHUTE MPOIYKTH 1O al. 1 u
2 CBBETHT ONpEeIia U YCIOBHITA, U KPUTEPUUTE 3a MPOCIIeAsBaHe Ha e(heKTa OT TepamnusTa.



(5) 3a Bb3HUKHANIaTa HEOOXOAMMOCT MO ajl. 2, T. 2 ChOTBETHATa 3alJiallania WHCTUTYIUS
nmucMeHo yBenoMsia CbBeTa, KaTo MOCOYBa KOHKPETHUTE OOCTOSTENICTBA, TIOBEIH JI0 HEsl.

(6) IIpocnensiBaneTo Ha eeKTa OT TepaluaTa Ha TEPANEBTUYHUTE TOKA3aHUs C JICKAPCTBEHUTE
MPOAYKTH TO0 al. 1 U 2 ce U3BBpIIBA OT JCUCOHH 3aBE/EHUS 3a OOJHUYHA TTOMOII M JICUCOHH
3aBefeHus Mo wi. 5, an. 1, wi. 10, 1. 3, 3a, 30 1 6 or 3aKoHa 3a JIeueOHUTE 3aBEACHHNS, B KOUTO MMa
CTPYKTYpH 1O Tpoduiia Ha 3a00ISIBAHETO.

(7) CpBeTbT yBeoOMsBa JIeUEOHUTE 3aBEJCHHUS 10 al. 6 3a JIEKApCTBEHUTE MPOAYKTH, 32 KOUTO
€ OIpeNIeIICHO POCIIeIsiBaHe Ha ePeKTa OT TepanusTa.

(8) B emHomeceueH Cpok OT BIM3AaHETO B CHUJIa Ha pELICHHE 3a MpociesBaHe Ha edekra OT
TepanuaTa JIeYeOHUTE 3aBEJECHUS 1O al. 6 OCUTYpsBaT CHBMECTUMOCT Ha OOJHHMYHATA CHU
nH(popMalMoOHHa cucTeMa ¢ UHpopmaloHHaTa cucreMa Ha CbBeTa.

(9) B xona Ha npocneasiBaHe Ha eeKTa OT TepanusaTa JeUeOHUTE 3aBEICHUS 10 all. 6 chrOupaT
nH(pOpMaLKATa 32 BCEKH KOHKPETEH JIEKapCTBEH MPOIYKT U €KEIHEBHO 5 mpefocTaBaT Ha CbBeTa
ype3 TpaHcdep oT OomHUYHATA HH(POPMAIIMOHHA CUCTEMA.

(10) CeBerbT cHOUPa, CHXpaHsIBAa U 00pabOTBa BHB BH/I, TOAXOIAI 3a aHAIHM3, HH(OpMAaIUITa
1o ai. 9.

(11) Ha Bceku miecT Mecella CUMTAHO OT JaTara Ha pa3lIUpsBaHe HA TepareBTUYHUTE
MMOKa3aHUs Ha JICKAPCTBEHHMSI TPOYKT/OT JIaTaTa Ha ONpeIeiisHe 3aIb/DKCHUE 32 MPOCIIeIIBaHe Ha
edekTa OT TepamnusTa 3a TEpareBTUYHHU MOKa3aHUsl Ha JIEKapCTBEH MpOAyKT, BKIroueH B [1JIC,
CuBeThT npenocTass chOpanara u o0padorena napopmarws mo ai. 10 xa H30OK/M3.

(12) Haumonannara 31paBHOOCUTYpHUTENHA Kaca U M3 u3BbpLIBAT aHAINW3 Ha chOpaHara OT
neueOHUTE 3aBefieHUss U oOpaboreHa ot CwbBera mHpoOpMamus 3a nenure Ha e€PEeKTUBHOTO H
1enecb00pa3Ho pa3xo/iBaHe Ha MyOJIMYHU CPEACTBA.

(13) Bb3 ocHoBa Ha aHanu3a o ain. 12 H30K/M3 morar na npaBsT npeaioskeHus mo 1i. 32,
an.2u3.“

34. B uin. 36:

a)paim. 1 1. 11, 12 u 13 ce oTMEHAT;

0) B ain. 2 qymwure ,,ain. 1, 1. 10 — 13* ce 3amensr ¢ ,,an. 1, T. 10%.

35. Bun. 37:

a) B an. 1 gymure ,,un. 30, an. 3* ce 3amensr ¢ ,,wi. 30a%, a yucioro ,,90° ce 3amens cbe ,,180%;

0) B a11. 3 ce ch3/1aBa U3peUYeHHUEe BTOPO: ,,[Ipu pasmmupsiBaHe Ha TePaneBTUUHUTE MMOKAa3aHMs Ha
JIEKapCTBEH MPOYKT, 32 KONTO 10 MOMEHTA HE € 3aramiado B chorBeTHaTa yacT Ha [1JIC, CrBeThT
ce npousHacs B Cpok A0 90 num.*

36. Cp3naBa ce ui. 37a:

,»d1. 37a. B 90-nHeBen cpokx CBHBETHT U3BBPIIBA OLIEHKA HA 3APaBHUTE TEXHOJOTHH 32
JIEKapCTBEH MPOJYKT U MpHUEMA C PelIeHre JOKIaIl.

37. B un. 38:

a) B all. 1 aymuTe ,,3a BCSIKO TMOCTBIIAJIIO 3asBIEHUE” C€ 3aMEHST ChC ,,3a MOCTBHITUIUTE
3asBIICHUA, a cle[ IyMHTE ,MEIUIIMHCKA“ ce TMOCTaBsi 3ameras M ce Jo0aBs ,,papmako-
HKOHOMMYECKA";

0) B an. 2 mymuTe ,,I0 BCAKO 3asBIEHUE ce 3aMEHST C ,,lI0 3asBIEHUATA, a clea AyMmara
,»,METUIINHCKA ce 100aBs ,,(hapMaKko-UKOHOMHUYECKA ;

B) B aL. 3 cien aymara ,,dapmarus® ce mo0ass ,,uiu ,,JIkoHOMUKa™;

r) B ail. 5 paymarta ,,papMako-UKOHOMHMYECKa™ ce 3aMeHs C ,,MeIuluHCKa/(papmako-
HKOHOMHYECKa™;

1) Ch3aBaT Cce HOBH aJl. 6 1 7:



,»(6) IIpu orieHKa Ha 3ApaBHUTE TEXHOJIOTUH TIpeacenaTeasT Ha ChbBeTa Onpeess ChC 3aroBe]]
paboTHa rpymna, KOsSTO Ja U3TOTBU KIMHUYHA U (apMaKO-HKOHOMHUYECKA OIICHKA 32 OICHSIBAHUS
JIEKapCTBEH MPOJIYKT 10 00pasell, yTBbpieH oT ChBeTa, M OIICHKA Ha KpUTepHH 110 Wi. 30 chriiacHoO
npunoxenne Ne 5. B paboTHara rpymna ce BKIIOYBAT €KCIEPTH MO all. 3 MO CIEeHUATHOCTUTE
»Menumuna®, ,,dapmanus’ u ,,JMikonomuka*, kakto u npeacrasutena Ha H30K u M3.

(7) llpencenarensar Ha paboTHaTA Tpyma Mo ai. 6 B3emMa ydacTue Ha 3aceannero Ha CrBera, Ha
KOETO C€ pa3riiexkaa ChOTBETHATA MPOIISAYypa 3a OIICHIBAHMSI JICKAPCTBEH MPOAYKT. ;

€) JoceraiiHara aj. 6 craBa ai. 8 u B Hesl ¢/l JyMaTa ,,HaMMEHOBaHHE  Ce MOCTAaBsI 3areTas u ce
n00aBs ,,KaKTO U IIPH TTOCTAHOBSIBAHE Ha 3abJDKCHUE 3a TIPOCIIesiBaHe Ha e)eKTa OT Tepanusra;

) JloceraiiHara aj. 7 ctaBa ajl. 9 u ce u3MeHs Taka:

»(9) B cTanoBHIIETO CH 32 JIEKAPCTBEHUTE MPOAYKTH 110 WI. 3 1a 1 3a mpoMsiHA Ha TepaneBTUYHU
nokazanus o wi. 35a H30K/M3 3aab/mKUTENIHO ITI0COUYBaA JIEUEOHUTE 3aBEACHMS, B KOUTO IIIE CE
npociensaBa eheKThT OT TEepanuATa, YCIOBUATA U KPUTEPHHUTE 3a MPOCIEAsiBaHe Ha edeKTa OT
TepanusTa ¢ TSIX, KaKTO U MPOTHO3HUS Opoil manueHTu. ;

3) moceramHaTa ai. 8 craBa an. 10 u cnen AymuTe ,,eKCIIEPTHUTE CTAHOBHUIIA® C€ MOCTaBs
3amneTas u ce 700aBs ,,KIMHUYHATA U (PapMako-UKOHOMHMYECKaTa OLIEHKA™, a JyMHTE ,,all. 6 ce
3aMEHIIT C ,,all. 8 M 9°;

1) noceramiHaTta aji. 9 craBa an. 11 u B Hes cien QymMHTe ,, WM HAUMEHOBAaHUE' CE€ TOCTaBs
3ameTas v ce 100aBs ,,KaKTO U IPH ITOCTAaHOBSIBAHE Ha 33 IbJDKCHUE 32 IIPOCIIeAsSIBaHe Ha eeKTa OT
TepanuAra‘;

K) goceramHaTa an. 10 craBa an. 12 u B Hes ciel QyMUTE ,,WJIM HAUMEHOBAHHUE™ CE€ MOCTaBs
3areras M ce 100aBs ,,KaKTO U IPHU IMOCTAHOBSBAHE Ha 3a/IbJDKCHUE 3a MpocieasBaHe edekra oT
TepanusiTa’;

) ch3gaBa ce ai. 13:

,»(13) Ha 3acenanusara Ha ChBeTa 3a1bJDKUTEITHO TPUCHCTBAT MPECTABUTEI/TIPEACTABUTEH Ha
H30K, M3 u MAJI, xorato ce u3BbpIiIBa OllcHKA Ha 3[PaBHUTE TEXHOJIOTHH.

38. Cp3maBa ce 4i. 38a:

,d11. 38a. (1) BeB BpBb3Ka cbe 3aabikeHueTo no wi. 38, an. 8 ynpasurensat Ha H30K moxe na
Ch37a/ie KOMHCHS, KOSITO Jia IO MOANOMara B M3roTBsHeTo Ha craHoBHine. [IpaBunara 3a pabora
Ha KOMHCHSTa ce yTBbpkaBar ot ynpasutens Ha H30K.

(2) 3a mognomaraHe paboTaTa Ha KOMHCHSITa MOTaT J1a ObAaT MPUBINYAHU U BHHIITHU €KCIIEPTH.

(3) UnenoBete Ha KOMHCHsTA MO al. |, KAKTO W JIMIATa MO ajl. 2 HE MOTAT Ja y4acTBaT B
JEHOCTH, CBBP3aHU C pa3pabOTBaHETO, MPOM3BOACTBOTO, MAPKETHUHTa, ThPrOBUITA HAa €ApO U
IpeOHO ChC CHOTBETHHS JIEKAPCTBEH MPOIYKT.

(4) UneHoBeTe Ha KOMHUCHATA IO ajl. 1, KaKTO M JIMIaTa MO al. 2 ca JUIbXKHU J1a He pa3riacsBaT
(hakTu ¥ 0OCTOSITENICTBA, CTAHAIM UM U3BECTHU TIPU WJIM TIO MIOBO/] M3ITBIHEHUE HA 33 IBJDKCHUSITA
¥M TI0 Ta3u Hapenda.

39. B ui1. 40 ce cp31aBa ai. 4:

»(4) CoBerbT ciyxeOHO yBemomsBa M3/H3O0K 3a pemieHusara, Ha KOUTO € MPUIATACHO
MIPEABAPUTEIHO U3ITBIIHEHNE, B 3-THEBEH CPOK OT MU3/1aBAHETO UM.

40. B ui. 41 an. 3 ce U3McHSA Taka:

»(3) YBenuueHnue Ha yTBBbpJEHATA II€HA HA JICKAPCTBEH MPOJYKT 1O 4wi. 2, ai. 1 Moxe 1a ce
3asBU JI0 pa3Mepa Ha Hali-HHUCKaTa IIeHa, ONpeesieHa MO pela Ha wi. §, WIK C MPOLEHTa Ha
CTAaTUCTUYECKHU OTYETeHaTa MH(]IIaIus 3a mepruojia Ha IeHCTBHE OT TTOC/IeIHaTa 0Opa3yBaHa 1eHa.

41. B un. 42, 1. 2 gymara ,,JOTOBOpPEHA™ ce 3ajJM4aBa, a Aymara ,,HaJlEHKaTa ce 3aMEeHs C
,,HamOaBKara‘“.

42. B 4. 43:



a)Ban. l:

aa) B U3pEUCHHE IMbPBO JAyMara ,,JIBAHAJIECET" c€ 3aMEHS C ,,/IBaJIECET U YETUPHU";

00) B m3peueHue BTOPO JyMara ,,JBAaHAJECCETMECEUHHUAT Ce 3aMEHS C ,,JBAJICCET M UYETHUPH
MCCCUHMAT;

BB) U3PEUCHHUE TPETO CE OTMEHS,

0) B ai. 2:

aa) B M3pEUCHHE IBPBO AYMUTE ,,KOUTO € EIWHCTBEH B MEXKIYHApOJHOTO HEMATEHTHO
HAaUMEHOBaHHUE"“ C€ 3aMEHST ChC ,,32 KOUTO pedepeHTHATA CTOMHOCT C€ M3YUCIISIBA Ype3 IPYIHpaHE,
B KOETO HE y4acTBaT JIEKAPCTBEHHU MPOAYKTH Ha APYTH MPUTEKATEIIN HA pa3pelIeHre 3a ynorpeda“;

00) u3peueHue TPETo Ce OTMEHS;

B) B aJ. 3:

aa) B U3pEUCHHE MbPBO AyMara ,,JIBAHAJIECET" c€ 3aMEHS C ,,/IBaJICCET U YETUPHU";

00) B m3peueHue BTOPO JyMara ,,JBAHAIECCETMECEUHUAT Ce 3aMEHS C ,,JBAJICCET M UYETUPH
MECCUHHUAT ;

BB) U3PCUCHHUE TPETO CE OTMEHSI,

I) B all. 4 U3peyeHue TPETO CE OTMEHS.

43. B 4. 44:

a) B aJ. 2 IyMUTE ,,B Kpasi HA BCIKO TpUMECEUne * ce 3aMEHSIT C ,,e)KEMECEUHO";

0) B ai1. 3 cien gymure 1o 4wi. 6, an. 2, T. 3“ ce mocTass 3ameras U ce 100aBs ,,Ha BCEKU TPU
mecerna‘“.

44. B 4. 45:

a) B ai. 1 cimen aymure ,,croinoct 3a JJIJI* ce moGaBs ,, i TepanmeBTUYEH KypC, WU
KOHIICHTpAIIUs, WU 00eM™;

0) B ai. 2, T. 2 ciieq gymMute ,,croitHoctTa Ha JJI/1* ce nobaBs ,,uiu TepareBTUYCH Kype, WU
KOHIICHTpAIIUs, WU 00eM™;

B) B aJI. 3 cien nymute ,,Pedepentrara croitHoct 3a /11 ce nobass ,,iiiu TepaneBTHYEH KYypC,
WM KOHIICHTpAIMs, U 00eM*, a cliel NyMHuTe ,,Hail-Huckure croiHocty Ha JIJIJI* ce nobaBs
,»AJTM TEPATIeBTHYEH KYPC, WJIM KOHIICHTPAIIUsI, Ui 00eM™;

r) B an. 4 cinen nymure ,,3a JI/1J[* ce no6aBs ,,uiu TepaneBTHUEH KypC, WM KOHIICHTPAIUS, WIIH
obeM“.

45, B uj1. 46:

a) B ai. 1 crmen aymure ,,.croiHocT 3a JJI/I* ce moGaBs ,unu TepameBTHYEH Kype, WU
KOHIIEHTpaIlus, Ui 00eM*;

0) B an. 2, T. 2 cinex xymute ,,ctoitHoctTa Ha JIJI/[* ce mobaBs ,,unu TepaneBTUYECH KypC, WU
KOHIIEHTpaIlus, Ui 00eM*;

B) B an. 3 cien aymure ,,Pedpepentrara croinoct 3a JJ1J1 ce mobGaBs ,,unu TepaneBTUUEH KypC,
WM KOHIIGHTpAIMsl, U 00eM*, a cliel IyMHuTe ,,Hail-Huckurte croiHocty Ha JIJIJI* ce noGaBs
,»AJTM TEPATIeBTUYEH KYPC, WJIM KOHIICHTPAIIMsI, Ui 00eM™;

r) B an. 4 cinen nymure ,,3a JI/1J1* ce no6ass ,,iiiu TepaneBTHYEH KypC, WM KOHIIEHTPAIUS, UK
obeM“.

46. B un. 47, an. 2, 1. 1 cnen gymute ,,croitHoct 3a JJJIJ1 ce mo6aBs ,,iuiu TepaneBTUYEH KypC,
WU KOHIIEHTpAIUs, WK 00eM*.

47. B un. 48, an. 2, 1. 1 cnen gymute ,,croitHoct 3a JI/1J1“ ce mo6aBs ,,uu TepaneBTUYEH Kypc,
WU KOHIIEHTpAIUs, WIH 00eM*.

48. Ynen 50 ce oT™MeHS.

49. Ynen 51 ce n3MeHs Taka:



4. 51. CToliHOCTTa 3a OIAaKOBKAa Ha JICKAPCTBEHUS MPOAYKT, M3YMCIICHa Ha Oa3ata Ha
pedepeHTHaTa CTOWHOCT, ce (hopMupa, KaTO e YMHOXKH CTOMHOCTTA, OTpeIelieHa Mo peaa Ha il
45 — 49, o 6pos JIJIJ1 unu TepaneBTHYECH KypC, WK 10 Opol €AMHUITM KOHIIEHTPALMS, UITH 110
Opoiil emuHUIM 00eM, ChIBPIKAIIY CE B ChOTBETHHS JIEKAPCTBEH MPOJIYKT.

50. Ynen 55 ce u3MeHs Taka:

,di1. 55. CroitHOCTTa, HA KOSTO CE 3aruiamia ¢ MyOJUYHHU CPEICTBA CHOTBETHHST JICKAPCTBEH
MIPOJYKT, ce hopMuUpa, KaTo HUBOTO Ha 3arlialllaHe, ONpeesieHo M0 peaa Ha wi. 53, ce yMHOKaBa
0 CTOMHOCTTA 3a OMAaKOBKa, OmpeziesieHa Ha 0azara Ha pe)epeHTHa CTOMHOCT.

51. Bun. 57, an. 2 nymure ,,ctoitHoct 3a J1JI/I/TepaneBTrueH Kypc* ce 3aMeHsT ¢ ,,pedepeHTHa
CTOMHOCT".

52. B un. 576 ain. 2 ce u3MeHs Taka:

,»(2) Ilpu mopabpxane Ha peMMOYpPCHHS CTAaTYC Ha €JHAKBHUS HJIM Ha MOJOOHUS JIEKapCTBEH
npoaykt mo wi. 214 ot 3JIIIXM, BxitoueH B [1JIC, CbBETHT CiTyKeOHO MOAABPIKA PEUMOYPCHUS
CTaTyC W Ha JIEKapCTBEHUs NPOAYKT mo wi. 34, an. 1. CpBeThT yBeooMsiBa IpUTEXaTels Ha
paspellieHre 3a napaselieH BHOC WM pa3pellieHre 3a mapajeliHa AUCTPUOYIHS 3a 3all0YBaHe Ha
aIMUHUCTPATUBHOTO MPOU3BOJACTBO.

53. B uin. 578:

a) B ain. 2 cnex gymute ,, w1 30, an. 1 ce mob6asst ,,u wi. 30a*, a gymure ,,u 32 T€3U 1O Wi. 29
3JINIXM* u 3anerasTa nmpej TAX ce 3aJIM4aBaT;

0) anuHes 3 ce OTMEHSI.

