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PE3YNTATU OT PABOTATA

Or: "eHepanHusa cekpetapuat Ha CbBeTa

Jara: 14 toHn 2019 T.

Jo: Jenerayunte

Ne npenx. OOK.: 9765/19 SAN 277 AGRI 276 VETER 30 PHARM 29

OTHOCHO: CnepBawum cTbnku 3a npeBpblyaHe Ha EC B permoH ¢ Han-gobpun npakTukm

B 6bopbaTa cpeLly aHTUMUKpOOHaTa Pe3UCTEHTHOCT
— 3akntoyeHnsa Ha CoeeTa (14 toHn 2019 T.)

IIpuiioskeHo ce n3npamar Ha AejeralunuTe 3aKkiIoueHusaTa Ha CbBeTa OTHOCHO CJIEBALIUTE CTBHIIKU
3a npeBpbiane Ha EC B pernoH ¢ Hail-100pu npakTuku B 0opOaTa cpelly aHTUMUKpOOHAaTa

pe3uCTeHTHOCT, TpueTH oT ChbBeTa Ha HETOBOTO 3698-0 3acemanue, nposeaeHo Ha 14 rouu 2019 r.
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HPUJIOXKXEHUE

3akawuyenuss Ha CbBeTa OTHOCHO CeaBaluTe CTHIIKU 3a IPEBPbIIAHE HA ECs PEruoH €

Hail-100pu NpaKkTUKU B OopdaTa cpeuly AaHTUMUKPOOHATA Pe3UCTEHTHOCT

CBHBETHT HA EBPOIIEMCKHUA CHIO3

1. ITPHUIIOMHS, ye anTumukpoOHaTa pesucteHTHOCT (AMP) nipencrapisiBa cepro3Ha
TpaHCIpaHUYHA 3aIJlaxa 3a 37paBeTo, ¢ KOSATO AbPXKABUTE YICHKH HE MOraT Ja Ce CIIPaBST
caMH B 1oJj00aBalla CTEIeH, U Ye T He MOoXKe Ja ObJie OrpaHuYeHa 0 JaJieH reorpadceku
PETHOH WK AbpKaBa WIEHKA U [TOpaJy TOBA NU3MCKBA NHTEH3UBHO CHTPYJHUYECTBO U
KOOPAMHAIIHS MEX]Ty TbP)KaBUTE WICHKH, KakTo ce mocousa B Pemenue Ne 1082/2013/EC na
EBpornelickust napiameHT ¥ Ha CbBeta oT 22 oktomBpu 2013 . 3a cepro3HuUTE

TpaHCI'paHUYHU 3aIlJIaXH 34 3z[paBeT01.

2. OTBEJIAA3BA C I'OJISIMA 3ATPUKEHOCT, 4e o odpurmanau ganan AMP moxe na
10Bejie BCsKa roauua 10 okos10 700 000 cMbpTHU ciiydas® mo cBera, BKIOUUTETHO 33 0004
cmbptHH citydas B EC/EUII B pe3ynTar Ha yctoitunBr Ha anTHOMOTUIM HH(peKkunu. OcBeH
TOBA, TIOPAJIM JIUIICAaTa HA MOJUTUKH 34 CIIUPAHE Ha Pa3NPOCTPAHEHHUETO ¥, IPOTHO3UTE ca, ue

AMP mie noBeze 10 MUJIIMOHH CMBPTHU CIy4au B CBETOBEH MaIlal.

3. OTBEJIA3BA C I'OJIAMA 3ATI'PHKEHOCT, ue oko10 29 % oT cMBbpPTHHTE Cllydau 110
CBeTa, MPUUYUHEHH OT WH(EKIUH, YCTOMYNBU Ha aHTUMUKPOOHM CPEJICTBA, CE ABJDKAT HA
pEe3UCTEeHTHA Ha JiekapcTBa TyoepKyio3a (DR-TB) u Ha mynTupesucrenTHa TyOepKysio3a
(MDR-TB)®.

