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YBAJKAEMU I'-H IIPEJICEJATEJL,

BbB BpB3ka ¢ IpoekTa Ha 3akoHa 3a Ookera Ha Hammonanxara
sapasHoocurypurensa kaca (H30K) 3a 2021 roxvHa v MOTHBH KbM HETO,
beirapckara Teproscko-npomunuiena nanara (BTTIII), u3passsa CieaHOTO
CTaHOBHIIIE:

B curyanua ma mangemusta ot COVID-19, cuutame 4e TpsiOBa na
MMaMe CTabMIIHA U I'bBKaBa 37[paBHA CHCTEMa, KOSTO Jia MOXe Jia 00CIIyKBa
BCUYKU CBOM IpakIaHW. B Ta3u Bph3ka € HEOOXOIUMO Ja MMa SICHOTa 3a
Ou3Heca M TpaKJaHWTE KbJIE U KaK MOXE Ja Ce I0JydaT HeoOXOIUMUTE
YCIyTH, B CIy4ail Ha KOHCTatupane Ha 3abomnsBane ot COVID-19.

IlogxpemsMe  NpoOINB/DKABAIlOTO — 3ala3BaHe Ha  pasMepa Ha
3IPaBHOOCHUTYPUTENIHATA BHOCKA B pa3Mep Ha 8 Ha CTO, HO CUMTaMe, Ue Clie[Ba
Jla Ce M3PaBHU JENBT Ha OCUTYPOBKH, TUIALIAHN OT pabOTONaTEIUTE ¥ TE3H OT
pabotHMnUTE/ cy)uTenute (50/50).

buxme xenmamm, npemnBun mangemusTra or COVID-19, na ce
GopMyIHpaT MEpKH, KOUTO Ja OTpaHWYaT PasIpOCTPAHEHUETO Ha GONECTTa,
HO J1a He Ce IToJJIara I0Jl HaTUCK Ou3Heca B U3BBPIIBAHE Ha €)XXeIHEBHATA CH
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IeMHOCT, KOraTo ca Hajuile HeOOXOAUMUTE XUTMEHHN MEPKU.

JleHiCTBUTETHO B YCJIOBUSTAa Ha TAHAEMHUs € HeoOXomumo JIa ce
yBEIIMYAT CPEJICTBaTa, HO yBEIMYaBaHETO Ha Jejia MM B 3paBEONa3sBaHETO
TpsbBa Ja € CHIOPOBOLEHO C MepKHM 3a peOopMHpaHeTo H, BKIL. H 3
[OBHMIIIABaHE HAa KOHTPOJIAa BBPXY pa3sxoiBaHeTo. B IpoTuBeH Ciydan
yBEIMYaBaHETO Ha IOCOYCHOTO (UHAHCHpaHe HsSMa Jla MMa 33 pPe3ynTaT
TI0J00PSIBAHETO HA 3/[PABOCIOBHOTO CHCTOSHKME Ha TPaXIaHUTE M CHUKABAHE
HA CMBPTHOCTTA.

EIHOBpEMEHHO C TOBa H3pa3siBaMe CJIEJHWTE Pe3epBH KbM HAKOM OT
3aJI0)KEHUTE ITapaMeTpH:

VBenn4yaBaHe Ha ~ CpeACTBa B  3[PaBEOIla3BaHETO  CIPAMO
MUHAJOTOIMIIHIS OIOJKET, IIOpaiu CIOXHATa 3IpaBHa OOCTaHOBKa B
CTpaHaTa W JIMIICara Ha 3/(paBeH IIepCOHal, TpsOBa na ca MPUAPYKECHH C
e()eKTUBHM METO/V MPHU M3IION3BaHETO Ha MyOJWYHUTE PasXoid B 3APaBHUS
CEKTOp M CTPOr KOHTPOJ B 3[paBeonasBaHero. Msmom3BaHaTa METOAUKA 32
pasxo/BaHe Ha Te3H CPEACTBA 3a CIPaBsHe C IaHIEMIITa X OCUTYPSIBAHETO Ha
HeoOXOMUMHTE JleKapcTBa M IepCoHal 3a OONHMIMTE, TpsiOBa nHa e
nenechobpasHa, Thil kaTo GrofukeT 2021 e ChIIBTCBAH ChC CEPHO3EH AeQUIUT
Ha IbP>KaBHUS OFOIDKET.