54. I'nmaBa ceqma ce OTMEHS.

55. B § | oT 1onbJIHUTENHUTE pa3Nopenou:

a) B T. 1 gymure ,,3a Hail-rossiM Opoil 3ApaBHOOCUTYPEHH JTUIA* cE 3a]TNYaBar;

0) B T. 3 mymuTe ,,IaficH 00eM, JajieHa Maca, IPOLICHT* ¥ 3areTasTa ciie/] TIX Ce 3aI1M4aBar;

B) TOUKU 4 U 5 c€ OTMEHSIT;

') TOuKa 6 ce U3MEHs TakKa:

»0. ,,KOIM4ecTBO akTHMBHO BEIIECTBO B J1030Ba €AMHUIA € ChAbPKAHUETO HAa AKTUBHOTO
BEIIECTBO, U3PA3€HO KOJIMYECTBEHO 3a €/IHA JI030Ba eANHUIIA (Ta0IeTKa, Karcyia) WK 3a eANHUIA
Maca uii o0eM, B 3aBUCHMOCT OT JiekapcTBeHara (opma.

56. Cp3naBa ce HOBO npuwiioxeHnue Ne 6 kpMm 4. 35, an. 3 u 6:

,IIpunoxxenue Ne 6 kbm 4. 35, an. 3 u 6

PBKOBO/ICTBO OTHOCHO M3MCKBAHMATA KM CHABPKAHUETO HA aHAIM3a 32 OLICHKA Ha 3/[paBHATa

TEXHOJIOTHS

ChIbppKaHMETO Ha aHald3a MOXXE Ja ChIbpKa M APYTHM JaHHU W pa3leid, KOUTO ca
Heo0X0IMMHU, 3a J1a c€ OCUTYpH HH(popManusTa, TocoueHa B 00XBaTa Ha OIIEHKATa.

OcHOBHUTE pa3/ieiu, KOUTO CJIE/Ba 1a ChbpPKa aHATU3bT, Ca CICTHUTE:

1. BoBenenue.

2. Knuauvna orieHka 3a e(huKacHOCT, TepaneBTUYHa €(peKTUBHOCT U 0€30T1aCHOCT.

3. ®apMako-UKOHOMUYECKA OLIEHKA.

4. Aganu3 Ha OIOKETHOTO BB3IEHCTBHE.

5. CnenuuyHA U3MCKBAHMSI 32 OLIEHKA Ha 3/IpaBHUTE TEXHOJIOTHH, MPEAHA3HAUYCHHU 32 PEAKU
3a001sBaHUsT WM CHeU(DUYHN TPYNMH TAIMEeHTH, KaTO HAImpUMep MOJArPYIH, ONpenesieHn Ha
OCHOBaTa Ha TeHOMHAaTa HHPOpMAIUs, U Jp.

6. Uudopmanust 3a MOpaHU ¥ €THYHH aCTIeKTH Ha ynoTpebaTa Ha 3/[paBHATa TEXHOJIOTHUS (aKO
UMa).

7. Pe3tome u noknanyu (B MPUIIOKEHHE) HA PEIICHUS U OLIEHKH OT Ibp’KaBHU MHCTUTYLIUU 32
LETTUTE Ha APYTU HAlIMOHAJHU CUCTEMH Ha 3]IpaBeola3BaHe.



8. JlokazarencTBeH MaTepuall OT U3MOJI3BaHaTa JIMTEpaTypa.

9. Onuc Ha U3MOJI3BaHATA JIMTEpATYpa.

Nudopmanus, KoATO cieliBa Ja ChAbpKAT FTOPEIIOCOYCHUTE Pa3Aeiu:

1. BoBenenue:

1.1. 3npaBen npobem:

Omnwucanue Ha 31paBHUS poOsIeM Ha 6a3ara Ha HAaJEKIHU U3TOYHULIM HA MH(POPMAIUs, KAaKTO
U SICHO MO3ULIMOHUPAHE Ha 3[JpaBHATA TEXHOJIOTHS B TUATHOCTUYHUTE U TEPANIEBTUYHUTE MPOLIECH
Ha aHAIM3HPAHOTO 3a00JsIBAHE.

[IpenoctaBs ce wuHpopmanus OTHOCHO JehUHUIMATA Ha 3a00JSBAHETO CBITIACHO
Mexnynaponnara knacudukamnus Ha 6oectute (MKB ). Ako omieHkaTa ce oTHacs A0 crienuduaHa
TapreTHa nomyjianus (Hampumep cbc crnenuduueH eram Ha 00JiecTTa), ce MPEACTaBsl HAKPaTKO
onucaHue Ha 0ojecTTa, MOCIEABAHO OT JeTaiIHa WH(pOpMAaIHs, Kacaella KOHKPETHUS eTan Ha
Oonecrra.

OmnwucBar ce MPUHIMIUTE W KPUTEPUUTE 3a JUATHOCTUIUpAaHE Ha 3a00JIIBaHETO, KAKTO U
MperjeinTe U u3cieaBaHusaTa (JlabopaTOpHU U APYTH), KOUTO ca HEOOXOAMMHU 3a MOCTaBsSHE Ha
JIMarHo3aTa, KaTo Ce MOCOYBAT ChbOTBETHUTE HAJAEKIHN U3TOYHUI — 32 MIPEAIIOYUTAHE KIMHUIHU
MPEMOPbKU U PHKOBOJACTBA, OCHOBAHM HAa CHCTEMATHYEH Iperiie]l Ha HAyYHHUTE JI0Ka3aTesCcTBa,
BKJTIOYMTETHO ITyOJMKYBaHH TaKMBa 3a ObJrapckaTa CHCTeMa Ha 3/paBeolia3BaHe. AKO 3a IeNTUTe
Ha TMOCTaBsiHE Ha JMAarHo3aTa ce MOJ3BaT Ceuu(PUUHU CKallu WM TECTOBE, CHIIUTE CleABa Aa
ObIaT MOCOUEHH, KAKTO U KOM OT TAX ce (puHaHCHpar oT myOonnyanTe GoHaoBe B bbarapus.

1.2. EnuaeMHonI0ruuiy JaHHU, MEAMIIMHCKA U COLIMATHA TeKECT Ha 3a00IIIBaHETO:

[IpenocraBsaT ce akTyaaHH ENMUAEMUOJOTHYHU JaHHH, BKIIOYHTEIHO 3a00JIEBaEMOCT H
00JIECTHOCT, KaTO Ce MPEeANoYnuTaT JaHHU, Kacaely ObJrapckara momysiaius, KaTo OCBEH TOBa €
HE00X0MMO Jla ce MPEeAOoCTaBH MH(GOpPMAIHS 33 TEKECTTa M CEPHO3HOCTTA Ha 3a00JSIBAHETO,
oOliecTBeHaTa My 3HAUYMMOCT U XapaKTePUCTUKUTE Ha MAI[MEHTUTE, KOWTO Il Ce TPETHpaT B
3aBHCHMOCT OT 3a00JISIBAHETO, HAIIPUMEP XPOHUYHO 3a00JIsIBaHe, PSAIKO 3a00JIsIBaHe, 3a00JIIBaHE
MIpY MalMEeHTH B aKTUBHA BH3PaCT.

1.3. KnuanyHa KapTHHA, €CTECTBEH X0 Ha 3a00JIIBaHETO, YCIIOKHEHHSI U TIPOTHO3A:

Omnucea ce ecTeCTBEHUAT X0 Ha 3a00JsIBaHETO, MPOTHOCTUYHHUTE (HAaKTOPU, CBBP3aHH C X012
Ha 3a00JSIBAHETO, KAaKTO W HETOBOTO BJIHMSHHE BHPXY KAueCTBOTO HA JKUBOT Ha IAIlMCHTHUTE.
[TomuepraBa ce MACTOTO HAa HOBATa 3paBHA TEXHOJIOTHUS B €CTECTBEHUS XOJ Ha 3a00JIIBaHETO U
BIIUSTHUETO W BBPXY HETOBaTa MPOMSIHA M KQ4eCTBO HA KUBOT.

1.4. TepaneBTUUHU CTaHIAPTH:

OmnmcBa ce HACTOANIOTO JICYEHHE Ha 0a3aTa Ha MEKIYHAPOIHUTE MPENOPHKH U PHKOBOJICTBA.
Crnen ToBa ce OMMCBa aNTOPUTHMBT Ha JICUEHUE ChITIAaCHO KIIMHUYHATA IPAaKTHKa B bbiarapus, kato
ce CIie/IBaT ChOTBETHHUTE €Ty Ha 3a00JIIBaHETO C aKIEHT BBPXY €Tara, B KOKTO e ce mpuiara
3npaBHaTa TexHonorus. IlocouBa ce manmm HoOBaTa TEXHONOTHS € BKIIOYEHAa BBHB
(dhapmakoTeparneBTHYHNUTE PHKOBOJICTBA WM B IPYTH €BPOTICHCKU TEPANICBTUYHH PHKOBOJICTBA.

BxurouBa ce v nH(oOpMaIysi OTHOCHO alTepHATHBHUTE, KOUTO ce peuMOypcupaT B briarapus 3a
CBHOTBETHOTO TEPAIEBTUYHO ITOKa3aHUE.

1.5. IleneBa nomynanus:

Omnwcea ce momynanusTa, Ipy KOSITO IIe e TMpHiara 3apaBHaTa TEXHOJIOTHS. AKO 37paBHATa
TEXHOJIOTHS 1€ Ce TIpuiiara Npyu KOHKPETHA MOIMYJIallMOHHA TPpyTa MalueHTH, TUarHOCTHIIUPAHU C
naneHo 3abosBaHe (HampuMep TaKuBa ChC CeudUIHa MyTaIus), € He0OXOAMMO SCHO Ja ObaaT
MMOCOYCHH KPUTEPUUTE 3a OmpeielissHe Ha Ta3u cyomomynanus. [Ipu neduHupane Ha 1ieneBara
TIOITYJIAIIHSI C€ M3MOJ3BaT IaHHM 3a brirapus, KaTo ce OmucBaT U METOIHMTE 3a ONPEIEIISTHETO M.
[TocoyBa ce qanu HEOOXOUMUTE KIMHUYHH U APYTU TECTOBE CE 3arialiar ¢ MyOJInYHU CPEACTBa.



1.6. Onucanue Ha 3/[paBHAaTa TEXHOJIOTHUSA:
1.6.1. OCHOBHM XapaKTEPUCTUKHN Ha HOBATAa TEXHOJIOTHSI:

INN

TBproscko ume

IIpuTexaren Ha pa3pelIeHUETO 3a
ynotpeba

TepaneBTu4eH Kiac

AKTHBHA CyOCTaHIUs/aKTUBHH
cyOcTaHIuH

dapmarneBTHYHA
dhopma/dapmaneBTuuHn HopMuU

ATC xon

MexaHu3bM Ha NeHCTBUE

dapmakoaHAMUKA

CDapMaKOKI/IHCTI/IKa

1.6.2. IIbT Ha IPUIIO’KEHUE U TO3UPAHE:

IIsT Ha MPUITIOKCHHUC

Ho3upane

YecroTa Ha JO3UPAHETO

[IpoabmKkUTENHOCT HA Kypca Ha
JIEYCHHUE

VY cTaHOBEH NHTEpPBAI MEXAY KYPCOBETE
Ha JICYCHUE

YcranoBeH Opoii MOBTapsIIIH ce
KyPCOBE Ha JICYCHHE

KopHeraHe Ha J03arta

TexHonorusra, KoATo ce OleHsBa, TpsiOBa 1a ObAe moaApoOHO onucaHa. TpsbBa 1a ce yTouHu
JlaNy € paspelieHa 3a ynorpeda B bbiarapus, kora 3a nbpBU IbT € pa3pellieHa U KbJe, B KOJIKO
APYTH IBbP)KaBU € pa3pelieHa (B cIydail Ha JuIca Ha HEHTPAIM3UPaHo pa3pelieHne 3a ynorpeoda
B EBponma) M KakBM ca KOHKPETHHUTE TEpamneBTUYHM I[IOKA3aHMs, 32 KOUTO € W3JIaJIeHO
paspemeHneTo. AKO OIEHKaTa ce M3BBPIIBA 32 HOBO TEPANEBTHYHO IOKA3aHME, 32 KOETO HE €
npujiaraHa 1o MOMEHTa, TOBa TpsiOBa J1a ce OCOYH.

HeoOxonmuMo e pa ce mpenocraBu cieqHata WHQOpManus: BHIBT Ha TEXHOJIOTHUSTA
(ImarHocTu4Ha, NPOPUIAKTUYHA, TEPANIeBTUYHA), HEUHUTE OCHOBHU XapaKTEPUCTUKH, PA3INIHU
IOKa3aHusd, MPOTUBOIIOKA3aHUA U PUCKOBE, KOUTO BEYEC Ca U3BCCTHU U OITMCAHU B JIMTECPATYypaTa.

Konkpernara nnpopmanus, KoITo 3aIbJDKUTEIHO TPsIOBa 1a ce BKIIIOYH, € ClIe/IHaTa:

* paspemieHne 3a ymoTrpeba Ha CBHOTBETHATa 3/paBHA TEXHOJIOTHS, KOETO BKJIIOYBA H
CMELUAIHUTE YCIOBHS, aKO UMa TaKUBa, U CPOK Ha BAJIUIHOCT;

* MEXaHWM3bM Ha JeiicTBue, TepaneBTuyHa rpymna, ATC xox — 3a JiekapCTBEHUTE MPOTYKTH;



* YCJOBHWS, IPU KOUTO 3/paBHaTa TEXHOJOTHUS LIe ce mpuiara (HampuMmep B I'bpBUYHATA
M3BHHOOIIHUYHA METUIIMHCKA TIOMOIII, B CTICIIHATTU3UpaHaTa N3BbHOOTHIYHA MEIUITMHCKA TOMOIII,
3a OOJTHMYHO JICUCHUE WJTU IPYTH).

Onucea ce MACTOTO Ha 37paBHATA TEXHOJIOTHUS CHITIACHO HACTOSINATA KIMHUYHA MPAKTUKA,
KaKTO U KOsl Teparusi, BKIIFOUUTEIHO APYTH 3PaBHU TEXHOJIOTUH, 111e ObJaT U3MECTEHHU YaCTUYHO
WJIM M3IISUI0 OT HOBATa TEXHOJIOTHSL.

B cityyaii Ha MOJ0XKUTENHO pellleHue cle/iBa Jja ce OMHUILE PEeUMOYPCHUST CTaTyC Ha 3[paBHATa
TexHoJoruss B EBpoma, TepaneBTUYHM TOKAa3aHWs, PECTPUKIMH W HHUBO HA peuMOypcarmms,
o0o0IIeHne Ha TMpenopbKuTe 3a peuMOypcupaHe, Haid peuMmOypcanusara € 3a BCHYKHU
TEPANeBTUYHU MMOKA3aHUS WIHM CaMO 32 KOHKPETHU TCPANIEBTUYHH TTOKA3aHUs B IPYTUTE TbPIKABH.

1.7. 360p Ha CpaBHUTEITHU aITCPHATUBH:

Koraro chIecTByBaT HSKOJIKO TEPANEBTHYHU TMOAXOAA (BKIIOYUTEIHO HEJICKAPCTBEHH
Tepanuu U HeJedeHue), Te TpsbBa na ObaaT uzbpoeHu. TepaneBTUUHUTE MOJIXOIH, KOUTO CE
M3IIOJI3BAT KAaTO CPAaBHUTEIHH aITEpPHATUBH, cieqBa na Obaar m3dpaHu Ha Oazata Ha Hal-uecTo
U3MOJ3BaHaTa Tepanus WKW TepanusaTa Ha ObpBH H300p. 3a Ja HMa MEXIyHapoJHa
CBIIOCTaBUMOCT, € MPEMOPBHUNUTEIIHO KATO ONpE/ICICHHE 3a CPaBHHUTEIHA AITEpPHATHBA Ja Ce
MIOCOYH BB3MPUETOTO KAaTO ,,Hal-A00POTO CTAaHAAPTHO JIeUeHUE" .

Morar fa ce M3MOJI3BAT W CIEAHUTE AITEPHATHBH: JICYEHUETO, M3MOI3BAHO B HACTOSIIATA
KIIMHUYHA MPaKTHUKa; Hail-uecTo M3MOJI3BaHaTa Tepamus; Hal-4ecTO M3IOJI3BAaHU alNTePHATHBHU
JICKapCTBCHH MPOIYKTH; PEUMOYPCUPAHU TEPAIHU ChC ChINATA WM SKBHBAJIICHTHA TEPANICBTUIHA
WHIUKAIUS, MPOIYKTHT, KONTO Hail-BEepOSATHO IIe ObJe M3MECTeH WM JOMBIHEH OT HOBaTa
TEXHOJIOTUSI. AKO HOBaTa 3J]paBHAa TEXHOJOTHS MPUHAMIC)KH KBbM  CBIIECTBYBaIla
(dbapmakoTepaneBTHUHA TPyIa, CPABHUTEIHUAT NPOAYKT TPsAOBa /a € Hal-4ecTO M3MOJI3BAHUST
MIPOYKT OT TPyIaTa Wik TO31, KOWTO Hail-BEPOSITHO Iie OhJIC MOBIUSH OT BHBEXK/IAHETO HA HOBATa
TEXHOJIOTUSl. AKO HOBaTa 37paBHAa TEXHOJIOTHUS MPHUHAIEKU KbM HOBa (papMakoTepareBTUYHA
rpyma, CPaBHUTEIHUAT MPOIYKT TPSOBA Ja € Hail-uecTO M3MOJ3BAHUAT JICKAPCTBCH MPOAYKT 3a
CBILIUTE TEPANIEBTUYHU MTOKA3aHUS.

Jlozata W TPOABIDKUTETHOCTTa Ha JIEYEHHWE C alTepHATHBHTE TPsAOBa Ja € Cropen
uHpopManuaTa B KpaTkaTa XapakTepUCTUKa Ha TMPOAYyKTa U (apmMakoTepaneBTUUHHUTE
pBKOBOJICTBA. HenekapcTBEHUTE Tepaluu U HEJICYCHUETO ca JIONMyCTUMHU aJITSPHATUBH CaMO aKo
TOBA € Half-4eCcTO U3IMOJI3BaHO B TEPANEeBTUYHATA MPAKTUKA U KOTATO HAMA JAPYTU alTepHATHBU
3a JIeueHue Ha lieJieBaTa rpymna nalueHTH.

TpsabBa ga e scHO 0OOCHOBaHA AONBIHUTENHATA TON3a OT TepamusITa ¢ HOBaTa 3JpaBHA
TEXHOJIOTHUS, HampuMep Moao0peHa 0e30MacHOCT, MOJ00pPEHO MNPUABPIKAHE KBM TepamusaTa
CHPSMO aNTePHATUBUTE, U3MEPEHA C KOHKPETHH KJIMHUYHU MTOKA3aTeNu CIIPSMO ChIIIECTBYBAIINUTE
QITEPHATHBH.

2. Knuanyna orieHka 3a epuKacHOCT, TepaneBTUYHA e(heKTUBHOCT U 0€30MacHOCT:

2.1. O6mwm naHHMU.

Karo wu3TOuHMIM Ha [OKa3zaTencTBa 3a €QUKACHOCT, TepaneBTUYHA e(EeKTUBHOCT U
0€30IMacCHOCT Ha HOBUTE TEXHOJIOTHH CE CYMTAT CIICTHUTE H3TOUHHIIH:

— KIMHUYHHU W3MUTBAHMs, KOMTO Ca YacT OT Hay4yHaTa mMporpamMa Ha MpPOU3BOJIUTENS U ca
BKJIFOYEHU B JIOCHETO 3a pa3pelraBaHe Ha yrnoTpeda u/uiam ogo0peHre Ha 3paBHATA TEXHOIOTHUS
(Te3m OT TsX, KOUTO ca MyOJMKYBaHU B HAyYHU CIHCAHUS, CII€/[Ba Aa OBJAT TOCOUYCHHU);

— TIOCTPETHCTPAIlMOHHA W TIOCTMAPKETUHTOBM W3NHUTBAHUS, NyOJIMKYBaHH B HayJYHATa
TUTEepaTypa;

— IPYTH U3MUTBAHUS U3BBH JIBETE TOCOYCHH TPYIIH;

— CHCTEMaTUYHH 0030pH M METaaHAIU3H.