4.  OTBEJIA3BA C I'OJISAMA 3ATPUKEHOCT, ue ciopen Opranusarusra 3a
HMKOHOMMYECKO chTpyaHuuecTBo U pazsutue (OVMCP), ako He ObaaT npeanpueTy epeKTUBHU
neiictBus U paBHuiara Ha AMP cnenBar nporso3nure teHaeHuuy, mexay 2015 r. u 2050 r.
ce OuakBa Ja ObJaT u3pa3xoABaHU roaunHo 1o 1,1 munuapaa espo 3apaau AMP B

nepkasute or EC u EMIT.

1 OB L 293,5.11.2013 r., cp. 1.

Bronerun Ha CeeToBHaTa 3apaBHa opranu3anus, 2016 r.:94:638-639

IIpernen Ha aHTUMHUKPOOHATA PE3UCTEHTHOCT, npeacenarencTsad oT Jixum O'Huiin: ,,CripaBsiHe B CBETOBEH
Mamab ¢ YCTOMYMBUTE Ha JEKAPCTBA MHPEKIMU , OKOHYATEIEH JOKIJIAA M Ipenopsku, Man 2016 1.

The Lancet, Infectious diseases, Volume 19, Issue 1, January 2019.

EBpomneiicku 11eHTHp 3a Ipo(WIAKTHKA U KOHTPOJI BEPXY 3a00/sIBaHuATa, cTaThs oT 6 HoemBpu 2019 1.
Aumanc 3a 6op0a ¢ TyOepKyJio3ara, ,,Y CTOMYMBOCT KbM JEKAaPCTBA — OTIOBOP HAa YCTOMYMBOCTTA HA
aHTUMUKPOOHHM CPEACTBA, B T.4. 6opba ¢ TyObepKyao3ara‘.

OUCP, ycToiiuuBOCT Ha aHTUMHUKpPOOHH cpencTBa — ,.CrpaBsine ¢ 6pemero B EBponeiickust ¢pro3, 2019 1.
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https://www.who.int/bulletin/volumes/94/9/16-020916/en/
https://amr-review.org/sites/default/files/160525_Final%20paper_with%20cover.pdf
https://amr-review.org/sites/default/files/160525_Final%20paper_with%20cover.pdf
https://amr-review.org/sites/default/files/160525_Final%20paper_with%20cover.pdf
https://www.thelancet.com/journals/laninf/article/PIIS1473-3099(18)30605-4/fulltext
https://ecdc.europa.eu/en/news-events/33000-people-die-every-year-due-infections-antibiotic-resistant-bacteria
https://www.tballiance.org/why-new-tb-drugs/antimicrobial-resistance
https://www.tballiance.org/why-new-tb-drugs/antimicrobial-resistance
https://www.oecd.org/health/health-systems/AMR-Tackling-the-Burden-in-the-EU-OECD-ECDC-Briefing-Note-2019.pdf

5. OTBEJISI3BA C I'OJISIMA 3ATPHKEHOCT, ye B EC 75 % ot 3a0onsiBaHUsATa OT

UHQEKINY, YCTOWYMBU HA aHTUOMOTHIIM, Ca MIPAKO CBBP3aHU C BHTPEOOIHUYHN MHEKIUNS,

6. ITPU3HABA, ue xato 115010 ynorpebara Ha aHTUMHKPOOHU cpescTBa B Chro3a BCe O1LIIE €
mBBpae Bucoka, 1 OTBEJIA3BA nHanuuueTo Ha pa3iauku MEXIY IbPKABUTE WICHKU B

ynotpebara Ha aHTUMUKPOOHHU CPEJICTBA.

7. IMPU3HABA, ye AMP ¢ nipo6iem 3a 00IIeCTBEHOTO 3/JpaBe B CBETOBEH Malad, YueTo
BB3/CHCTBUE HAIXBBPIIS TEKKUATE MOCIECINUIIN 32 3PABETO HA XOpaTa U KUBOTHUTE, Thidl KaTO
BIIMSAC U BbPXY OKOJIHATa Cpejia U MPOU3BOACTBOTO Ha XPaHH, @ OTTaM U BbPXY
nkoHoMuueckus pacrtex. Ocsen ToBa AMP cepnosHo 3acsira Bb3MOKHOCTUTE 32 MOCTUTaHE

Ha OeInuTe 3a YCTOﬁqHBO pa3sBUTHC.