3akbpcHenUTe pedOpMU B 3IpaBEONa3BaHETO KaTO BBBEXKIAHETO HA
JAYHOTO €NeKTPOHHO 37paBHO JIOCHE M JIMIICaTa Ha peryjlallid BbB
(DUKTHBHOTO M3BBPIIBAHE HA 3/PABHU yCIyrd ¥ danmmsuTe OONHUYHH, CA
CaMo 4acT OT IPOBIEeMHUTE, KOUTO JONPHHECOXa 33 CEPUO3HUTE MPOOIEMH B
cucTeMaTa Ha 3paBeolla3BaHeTO U HEJOCTUra Ha IMepCOHAT U CPENCTBA.
OTHOBO NPHIOMHSAME, Ye € HeoOXOIUMO [a ce paboTu 3a IpHUiIaraHe Ha
mocnenHata 1l-Ta peBusus Ha MexIyHapogHaTa KIacH(MKanus Ha
6onectute, MKB-11 (ICD-11) ma C30. MKb-11 ysHudunupa cp3naBaHeTo,
KOIMPaHEeTO ¥ H3IOJ3BaHETO Ha MH(OpMaIus 32 HOBUTE NAMATHOCTUIHU H
TepalleBTHYHM TPOLEAYPH, OCHIYpsiBa CBBMECTUMOCT CBC CHBPEMEHHHUTE
eJeKTPOHHM 3JPABHH IPHIOKEHHd M HMH(YOPMAIMOHHM CHUCTEMM C Iel
TIpecudaHe Ha 3JI0yNOTPeOHTe ¢ KPATKOCPOUHHUTE 00E3IIETeHNS 32 BpEMEHHA
HeTpPYIOCIIOCOOHOCT, MHBAIWAHUTE IEHCHH, NpuaoduBaHe Ha IpaBa 3a
COIMAHYU ITIOMOIIY U YCIYTH, U CKBCSBaHEe Ha CpelHMS €(EeKTHBEH TPYJOB
KUBOT.

[lo oTHOIIEHHE Ha DPa3lpeleeHHEeTO Ha YBEIUYCHHUTE CPENCTBa IO
HaIpaBJIeHMs, CUYMTaMe de cJlefBa na ce Jane IOo-TolsiMa TEeXECT Ha
(HUHAHCHpAaHETO Ha W3BBHOONHMYHATA [IOMOII M yBeIWYaBaHe Ha Opos u
obeMa Ha IPOGUIAKTUIHUTE TIPErNIeN — MPAKTUKH, KOUTO ce (pUHAHCHPAT
IPHOPUTETHO B MHOTO [bpXKaBH, 3aIOTO BCEM3BECTEH € (aKTBT, U 3a
MIOCTUI'aHETO Ha I0-J00po 31paBe 3a TpaXJaHWTe OCHOBHA pOJII HMa
MHTerpupaHara NpoGIIaKTUKA, IPEBEHIMATa ¥ paHHATAa JMArHOCTHKA.
CuyuTame 4e ChOTHOIIEHHSITa Ha CpeACTBaTa, KOUTO C€ MaBaT II0 OTACIIHUTE
nepa TpsOBa 1a ca exHaxsu ¢ Te3u Ha EC.



Konxpernu 6enexku Ha BTIIII o TekcToBeTE Ha MPOEKTa Ha 3aKOH:

e Jlo §15 - cuyumrame, dYe WMBIUIAIIAHETO Ha JOMBJIHUTEIHH
BB3HATPaX/ICHUS TI0 TIOMyYEeHUTe OT EBpONEHCKHs ChIO3 CpelCcTBa U HE
npuiaraneTo Ha wi. 68, an. 8 u 10 ot 3/ICin u wi. 107a, an. 5 ot KT, Tpsabsa
Ja € 3aKOHOJATEJIHO YpeleHO caMO 3a JIeKapCKH TepcoHal M Jula
HEMOCPECTBEHO U3JI0KEHU Ha omacHocCT oT 3apazsiBane ¢ COVID-19, a He 3a
JNHLA aHTKUPAHU B oOIaTa aJMUHUCTPAIUS Ha JIeueOHUTE 3aBEeJIeHUs KaTo
CUETOBOJICTBO, IMPABHO OOCITY>KBaHE U JIp.

e Ilo §19 — usmenenuero Ha 4i. 259, an. 1, T. 12, na oTnagse nymara
,YHUKaJIEH", a U3pa3bT ,,3a UACHTU(DUKAIUSI Ha BCEKU JIEKapCTBEH
IPOOYKT® ce 3aMeHHM C ,3a HyXIUTe Ha HAIMOHAIHOTO
3qpaBeora3BaHe’’.

o Ilo §19 — B unm. 259" (mpum), an. 1, ma O6pne pasnucaHa scHa
nebuHULIMS 32  HalMoOHajleH Homep. Taka  paslnucaHoTo
ompefeneHre nyonupa [eGUHUIIATA Ha BE3IPUETHs 110 CMUChIIa Ha
1. 4, 0., ,,1“ ,,KOI Ha MPOIYKTa* 3a HYXXIUTE Ha €JHO3HAYHAaTa
UIeHTU(DUKALINAS Ha JIEKAPCTBEHUTE MPOTYKTH.