Pesynrature oT n3nuTBaHUATa TPAOBA Ja ce MPEACTABAT B TAOIMUYEH BUJ, KOHTO J1a ChAbpPHKA
cieaHara uHGopMaIus:

— JaHHM 3a UACHTU(UIMPAHE HA M3IUTBAHETO (pEerucTpalmoHeH HoMep U Oubmuorpadus Ha
nyOJIMKanusITa);

— JbpXaBa, B KOSTO € IPOBEJEHO W3MNMTBAHETO (NMPH MYJITHHALMOHAIHM H3IUTBAaHUS Ce
I10COYBAT BCUUYKH JIbPKaBH);

— Opoii Ha yyacTHULIUTE (ONKCaHKUEe Ha Opost U ieMorpa)CKUTE XapaKTEPUCTUKU Ha TALIUEHTHTE,
KaKTO M cenu(puIHN NOATrpYNH MAMeHTH, aKO UMa W3BaIKOBH UM post hoc mpoyuBanus);

— BHMJI Ha M3MNMTBAHETO (paHIOMU3MPAHO, HEPAHJIOMU3MPAHO, CIy4yail KOHTpOJA, OTIEIHHU
cllyyau, KOXOPTHO, TOCTMapKETHHTOBO U JIp.);

— MPOBEJICHA HHTEPBEHIINS;

— CPaBHHUTEJIHU AJITEPHATHBH;

— OIIMCAHUE HA PE3YNITaTUTE;

— TOJYYeHH pe3yiTaTd (INaHHUTE C pE3ylITaTUTe MOXE Ja ChbIbpkKaT HH(pOpMaIms 3a
BB3MOKHUTE I'PEIIKH U OrpaHUYEHHsI Ha TIPOYYBAHUSATA).

Besika emna OoT ropenocoueHHTE TpyHH NPOYYBaHHS ClieBa Ja ObJe ONMMCAaHAa B OTACITHA
TadJmua.

[IperopbunTenHo € ga ce oOCHIAT M OrpaHUYEHUATA Ha JIMTEparypara M Ja ce MocodaT
IIPOYYBAHMATA C [T0-HUCKO KauecTBO.

2.2. OOGOCHOBaH CHCTEMAaTH3MpaH aHAIM3 32 HIACHTU(UIMpAHE M IMMOAOOP HAa PEJICBAHTHU
KJIMHUYHY W3MIUTBAHUS U JINTEPATYPHU JAHHU.

2.2.1. Kpurepuu, meroau 3a uWAeHTHPHUKALUsA, nMoA00p M 0a3u JaHHU, KOUTO TrapaHTupar
BKJIFOYBAHETO HAa BCUYKHM DEJIEBAHTHU PaHJIOMU3MPAHM H3IMTBAHUSA B KIMHUYHATA OILICHKA.
Crparerus Ha moa0opa Ha KIIMHUYHU U3MUTBAHUS.

OcHoBHaTa 11e11 € J1a ce UACHTU(PHULINPAT BCUUKU PaHIOMU3UPAaHU U3IUTBAHUs, KOUTO CPaBHSABAT
HOBaTa TEXHOJOTWS C OCHOBHATa alITEpHATHBA. AKO HE C€ OTKPHST AMPEKTHU PaHIOMH3UpPAHH
CpaBHEHUS, TPsAOBa J]a c€ THPCAT PaHAOMM3MPAHU M3MMTBAHMSA, KOUTO IL€ MMO3BOJAT WHAWPEKTHU
CpaBHEHUS. AKO HE € B3MOXKHO JIa CE HANpaBIT U WHAWPEKTHH CPaBHEHHMS, TPSOBA Jla ce TIPOBEIC
ThpPCEHE 3a HEPaHIOMHM3UpPAaHM W3MUTBaHUSA. Besiko mnpuiaraHe Ha KOCBEHH CpaBHEHUS MU
BKJIFOYBAHETO HA HEPaHIOMU3HPAHU W3NUTBAaHU TPsiOBa J1a Obe 000CHOBAHO.

[IpenopbunTtenuure 06a3u JaHHM, KOMTO MOTAT Jla Ce€ M3IMOJI3BAaT 3a WAECHTH(QUIMpaHE Ha
M3MIMTBAHMATA HA OIICHSBAaHATA 3[[paBHA TEXHOJIOTHS, Ca CICTHHUTE:

basza nanHmn 3ananeH nepuos Pesynrarn oT ThpCEHETO
Ha ThPCEHETO (0T
— 110)

PubMed KirouoBu gymu u momydeH Opoit
pesynraTu

Cochrane Library KirowoBu mymu u mosrydeH Opoit
pe3ynratu

ClinicalTrials.gov KiroyoBu nymu u nosyueH Opoit
pesynraTu

European Union Clinical Trials KiroyoBu nymu u nosyueH Opoit

Register pe3yaTratu




baza nannu 3aiazieH nepuosa Pesynratu oT TBpCcEHETO
Ha ThPCEHETO (0T
— 110)
Jpyru u3rouHunu KitouoBu nymu 1 mosryueH Opoit
pe3yaTaTu
[IpencraBs ce TmWHIEH COUCHK HA HWACHTUDUIMPAHUTE W3IMUTBAHUS, BKIIOYBAIIN

KaHJMIaTCTBAIaTa TEXHOJIOTHs (HE3aBUCHMO OT I'pyIara 3a CpaBHEHHE), 1 BCUUKH M3ITHUTBAHUS,
BKJIFOYBAIlM OCHOBHOTO CpPEJCTBO 3a CpaBHEHHE (HE3aBUCHMMO OT pPaMOTO 3a CpaBHCHHE),

CHUCTEMAaTHU3UPaHU 0030pH U METaaHAIIN3H.
2.2.2. Onncanne Ha U3MATBAHUAATA

Kmuanuno | JIwpkaBa/ [YyacTHUIL Bun na HurepBennus | CpaBuurennu | Pesynrar
W3MUBaHE u MPOYYBAHETO, ITepHATUBHU u
IbPIKABU MPOIBIIKUTEITHO
CT
Perucrpanuon [130posisan [bpoid, PKII (6poii Onucanue Ha |Onucanue Ha [OnucaHu
€H HOMEp WU [ Ha [OJrPYIIN [paMeHa, TOYHUS aITepHATHBH | Ha
oubmorpadusfrbpKaBUTe, BAaCJIENIEHOCT U [CTaJui Ha T€ 10 pe3yii-
Ha B KOUTO € p), 3a00JISIBAHETO |TIOKA3aTENUT |TaTUTE U
yOIMKausTAa [[IPOBEIEHO [IOCTMapKETHHTO [1 00XBaHAaTU |e€ MO-Tope TEXHUTE
Mpoy4YBaHe BO U JIp. X apaKTEePUCTH OCHOBHU
TO K11 CTOMHOCT
u

OcBeH npeiCcTaBsiHETO B TAOIMUYESH BUJI HA BCSIKO €THO OT MOJATPYIUTE H3MUTBAHNS — KIMHUYHH,
MIOCTMAapKETHUHIOBHU, CUCTEMAaTUYHU 0030pU U METaaHaIN3H1, € HE0OXOIMMO JIa Ce OIUIIIE TOIPOOHO
n uHbopMaluATa 3a KPUTEPUMTE 3a BKJIIOYBAHE M H3KIIOYBAHE B MM0J00pa Ha KIMHUYHHUTE
U3MUTBAHUA: OCHOBHHMTE JeMOrpackM M KIMHHYHU XapaKkTepUCTUKUW Ha YYaCTHUIUTE B
U3MHWTBAHETO; PEKUMBT Ha JICUEHUE, MOJPOOHOCTH 3a [03aTa, HAUYMHBT Ha MPWIOKEHUE U
POABIDKUTEIHOCTTa Ha JiedeHueTo. [la ce mocoum janm [go3aTa WIM CXEMara Ha JIeUeHHeE,
BKJIFOUMTEITHO M3I0JI3BAHETO Ha CHITBTCTBAILO JIEYEHHE, C€ MOJKpens OT HHpopMmauusra oT
KpaTKara XxapakTepHCTHKa Ha MpoaykTa. []a ce 000CcHOBe Kb/ie Ollpe/iesieHara Jj03a ce pa3jinyaBa OT
MpenopbUYUTEIHATA JO3UPOBKA CHITIACHO KpaTKaTa XapaKTepUCTUKA Ha MPOJIYKTa.

3a BCAKO M3MUTBAHE Ja ce MPEJACTAaBAT JaHHM 3a IpHeMaHa Ko-MeAuKalus (ako uMa TakaBa) U
Ja ce JUCKYTHMpa HEWHOTO 3HAYeHHE 3a IOJyYEeHUTE JaHHU 3a KIMHUYHA e(PUKACHOCT U
0€e301acHOCT.

Jla ce mocouu fanu 3apaBHAaTa TEXHOJIOTHS € B IPOLIEC HA IOIbJIHUTEIIHA U3MUTBAHUS 32 JPYTH
MHAMKALWU WM KOMOMHALIMY U J1a ce U30pOAT ChOTBETHUTE M3MMTBAHUS U BPEMETO 32 TSIXHOTO
MIPUKJIIOYBAHE.

2.3. llanocTHO omMcaHHWE HAa PE3YNTATUTE OT BCAKO KIMHUYHO M3MHUTBAHE M METOIAUTE 3a
TAXHOTO U3MEpPBAHE.

He3zaBucumo oT mocoyeHuTe pe3yaTaTy B TAOIUYHMS MIPETJIe]] Ha U3MUTBAHUATA B TO3H pa3aes
TpsiOBa MOAPOOHO Ja ObJAT U3SICHEHH U WUIIIOCTPUPAHU BCUYKU PE3YNITATH OT TAX, KAKTO M OT
cucTeMaTUYHUTE 0030pH, METaaHAJIM3U U APYrH BHJIOBE NMpoyuBaHUs. MmocTpanusara Moxe aa
ChJIbpKa JOMBJIHUTENHU TaOauIy, Gurypu (Hampumep 3a npexkussiemocT) u ap. Pesynrarure,
JIOKJIa/IBAHU B MIPOYYBAHUATA, Ca:



* I'bPBUYHU PE3YJNITATH;

* BTOPUYHU PE3YNTATH;

* KpaiiHu pe3yaTaTy.

[TpuopuTeTHO 3HAUEHHE MTPH OIICHKATa Ha 3/[PaBHUTE MOJ3M HAa TEXHOJIOTUATA TPsiOBa Jja UMaT
KJIMHUYHO 3HAYMMM PE3YyJITaTH, KOUTO ca € KIYO0BAa BAXHOCT 3a JaJCHOTO 3a00JsBaHE WM
uHTepBeHIMA. KIMHUYHO 3HAUYMMH ca TPU IJIABHU TPYNU pe3yiaTaTd, KOMTO TpsiOBa aa Obaar
oTOeNsI3aHu:

* pe3yaTaTH, CBbP3aHU CbC CMBPTHOCTTA;

* pe3ynTaTH, CBbP3aHU C OOJIECTHOCTTA,

* pe3yaTaTH OT CBBP3aHO ChC 37paBeTo kauecTBO Ha kuBOT (HRQoL).

KimHMYHO 3Ha4MMU ChINO TaKa ca CbOUTHS U HEXKEJIaHU peakuu (Ki1acu(GUIUpaHH M0 TEXECT
1 4eCTOTA).

JlokaziBaHUTE pe3yiITaTu TpsiOBa:

* na ObJar AeUHUPAHU U MOSICHEHH OT IJIeJHA TOYKa Ha PEelIaBaHus 3/[paBeH MpooieM;

* 12 ObJaT OTHECEHU KbM OLICHSABAHOTO 3a00JIsIBAHE M HETOBUS KypC Ha MPOTUYAHE;

* 512 OTpa3sBaT Hali-BaKHUTE aCIEKTH HA 3APaBHIS IPOOJIEM U B CHIIOTO BpEME Ja IO3BOJISBAT
Jla c€ YCTaHOBAT Bb3MOXKHUTE PA3IMKH MEX/y CPABHIBAHUTE TEXHOJIOTUY;

* 71a ObAaT BaXKHM 32 B3€MaHE HA KJIIMHUYHU pelieHus (KpUTHUYHU TOUKH 32 JaJCHUS 3/1paBeH
npobiem).

Koraro ce noknanBar pesyiaTaTHTe, /la C€ ONULIAT U METOAUTE, KOUTO ca W3IMOJI3BaHU 32
[IOCTUTaHe Ha JIBJITOCPOYHM PE3yNITaTH, B Cllydail Ha JIUICa Ha JaHHU (HAmp. eKcTpanojanus Ha
MPEXUBSIEMOCT U . ).

TepaneBTuunuTe pesyntaTu TpsOBa Aa ce aHAIM3UPAT 32 BB3MOXKHO HaW-IbIBI HEPUOL.
OneHkata Ha JIEUEHUETO 3a KpaTbK MEPUOJ € MOAXOASIIA MPU OCTPHU 3a00JSBAaHUS WIM MPU
3a00JsiBaHMsI, NPU KOUTO HAMA JBIArOCpouHH mocienuud. Ilpu XpoHuuHu 3a0ossBaHMS
MIOJIyYEHHUTE PE3YJITATH 3a AbJIBI IEPUOJ UMAT II0-BUCOKA CTOMHOCT, HO B HKOM CiIy4au OllCHKaTa
Ha TEepaneBTHUYHUS e(eKT MOpaau Ibirara NPEeKUBIEMOCT MOXKe Ja ObJe MOoJydyeHa M OT
eKCTparnojrpaHe Ha KpaTKOCPOUHH PE3YJITaTH 3a BPEMETO Ha MPOCie/IIBaHe.

[Tpu aHanu3a Ha HMpeXHUBSIEMOCTTa c€ MpErnopbyBa Ja ce JOKIaJgBa olliara MpeKuBIeMOCT,
KAaKTO M Ja Ce IPEIOCTaBsT SICHU JaHHU 3a Bb3MOXKEH KpbcTocaH edekT. I[IpexxuBsemoctra,
CBOOO/THA OT MPOTpecHsl, B HAKOM 3200 IsIBaHUS CBIIIO MOKE Jia IPeAOCTaBH MoJe3Ha HH(pOopMarus.

IIpn onenkata Ha KJIMHUYHATa €(QEKTHBHOCT Bb3 OCHOBAa HAa CypOraTHH KpalHU TOYKHU
(MeXIMHHYU, KPaTKOCPOYHHU pe3yATaTH) KIMHUYHUAT aHAINW3 TpsAOBa Ja JEMOHCTpHpa TAXHaTa
Bpb3Ka C KIMHUYHO 3HAYUMUTE pe3yaTaTi. Banuaupanero Ha cyporaTHUTE KpailHU TOUKH TpsiOBa
Jla ce MPOBEXk/1a B CbOTBETCTBUE C OCHOBHMS 3/IpaBeH MPOOIeM.

B onpenenenu cinyyau (Hamp. aHanu3 Ha cnenu@uyHa cyOmomyniamus) € MO3BOJIEHO Ja ce
JIOKJIa/IBaT Pe3yiTaTH oT post-hoc aHaaM3, HO Te3U pe3yNnTaTH TpsOBa fa ObAAT HHTEPIPETUPAHU
camo 10 OTHOILIEHHE Ha JaJieHaTa MoArpyna u 1a He ObAaT reHepanusupanu. Post-hoc ananussrt
TpsOBa /a ce pasianyaBa OT aHaJW3a Ha MOATPYNH MAIMEHTH C pa3jMyHa HadajHa MPOrHo3a 3a
pa3BuTHE Ha 3a00JITBAHETO.

W3nom3BaHeto Ha 0000LIeHM KpallHM TOYKH € TPENOpbUMTENTHO €aMO aKo ca Ouiu
MpeBapuTeNIHO AepuHUpaHu B Au3aiiHa Ha npoyuBaHeTo. KomruieKCHM KpallHM TOYKHM HE ca
MPENOPBUNTENIHU B post-hoc aHanmu3a. AKO aHAJIM3BT Ha MOATPYIH OT HACEJICHUETO € ONpeesieH
MIpeIBAPUTENIHO, PE3yATAaTUTE MoraT Ja ObAaT MO-peleBaHTHU OTKOJKOTO B post-hoc ananmza.
Koraro ce noxiazBar 00OOIIEHH KpalHU TOYKH, TpsAOBa Ja ce MPEJOCTaBAT U OTICIHUTE
pe3yJNITaTH 3a BCEKM KOMIIOHEHT JOPH U KOraTo He MOCTUraT CTaTUCTUYECKa 3HAUUMOCT.



Koraro pesynratute ca MOCTUTHATH 4pe3 CKajla C BBIPOCH, TPpsOBa Ja ce MPEelOCTaBU
uHpoOpMaNKA 32 TAXHATa KIMHUYHA 3HAYUMOCT. B ciydanTe Ha KOHBEpCHUS HA MPOABIDKUTECITHH
WM OpJIMHAIHU [IPOMEHJIMBH, UM TUXOTOMHH MPOMEHJIMBU (HAIp. 37paB-00jeH) TpsiOBa 1a ce
yTOYHH MpeceuHara Touka (cut-off point).

JlanHuTE C pe3yaATaTUTE ChABPKAT U HH(GOPMALIHA 32 Bb3MOKHUTE TPEIIKH U OTPaHUYCHUS Ha
MIPOYYBAHUSATA.

[Ipy u3MONI3BaHETO Ha MPEKOBUM METAAHAIM3M WJIM HHIUPEKTHO CpPaBHEHHE PE3yITaTUTe
TpsOBa J1a ce 0OCHIAT OT TJIeIHA TOYKA Ha IOCTOBEPHOCTTA HAa JAHHUTE M PUIIOKUMOCTTA UM IIPH
B3€MaHe Ha pelIeHHEe B CUCTeMAaTa Ha 3jpaBeona3BaHe. 3a BCEKM MEeTaaHAINU3 PE3YyITaTUTE OT TeCTa
3a €IHOPOJIHOCT TPsAOBaA Jja ObJIAT MPECTaBeHU ChIiIacHO MeToauTe oT Hapbunuka Ha Cochrane.

Jlanaute 3a epuKacHOCT ¥ e(heKTUBHOCT, KAKTO U JaHHUTE OT METAaaHAIM3U WU 0000IIeHUs
Ha KJIMHUYHU U3MHUTBAHUS CIIE/IBA Ja ¢€ OOCHIAT CAMOCTOSATEIHO.

2.4. Pe3ynraTtu, TOKJIaJBaHU OT NAllUEHTHUTE.

Pesynrarure, nOKIazBaHU OT MAMEHTUTE, Ca Ba)KHA YaCT OT OLEHKATa KAaKTO HA KIMHUYHATA
e(eKTUBHOCT, TaKa M Ha CBbP3aHOTO ChC 3[JPaBETO KAueCTBO Ha KUBOT. Pe3ynrarure, NoKIaiBaHU
OT TAIMEHTHUTE, BKJIIOYBAT OOMM W/WIK cHenuUYHM 33 CHCTOSHHETO IaHHU (HAmp. MpH
pECIUpaTOPHU ChCTOSHUS, IETPECHs, APTPUT), MEPKH 3a KauecTBO Ha )uBOT (quality-adjusted life
year scale) ot 0 (cMmbpT) 10 1 (TIBJIHO 3/1paBe/03ApaBIBaHE), CAMIITOMH WA (DYHKITUH.

B ananusurte TpsOBa na ce oTOeneku Kora U Kak ca OICHsIBaHU pPe3yJNTaTUTEe, JOKIAJABAHH OT
MAIUCHTHTE.

Jla ce mpencTaBu cxemara, 1o KOATO ca OLCHSIBaHHU Pe3yaTaTuTe, JOKJIaJBaHU OT MAlUCHTUTE
(manpumep, cpod1aBaHu oT yyactHunure, QALY, BU3yanHO-aHAlIOroBa ckaua Ha OojKaTa, TeCT
3a 3pUTENIHA OCTPOTa, 6-MHUHYTEH TECT 3a XOJieHe, 1p.). Bcuuku m3meputenu Ha pe3ynTaTHTE,
JIOKJIa/IBaHU OT MAalMEHTa, TPsiOBa Aa ObaaT nocodyenu (Hamp. EQSD, HUI).