[Topanu ToBa CrBeTsT IPUBETCTBA MHOroOpoitHUTE MEeXAYHAPOAHH UHULIMATUBY 32

6opba ¢ AMP, BKIIFOUHTEITHO:

— [noGanuus wian 3a aeiicreue (ITIJ[) OTHOCHO aHTMMHKPOOHATA PE3UCTEHTHOCT?,
pazpaboren ot CBeroBHara 3apaBHa opranuzanus (C30) ¢ mpuHoca Ha Opranu3anusta
Ha OOH 3a npexpana u 3emenenue (PAO) u CBeToBHATA OpraHU3aIls 3a
3npaBeomnasBaHe Ha xuBoTHUTE (OIE) 1 mpuer eguHoayniHo mpe3 mait 2015 r. ot 68-Ta

CaeToBHA 3ApaBHaA acaM6ne${;

- nonuTrdeckaTa aeknapanus Ha OOH ot cperiara Ha BUCOKO paBHHIIE Ha OOIIOTO
cvopanne Ha OOH otHOCHO AMP ot 21 cenremBpu 2016 1.1 32 6op6a ¢ rnobannara
3aruiaxa oT AMP, B K0sITO ce MOTBBPK/IaBa HEOOXOIUMOCTTA OT MOAX0/ ,,EnHO

3ApaBe’, KaKTo U:

= pabotara Ha MexayBenoMcTBeHaTa kKoopauHaimonHa rpyna Ha OOH oTtHocHO
AMP (IACQG), kosTO TOBEE 0 peanlia MPEernopbKy, U3NI0KEHU B AoKIaaa ,,Hama
BpEMeE 3a YaKaHe: OCUTypsIBaHE Ha ObJelie 6e3 YyCTOMUMBY Ha JIEKapCTBa

11

uHpexkunu“'' 1o renepanHus cekperap Ha OOH;

= poxmaza'?, nmpencrasen Ha 10 maii 2019 1. ot I'enepannus cexperap na OOH, 3a
U3ITBIHEHUETO Ha MOJIMTHYecKaTa Jekiaapanus otTHocHo AMP ot 21 centemBpu

2016 r. u npenopekure, otpasenu ot IACG;

The Lancet, Infectious diseases, Volume 19, Issue 1, January 2019.

C30, I'mobaneH miad 3a JeWCTBUE OTHOCHO aHTUMHMKpOOHaTa pe3ucteHTHocT, A68/A/CONEF./1 Rev.1, Touka oT
naeBHus pex 15.1, 25 maii 2015 1.

Oomo cropanne Ha OOH, monuTHyecka AeKJIapalus OT cpelaTa Ha BUCOKO paBHmIe Ha OO01IoTo chopanue Ha
OOH otHocao AMP, 21 cenremspu 2016 1.

JACG — ,.Hsama BpeMe 3a yakaHe: OCUI'ypsiBaHe Ha Objelne 0e3 YyCTOMYHMBY Ha JIEKapcTBa MHMEKIUU, TIOKJIAJI,
anpuia 2019 r.

IlocnenBaiy JelicTBHsI BEB BPh3Ka C IMOJUTHYECKATA JEKIapalys OT cpeliaTa Ha BUCOKO paBHuie Ha Q011010
cuOpanne orHocHo AMP— noxuaj Ha I'enepannus cekperap, 10 mait 2019 r.