Momueu.

Coriacao [Jenerupan periament (EC) 2016/161 xem Jupextua 2011/62/EC
(PET'JTAMEHTA) u craptupanero Ha EBporeiickaTta cucreMa 3a BepupUKaLus
Ha JIeKQpCTBEHHWTE IPOMYKTH IO JIEKApCKO IpeAnucaHue Oelle BbBEIEH
3abJDKUTENIEH ,,KOJl Ha MPOJyKTa™ Mo CMUChHIa Ha 4. 4, 0., ,,1°, KaTo Bozel]
eJIEMEHT OT WHIUBUIY JTHHS UACHTHPUKAIIMOHEeH Oener. Bp3npueruar “kox Ha
IPOJYKTa* U3II0 MOKPHUBA OMPEIEICHUETO 32 ,,eITHO3HAUHO UACHTUPHULIUPAHE
Ha BCEKH JIEKapCTBEH IIPOAYKT U OINepaTHBHA CBBMECTHMOCT Ha
MHQOPMALIMOHHUTE CUCTEMH B 3[IpaBeoIa3BaHeTo U MOXe Ja ,,Ce U3I0JI3Ba OT
BCUYKM JIMIIA, BHB BCHYKH PErHCTpH U Apyrd Oa3yd HaHHH, KAaKTO M B
MeIUIMHCKaTa JOKYMEHTallUs, CBbp3aHa ¢ JIEKapCTBEHUTE MPOTYKTH .
,,KOIBT Ha mpoayKTa“ o cMHChIa Ha 4. 4, 0., ,,1“ oT Jlenerupanus periiaMenT
(EC) 2016/161, mno3BosisiBa HHTeTpUpaHe M aHaIU3MpaHe Ha JaHHH 34
JIEKAPCTBEHUTE IPOAYKTH B pasiuvHUTEe EBpPONEWCKHM W HAIMOHAIHU 0asu
nauau: EBponeiickaTta opranusanus 3a Bepudukanus Ha gexapcrBara (EMVO),
Beirapckara opranusaiius 3a Bepudukaiws Ha nekapcrsa (BOBJI), cucremara
SPOR na EBpormeiickara areHuus IO JeKapcTBaTa, KAaKTO U € 3alOKEH B
EBpomneiickaTa 6a3a manuu 3a MenuiuackuTe uznenuss EUDAMED.

B curyamus Ha CBETOBHA TaHAEMHsS CBBP3BAHETO M €IHO3HAYHOTO
pasmmdpupaHe Ha KOJOBETE Ha JiekapcTBaTa U IPOAYKTHUTE B 31PaBeOIa3BaHETO



€ OT KJIFOYOBO 3HAYEHME 3a CIIpaBsHe ChC 3ApaBHaTa kpu3a B EC u crpanara. B
Tas3¥ Bpb3Ka, N0KOIKOTO PEIJIAMEHT BT nmaBa BE3MOXKHOCT 3a BKJIFOYBAHETO
Ha HaIlMOHAJIEH KOJ B MAEHTH(UKAIMOHHUS Oener 3ajmoxeH B EBpormeiickara
cucTeMa 3a BepH(UKalWs, ONUTHT JOcera MokKas3Ba I0Beue HEraTHBHU CTPaHU.
HbpxaBy, Mexny KouTo ABbcTpus, I[epmanws, HWcmamms, Opanuus u
CKaHIUHABCKUTE CTPAHM C€a OTYENXd I10-BUCOKH pPa3XOgd M 3HAYUTEITHH
TEXHUYCCKHM 3aTPyAHEHUs, BB3IPEIITCTBAILM Mpexo/ia KbM XapMOHM3AIUS U
rnobamusanusa. OmnpenensHeTo Ha  OTHelNeH HalMOHAJIEH HOMEp 3a
UIEeHTUDHUKAIMS Ha JISKApCTBEHUTE MPOMYKTH € IPEIIOCTaBKa 32 TEXHUUECKH
3aTPyAHEHUS W 3HAYUTEIHU NOIIBIHUTEIHU Pa3xOJid 32 BCHUUKH YYACTHHUIIA B
CHaOJsIBaHETO Ha JIeKapcTBa. B IpemiokeHWTe M3MEHEHUs Ha 3aKoHa 3a
JIeKapCTBEHUTE IPOAYKTH B XyMaHHAaTa MeAUIIMHA JIUTICBA SICHO OIpeielieHre Ha
HallMOHaJleH HoMep. BbBexJaHeTo Ha OTHAeleH (HOB) HallMOHAJEH HOMEp B
CMHCBJI ,,6HO3HAYHO HJEHTH(QHUIMpaHEe Ha BCEKH JIEKAPCTBEH IPOAYKT H
OII€paTHBHA ChBMECTUMOCT Ha HAIIMOHAIIHUTE CUCTEMH B 3jpaBeona3BaHETO", He
€ HeoOXOIUMO IIPH IIOJIOXKEHHEe, Ye KO € TAKOBA MpeIHA3ZHAYEHHE Bede
ChIeCTBYBA, M3II0JI3Ba CE€ AaKTUBHO OT (UPMUTE, OTrOBaps Ha OIpeIeNIeHH
MEXXIYHApOIHH CTaHIAPTH U € YHUKAJIEH B CBETOBEH Malllad, KOeTo camo 110 cede
CU O3HAa4aBa ¥ Ha HAI[MOHAJHO HUBO.