HeoOxomumo e nma ce oneHsAT edekTUTe HA U3CJIeIBaHATa 3/IpaBHA TEXHOJIOTUS BBPXY
Ka4eCTBOTO M MPOIABIDKATEIIHOCTTA HA )KUBOT Ha MAIMEHTHTE B peallHaTa KIIMHIUYHA ITPAKTHKA.

2.5. Ananu3s Ha 6e30MacHOCTTA.

[IpenocraBs ce 0000meHHEe Ha CHOOpaKEHUATA 3a OE30MACHOCT, BKJIIOYHUTEIHO BaXKHU
UICHTU(QUIIMPAHU PUCKOBE, BAXKHU MOTEHIIMATHU PUCKOBE U JIMICBaIla WH()OpMAIIHs, OTHOCUMU
KBbM OIICHSIBaHATA 37paBHA TEXHOJIOTHSI.

[InanbT 3a mpocneAsBaHE Ha JIeKapcTBeHaTa O€30MacHOCT Ha MPOAyKTa TpsiOBa na Obue
pe3loMupaH, KaTo OBJAT OMUCAHW BCHUYKH JIOMBIHHUTEIHM METOAHM 3a TpocielsBaHe Ha
0€30MacHOCTTa, aKO Ca W3MCKAHM TPU pa3pelIaBaHeTo 3a ymoTpeda WU MPH MOCIEABAIIO0
perynaTopHo pasriexaaHe. Kareropusita Ha MpoOBeXTaHUTE MOCTMAPKETHHTOBU MPOYUYBAHUS 32
6e3omacHOCT TpsiOBa /1a ObJe oNpeieseHa.

OpnoOpenHnTe U mpuaraHd MEpKH 3a CBEKJaHE JO MUHUMYM Ha pHCKa MpH ymnoTpedaTa Ha
MPOJyKTa TpsiOBa Aa ObAAT MPEACTaBeHHU U aHATU3UPAHU B KOHTEKCTa Ha Bb3MOXKHO yYBETTMUEHUE
Ha OOIIECTBEHWTE pa3XoAM IPH TpWIaranero WM. Hampumep HM3MCKBaHETO 3a MEPUOTUYHO
Clle/ieHE Ha MOKa3aTeInTe Ha YepHOIPOOHO YBpEKIaHe ¢ Ie]l N30sATrBaHe Ha XEeNaTOTOKCUYHOCT €
yBEJIMYaABallO Pa3XOAMUTE 3a JIEKAPCTBEHUS MPOJYKT NEHCTBUE, JOKATO Pa3pOCTPAHEHHETO Ha
OOYyUMTEIHM MaTepHald WIM CUTHATHM KapTH € PUCK MUHUMH3UPAIIO JCWCTBUE, KOETO He
HaTOBapBa OOIIECTBEHUS U JTMYHUS OIOKET Ha TAlMEHTA.

[{ukbIBT Ha TPENOCTAaBSIHE HA TMEPUOJAMYHU aKTyaTU3WpaHH JOKJIaaud 3a Oe30MacHOCT Ha
JIEKapCTBEHHS TPOAYKT TpsOBa ga ObJe MpeACTaBEeH 3aeqHO ¢ 0000meHa uHpopMamus 3a
KyMYJIAQTUBHUS IEPUOJ Ha MAPKETHPAHETO HA TPOAYKTA U OOOOIICHH JaHHU 32 €KCIIO3UIUSTA.



YectoTa M TEXECT Ha MposiBA HAa HEXKEJIAHWUTE JIEKApPCTBEHU peakuu TpsOBa aa Obae
IpeJCcTaBeHa CIopes Imocieanara omgoOpeHa KpaTka XapakTepucTHKa Ha MPOAYKTa, KaTo ce
[IOCOYH JlaTaTa Ha 0J100psSBAHETO.

[TonOXKXUTETHOTO CBHOTHOLICHHE TMIOJI3a/PUCK € OOEKT Ha peryjaropHa IMpeleHKa |
3aJIBJKUTENHO YCIOBUE 32 BAIMIHO pa3pellieHue 3a yrnorpeda. Beska nonbiHuTeHAa TpOMsiHA Ha
CHOTHOIIICHUETO TMOJ3a/pPUCK, HE3aBUCHMO Jajl C€ Kacae 3a JOMBJIHUTEIHU TOJ3U WIN
JOMBIHUTETHN PHUCKOBE, TpsiOBa Ja Obae mpeacTaBeHa OOEKTHBHO U Jla € MPHIAPYKEHA C
pa3siCHEeHHsT OTHOCHO TOBa Jajly HOBara MH(OpMaIus Bedye € MOoJaJeHa 3a BKIIOYBAHE upe3
MIPOMSIHA B pa3pelIeHUEeTO 3a yIoTpeda Uik ako He € Moja/ieHa, ChIIeCTBYBA JIM IJIaH 3a M0aBaHe
Ha MPOMSIHA.

[Ipencrass ce KaTo MPHJIOKEHHUE MOCIEAHUST MEPUOJUYEH JOKIIa] 3a 0€30MacHOCT.

B TabnuueH BHI ce MpencTaBss CpPaBHHUTENECH aHauW3 Ha mnpoduina Ha Oe30macHOCT Ha
OLICHSBAaHATA 3/IpaBHA TEXHOJIOTHUS U CPABHUTEIIHUTE aJITEPHATHUBH.

Benuky HexxenaHu ChOWTHS, KOUTO MMAaT KIMHWUYHO WIM MKOHOMHYECKO 3HA4YeHHE (HArp.
OKa3BaT BIMSHHUE BHPXY KaUE€CTBOTO HA )KUBOT Ha MallMEHTUTE, CMbPTHOCTTA, IPUABPIKAHETO KbM
TepanusTa), TpsiOBa n1a ObAAT BKIIOYCHHW B aHAIM3a, KaTo ce OOBPHE CICIMATHO BHUMAHHE Ha
CIly4auTe, MPU KOUTO CHIIECTBYBAT ChUICCTBEHH PA3IUUUS MEXKAY CPABHSIBAHUTE TEXHOIOTHH.

CrnemnuTe KaTeropuu HeXKeIaHu ChbOUTHS TPAOBa J1a Ce OIMINIAT:

* BCHUYKU HEXEJaHU ChOUTHS;

* BCHYKH HEXEJaHU CHOUTHS, JOBEJHU J0 OTHAaHE HA YIACTHHUIIM OT U3ITUTBAHETO;

* BCHUYKHU CEPUO3HU HEXETaHU ChOUTHS;

* BCHYKH HEXEJIAHU CHOUTHS, JOBEJHU A0 CMBPT;

* BCHUYKHU HEXEJIaHU CHOUTHS, YUSATO YECTOTA WU TEKECT Ce OTKPOSBAT MEKIY TPYIIHTE.

IIpencraBsar ce B TabnuueH BU U ce 000011aBaT MOTYYEHUTE JaHHHU.

HI[GHTI/IQ)I/IKEIHI/ISI Ha KIIMHUYHOTO HU3IIUTBAHC

HaOmrotaBadu HeXelnaHu CLOUTHS

AnTepHaTuBa bpoit AGcomoTeH bpoit Yecrora Ha Yecrora Ha
NalMeHTH | Opoii HeXKeNNaH! |TAallMEeHTH C |CEpHO3HUTE | BCHUKH
CHOUTHS B HEXKETaHU  |HeXelaH! HEKeNaH!
rpymnara CHOUTHS CHOUTHS CHOUTHS

HoBa TexHonorus

CpaBHuTenHa
alTepHaTHBA

CpaBHuTEIIHA
alTepHaTHBA

ITmae60

[IpeacraBsT ce onuc U 10KA3aTEICTBEH MaTEpUAl OT U3IOI3BAHUTE TUTEPATYPHU U3TOUHUIIH.

3. ®apMako-MKOHOMHUYECKA OLICHKA.

3.1. Onucanue Ha mpoBeneHUTE (apMaKO-UKOHOMHYECKH aHAIHM3U C OIEHSBaHATa 37paBHA
TEXHOJIOTHA B IPYT'U IbpKaBU.

Koraro wmMa mnpoBeneHU 3IpaBHO-UKOHOMHYECKH OIEHKHM WM (apMaKo-UKOHOMHYECKH
aHaJIM3H C OLIEHsIBaHATA 3/IpaBHA TEXHOJIOTHS 3a LIEJIUTE Ha IPYT'H CUCTEMH Ha 3paBeora3BaHe, Te



cieaBa na ce onumar. Ilpenopbuntenen e TabiauueH BUJ Ha ONMCAHUETO M JIeTalaHa MHMCMEHa
uHpOpMaIHs.

B TaGnuuen BuJ ciesiBa Aa ce MOSCHAT CIEIHUTE aHHU:

— U3TOYHUK Ha IIPOYYBAHETO;

— 11eJ1 Ha IPOY4BAHETO;

— M3MOJ3BaH METOJ/METOAM Ha MPOYYBAHETO, BKIIOUUTEIIHO MPHUIIOKEHO MOAETHpaHe (aKo
nMa);

— CpaBHSIBAaHU AITEPHATHUBY;

— U3MEPUTEINTE Ha pe3ylaTaTuTe (KIMHUYHM [10Ka3aTed, KaueCTBO HA HUBOT, IBJITOCPOUYHHU
pe3yaTaTH u Jp.);

— pe3yaTaTu OT aHajau3a (Hamp. CTOMHOCT Ha MHKPEMEHTAIHO ChOTHOLLIEHHE U JIp.);

— 3aKJIFOUYEHHE HA aBTOPUTE.

[Tomyyenure pesynrtatu cieaBa Aa ObJaT KOMEHTUPAHM M OTHECEHM KbM OLIEHKaTa Ha
HacTosIaTa 3apaBHa TexHonorus. [lo-cnenuduyanTe pe3ynTaTi Wik HHTEPIIPETAIUs Ha JAaHHUTE
U pe3yJTaTuTe cie/iBa Aa ObJaT MOSICHEHU U KaTO TEKCT.

3.2. Onucanue Ha NyONIMKYyBaHU OLEHKU Ha 3/lpaBHAaTa TEXHOJIOTHUS, U3BBPIIEHU OT IbpPKAaBHU
MHCTUTYLIMY 32 LIEJIUTE Ha Jpyra HallMOHAJIHA CUCTEMA Ha 3][paBeoNa3BaHe.

TpsbBa nma ce mMpemoCTaBIAT JaHHW 3a BCUYKM JBPKAaBU, B KOWTO TEXHOJOTHATA € Owuia
OLIEHSIBaHa, KaTo Ts TPsIOBaA J1a MMa IOHE €/1HA MOJIOKUTENIHA OLIEHKA Ha 3JpaBHUTE TEXHOJIOTUU
OT AbpKaBHA MHCTUTYIHA Ha BemukoOpuranus, @pannus, ['epmanus u [lBenus.

JlaHHUTE 3a U3BBPILICHUTE OLEHKH CJIe/IBa 1a BKIIIOUBAT ClIeHaTa MH(OopMarus:

— UHCTUTYLIMSTA, KOSITO € U3BBPIINIIA OLIEHKATA;

— rJeJHaTa TOYKa Ha OleHKaTa (ImyOJu4Hu (POHJIOBE, CHELMATHU CUCTEMH 3a (PMHAHCUPAHE,
o0IIecTBO U JIp.);

— II0Ka3aHUETO, 32 KOETO € U3BbpILIEHA OLICHKATA,;

— 3aCErHaTO HACEIICHUE;

— CpaBHSIBaHU aJITEPHATHBH;

— NPUJIOKEHU METO/IM 3a OIICHKA;

— KOraTo MMa BKJIFOUEHHU CXEMH 3a JOCTHII Ha MAIlMeHTUTE, T€ ChILO TPsIOBa j1a ce mocoyar;

— B3€TO pelIeHHe (BKIIOYUTEIHO OrPaHUYEHUATA, KOUTO Ca CBbP3aHU C TOBA PEILEHUE);

— Jla ce MOSICHU JAJIM B3€TOTO PEIICHHE € OKOHYATENIHO, WM TEXHOJOrUATa MOMIJIEKH Ha
JOITBIHUTEITHO MPOCIIE/IIBAHE.

Benuku pemieHus Ha Jbp)KaBHUTE WHCTUTYLMU TpsiOBa Aa ce MPUIIOKAT C IMOIXOJSAIIUTE
pedepeHIny U 1a ce MPUIIOKHU TOKYMEHTHT, ChIbprKalll OKOHYATEIHATA OLIEHKA U 3aKJII0YECHHUE.

3.3. [IpunoxeH aHanus.

[IpunoxxeHnure aHanmu3u TpsiOBa nda oOTpassBaT ObJrapckara TepaneBTUYHA MpaKTUKa H
CTaHJIapTH 32 JICUEHHE, KAKTO ¥ U3TOYHNIIM HA JAHHHU 32 PA3XOJUTE U TEPANIEBTUYHHUTE PE3YIITATH.

en [a ce koHKpeTH3upa 1era Ha
Ha aHanM3a aHajan3a

N36posBat ce
alITepHaTUBATa/aNTepHATUBUTE,
CpaBHUTENIHA |KOMTO ca OIPENEIEHN
aliTepHaTHBAa |CBHIVIACHO YKa3aHMSTA B TOUKA
1.7 u ca n3non3Banu B
KJIIMHUYHATA OIICHKA.




YTouHsBa ce MepCIEeKTHUBA Ha

3aruiananara HHCTUTYIHS
Amnanus Ha tHat i

OTHOCHO 3JIpaBHUTE IOJI3U U
MepCIeKTHBATA

Pa3xoJiu M aKO € MPUIIOKUMO —

oOmiecTBeHaTa NepCreKTUBa.

JlocTaThuHO IBIIBT, 32 J1a Ce

rapaHTUupa, 4¢ BCUYKU BKHU
Bpewmesu ObJeIIM pa3Inyuus B pa3xoauTe
XOPHU30HT U PE3YyIATaTUTE MEXKITY

aJITEpHATUBUTE Ca

UACHTU(DUIMPAHH.

Ananus pa3xoa-eeKTHBHOCT

(CEA).

AHanu3 pa3xon-moJjae3HOCT
Wsnomssanun | (CUA).
METOI!

AHanu3 pa3xoa-MUHUMYM

(CMA).

Ananu3 pazxoza-noiza (CBA).
Nsmepurenu
ar QALY, LYG, HRQoL

MEXJIUHHU PE3yATATH.
pe3ynraTuTe

3,5 Ha CTO FOJIUIITHO KAaKTO Ha

pa3xouTe, Taka U Ha
JluckoHTHpaHE | pe3yATaTUTEe MPH MPEACTABIHE

3a MePHOJI, MO-ABIBT OT S/THA

TOJUHA.

YTouHsBa ce BUABT Ha
Mopaenupane

npusioxkenus mozen (,,JbpBo
Ha pPa3BUTHETO «
a Ha pelIeHusITa, MoJie] Ha

MapkoB, enuIeMHUOJIOTUYEH,
3a00IIIBaHETO

CUMYJIAIIMOHEH, MOJIEN Ha
WM TepanusTa

JTUCKPETHUS U300p | 1Ip.).

JleTepMUHUCTHYEH aHAJIN3 HA
Meron 3a

gyBcTBUTENHOCTTa (DSA),
OIICHKA Ha

BEPOATHOCTEH aHAIHN3 Ha
HECUTYPHOCTTa

gyBcTBUTETHOCTTA (PSA).

3.4. llen Ha ananu3a.

dopmynupanarta 11e TpsioBa 1a Ob/e sicHa U KOHKpETHA U J1a € choOpa3eHa ¢ (puHaHcupalaTa

HHCTUTYLUA.




3.5. CpaBHUTEIHA AJITEpHATUBA.

[Tpu npoBexpaneTo Ha (papMaKO-MKOHOMHUYECKUS aHAIIU3 CPAaBHUTEITHUTE AITEPHATUBY TPIOBa
na ObaaT cbOOpa3eHH C MPEHNOPbUMTETHUTE AITEPHATUBU OT IPEICTABIHETO HAa KIMHUYHUTE
W3MUTBaHUA, @ UMEHHO!

— ajTepHaTHUBaTa, KOSTO Hall-BEpPOATHO 111€ ObJe 3aMEHEHa OT HOBATa TEXHOJIOTUS;

— aJITEPHATUBHU OT IIPOBEJICHU CUCTEMAaTUYHU 0030pU U METAaaHAIN3HY;

— aJNTepHATUBUTE, KOUTO Ca BKIIOYEHU B CTAaHAAPTHUTE T€PAIEBTUYHU PBKOBOJICTBA;

— aNTEepHATUBU OT PAaHAOMHU3UPAHU KIMHUYHU H3MTUTBAHUS.

B ta3u nocnenoBatenHocT Ha U300p Ha AITEPHATUBU CIIEJBA Ja CE€ OPUEHTUPAT OLICHABAHUTE
3a 3aIyIalla’le JIEKApCTBEHU MTPOIYKTH, KaTO KOJIKOTO M0-BUCOKO B HepapXUsTa Ha CPaBHUTEIHUTE
aJITEpHAaTHBH € M3I0JI3BaHaTa B aHAJIM3a, TOJKOBA [10-BUCOKA € JJOCTOBEPHOCTTA MY.

N360pbT HA KOSATO U Ja € OT CPAaBHUTEITHUTE AITEPHATUBY TPsiOBa 1a Ob/ic 000CHOBAH OT IJIeIHA
TOUKa Ha ObJIrapckaTa TepaneBTHUYHA ITPAKTHKA.

3.6. IlepcnexTuBa.

AnanuzuTe ciesBa 1a oTpas3sBaT MepCleKTUBaTa Ha 3aIllallaara HHCTUTYLHS.

OO1ecTBeHaTa EPCIEKTUBA € MPENOPhUUTEIHA IPU OLIEHKAaTa Ha BAKCUHALIMOHHU IIPOTPaMH,
CKPUHUHIOBH NPOrpaMu, NpOGUIAKTUYHN IPOTrPaMu.

3.7. BpeMeBU XOpU30HT.

BpemeBuAT XOpU30HT Ha aHAJIM3a cie/iBa a ObJie JOCTaThbUHO JBJIBI, 3a /1a C€ FapaHTHpa, ye
BCUYKM BaXHU OBJCIIM pPa3IUyusl B Pa3sXOJUTE U PE3YATAaTUTE MEXAY aITepHaTHUBUTE ca
UACHTUDULMPAHH.

N360pbT Ha BpeMEBH XOPH30HT HA aHalM3a TPsOBa Aa ObJe 0OOCHOBAH OT IJIeJHA TOYKA Ha
OYyaKBaHaTa MPOIBJDKUTEIHOCT Ha KMBOT HA 3aCETHATOTO HACEJCHHE, KaKTO M OTYMTAHETO Ha
IBJITOCPOYHUTE TEPANIEBTUUHU PE3YIITATU IIPU HETO.

3.8. 3mon3BaHu METOIM.

OCHOBHMSIT UKOHOMHUYECKU METO/I, KOMTO ce Mpuiiara Ipy OlleHKaTa Ha 3/paBHaTa TEXHOJIOT U,
TpsiOBa Ja BK/IIOYBAa Hail-Manko aHanmu3 pasxon-nosiesHoct (CUA) uinm aHamu3 pasxoj-
edextuBHOCT (CEA). Koraro e ymectHo, Morar jja Ob/1aT TPOBEICHH ITOBEYE OT €/IMH aHAJU3.

IIpu cpaBHUTETHH aJTEPHATHBH C JIMIICA HA NMPEBH3XOJACTBA HAa TEPANEBTUUYHUTE PE3YJITATH
MOJKE Ja c€ MPUJIOKHU aHaiau3 pa3xoa-MuHUMYM (CMA), kakTo U IpH OLIEHKa Ha KOMOWHUPaHU
JIEKapCTBEHH MPOJIYKTH, KOTaTo TePAeBTUYHUAT pe3yJITaT € CpaBHEH C TO3U Ha MOHOMPOIYKTHUTE.
Mertoast ananu3 pasxoa-nonza (CBA) moxe na ce u3Ioi3Ba P OIleHKa HAa BAaKCHMHAIIMOHHU
Iporpamu, 37paBHH MPOrpamH, arnaparypa, OpraHM3allMOHHN MEPKHU B 3/IpaBeona3BaHeTo (Harp.
CKPUHHUHTOBU MPOTpamMu U 1p.).