10

11

12
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https://www.thelancet.com/journals/laninf/article/PIIS1473-3099(18)30605-4/fulltext
http://apps.who.int/gb/ebwha/pdf_files/WHA68/A68_ACONF1Rev1-en.pdf?ua=1
http://apps.who.int/gb/ebwha/pdf_files/WHA68/A68_ACONF1Rev1-en.pdf?ua=1
https://digitallibrary.un.org/record/842813?ln=en
https://digitallibrary.un.org/record/842813?ln=en
https://www.who.int/antimicrobial-resistance/interagency-coordination-group/IACG_final_report_EN.pdf?ua=1
https://www.who.int/antimicrobial-resistance/interagency-coordination-group/IACG_final_report_EN.pdf?ua=1
https://www.who.int/antimicrobial-resistance/interagency-coordination-group/IACG_final_report_EN.pdf?ua=1
https://undocs.org/en/A/73/869
https://undocs.org/en/A/73/869
https://undocs.org/en/A/73/869

10.

— Pezomonusita Ha Acam6iiesita Ha OOH o oxonHara cpena (UNEA) ot nexkemBpu
2017 r.13 0THOCHO OKOIHATA CPela U 3APABETO, B KOATO CE 3asABsBa, Y€ 3APABETO HA
YOBEKa, )KUBOTHUTE U PACTCHUATA M OKOJIHATA CPE/ia ca B3aMMOCBBP3aHU, U CE
MoT4epTaBa HEOOXOIMMOCTTA OT MO-HATATBIITHO pa30UpaHe Ha POJIATA, KOSITO UIpae
3aMBbPCSABAHETO HA OKOJIHATA CPEJia 33 Pa3BUBAHETO HA aHTUMHUKPOOHA PE3UCTEHTHOCT;

—  paborara Ha ['mo6amaus nentsp 3a HUP/] B obnacTTa Ha aHTUMHKpOOHATA
PE3UCTEHTHOCT;

—  I'moGamHOTO MapTHROPCTBO 332 HAYYHOM3CIICAOBATEIICKA M Pa3BOMHA JICHHOCT B
obnacrra Ha antuorotuiuTe (GARDP)!4;

— Pezomonusita Ha C30 otHOocHO AMP, nipuera ot Acam6nesta Ha C30 Ha 24 maii
2019 r.15;

—  MexayHapoIHUs IICHTHP 3a PEHICHUs B 00JIaCTTa HA aHTHMUKPOOHATA PE3UCTEHTHOCT
(ICARS)'6. ICARS npeacraBisBa HE3aBUCHM IJI00aIEH LIEHTHD 3a 3HAHMS, KOWTO HUMa
3a I1eJT 1a OTKPUBA M MOJTIOMara IMpujIaraHeTo Ha OCHOBAHU Ha JOKA3aTeJICTBA PEIICHUS

Ha IIpCAN3BUKATCIICTBA, CBbP3aHU C AMP, B IbP’KaBUTC C HUCKU U CPCAHH JOXOOU,

OTBEJIA3BA, yue AMP ce e npeBbpHaia B po0jeM, KOWTO MOHACTOSIIEM ce 00CHKIA B

MHOT'0 Pa3jIn4Hu MEXIYHApOaHU Gopymu, BKIrounTenno ['-717 u -2018,

IMPUITOMHS rano6annus mwiad 3a aercrsue otnocio AMP ot 2015 1., B kotito C30
MIPU30Ba BCUYKH CBOM JBP)KaBH WICHKH J1a BbBEAAT HAIMOHAIIHY TIAHOBE 3a JICHCTBHE

cpemwry AMP 1o 2017 1.

B3EMA 110 BHUMAHME Ttexymara pa6ora Ha OMCP u IPUBETCTBA
HEOT/IaBHAITHUS M JJOKJIA]], B KOWTO CE MTOCOYBA, Y€ MHBECTHIIMUTE B UHTCPBEHIINU B
oOJacTTa Ha OOIIIECTBEHOTO 3/jpaBeolia3BaHe Ouxa MOTJIM 3HAYUTEIIHO Ja HAMAJIAT TEeKECTTa

3a 00111ecTBOTO, prunHeHa ot AMPY.

13
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Acam6ies Ha OOH 1o oxoHaTta cpea BbB Bpb3ka ¢ IIporpamara za OOH 3a okosiHaTa cpeaa, Haiipoou, 4—6
nexkemspu 2017 r.