C ornen Ha uznoxenoro mo-rope ITPEJIJTIAT AME:

1) Ha Opne pasmmcaHa sicHa MeGUHUIMS 3a ,,HAMOHAJIEH HOMEDP® B
CMHUCBI, Y€ TaKbB HOMEpP C€ BBHBEXKMa 3a HYXXIUTE Ha HAI[HOHAIHOTO
3/lpaBeoIla3BaHe, , Halp. KaTo HoMep 3a peuMOypcupane,

2) Jleramna ne¢uHHLNS 32 ,,KO/la Ha MIPOAYKTa* II0 CMUCHJIA Ha 4. 4,
0., ,,1“ ot [lenerupanus pernament (EC) 2016/161 na 6p1e BKIIOYeHA B
3aKoHa 3a JIEKapCTBEHHUTE MIPOIYKTH B XyMaHHATA MEeIUIIMHA.

e Jlo § 20 — ¢ xOHTO ce BBBEKIAT W3MCKBAaHUS U CaHKIHMK 3a
neyeOHUTEe 3aBeleHMs] TPH HEW3IbJIHEHHE Ha ChIVIaCyBaHa 3alloBel Ha
mupekropa Ha P3U no ui. 94a ot 3akoHa 3a jjeueOHUTE 3aBECHUS, CAUTaMe, Ye
TpsA0Ba a UMa IyONuYHOCT Ha nokinanute Ha Jupekropute Ha P3U u P3K
OTHOCHO  HEOOXOAMMOCTTa Ha  HAJIOXKEHUTE BpPEMEHHH MEPKH |
IIPECTPYKTOpUpaHe Ha JiedyeOHW 3aBefleHus, C ILeJ 3alo3HaBaHe Ha
OOIIECTBEHOCTTA.

BeB Bpm3ka ¢ ropeusnoxenoro cmnopen BTIII pemraBanero Ha
IIpoOJIEMUTE B 3[JpaBEOIIa3BaHETO BKIIFOYBA MEPKU KATO:

°  BBBEXJAHE Ha eJIEKTPOHHO 3/IpaBeoa3BaHe;

*  IIpepasriexJaHe Ha 3aIUIalllaHeTo [0 KIMHUYHUTE IBTEKY;

* OrpaHu4YaBaHe Ha (QalIuBUTEe OOJHUYHHU U HEPEATHO U3BBPIICHUTE
3IpaBHU YCIyTH,



* KOHTPOJI U ILENeChO0pasHO paslpenelieHne Ha cpefcTBaTa 3a
OOJTHHUIUTE;

* M3IOJ3BAaHETO HA YTBBPACHM MEXTYHApOIHU HICHTH()UKALVOHHH
HOMepa IIPH Ch31aBAHETO HA PETUCTPHU B CTPAHATA,

°  3aCHJICH KOHTPOJI CpEIly 3J0yIOTpeOUTe P JIEKapCTBaTa;

°  yBelMYaBaHE Ha NMPO(UIAKTUKATA;

° 3aibpXKaHe Ha KBAIM()ULUMPAHUTE OBJIrapCcKu JIeKapd U

MEMIIMHCKY [IEPCOHAI B CTPaHAaTa;

C ornen Ha ropeusnoxenoro, BTIIII moakpens IpeacTaBeHus IPOSKT ¢
HaIIpaBeHUTE OETIEKKH, NOIIBIHEHUS ¥ IPENOPHKH.

Hpe,ZLBI/I,Z[ KpaTKus CPOK 3a pasrjIekKAaHEeTO My, CH 3ala3BaMe IIpaBOTO
Jla 1aJieM NDOIIbJIHUTEIHH OelIeKKU IIpH MOCJICABAILO PA3IIC)KIAaHe Ha IIPOCKTa
Ha 3aKOH.
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