N360pbT Ha aHAIUTUYEH METOJ1 TpAOBa /1a ObZie 00OCHOBAH OT IVIeJJHA TOYKa Ha 3arJalaara
WHCTUTYLUS, BPEMEBHSI XOPU30HT, T0OKA3aTEJICTBATA 32 TEPAIIEBTUYHUTE PE3YATATH.

[Tpu npuiI0’keHUETO Ha METOAMTE CE€ CIIa3BaT OCHOBHUTE TEOPETUYHU MPETIOPHKHU, KAKTO U TE3U
Ha JloOpuTe n3cnea0BaTeNICKu MPAKTUKH.

3.9. Pa3xoau 3a oneHsiBaHaTa 3paBHA TEXHOJIOTHS.

IlenaTa Ha BcsAKa eIUHUIIA OT OLIEHSBAaHATa TEXHOJIOTHS U allTEpHATUBUTE TpsOBa aa Oble
IpeJCTaBeHa KaTo €AMHUYHA I[eHa, CTOWHOCT Ha KypC Ha JIeYeHHE B PaMKUTE Ha €/1Ha T'O/IMHA,
KaKTO U JAPYTHU Pa3XoaH, HEOOXOIUMHU 3a MPUIIOKEHHUETO i (KoraTo € He0OX0AUMO).

W3ToyHMIIMTE HA BCUYKM €IMHUYHM IIEHM M Pa3XoAM TpsOBa na ObJAT MOCOYEHH, 3a Ja €
Bb3MOKHO CpaBHEHME. 3a II€HU Ha JIEKapCTBEHUTE MPOAYKTH C€ H3I0JI3BAaT PErucTpUTE Ha
Harnmonanuus chBeT 1o LeHM M peuMOypcupane Ha jekapcrBenure nponyktu (HCLIPJIIT),
KOraTo MMa TaKHBa; 3a LIEHM Ha 3JpaBHU yCIyrd — HanuoHamHUAT paMKOB JOTOBOP U
M10/13aKOHOBUTE HOPMAaTUBHU aKTOBE, U3/1aJIeHU BbB Bpb3Ka ¢ Hero. OcTaHaauTe BUJOBE IICHU HA



yciyrd, kouto He ce mokpusar oT H3OK, morar ma O6bnar B3etu or Tapudu Ha jedeOHU
3aBeleHUs] W JIPYrd HM3TOYHHUIM, KOUTO TpsiOBa na Obaar mocoyeHu. B Te3um ciydaum ce
MpenopbYBa Ja ce U3M0JI3Ba OBEYE OT €AMH U3TOUHHUK U J1a C€ 3UUCIIU CpEe/lHa LIEeHa.

Pa3xoaute 3a yneueHue cinenBa na ObIAT MPENCTaBEHM TAOIMYHO — Pa3sXoAH 3a Kypc Ha
JeYeHUe 3a €UH MAlMEeHT W 32 BCHUYKU MOTEHI[MATHHU MAIlMEeHTH, HAa KOUTO IIEe Cce Mpuiara
JIEKapCTBEHUAT IPOJIYKT.

PasxonguTe 3a nekapcTBeHaTa Tepamus cieiBa Ja Ce M3UUCIAT IO IMpejesiHa 1IeHa Ha HUBO
ThproBel Ha JpeOHO C JaHBK BbpPXY nobOaBenara croiHocT (JJC). Ako mpOAyKTHT
kanauaatcTBa 3a 100 Ha cro peuMOypcarnus B npuiiokeHue Ne 1, pazxoxurte TpsOBa ma ce
M3YUCIAT 10 1ieHa Ha Thprosel Ha eapo ¢ JIC. B ciyyanTte Ha KaHAMATCTBAaHE 33 IPUIIOKEHUS
No 2 u 3 pa3xonute TpsOBa Ja ce U3YKCIIAT 1O IIeHa Ha Thprogell Ha expo ¢ JIJIC.

B cinydaure Ha peumOypcanus, no-uucka ot 100 Ha cTo, B oTJenHa TabauIa cleaBa Ja ce
m3unciat pasxoaute 3a H30K u 3a manuenTa o neHu Ha Thproser| Ha apedHo ¢ J1JIC.

Pa3xonute 3a nedyeHne cbC CPaBHUTEIIHUTE AJITEPHATUBU CE MPEICTaBAT TAOJIUYHO — Pa3XOaAU
3a Kypc Ha JIeueHue 3a eJUH MalueHT 3a e1H Mecel] U 3a enHa roauHa. [Ipeacrapar ce pazxoaure,
orpesiesieH! Ha 0a3aTa Ha IIeHa Ha ThPTOBEIl Ha PO WM Ha THPTOBEIl Ha APEOHO, B 3aBUCHMOCT
0T HMBOTO Ha peumOypcarnus. CrneaBa fa ObJaT BKIIIOUYEHU Pa3XOJUTE 332 BCUYKU KIMHUYHO
CBIIOCTAaBUMU AJTEPHATUBU HA OLIEHABAHMS NPOAYKT, KAKTO U MPUETOTO 3a CTaHAAPT JEUEHUE
CBIJIACHO TEPaNeBTUYHUTE PHKOBOJICTBA UM HAIIMOHAIHM CTaHIapTU. BaxxHO € N1a ce ompenenst
JIEKapCTBEHUTE MPOAYKTH, KOUTO HAW-BEPOSATHO I1ll€ ObJaT 3aMEHEHU OT OLICHSABaHAaTa 3JlpaBHa
TEXHOJIOTHSI.

Koraro e Heo0Xx01uMo J1a ce OCTOMHOCTH TPYIbT Ha MEAUIIMHCKUTE U HA IPYTH CIECIHUAINCTH,
ce mpuiaraT HOpMaTUBHUTE 332 MUHUMAJIEH OCUTYPUTEJIEH JJOXO/I.

JIMpeKTHUTE METULMHCKU Pa3XxoJy Ce€ MPEACTABAT KaTO CyMa OT Pa3XxOJUTe 32 TEXHOJOTUsATA,
HEHHOTO BBbBEXKJaHE B ymoTpeda, JONBJIHUTEIHHM MPOLEAYyPH, Pa3XOAd 3a JPYrH 3ApPaBHU
JICHOCTH, Pa3Xo/u 3a JICYeHHE Ha HEKENaHW CHOWTHS W/WIM YCIIOKHEHHS, HHBECTUIIMOHHH H
yIIpaBJIEHYECKH pa3xoau. Bb3MokHO € 1a ce J00aBsT U Ipyrd BUJIOBE Pa3Xxojd, KOUTO MOrar Ja
MMaT OTHOILIEHUE KbM 3jpaBHATA TEXHOJIOTHS.

WHaupekTHUTE pa3xoau Ce M3YMCISABAT CaMO IPU 3HAYMTEIHU COLUAIHU U MKOHOMHUYECKH
MOJI3M OT BBBEXKJAHETO HAa HOBaTa TEXHOJIOTUS, KOMTO ca M3BBbH 37paBHUTE noi3u. Ilpu
W3UYHUCIIABAHE HA MHAUPEKTHUTE PAa3XO01 CE IPENopbhyBa METOABT Ha YOBEIIKUs KanuTal. [locousa
Ce€ KaKbB BUJ UHAUPEKTHHU Pa3XxOJy C€ OCTOMHOCTABAT — 3aryOu OT HEpPaOOTOCIIOCOOHOCT MOPaIH
BPEMEHHO OTChCTBME OT paboTa, 3aryOM oOT TpaiiHa HepabOTOCHOCOOHOCT, HaMalleHa
paboTOCIIOCOOHOCT, MPEXKAEBPEMEHHO IEHCUOHUPAHE, MPEXIEBPEMEHHA CMBPTHOCT WJIU JIPYTH.

WHaupeKkTHUTE pa3xoau C€ NPEACTaBAT M OLICHSBAT OTAEIHO OT JUPEKTHUTE MEIULUHCKU
pasxoju.

Bceunuku pa3xoau ce npeacTaBsT B TaOIMYEH BU, B KOMTO ciesiBa 1a Ob1aT MOCOYEHU BUIBT Ha
€IMHULINTE, KOUTO CE OLIEHSABAT, OPOSAT UM, CXeMaTa Ha IPUJIOKEHUE, Pa3XOAUTE 3a BCIKA EAMHUIIA
1 OOIIUTE Pa3xo/Iu.

3.10. IuckoHTHpaHE.

3,5 Ha CTO TOAMIIHO KAakTO Ha pPa3XOAMTE, Taka U Ha PE3YJITaTUTE IpPU INPEACTABSIHE Ha
Pa3xoJUTe U PE3YATATUTE 3a MEPUO/I, TO-ABIBI OT €HA FOIUHA.

3.11. 3meputenu Ha pe3ysITaTuTe.

[Ipu npoBexaHeTo HAa aHAJTUTHUYHUTE TEXHUKH C€ CIa3BaT MPENOpPBHKUTE 32 U3MEPUTENN Ha
pE3yJITaTUTE, KOUTO CE€ OYaKBaT IIPHU BBBEXKJAHE Ha 3/paBHaTa TexHosorus. IIpeanounranu ca
IBITOCPOYHUTE PE3YATaTH (MPOIBIKUTENHOCT Ha *uBoTa (LY G), roguHa *kuBoT, choOpa3eHa c



kauecTBOTO (QALY), crieqBaHu OT MEXAUHHU Pe3yaTaTu (IPOMEHU B KIMHUYHU MOKA3aTelH U
nporpecus Ha 3a00JI1BaHETO).

N300pbT HA U3MepUTEN Ha pe3yliTaTa cieqBa Aa Oble 000CHOBaH OT IJIe[Ha TOYKA Ha BUa Ha
3a00JIIBaHETO, OYaKBAHATA MMPOIBIDKUTEIIHOCT HA JICYCHUETO, TPOMEHUTE M0 BPEME Ha JICYCHHUETO.

[Ipu otuntane Ha mokazatenss QALY cienBa 1a ce mocoyn M3TOYHUKBT HA JAHHU 32 TPOMEHUTE
B KAaueCTBOTO Ha >KMBOT W JaJld TOBAa Ca JAHHU OT MPOBEACHU KIWHUYHU M3IUTBAHUS C
KaHJMJaTCTBAIlaTa 3/IpaBHA TEXHOJIOTHS, WM OT 0a3u JaHHHU ¢ MyOJMKyBaHU MPOY4YBaHUA (Te
TpsiOBa Ja OBAAT TOCOYCHH), MU CKCIICPTHU OLIEHKH HAa MEIUIIMHCKU CICIHAIUCTH, WIH JPYTU
W3TOYHULIN.

3.12. MoaenupaHe Ha CbOTHOIIEHUETO Pa3Xol-pe3yirar.

KoraTto HanuuHWTE KIMHWYHU U HEKIMHUYHHU JaHHU HE ca JOCTAaTh4YHH, 3a J1a CE€ ONpPEleiIn
CHOTHOIIICHUETO pPa3xoa-e(PeKTUBHOCT, ce mpuiara Mojenupane. CTpykTypaTta Ha Mojelna TpsOBa
na Obae mpencrtaBeHa. CHOXXKHOCTTa Ha Mofella M METOJIUTE 3a MoJelupaHe TpsOBa naa
CHOTBETCTBAT Ha CJIIOKHOCTTA HA 3/IpaBHUS MPOOIIEM.

[IpenopbuuTenHo € MoaenuTe Aa ObAAT TOKOJIKOTO € Bb3MOXKHO MO-OMPOCTEHU U MPO3PAYHH,
KaTo B CHIIOTO BpPEME CE 3ama3Ba TAXHOTO JIETAWIHO HM3IIBIHEHHUE, 33 Jla MOXKE J1a CE€ OLICHU
paznukara B €epeKTUBHOCTTA Ha CpaBHSBaHUTE TeXHOJoruM. TpsOBa na ca sCHU NMPEANOoI0KEHUATA
B Mojiefia, 100pe 000CHOBAaHM M TECTBAHM YpEe3 aHAIM3 HAa YyBCTBUTEIHOCTTA. Mojenurte TpsaOBa
na Obaat pa3paboTeHu ype3 o0LonprueTH mocoOus, 3a 1a MOXKe Jja ce TeCTBAT U BepuuIupar.

B ciywaute, korato HsiMa CTaTUCTUYECKH 3HAUYMMA pPa3jIiMKa B KJIMHUYHATA €(DEKTUBHOCT Ha
ITepHATUBUTE, HE € HEOOXOAUMO MOIeTTUpaHe. AKO MOAENIBT BKIIIOUBA KIIFOUOBHU JaHHH, 332 KOUTO
HSMa HECUT'YPHOCT B IIPOMEHUTE UM, B aHAJIW3a HA YYBCTBUTEIIHOCTTA C€ TECTBAT CaMO T€3H, IPH
KOUTO MMa CTaTUCTHYECKU 3HaYuMMa pasznuka. OcTaHaluTe mapaMeTpu TpsOBa J1a ce U3KII0YaT OT
MO/IeJIa WU Ja C€ CYMTAT KaTo HEeYyTPaJIHU M0 OTHOIICHHE HAa MOJIea.

[Ipn mpencraBsHe Ha CBHOTHOIICHHETO pPa3XOA-pe3ysiTaT MOXe Ja ObJe NPHUI0KEHO
MOJIeJIMpaHe OT BUJA ,,JIbpBO Ha pemieHusTa®, Moaea Ha MapKkoB, €eNUAEMHUOIOTHYEH MOJEN UITU
Jpyra Hay4yHO TMpHeTa TeXHHUKa 3a Mojaenupane. llpu monenupaneto TpsiOBa Aa ce mocodar
CJICIHUTE JTAHHU:

OO6eKT Ha aHanM3a [Tpunuunu Ha 1oOpa MpakTUKa Bwnpocu 3a kpuTHYHA OLIEHKA

Crpykrypa Ha Mozena

3npaBHO cheTosiHuE | CTpyKTypaTa Ha Mojiena TpsOBa 1a e |ScHo nu ca neduHupanu
OINPOCTEHA, JIOKOJIKOTO € Bb3MOXHO, |3ApaBHUAT IpobiieM, OOEKTHT Ha

HO B CBIIIOTO BpeMe TpsiOBa /1a OILICHKATa U aITepPHATUBUTE?
KOPECIIOHAMPA ChC 3/IpaBHUS Onucanu 1 ca BaXKHUTE 3a Kypca
npo0JieM, 3HaHUETO 3a Kypca Ha Ha jedenue eranu? OnucaHu u
MPOTUYaHE Ha 3a00JSBAHETO, 000CHOBaHH JIH ca
MPUYHHHO-CJIEACTBEHATA BPB3Ka MIPeIoJIoKEeHUsITa B Mojiena?
Mexy mpomennuBute. Jluncata Ha [OOGOCHOBaH Ji € TOI0OPHT HA
JTAaHHU HE € OCHOBaHUE 3a 3IpaBHHUTE ChCTOSHUA? AKO J1a, Te
€JIMMUHUpPaHE Ha 3[paBHU ChOOpA3EeHH T Ca ChC

CBCTOSTHUS. CHILIECTBYBAILIOTO MTO3HAHUE 32

3a0oisiBaneTo? MMa nu numcsau
3ApaBHU ChCTOSHUSA?




CpaBHuTEIHU
ITepHATUBU

MoaensT TpsiOBa 1a € choOpa3eH cbe
CPaBHHUTEITHUTE aTCPHATHBH,
OIKMCAHHU 0-TOpeE.

Omnucany 1 ca CpaBHUTEITHUTE
antepHatuBu? CboOpa3eHU U ca
aNITepPHATUBHUTE C IPEHOPBKUTE 32
noabdopa um?

BpemeBu XOpU30HT

Bpemeust untepBai TpsaoBa z1a e
JIOCTaThYCH 32 OIICHKA Ha
MNPOABJLDKUTCIIHUTE PA3JIMKU B
Pa3XxoauTe U Pe3yJITaTUTE Ha
CpaBHABAHUTC aJITCPHATUBU.

Jledunupan u € BpeMeBUST
xopu3oHT? [loaxoasuy im e 3a
aHaJIM3MpaHaTa CUTyauus?

[IpoabmxuTenHocT
Ha [UKbJIA (Ipu
U3I0JI3BaHE HA
MOJIEJIH C
LUKIMYHA

CTPYKTYpa)

ITpoaBIDKUTEIHOCTTA HA LIMKBJIA
TpsiOBa /1a € Hall-KPaTKUAT MIEPHOJI, B
KOITO ce HaOr0/1aBaT MPOMEHH B
U3CIICABAHNUTE ITapaMETPH Ha Ipoueca
Ha pa3BUTHE Ha 3a00JI1BaHETO.

[IpoabmKkuTEIHOCTTA HA IIUKBIIA
neduHupana i e B mojena? Ts
CHOTBETCTBA JIM HA Pa3BUTHETO Ha
3a00J151BaHETO?

Bxonau nagau B Mojena

Unentudumnupane
Ha BXOJHUTE TaHHU

MogenbT TpsiOBa 1a U3MO0JI3BA HaAM-
I00pUTE HAJTMYHH JTaHHU
(emuaeMHOJIOTUYHHU, Pa3X0Ix
KJIMHWYHH ), CbOTBETCTBAIIA HA
MMO3HAHUETO U CUTYyalHsITa B
boearapus. BxogauTte nanHu TpssOBa
Jla ca MOJy4eHHU OT OOEKTHUBHU
n3tounniy. KrodoBu gjannu ca:

D e(eKTUBHOCT U 0€30MacCHOCT Ha
CpaBHSIBAaHUTE WHTEPBEHITHH,

D MOJIE3HOCT Ha 3PaBHUTE
CBCTOSIHHS,

I:l MIPOMEHINBH, [IPU KOUTO JOPU U
MaJIKU IPOMEHU B CTOMHOCTTA
OKa3BaT 3HAYNTEITHO BBH3JICHCTBHE
BBPXY pE3yJITATUTE.

H3TouHuinTe Ha JaHHU MOrar aa
OBJIaT OT KJIMHUYHU TPOYIBAHUS,
HEKJIIMHUYHA, HKOHOMHUYECKH 0a3n
JaHHU, CHCTEMATHYHU 0030pH U Jp.
N3Toununure TpsOBa 1a ObaaT
MIOCOYEHU U 0OOCHOBAHH.

[IpencraBenu v ca U3TOUYHULIATE
Ha JIaHHU B Mojiena?

[IpuiioxkeH a1 € MoAXO0IAI] METO
3a ThpCEHE Ha JaHHU?

OmnpeneneH a1 € napaMeTbpbT HA
BapupaHe Ha nanHuTe? Hemro
HOJICKa3Ba Jiu, 4e JaHHUTE ca
W3MOI3BaHU CEJIEKTUBHO?

WMmMma nu manHu, OCHOBaHH Ha
€KCIepTHO MHEHHUE (aKo J1a, KaK ca
noAOpaHu eKcrepTuTe, OpoH,
METO/1 32 CbOMpaHe Ha
nHpopmalys, KOHQIUKT Ha
uHTEpecu)?




Mopaenupane Ha
TAHHUTE

MopenupaneTo Ha TaHHU TPsOBa J1a
Ce MPOBEXK/IA Upe3 OOLIOMPUETUTE
CTaTHCTUYECKU METO/IH.

Omnucany Ju ca U3MOJI3BAHUTE
meToau? CbIOCTaBUMH JIM ca C
00ImonpreTuTe OMOCTATUCTUICCKU
U €MUIEMUOIOTHYHNA METOIN?

BxirouBane Ha
NTAHHUTE B MOJ€EIa

MepHute equHULMU, BPEMEBUTE
MHTEPBAIN U XapaKTEPUCTHKHUTE Ha
HoIyJanusTa TpsoBa 1a ca B3aUMHO
CBIIOCTaBHMHU B LIEJIUS MOJIEIL. 3a
CTaHAAPTU3HUPAHEC W CIIMMUHUPAHC
Ha e(eKTUTE Ha BPEMETO MOXKeE /1a ce
npusara MeToJ Ha KOPEKILIUH C
HIOJIOBUH IIUKBJL.

OmnucaHu Ju ca MCPHHUTC CAUHUIIH,
BpEMEBUTE UHTEPBAJIH,
XapaKTEPUCTUKUTE Ha
HACEJIEHUETO U CHhIIOCTABUMHU JIU
ca 3a aNTepHaTUBUTE?

[Ipunoxen n1u e MeTox 3a
KOPEKLHUH C ITOJIOBUH LUKBI?

AHanu3 Ha 4yBCTBUTEIHOCTTA

AHanus "Ha
YYBCTBUTEIHOCTTA

Bceku mozen TpsiOBa a mMa aHanu3
Ha YyBCTBUTEIHOCTTA HA KITFOUOBHUTE
napaMeTpu U Toi TpsiOBa Ja e
000CHOBaH. AHAJIIM3BT Ha
YyBCTBHTEITHOCTTA BKIIOYBA
JETCPMUHUCTUYCH aHAIM3 Ha
KITFOYOBHTE MTapaMeTPH WU
BEPOSTHOCTEH aHaiu3. Jlumcara Ha
aHAJIN3 HAa YyBCTBUTEITHOCTTA TPSOBA
na € 000CHOBaHa.

[IpoBeneH yn e aHanu3 Ha
YYBCTBUTEIHOCTTA 32 BCUUKH
HECUTYpHHU NapaMmeTpu?
JlepuHupanu i1 ca HHTEpBAINUTE
Ha MpoBepKa Ha BapupaHe?
IIpoBeseH J1u € BEpOATHOCTEH UIIH
JIETEPMUHUCTHYECH aHAIN3 Ha
yyBcTBUTENHOCTTa? JIUmicara Ha
BEPOSITHOCTEH aHallu3 3a
YyBCTBUTEIHOCTTA OIIpaB/iaHa JIx
e?

3.13. IlpencraBsiHe Ha pE3yJNTATUTE OT MPUIIOKEHUSI AHATTUTUYEH METOJ.

Koraro npunosxeHaTta aHaIUTHYHA TEXHUKA € pPa3X0/1-e(hEeKTUBHOCT WK Pa3X0A-TI0JIE3HOCT,
pe3yJITaTUTE Cce MPEJICTaBAT KaTO ChOTHOIIEHHUE Pa3X0-€PEKTUBHOCT UM HHKPEMEHTAIHO
CBHOTHOILIEHUE HA HAPACTBAHE HA Pa3XOAUTE U PE3YJITATUTE.

[Ipu npeacraBsiHETO UM ce cria3BaT OOLIONPUETUTE MTPaBUIIa HA TOAPEKIaHe Ha
QITEPHATUBUTE BbB BB3XOJAIL PEJl HA PE3YJITATUTE U C€ U3UHCIIABA HHKPEMEHTATHOTO
cboTHoueHue Ha pazxoaute (ICER) 3a Bcsika OT TepanuuTe 1o OTHOLLIEHUE Ha ChOTBETHATA

AJITCPHATHUBA 3a CPABHCHHUE, TIPCACTABCH B CJICAHATA Ta6J'II/II_IaZ

Anrepnatus| O01110
a paszxon
u

O6m | O6m |[dombmautenH |Creuenen |Crneuenen| ICER B | Herna
Opoii | Opoit | umpasxomu |uronunu |u QALY | cpaBHeHue |3apaBH
ronun (QALY” JKUBOT ChC a monsa
u S (LYG) crotBeTHAT | NHB
KUBOT a
antepHatus | (Net
a nim Health
(QALY’s) |Benefit
)




AJITEpHATUB
a 1

ANITEpHAaTUB
a2

ANITEpHAaTUB

Koraro u3non3panara analuTUYHA TEXHHUKA € PA3X0JI-MUHUMYM, C€ IPEJCTAaBAT JOKA3aTEICTBA
3a EKBHBAJICHTHOCT HA TCPANICBTUYHHUTE PE3YJITATH M CE CPABHABAT OOIIUTE 3/IPaBHU Pa3XxOH 3a
n30paHara nepcrneKkTrBa Ha (PUHaHCUpallaTa HHCTUTYILIHS.

Korato m3non3BaHaTa aHaJMTUYHA TEXHUKA € Pa3XO[-T0Ji3a, C€ MPEACTaBi ChOTHOIICHUETO
pa3xoJI-1oj3a, HeTHATa 3JJpaBHA I0J13a U JPYTU MPUIOKUMHU TOKA3aTEeNH.

3.14. Ananu3u Ha NOATPYIH.

[TocoyBaT ce maHHUTE, KOUTO TMOKAa3BaT, Y€ e€(PUKACHOCTTA /WM Pa3XOAUTE, CBbP3aHU ChC
3JpaBHATa TEXHOJIOTHS, C€ pa3jIMdaBar B OTICITHHUTE MOATPYIH, aKO Ca HAIWMYHHU TaKHBa. AKO €
Taka U UMa UHIUKALUA 32 pa3XxoA-e(PEeKTUBHOCT MpPHU JICUYSHUETO Ha TE3H MOATPYIH, C€ T0COYBa
JaJI TIOATPYIUTE ca HICHTU(DUIIUPAHH, IPEIH Ja Obe MPOBEACHO KIMHHYHOTO M3IMTBAHE WU
clie[] TOJlyuaBaHE Ha pe3yNTaTUTe OT H3CJIEIBAHETO; OINHMCBAT CE€ XapaKTEPUCTUKUTE Ha
MOATPYIHUTE U CE TTOCOUBAT PE3YIATATUTE HA MOJIeja 33 TE€3U MOATPYIIH.

3.15. UnTepriperanus Ha pe3yiATaTUTE OT aHAIH3A.

Pesynrarure ce mHTEpIpETHPAT 110 OTHOIIICHUE HA IMEPCIICKTUBATA HA aHAJIN3a, TI0 OTHOIICHHE
Ha CbOTHOIIEHUETO Pa3X0A-pe3yaTaT UM Ha MHKPEMEHTAIHOTO ChOTHOIIICHUE.

AHanu3upar ce eBEHTYaTHUTE OTPAHHYCHUS HA TIPUIIOKEHUS aHaIN3 U (JaKTOpUTE, KOUTO OMxa
MMaJli Bb3/IeHiCTBHE, HO HE Ca BKIIIOUEHU B aHAIIM3A.

3.16. CpaBHeHUE C APYTH MPOBEJCHU aHAITH3H.

[TocoyBa ce manmm pe3ynTaTUTe OT aHAIM3a Ca B CHOTBETCTBUE C pE3yiTaTUTE OT Beue
myOIMKyBaHU TIOJIOOHM aHAJIM3W W aKO TOBA HE € Taka, Ce IMOCOYBAT BB3MOXHUTE NMPUYUHH 32
pasnuuuATa.

4. Ananu3 Ha OI0IKETHOTO BB3AECHCTBHE.

AHanu3bT Ha OrJKETHOTO BB3neicTBUE (ABB) e BakHa 9acT OT IsUI0CTHATa MKOHOMHYECKA
OIICHKA, KaTo ornpeess (UHAHCOBUTE MPOMEHHU Ha MyOJIMYHUTE Pa3Xxo/I1 3a 3/IpaBeolia3BaHe Clie]l
BKJIFOUBAHETO HA HOBH 3JpaBHU TEXHOJIOTHH.



HactoAwa npakTt1Ka

06u4a nonynauma

BonHa nonynauua

TapreTHa nonynauua

WanonssaHn pecypcu
(XOEnUTAAMBALMM, AMEYASTOPHM
MPErAeaM, NEKAPCTEEHE TEPANHA M

Kniovosn daktopwm BauaHHe Bbpxy

{32 ng MBHM
MHTEPBeHUMH)

BonectHoet
3abonesaemoct

%
AMArHOCTULIMPAHK
% nexrysaHn

* [OwarHosa
* [evexme

HacToAwa NpakTHKa
32 NeYeHme

XOCNATANNIALNM, KOHCYATILAN,
AMATHOCTHYHM TECTOBE, NIEKAPCTBEHA
TepanuM

Hoea npaktuKa

Hoea
06wa nonyaauma

Hosa
BonHa nonynaumna

Hosa
TapreTHa nonynauma

Hoga
M3nonseaHw pecypcum

(XocnuTany 3aumn, amSynaTopHKu
Np&rneaH, NEKApCTBEHE TEPANHAK

ap) 2p)
CToAHOCT Ha
pecypeuTe Hoea repanna nan npoueaypa e
Pasxoau 3a neveHne Pasxoau 3a neyeHue
Ha 3abonABaHeTo PasnuKa Ha 3abonABaHeTo
BroaxeTHo
Bb3geincrene

4.1. IlepcnexktriBa Ha ABB.

AHanu3bT Ha OIOJDKETHOTO BB3JCHCTBUE cielBa Ja ObAe MPOBEAEH OT rieAHaTa TOYKa Ha
3amamanara myoJuyHa MHCTUTYLIHS. B cinyuail Ha crmofensHe Ha pa3XxoAWTe C TMAlMeHTa ce
MpenopbhYBa Jia Ce MPEJICTABIT U CPETHUTE PA3XO/H OT cTpaHa Ha narueHTa. CaMo B 000CHOBaHU
Cllydad JOMBIHUTEIHO MOXE Ja C€ MPOBEAE aHaTu3 Ha OI0JHKETHOTO BB3JEWCTBHE OT JApyra
MEePCIEKTHUBA.

4.2. BpeMeBH XOpU30HT.

Anann3sT Ha OIODKETHOTO BB3JICHCTBUE BKIIOYBA OIICHKA Ha BB3JCHCTBUETO Ha OICHIBAaHATA
3/paBHA TEXHOJIOTHUS BBPXY TOMUIIHHS MyOnuueH OO/PKET 3a 37paBeolna3BaHe B PaMKHUTE Ha
HSKOJIKO TOJMHU CJie]] BbBEXK/IAHETO Ha HOBaTa TEXHOJIOTHS Ha Ia3apa WM U3TETJIsTHE OT ra3apa
Ha HaJMYHUTE alTepHATUBH. AHATU3BHT HA OIO/DKETHOTO BB3JICHCTBUE Ce€ MPEICTaBs 3a MePUo 5
TOJUHU,

4.3. EneMeHTH Ha aHAIIM3a HA OIOKETHOTO Bb3JICHCTBHUE.

AHanu3sT Ha OIOKETHOTO BB3/IEHCTBUE BKIIIOYBA CIEIHUTE €JIEMEHTH:

* pa3Mep U XapaKTEPUCTHKHU Ha 1eeBaTa Nomyaus;

* HACTOSAIIA TEPANCBTUYHA MPAKTUKA,

* HOBa TEpareBTHYHA MPAKTHUKA CIIe/I BhBEXKIaHE HAa HOBATa 3[IpaBHA TEXHOJIOTUs/0TIaaHe Ha
HACTOAIATA;

* pa3xoAM 3a HACTOSIIIATa ¥ HOBATa 3/IpaBHA TEXHOJIOTHS;

* MpeCTaBsSHE HA PE3YJITATUTE;

* aHaJM3 Ha YyBCTBUTEIHOCTTA.

4.4. I3TOuyHNIIN HA TaHHU.



M3TouHuM HA TaHHM 32 aHaJu3a Ha OFO/PKETHOTO BB3/CHCTBHE MOTAT Aa OBbAAT: MyOJIMKyBaHU
eMUJICMHUOJIOTHYHU TIPOYYBAHUS, HAIIMOHAIHU CTATHCTUYECKW JAaHHU, Ma3apHU MPOYYBAHUS,
JAHHU OT PETUCTpH. 3a IeNTa € HeoOXOoauMO Ja ObJAe MpEeACTaBeHa CTpaTerusaTa 3a ThPCEHE,
KpUTEpHUUTE 32 N300p HA JaHHU M METOJIUTE 3a aHAJU3, KAKTO M CHJIHUTE U CIa0UTEe CTpaHU Ha
H3II0JI3BAHUTE U3TOUHHIIH.

[IpemopbuuTEIIHO € Aa Ce M3IOJI3BAT CMHISMHUOJIOTUYHY JaHHU 3a ObJrapckaTta MOIyJanus,
KaTo HW3MOJI3BAaHETO Ha JIaHHM OT APYTH IbpKaBU TpsiOBa na Owae obocHoBaHo. Koraro ce
M3IMON3BAT JIaHHU OT HEMyOJMKYBaHM W3TOYHHIM (HAmNp. €KCIEPTHU MHEHHS, MapKETHHTOBU
MPOYYBaHHUs, JaHHU OT TAIMEHTCKH OpTraHM3allid), € HEOOXOIUMO 3aJbJDKUTEIHO Ja Ce
JeKIaprupa KOH(PIUKT Ha HHTEPECH.

[IpeacraBsAT ce oyakBaHUTE NEHCTBUTEIHHU Pa3XOJH 3a IUIATElla, CBbP3aHU C HOBATa 3JIpaBHA
TEXHOJIOTHS ¥ CPAaBHUTEIHUTE AJITEPHATHBH.

4.5. Pa3mep 1 XapakTepUCTUKH Ha 11eJIeBaTa MOMyJIallus.

[Ipy u3roTBsiHETO Ha aHaiIM3a Ha OIOKETHOTO BB3JACHCTBHE € 3aIBJDKUTEIHO Ja C€ OICHU
pa3MepbT Ha IeieBaTa MOIMyaalys MalMeHTH U Pa3peesiHETO Ha BCSIKAKBU XapaKTEPHUCTUKH,
CBBp3aHU C Hes, KOUTO MOraT jJa uMmar OropkeTHO BimsiHue. Cren karo ce aeduHupa meneBara
MoTyNanus, TpsdBa Ja ce OmpeaeNy MPOLUEHTHT Ha JMArHOCTHIIMPAHU, Ha JIEKYBaHHU MAIUEHTH,
KaKTO M TeXKeCTTa Ha 3abossBaHeTo. OOMKHOBEHO BBB BPh3Ka C TOBA CE IpUIaraT Mo-JTAMHATHPAIIH
KPUTEPHUH 32 BKJIIOUBAHE, 32 JIa C€ U3UUCIIM TOYHO MOMYNaUsATa MallueHTH, KOUTO ca HAJSKIHH 3a
HOBaTa 3ApaBHa TexHosnorus. [Ipu oneHkara Ha pa3Mepa Ha IeneBara Momysaus U TeKeCTTa Ha
3a00JIIBAaHETO € BAXKHO JIa C€ MPEABUAM U MPOMSIHATAa HA TE€3H MapaMeTpy BbB BPEMETO ChC U O€3
HOBara 3/ipaBHa TexHoJorus. [10J00HI IPOMEHM MOTaT J1a MPOMEHST OFOPKETHOTO Bh3ACHCTBUC HA
HOBaTa 3JpaBHA TEXHOJIOTHA. 3a OILIEHKA Ha TE€3W NMPOMEHHW C€ W3MOJI3BaT JaHHU OT KIMHUYHU
MPOy4YBaHUSI WIM peructpu. I[lyOmuMKyBaHM JMaHHW WM €KCIIEPTHA OIICHKA 3a BCSKaKBa
JOMIBJIHUTENTHA BH3MOXKHOCT 3a OIpeNeNsHe Ha IlefieBaTa Mmomyjanus (Karo MPUIOKEHHETO Ha
JTUArHOCTHUYHU TECTOBE HANPHUMEpP), KOATO MOXE Ja MOBUIIM pa3Mepa Ha IMOmyJjalusaTa Wid aa
MIPOMEHH TEKECTTa Ha 3a00JIIBAHETO, CHINO TPsIOBA Aa ObJAT BKIIOYCHH B aHATN3A.

[leneBara momynanus cieasa aa Ob/e onpeseneHa npu CIeIHUTE KPUTEPHUH:

* pa3mpocTpaHeHHe Ha 3a00JISIBAaHETO;

* OIIEHKA Ha MAIMeHTHUTE, KOUTO Ca MOJXO/ISIIN 32 HOBATa 3/JpaBHA TEXHOJIOTHUS;

* OlIEHKA Ha MpeArojaraeMus rnasapeH JsU1 Ha HOBaTa TEXHOJIOTHS OT TapreTHaTa MOMmyaalus
CIPSIMO TOMYJIAIHATA, KOSITO U3M0JI3BAa CPABHUTEITHUTE AJITEPHATUBY 3a JIAJICHOTO MTOKa3aHUeE.

4.6. Cuenapun npu ABB.

AHanmu3bT Ha OIOJKETHOTO BB3JEHCTBUE ce 0asupa Ha JBa clieHapus — ,,CBAT 0e3 HOBara
3/paBHa TeXHOJIOTUA U ,,CBAT C HOBaTa 3/paBHa TexHonorus“. B cuenapus ,,CBar 6e3 HOBaTa
3/lpaBHA TEXHOJIOTUA ™ C€ OMKCBA HACTOSIIATa TEPANIEBTUYHA MTPAKTUKA, JOKATO CLIEHAPUAT ,,CBST
C HOBaTa 3/IpaBHA TEXHOJOTH OTpa3sBa BBH3JECHCTBUETO BBHPXY Ma3apa clie]] BbBEKIAHETO Ha
HOBAaTa TEXHOJIOTHS (KOSITO MOXeE Jla Objie 100aBeHa KbM CHIIECTBYBAIIUTE HJIM MOXKE JIa 3aMEHHU
9acT OT TAX WK BCUYKH). [IpeamnonoxeHnsTa OTHOCHO iBaTa ClieHapus TpsiOBa Ja ObaaT AeTaliIHO
OITMCAaHHU M 000CHOBAHU B aHAJIN3A.

4.7. Pazxoau.

AHanMM3bT HA pa3XOAUTE MPHU OIEHKAaTa Ha OFOHKETHOTO BBH3JICUCTBHE € B CHOTBETCTBHE C
MepcreKTHBaTa Ha aHanu3a. MeToauTe, U3MOI3BaHu 3a OLIEHKAa Ha pa3XxoauTe, TpsOBa aa Obaar
SICHO ONMCAaHU W OOOCHOBaHU. AHaIM3bT HA pa3XxoauTe ce Oa3upa Ha JIEWCTBHUTEIIHATA IIEHA Ha
npuaoOuBaHe Ha HOBaTa 3[paBHa TEXHOJOTUS OT 3aljamanara WHCTUTYIUS U Ha
JOTBJIHUTEITHUTE Pa3X0/I1, CBbP3aHU C OIICHSIBAHATA 3/[paBHA TEXHOJIOTHS, KATO N3YUCIICHUITA CE
MIPEJICTaBAT Ha HUBO IIeHa Ha Thprosell Ha eapo ¢ J1JIC unu Ha Thproser Ha qpedHO ¢ JJIC.



IIpu npencraBsHe Ha ©nyOJMYHMTE pa3xoau TpsOBa Ja ce rapaHTHpa, Y€ TOBa ca
JEWCTBUTETHUTE PA3XOIU HITU CIIECTSIBAHUSA 32 TUIATEla.

B 3aBucumocT 0T BUJja Ha HOBaTa 3/{paBHA TEXHOJIOTHS € Ba)KHO J]a CE€ ONMMILIAT U Bb3MOXKHUTE
pa3xo[y, CBBbP3aHU C HEHHOTO BBBEXJAHE, BKIIOUUTEIHO aKO € HEoOXoauMo oOydeHue Ha
MEIULUHCKUTE CIIEUATUCTH WIH MTALMEHTa, KAKTO ¥ IIPOMEHU B IPUHLIUIIUTE 32 AUarHOCTHKA WU
Apyrd QYHKIMOHATHY IPOMEHH B 37paBHATa CHCTEMA.

B ananu3za Ha Gr01’KETHOTO Bb3ACHCTBUE Pa3XOAUTE HE CE JUCKOHTHUPAT.

[Tpu oreHkara Ha OOIIUTE TOMBIHUTEIHN Pa3XOAu TPSOBA J1a Ce UMa MIPEIBU/I;

* pa3xo/uTe, CBBP3aHU C HOBATa 3]JpaBHA TEXHOJIOTUS;

* JON'BJIHUTEITHUTE PA3XOJH B CHCTEMaTa Ha 3/IpaBeoNa3BaHETO, CBbP3aHU C MPHUJIAraHeToO Ha
HOBATa TEXHOJIOIUS;

* HaMaJSIBAHETO Ha pa3XOJUTE, CBbP3aHU C HAMAJICHOTO H3IOJI3BAHE HA CHIIECTBYBAIIUTE
aJITEpHATHBH, aKO HOBAaTa TEXHOJIOIUs 3aMEHH HACTOSAIINTE;

®* HaMaIIBaHC Ha pa3xoauTe, CBBbP3aHU CbC CICCTABAHUA, KATO HAIIPUMCP I10-MaJiko
XOCHHUTAIU3ALNU U JP.

4.8. AHanu3 Ha YyBCTBUTEJIHOCTTA.

IIpu ananmu3a Ha OOPKETHOTO BB3ACUCTBUE CE€ OYAKBAT J(Ba TUIA HECUTYpHM JIAHHM:
HCCUT'YPHOCT IIpHU CTOMHOCTHUTE Ha BXOOAHUTC HJAaHHU U CTPYKTYpHa HCCUT'YPHOCT, CBbp3aHa C
HanpaBeHHTe npeanooxenus. [IpenopbuBa ce aHAIM3BT HA YYBCTBUTEIHOCTTA Jla CE IPOBEXK/a
[0 HAuuH, KOMTO MO3BOJIIBA MPOMSHA B CTOMHOCTUTE HA M30paHUTE BXOJHHU MapaMeTpu U
CTPYKTYpPHUTE MPEINOI0KEHHUS, 3a J1a ce (hOpMUPAT NMPaBAONOJOOHH aNTEPHATUBHU CLIEHAPUU.

4.9. IlpencrapsiHe Ha pe3yATaTUTE.

Tabnuya Ne 1 Tabnuya Ne 2
Bpo#t nnu 151 OT ManyueHTuTe, bpoyt nnu 151 OT ManKueHTuTe,
aKO HOBAaTa TEXHOJIOTUS Ce peuMOypcupa ako HoBara Texnonorus HE ce peumbypcupa
I'ogu-[I'oogu-|{I'ogu-| ... |I'ogu- TI'ogu- |T'omu-|{T'onu-| ... |I'ogu-
Hal |Ha2 [Ha3 Ha X Hal | Ha2 | HA3 Ha X
Hoga Hosa
TEXHOJIOTHS TEXHOJIOTHS
ANITEpHATUBA AnrepHaTnBa
1 1
ANITEpHATUBA AnrepHaTnBa
2 2
ANTepHATHBA AnTepHaTuBa
3 3
Pazxonu (I'oguiien pazxoxa 3a Pazxonu (I'ogumien pazxoxa 3a
ManueHT*Opoi MaIMEeHTH TOIUIITHO) ManueHT*Opoil MAIMEeHTH TOIUIITHO)
I'ogu-|I'ogu-|{l'onu-| ... |I'onu- l'omu- ('ogu- |T'oou-| ... [[ogu-
Hal |Ha2 | Ha3 Ha X Hal | HA2 | HA3 Ha X




Hoga Hoga
TEXHOJIOTHS TEXHOJIOTHS
AJITepHATUBY AuTepHaTuBa
1 1
ANITEepHATUBA AnrepHaTBa
2 2
ANITEepHATUBA AnrepHaTuBa
3 3

0610 O6mmo
pasxoqu pasxonu

Bp3nelictBuero BbpXy Oro/keTa € pasiukara MeEXJy JBaTa CLEHapus BbB BCSKa OT
CbOTBETHUTE FOJMHU Ha aHanu3a. ['oguna 1 € nbpBara IbjHa KajJeHaapHa FoJuHa CJiel B3EMaHETO
Ha PEIICHKE 32 BbBEKJAHE HA HOBATa TEXHOJIOTHSI.

T'omuna |[I'ogmua |[I'ommaa ['onuna

BropxeTHO BB3ENCTBHUE
8 8 1 2 3 X

(+) Pa3xomm, ako HoOBaTa TEXHOJOTUA C€
peumOypcupa

(-) Pasxomm 0e3 peumOypcarusi Ha HoOBara
TEXHOJIOTHS, T.€. HACTOSINA CUTYaIUs

(-) Pa3xo/u, 3amanianu oT MalMenTa o BpemMe Ha
aMOyJIaTOPHO JICUCHHE

06110 100aBeHM pa3xoau

[Tomyyenure pesyaratu cieaBa Ja ObAaT siCHO (HOpMyJIHpaHH, KAaKTO M Ja ce Mocoyar
OTrpaHMYEHUSTA HAa aHAIM3a.

5. Ounenka Ha 3paBHUTE TEXHOJOIMM 3a JIEKAPCTBEHM IPOAYKTH, NpPEJHA3HAYECHHU 3a
crenu(pUIHU Ipynu 3a00JIIBaHUS.

ITpu onieHka Ha 3IpaBHUTE TEXHOJIOIMU Ha JIEKapCTBA CUPALU Ce MpeIocTaBs HH(popMaLus 1o
OTHOIIIEHHE Ha €(PUKACHOCTTA U TepareBTUYHATA €()EKTUBHOCT.

Onenkata Ha 3JpaBHUTE TEXHOJOTMM Ha JIEKapcTBaTa CHpald OTroBaps Ha CIEIHUTE
JOMTBIHUTEITHU KPUTEPHUH:

* MPEACTaBsSHE IPE3 ONPEIENIEH NMEPHUO, HE MO-ABJIBI OT €IHA TOAMHA, Ha NOIBIHUTEIIHU
JI0Ka3aTeJICTBA 32 MOJI3UTE OT MPUJIAraHETO Ha JIEKAPCTBEHUS IPOIYKT;

* TIpejicTaBsHEe HAa MoJesu (Mozea Ha MapKoB U Jp.), IpOCeAsBally X0/1a Ha 3a00JIBaHETO;

* OIleHKa Ha 0a3a: CEepUO3HOCT, TEKECT Ha PSJIKOTO ChCTOSHME; HAIMYUE HA AITEpPHATHBA,
KaKBH Ca pa3XxoJUTe 3a MalMeHTa, aKo JEKapCTBEHHUAT MPOJYKT HE c€ peuMOypcupa;

* MOpaJHHU U €TUYHU CHOOPAKEHUS;

* MKOHOMHYECKaTa OIEHKAa M OOLIOTO OIO/PKETHO BB3JCHCTBUE CE MPEICTABIT 3a JIEKapCTBa
CUpally, KOUTO UMaT rojisiMa COLlMaIHa [0J13a, HE ca CTOMHOCTHO e()eKTHUBHU U TAXHATa yrnoTpeda
€ MOoKa3aHa 3a CepUO3HU ChCTOSHUS, 32 KOUTO HAMA e(peKTUBHA aJITEpHATHBHA TEPaAIIHsl.

6. Undopmarnins 3a MOpaiHU U €TUYHHU acleKTH Ha yroTpebaTa Ha 3/ipaBHaTa TEXHOJIOTHUS (aKo
UMa).



7. Pe3tome u nokiaau (B MPUIIOKEHUE) HAa PEUICHUS U OLEHKH OT AbpPKABHU MHCTUTYLIMH 32
LEJUTE Ha APYT'Y HAIMOHAJIHU CUCTEMH Ha 3/IpaBeoIa3BaHe.

8. JlokazarencTBeH MaTepuall OT U3MOJI3BaHaTa JIMTEpaTypa.

9. Onuc Ha U3MoOJI3BaHaTa JIuTeparypa.

§ 2. B Tapudara 3a Takcute, KOUTO ce chbOMpAT MO 3aKOHA 3a JEKAPCTBEHUTE MPOAYKTU B
XyMaHHaTa MeaunuHa, npuera ¢ [loctanosnenue Ne 296 na Munucrepckust cbet oT 2007 r. (00H.,
1B, 6p. 106 ot 2007 r.; u3m. u xom., 6p. 102 ot 2010 r., 6p. 39 oT 2012 1., 6p. 61 o1 2014 1., OPp.
9012016 1.1 6p. 17 0T 2018 1.), B 4. 28 ce MpaBSAT CICIHUTE U3MEHEHUS:

1. Anuneu 1 u 2 ce u3MEHAT Taka:

,»(1) 3a orleHKa Ha TOKYMEHTAIMATA 32 BKIFOYBAHE M oOpa3yBaHe Ha 1eHa mo 4wi. 261a, ai. 1
ot 3JIIIXM Ha nmekapcTBeH NMPOAYKT B I103UTHBHUS JIEKAPCTBEH CIHCHK CE€ CHOUpPAT CICIHHUTE
TaKCH:

1. 3a BKIIOYBAHE Ha JIEKApCTBEH MPOJYKT, MNPUHAJUIEkKAIl KBM HOBO MEXIYHAPOIHO
HEMAaTeHTHO HAMMEHOBAHUE, 32 KOETO C€ U3BBPIIBA OIIEHKA Ha 3ApaBHUTE TexHoJaoruu — 3000 mB.
3a IBPBOTO MMOCOUYEHO B 3asIBJICHUETO TEPANEBTHYHO IMOKA3aHHUE;

2. 3a BCSIKO CIIE/IBAILIO 3asBEHO TEPANlEeBTUYHO [TOKA3aHUE, IOCOUYEHO B 3asBJICHUETO 1O T. 1, ce
cbOupa Takca B pazmep 50 Ha cTO OT Takcara mo T. 1;

3. 3a BKJIIOUBAaHE Ha JIEKAPCTBEH IPOAYKT, 32 KOMTO HE CE M3BBHPILBA OLIEHKA HA 3JpaBHUTE
texHosnoruu — 1500 nB.

(2) 3a ouleHka Ha TOKYMEHTAIUS 32 BKIIOYBAHE HA JIEKAPCTBEH MPOAYKT B IPYro MPUIIOKECHHE
Ha [1o3UTHBHUS IEKAPCTBEH CIIUCHK C€ ChOUPAT CIETHUTE TAKCH:

1. 3a BKJIFOUBaHE Ha JIEKApPCTBEH MPOJIYKT C HOBO MEXAYHAPOJHO HEMAaTEHTHO HAaUMEHOBAaHHUE,
3a KOETO ce M3BBPIIBA OlEHKa Ha 37paBHUTE TexHoJoruu — 2300 1iB. 32 MHPBOTO MOCOYCHO B
3asIBJIGHUETO TE€PAIEBTUYHO [10KAa3aHUE;

2. 3a BCSIKO CIIEIBAIIIO 3aIBEHO TEPaleBTUYHO MMOKa3aHKe, TOCOUYEHO B 3asBIEHUETO 10 T. 1, ce
chrOupa Takca B pazmep 50 Ha CTO OT Takcara mo T. 1;

3. mpu BKIIIOUBAHE Ha JIEKAPCTBEH MPOAYKT, 32 KOMTO HE ce M3BBPIIBA OLIEHKA Ha 3[PaBHUTE
texHosoruu — 800 iB.“

2.Ban. 3:

a) ch3/1aBa ce HOBa T. 4:

4. IpU TIpOMsIHA Ha TEPANeBTUYHUTE MOKAa3aHUs Ha JIEKAPCTBEH MPOJYKT C U3BBPIIBAHE HA
OIICHKA Ha 37paBHUTE TexHONoruu — 1900 JB. 32 MBPBOTO MOCOYEHO B 3asBJICHHETO MOKA3aHUE;
3a BCSIKO CJIE/IBAIlO TEPareBTUYHO MOKa3aHUe, TOCOYEHO B CHIOTO 3asBJICHHE, Ce ChOMpa Takca
B pazMep 50 Ha cTO OT Takcara 3a I'bPBOTO;

0) moceramrHarta T. 4 ctaBa T. 5 U B Hed CleJl IyMUTE ,,JIeKapCTBEH MPOAYKT ce n100aBs ,,0e3
W3BBPIIBAHE HA OIIEHKA HA 3/IpPaBHUTE TEXHOJIOTHUH;

B) JIOCETaIlTHUTE T. 5 U 6 CTaBaT CbOTBETHO T. 6 U 7.

3. Cp3naBa ce HoBa ain. 17:

,»(17) 3a U3BBpIIBAHE HA OIICHKA HA 3/[PABHUTE TEXHOJIOTUHU HA JIEKAPCTBEH MPOAYKT C€ ChbOUpaT
CIIETHUTE TaKCH:

1. 1500 5B. 32 IBPBOTO NOCOYEHO B 3a5IBJICHUETO TEPATNIEBTUYHO MTOKA3AHUE;

2. 3a BCSIKO CII€IBAILIO 3asBEHO TePareBTUYHO MOKa3aHUe, TOCOUYEHO B 3asBJICHUETO 10 T. 1, ce
cbbupa Takca B pazmep 50 Ha cTo oT Takcara mo T. 1.

4. Noceramnarta ai. 17 crara aju. 18.

§ 3. B YcrpoiictBenus npaBuiHUK Ha HanuoHanHus chBeT 1O LEHM M peuMOypcHUpaHe Ha
JIEKAPCTBEHUTE NMPOAYKTH M Ha Heropara agmMuHucTpanus, npuer ¢ [loctanoBienue Ne 74 Ha



Munucrtepckus cbeT oT 2013 r. (06H., /1B, 6p. 30 oT 2013 1.; u3M. u gom., 6p. 24 u 84 ot 2014 r.
u 0p. 23 or 2015 r.), ce mpaBAT CIACAHUTE U3MEHEHUS U IOIbJIHCHUS:

1. Bun. 2 an. 1 ce u3mens rtaka:

»(1) HaumoHanHuAT cbBET € AbpKaBEH OpraH KbM MUHHUCTBHpA Ha 3/IpaBeoIa3BaHETO, KOUTO:

1. yTBBpK/1aBa U PETUCTpUpPA LICHUTE HA JIEKAPCTBEHUTE MPOTYKTH;

2. BKJIIOYBA, MPOMEHS WINM H3KJIIOYBA JIEKAPCTBEHU NPOAYKTH OT Ilo3uTHBHUS JekapcTBEH
cnucwk (ITJIC);

3. axtyamusupa I1JIC, kakTO M perucTpure Ha NPEAeIHUTE U MAKCUMAIIHUTE MPOJIaXKHU LIEHU
Ha JICKApCTBEHUTE MPOAYKTH;

4. n3BbpUIBA OLIEHKA HA 3[paBHUTE TEXHOJIOTUU HA JIEKAPCTBEHU MPOTYKTH;

5. noaabpxKa peuMOYpCHHUS CTaTyC Ha JIEKApCTBEHUTE MPOTYKTH;

6. orpesiesis JIEKapCTBEHUTE MPOIYKTH, 32 KOUTO CE MPOCe/siBa €(peKThT OT TeparusiTa;

7. yTBBPKIIaBa, OTMEHS WM U3MEHS apMaKoTepaneBTUYHN PHKOBOACTBA 1O wi. 259, an. 1, T.
4 ot 3akoHa 3a JIeKapCTBEHUTE MPOAYKTH B XyMaHHaTa MeauiuHa (3JIIIXM);

8. u3BBpIIBa HH(POPMALIMOHHA, U3JATENICKAa U M3CIIEOBATEIICKO-HAYYHA IEHHOCT, CBbp3aHa C
11eHo00pa3yBaHETO, peMMOYPCHPAHETO U JIEKApCTBEHATA ITOJIUTHKA,;

9. KOHTpOJIMpa HEHUTE Ha JIEKaPCTBEHUTE NPOAYKTHU chbriiacHo 3JIIIXM;

10. oka3Ba cpeicTBYE ITPU JOTOBApPSHETO HA OTCTHIKH 10 wi. 45, an. 10, 13 u 21 ot 3akoHa 3a
3IpaBHOTO OCHUTYpsIBAaHE 3a JICKAPCTBEHH IMPOJIYKTH, 3a KOUTO ca TMOJAJCHMU 3asBICHUS 3a
BKutouBane B [TJIC.“

2.Bun. 7:

a) B all. 2:

aa) ch3aaBa ce HOBa T. 9:

,,9. Cb3/1aBa ChC 3a110BE/] IOCTOSIHHU M BPDEMEHHH KOHCYJITATUBHU 3B€HA, CBbP3aHU C IEHHOCTTA
Ha Hanmonanuus ceBer;

00) mocerammnara T. 9 craBa 1. 10;

0) cp3/maBa ce aj. 5:

»(5) Tlpencenatenst na HammoHamHusl ChBET ChC 3alOBE] MOXE J1a BB3JIOKH Ha TJIaBHUSA
CeKpeTap U3IIbJIHEHUE Ha MpaBoMOUMsATa o ai. 2, T. 5 — 7.

3.Bun. 16:

a) B an. | pymure ,,OuHAHCOBM [AEWHOCTHM M YOBEUIKM pECypcHU ce 3aMeHST C
»AJIMHUHUCTPAaTUBHO-TIPABHO OOCIy)XBaHe M ()MHAHCOBHM JeHHOCTU™, a Aymute ,,HopmaTuBHO
peryiaupaHe U OpraHu3anus Ha JIeMHOCTTa Ha ChBETA™ C€ 3aMEHSIT C ,, Y IPABJICHUE HA PEXKUMUTE U
OIIEHKA Ha 3/IpPaBHUTE TEXHOJIOTHUH;

0) B ai1. 2 yucnoro ,,39 ce 3amens ¢ ,,44.

4. B un. 17 nymure ,, OUHAHCOBH JAEMHOCTHM U YOBEUIKM PECYpCcU™ c€ 3aMEHST C
»AJIMHUHUCTPATUBHO-TIPABHO 00CTyXBaHEe ¥ (UHAHCOBU JEHHOCTH .

5. B un. 18 ngymure ,,HopMaTuBHO perynupaHe M opraHusanus Ha JeHHOCTTa Ha ChBeTa™ ce
3aMEHSIT C ,, YIPABJIICHUE HA PEKUMUTE U OLICHKA Ha 3[IpaBHUTE TEXHOJOTUU .

6. B uin. 19:

a) TOCETallHUAT TEKCT CTaBa aji. | u B Hes ce cb3aaBa T. 13:

»13. pPBKOBOAM TMpolleca IO AaBTOMAaTU3allUsg M EJIEKTPOHM3AlMsS Ha YIPaBIEHUETO Ha
Hanumonanuus cpBeT.*;

0) cp3/maBa ce ai. 2:

»(2) Ilpu oTchCTBUE Ha TIaBHUS CEKpeTap HETOBUTE (DYHKIIMU 32 BCEKM KOHKPETEH Clydait
MorarT Jia ce M3MbJIHSABAT OT ONpeiesieH OT mpenacenarens Ha HanuoHaaHUS CbBET JUPEKTOP HA
qupeKuus.



7. B un. 20:

a) B OCHOBHHUS TEKCT IymuTe ,,OHHAHCOBU AEMHOCTH M YOBEUIKU PECYPCH CE€ 3aMEHSAT C
»AIMUHHACTPATUBHO-TIPABHO 00CITY)XKBaHe U ((MHAHCOBH JICHHOCTHU;

0) cp3maBa ce HOBA T. 17:

,»17. U3rOTBS MPaBHU CTAHOBHUIIA U TPOEKTH Ha PEIISHHUs 110 3aKOHa 3a JIOCTHII A0 O0IIeCTBEHA
uHpopmanus;

B) ch3naBar ce T. 18 — 24:

,»18. ocurypsiBa TpaBHO-HOPMATHBHOTO OOCIyXBaHe Ha HamuoHamHHS CBBET, KaKTO H
OCBIIIECTBSIBA MPOLIECYAIHO MPEACTABUTEICTBO Mpe] ChAWIUIIATA U IPYTUTE IOPUCAUKIIMU CIIE]
IIMCMEHO YITbJIHOMOIIIABaHE OT NpezcenaTens Ha HanmonanHus cbBeT;

19. 060061aBa u aHAIM3UpPA PE3YJITATUTE OT BOJICHUTE JIeNia, IPAaBU U3BOJU U Mpejjiara MepKu
3a OTCTpaHsIBaHE Ha 3aKOHOHAPYILIEHHUS U 32 ThPCEHE Ha OTTOBOPHOCT OT BUHOBHUTE JIULIA;

20. U3roTBA CTAaHOBHUILA WJIU pa3paboTBa MPEUIOKEHUS 3a PElICHUs Ha MPaBHHU MPOOJIEeMH,
CBBp3aHU ¢ JelHOCTTa HAa HalmoHAIHUS CBhBET;

21. naBa cTaHOBHIA MO NPOEKTH HAa HOPMATHBHHM AaKTOBE, CBbpP3aHU C JeHHOCTTAa Ha
HamumonanHus ChBeET;

22. opraHusupa MPOYYBAHETO HA PE3YJNTATUTE OT MPUIAraHeTO Ha HOPMATUBHHUTE aKTOBE,
CBBP3aHU C JelHocTTa Ha HannoHamHus ChbBET, U IPU HEOOXOAUMOCT IIpaBU MPEIJIOKEHUS 3a
YCHBBPILIEHCTBAHETO UM WJIM 32 B3eMaHE Ha MEPKH 3a MPABUIHOTO UM IpUJIaraHe;

23. M3rOoTBS WX JJaBa CTAHOBHIIA T10 3aKOHOCHO0PAa3HOCTTa Ha IPOCKTH HA JIOTOBOPH, 3aIIOBETH
U IPYTU aKTOBE U JOKYMEHTHU, CBBP3aHH C AeHHOCTTa Ha HalmoHamHus chBeT;

24. ocurypsiBa TpaBUIHOTO (YHKIMOHMpaHE ¥  HOJAbpPKAa  AJMHHHCTPATUBHO-
unpopmannonHa cucrema (AUC) u enekTpoHHH MyOJTUYHH PETUCTPH;

r) noceramHara 1. 17 craBa 1. 25.

8. Bun. 21:

a) B OCHOBHMS TEKCT IymHTe ,,HOpMaTuBHO peryiaupaHe u opraHus3alus Ha JIeHHOCTTa Ha
CBBETA" C€ 3aMEHSIT C ,, Y IPaBJICHHUE HA PEXUMUTE U OLICHKA HA 3[paBHUTE TEXHOJIOTUH;

0) Touku 5 1 6 ce U3MEHSIT TakKa:

»D. OpraHn3Kpa IEHHOCTTA Ha ChbBETA, CBbP3aHA C U3BbPLIBAHETO HA OLICHKA HA 3asBJICHUATA 32
MOAIBbpPKAaHE HA peUMOYpPCHUS CTaTyC Ha JIEKapCTBEHUTE MPOIYKTH;

6. opraHusupa W MoOANOMara JAeHHOCTTa IO IMPOCIEIBAaHETO Ha edeKTa OT TepanusiTa ¢
JIEKApCTBEHU NMPOAYKTH;"

B) TOUKHU 8 — 12 ce U3MEHST Taka:

,»8. OpraHu3upa/y4yacTna B IEHHOCTTA 10 U3TOTBSHE HA METUIIMHCKA U (papMaKO-UKOHOMHYECKA
OLICHKA Ha JIEKapCTBEHUTE MPOAYKTH;

9. opranusupa/yyacTBa B U3BBPIIBAHETO Ha JIEHHOCTUTE, CBBP3aHU C OLIEHKATa Ha 3JpaBHUTE
TEXHOJIOTUH Ha JIEKAPCTBEHUTE IPOIYKTH;

10. opranusupa 1elHOCTH, CBbP3aHU C YTBbPIK/IaBaHETO/IpOMsHATa Ha (hapMaKOTeparneBTHUHU
PBKOBOJICTBA;

11. u3roTBd CTaHOBMIA WM pa3padOTBa MPEJIOKEHHUS IO BBIPOCH, CBBP3aHU CbC
crienManau3upaHaTa JeHOCT Ha TUPEKLUATA;

12. naBa cTaHOBHMIIA MO MPOEKTH HA HOPMAaTHUBHU aKTOBE, CBHP3aHHU ChC CIIELMAIN3MpaHaTa
JEHHOCT Ha TUPEKLUsTa;

I) ch3aaBaT ce HOBU T. 13 u 14:

,»13. moanmomara mpoieca 1o Npoy4dBaHe Ha pe3yJTaTUTE OT NPUJIaraHeTo Ha HOPMaTUBHUTE
aKTOBE, CBbP3aHU ChC CIENMATN3UPAHATA JEHHOCT Ha AUPEKIUATA, U IPU HEOOXOIMMOCT MPaBU
MPEAJIOKEHNS 32 YChbBBPILIEHCTBAHETO UM;



14. ochluecTBsIBa MPOLIECYATHO MIPEICTABUTEICTBO B 001aCTUTE HA IEHHOCT HA TUPEKLHUATA U
npenocTaBsi MHGOpMaIKs HAa TUPEKIHS ,,AAMUHUCTPATUBHO-TIPABHO OOCITyXBaHe U (PUHAHCOBH
JIIeMHOCTH  3a X0/ Ha jJelarTa;

1) poceramuute T. 13 — 16 craBat choTBeTHO T. 15 — 18.

9. B un. 22:

a) B T. 5 AyMHUTE ,,BOJIM U CbXPAHSBA“ C€ 3aMEHST C ,,[IOJABPXKA™;

0) B T. 8 nymute ,,ch00pa3HO YTBBPICHU IpaduIn* ce 3aTudaBar;

B) ch31aBar ce HOBU T. 9, 10 m 11:

,»9. U3BBPLIBA ITPOBEPKA Ha LIECHUTE HA MIPOU3BOJAUTEI Ha JIEKApPCTBEHUTE MPOIYKTHU B Oa3ara
nanau 1o Criopazymenueto 3a ceBMecTHa JeiiHoct EURIPID Collaboration (Cniopasymenue 3a
CbBMECTHA JIEHHOCT 110 OTHOILEHHE Ha LIEHOOOpa3yBaHETO U PEUMOYPCUPAHETO Ha JIEKAPCTBEHU
NPOIYKTH);

10. akryanusupa ITJIC cro0pa3Ho M3MCKBaHKUATA HA HapeaOaTa mo wi. 261a, an. 5 ot 3JITIXM;

11. cvOupa u cpxpansiBa nHpopMaIusITa OT JIe4eOHUTE 3aBEJCHUS BbB BPBh3Ka C MPOCIICIIBAHE
Ha e(pekTa OT TepanusTa Ha JEKapCTBEHUTE MPOTYKTH;

r) noceramuure T. 9 — 11 craBar crorBeTHO T. 12 — 14;

1) noceramHara T. 12 ctaBa T. 15.

10. Ynen 23 ce u3meHs Taka:

,»di1. 23. (1) Beuuku 1okyMeHTH, nostydyeHu B HalioHanHus ¢bBeT, ce perucTpupaT ¢ yHUKalIeH
peructpo Homep B AUC ot aupekus ,,AIMHUHACTPATHBHO-TIPaBHO 00OCITy)XBaHE M (DUHAHCOBU
IEUHOCTHU .

(2) Ilpu peructpupaHeTo Ha JOKYMEHTHTE CE€ M3BbpIIBA MPOBEPKA 32 HAIUNYUETO HA BCUUKHU
MaTepHali, IOCOUYEHH B TAX, U ce 00pa3yBa clly>keOHa IpenuckKa.

(3) Ilpencenarenst Ha HauuoHanHus CbBET W TJIABHUSAT CEKpPETap Bb3Jarar CilyXeOHWUTE
IPENUCKU C M3KIKYEHUE Ha Te3M, o0pa3yBaHU IO 3asBEHU aJMUHUCTPATUBHU IPOLENypH, C
PE30IIIOLHS 10 CHOTBETHUTE PHKOBOAUTEIN Ha aJIMUHUCTPATUBHHU 3BeHa. Pe3oonusra chabpxa
yKa3aHMsl, CPOK 3a U3paboTBaHe, AaTa U MOJIHUC.

(4) PproBomuTENNTE HA AIMUHUCTPATUBHU 3BEHA Bb3JaraT ¢ pPe30JIolMs U3pabOTBAHETO Ha
CITy’>K€OHUTE MPEMHUCKU MO all. 3 Ha ONpeEsIeH CIIYKUTEIL.

(5) 3asBneHuATa U JOMBIHEHUSTa KbM aJMUHUCTPATUBHUTE YCIYTH, MOCTHIIUIN HA XapTUEH
HOCUTE] WM IO €JIEKTPOHEH IbT, C€ HacouBaT OT JEJIOBOJACTBOTO Ha CBHOTBETHATA
CIIelMaIN3UpaHa TUPEKIHS.

11. Ynen 24 ce usmens Taka:

,» 1. 24. Bcuuky CUTHAIM, CBBP3aHU ChC 3JI0YNOTPEOH C BIIACT U KOPYIILMS, C€ PA3NpeaessaT Ha
IJIaBHUS CEKpeTap, MPOyYBaT ce OT HETO U ce OKJIAABaT Ha Iipeacenarens Ha Hannonanuus cpeer.

12. Cp3naBa ce ui. 24a:

,»qi1. 24a. PeabT 3a BbTpenIHUs 000OPOT HA €IEKTPOHHH JOKYMEHTH U TOKYMEHTH Ha XapTHEH
HOCHTEJ U apXUBUPAHETO Ha CTYKEOHUTE MPEMUCKHU C€ ONpEeNisi C BTPELIHH IPaBuia, yTBbPACHH
oT npeacenarens Ha Hannonanxus cpBer.

13. Ynen 29 ce ormeHs.

14. Cp3nasa ce ui. 30a:

,»di1. 30a. 3a ochIIecTBsABaHE Ha CIIYKEOHUTE CH 3aBbJDKCHHS TIPEACEAATENAT U YJICHOBETE HA
HarnuoHanHus chBeT UMAT MPaBO HA MAPUYHHU CPEJICTBA 3a MPEACTABUTEIHO OOJIEKIIO 3a BCSKA
KaJIeHJlJapHa TOJJMHa B pa3Mep Ha /10 JBE€ MUHHUMAaJHU paOOTHU 3aIulaTH 3a BCSIKa KaJeHJapHa
roJiMHa, KaTo cpejacTBara ce ocurypssat oT O0ropkera Ha HCHUPJIII. UnauBuayanHuar pasmep
Ha CpejicTBaTa ce OIpejeNis ChC 3aroBe]l Ha npencenatens Ha Hanmonanuus cpBer.

15. Ynen 33 ce oTmeHs.



16. IIpuioxxenneTo kM 4. 16, an. 3 ce U3MeHs Taka:
L Iprnoxkenue KbM 4. 16, an. 3
Yucnenoct Ha HanmoHanHus chbBET 1O IIEHU U peUMOypCUpPaHe Ha JIEKAPCTBEHUTE MPOAYKTH
Y Ha HEroBaTa agMUHUCTpaIus — 44 marau Opoiku
IIpencenaren u 4wieHOBE Ha
Hanmonanuus cbBeT 10 LIEHU U
peuMOypcupaHe Ha JICKapCTBEHUTE

MPOJTYKTH 7
AnMUHUCTpAIsS 37
B T.4..

I'maBeH cexperap 1
OO01ma aIMUHUACTPALIHS 9
B T.4..

TUPEKIHS ,,AIMUHUCTPATUBHO-TIPABHO
oOciyxBaHe ¥ (UHAHCOBU ACHHOCTH 9
Crienpaian3upana aiMHUHHCTPALUS 27
B T.4..

TUPEKINs ,, Y IpaBJIeHUE Ha PEXKUMHU U
OIICHKA Ha 3/IpPAaBHUTE TEXHOJIOTHH 15

TUPEKUHUS ,,AHATUTUYHU JIEUHOCTU U
KOHTpPOJ* 12%

[IpexoaHu U 3aKIIOYUTETHU pa3nopeadn

§ 4. (1) Henmpuxnrounnute g0 1 anpu 2019 r. npoueaypu 3a olieHKa Ha 3paBHUTE TEXHOJIOTUN
Ha JIEKapCTBEHU MPOAYKTH Ce JTOBBPIIBAT OT HaloHalIHUs ChBET MO LIEHH U peuMOypcHrpaHe Ha
JIEKapCTBEHUTE MPOIYKTH I10 pejia Ha Ta3u Hapeaoa.

(2) Ilpurexaren Ha pa3pelieHHe 3a YHIoTpeda, KOMTO jkenae MpoU3BOACTBOTO MO al. 1 aa 0bae
JOBBPIIEHO KaTO MpoIieypa M0 OLEHKA Ha 3[paBHUTE TEXHOJIOTUU WM BKJIIOUYBAaHE HA JIEKapCTBEH
MPOIYKT, NPUHAUIeKAI] KbM HOBO MEXIYHapOJHO HENAaTeHTHO HauMeHoBaHWE B [Io3UTHBHUS
JIEKapCTBEH CIUCHK, NoJaBa 3asBiieHue npeq HannoHnanHus cbBeT MO IIEHW U peuMOypcHpaHe Ha
JIEKapCTBEHUTE MPOAYKTH B cpok 10 20 anpun 2019 1.

(3) B ciryuait 4e B cpoka Mo aji. 2 ChbOTBETHUST MPUTEKATEN HA pa3pelleHne 3a ynorpeda He
nojazie 3asBieHue npen HamuoHanHus ChBET MO LEHM M peMMOypcHpaHe Ha JIEKapCTBEHUTE
IIPOJYKTH, 3all04YHAJIaTa POLeypa IO OLICHKA Ha 3/[paBHUTE TEXHOJOTUH CE ITPEKPATSABA.

(4) 3anoyHanUMTe KBbM MOMEHTA Ha BJIM3aHETO B CHJIa HA TOBA IOCTAHOBIIEHUE IPOLEIYPH 32
BkimtouBaHe B [IJIC Ha jekapcTBEHM MpPOAYKTH, NPUHAISKAIIM KbM HOBO MEXKIYHAPOIHO
HEeNaTeHTHO HaMMEHOBaHUE, 110 KOUTO ca MPEeACTaBeH! YTBbPACHU OT AupeKTopa Ha Hanmonamuus
LEHTBhP MO OOIIECTBEHO 3/paBe M aHAIM3M JIOKJIAAW 32 OIIEHKA Ha 3/IpaBHaTa TEXHOJOIHS, Ce
JOBBPIIBAT MpPHU YCJOBUATA U MO pela Ha Ta3u Hapenba, 6e3 Ja ce M3BBbpIIBA HOBA OLIEHKAa Ha
3paBHUTE TEXHOJOTMM M 0e3 Ja ce ChOMpaT TaKCH 3a M3BBPIIBAHE HA OICHKAa Ha 3/paBHUTE
TEXHOJIOTUH.

(5) B cpok o 10 anpun 2019 r. aupexTopbT Ha HarmonanHus eHThp 1o 00IIECTBEHO 3paBe
W aHaJu3u rnpenocTaBs Ha HanuoHanHus ChBET MO LIEHUW U peuMOypcHpaHe Ha JIEKapCTBEHHTE



MPOJAYKTH C MpeJaBaTeIHO-TIPUEMATENICH MPOTOKOJ 3asBICHUATa U JOKYMEHTHUTE, MMOJa/IeHU 3a
MIPOLIEYPUTE 110 aJl. 1, KAKTO U apXKBa HA IPUKIIIOUMIUTE IIPOLEAYPH.

§ 5. (1) B eqHomeceueH cpok OT BIIM3aHETO B CUJIa Ha TOBA IIOCTAHOBIICHHUE JIEUEOHUTE 3aBEICHUS,
KOMTO BEUYe ca OMNpENeNIiCHH Ja MpociensBaT egeKkra OT TepamusiTa C JEKapCTBEH MPOIYKT,
OCUTYpPSIBAaT CHBMECTHMMOCT Ha OOJIHMYHATa CH MH(POPMALMOHHA CUCTeMa ¢ HMH(OpManuoHHATa
cucrema Ha CbBera.

(2) Cnen u3THYAHETO HA CPOKa 110 aj. 1 eueOHUTE 3aBeeHus 110 aji. 1 mpenoctaBsaT Ha ChBeTa
ype3 OoJHUYHATA CU MH(OPMAIIMOHHA CUCTEMA JIaHHU 3a JICKApCTBEHHUTE MPOJYKTH, 32 KOUTO €
npociensBaH eQeKThT OT TEpaNuATa.

§ 6. (1) B cpok o 31 nexemBpu 2020 r. HarpioHanHUSAT CHBET MO IIEHH U peuMOypcupaHe
U3BBPIIBA Cly)keOHa MpPOBEpKa HA HACTHIMIW MPOMEHH B YTBBPACHHUTE MPEACTHHU IICHU Ha
JIEKapCTBEHUTE MpOAYKTH Io wi. 26la, an. 2 ot 3JIIIXM. IlpoBepkara ce u3BBpIIBA NpU
cra3BaHe MOPEAHOCTTa Ha MOoceqHaTa YTBbPACHA MpeiesiHa [IeHa Ha JIEKApCTBEHUTE MPOIYKTH.

(2) Koraro B3 ocHOBa Ha IpoBepKaTa 1o aj. 1 ObJe yCTaHOBEHO, Y€ € HAaCThIIMJIa IPOMSHA B
ChOTBETHATa YTBbpJEHA IMpeJAeliHa IIeHa Ha JIEKapCTBEH MPOAYKT, CBBETHT CIYyKEOHO
MpUBEXJa B CHOTBETCTBHE C W3UCKBaHusTa Ha wi. 10 or Hapenbara 3a perymupane u
perucTpupaHe Ha IIEHUTE Ha JICKapCTBEHUTE MPOAYKTH.

(3) 3a 3amoyBaHe Ha aIMUHHUCTPATUBHOTO MPOHM3BOACTBO MO ayl. 2 CBBETHT yBEAOMSBA
MIPUTEKATEINS Ha Pa3pelIeHHETO 3a yrnoTpeoa.

(4) 3a u3BBpUIBAHE Ha CIy)XeOHAaTa MpPOBEpKa MO aj. | MpHTekKaTeNnuTe Ha pa3pelieHus 3a
ynotpeba He IbJKAT BHACSHETO Ha Ibp)KaBHA TaKca.

§ 7.Ilo 3amoyHanUTe M HE3aBBPUIMIIA KBbM BIM3aHETO B CHJIA HAa TOBA IIOCTAHOBIICHUE
MIPOM3BOJICTBA 32 U3TOTBSHE HA OLIEHKA HA 3[JpaBHUTE TEXHOJOTUU Ha JIEKAPCTBEHU MPOAYKTHU Ce
3aruIamar TakCu B pa3MepuTe, onpezeneHu B Tapudata 3a TakcuTe, KOUTO ce ChOMpaT 1o 3akoHa
3a JIeKapCTBEHUTE MPOAYKTH B XyMaHHATa MEIUIMHA.

§ 8. (1) Cpoxsr 110 § 1, 1. 42, OyKBa ,,a“, MoAOYKBH ,,aa" u ,,00%, OykBa ,,B*, MIOAOYKBH ,,aa" 1
,00% 3amouBa fa Teue cuntano ot 1 ampun 2019 r.

(2) Hexnapanuure, moaafaeHu 1o peaa Ha wi. 43 ot Hapenbara 3a ycnoBusita, mpaBuiara u pena
3a peryjaupaHe M PErucTpUpaHe Ha LIEHUTE Ha JIeKapcTBeHUTe mpoayktu ao 1 ampun 2019 r., ce
pasraexxaar oT HanuoHanHus ChbBET MO LIEHU U peuMOypcHpaHe Ha JIEKapCTBEHUTE MPOAYKTH I10
JOCETaIIHUSA PEL.

§ 9. B cpok 10 enuH Mecel OT BIM3aHETO B CHJIAa HA TOBA ITOCTAHOBJICHHME NMPEACENATENAT Ha
Harnmonanuusi c¢hbBeT MO IEHUW U pEeUMOYpCUpaHE Ha JIEKApCTBEHHUTE MPOIYKTH YTBBHPKIaBa
JUTbKHOCTHOTO Pa3MMCAHNE HA CIYKUTEINTE B ChBETA.

§ 10. ITocranoBneHueTo Bin3a B cuia oT 1 anpuin 2019 r.
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