T'n006aHo MapTHEOPCTBO 3a HAYYHOM3CIIEAOBATEICKA U PA3BOMHA JEHHOCT B 00JaCTTa HA aHTHOMOTHUIINATE
IIpoexrorekct Ha Pesomonusgra Ha C30 otHocHO AMP

MexayHapoaeH HEHTHP 3a PEIIeHUs B 00JIacTTa Ha aHTUMHUKPOOHATA PE3SUCTEHTHOCT

Jlexytapanyisi Ha MEHHUCTPUTE Ha 3JpaBeolIa3BaHEeTo Ha Abp:kaBute oT I'-7, bepann, 8—9 okromepu 2015 1.
Jexmapanus ot bepJH Ha MUHUCTPUTE Ha 3JpaBeolla3BaHeTO Ha JbpkaButTe o1 I'-20 ,,3ae1H0 JHEC 34 3/1paBo
obaeme’, 2017 1.

OUCP, momuTtHyecku 0030p: ,.OBIa/IIBaHEe HA BBIHATA OT cynepMuKkpoou, 2018 r.
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https://undocs.org/UNEP/EA.3/Res.4
https://undocs.org/UNEP/EA.3/Res.4
https://www.gardp.org/
http://apps.who.int/gb/ebwha/pdf_files/EB144/B144_R11-en.pdf
https://www.foedevarestyrelsen.dk/english/ICARS_Centre_for_Antimicrobial_Resistance_Solutions/Pages/default.aspx
http://www.bundesregierung.de/resource/blob/72444/456776/55d315d9e1983d3845909c588331e03f/2016-01-20-g7-abschluss-eng-en-data.pdf?download=1
https://www.bundesgesundheitsministerium.de/fileadmin/Dateien/3_Downloads/G/G20-Gesundheitsministertreffen/G20_Health_Ministers_Declaration_engl.pdf
https://www.bundesgesundheitsministerium.de/fileadmin/Dateien/3_Downloads/G/G20-Gesundheitsministertreffen/G20_Health_Ministers_Declaration_engl.pdf
http://www.oecd.org/els/health-systems/Stemming-the-Superbug-Tide-Policy-Brief-2018.pdf
http://www.oecd.org/els/health-systems/Stemming-the-Superbug-Tide-Policy-Brief-2018.pdf

11.

12.

13.

14.

IPUIIOMHS, ue unen 168 ot [orosopa 3a pyHkunonupanero Ha EBponeiickust cbio3
(APEC) npensuxna aeiicteus Ha Cpro3a, KOUTO J1a 10I'bJIBAT HALIMOHATHUTE MTOJIUTUKHU U J1a
obxBamar 6op0aTa ¢ ToJIEMUTE 3aIIIaXU 3a 3/IPaBeTO, TAXHOTO MpEeHaCcsIHE U
IIPEJOTBpATsABaHe, KAKTO U 3/IpaBHA MH(POPMALIU U IPOCBETa, HAOII0A€HUE Ha CEPUO3HUTE
TpaHCTPaHUYHH 3J[PaBHU 3aruiaxu U 6opoba ¢ Tsx. Ot Chro3a OCBEH TOBA CE€ U3UCKBA J1a
HacbpyaBa CbTPYJHUUYECTBOTO MEXY IbPKaBUTE WIEHKH U J1a MOOILPSIBA ChbTPYJHUUYECTBOTO
C TPETU CTPAHU U C KOMIIETEHTHUTE MEKYHApOIHU OpraHU3alMy B 001acTTa Ha

00IIIECTBEHOTO 3/paBe.

IIPUITIOMHIA 3axmrouenusta Ha CoBera ot 17 roHu 2016 1. OTHOCHO CJIEABAIIUTE CTHIIKU B
paMKHTe Ha moaxox ,,ExHo 3apase’ 3a 6opba ¢ aHTUMUKpOOHATa pe3ucTeHTHOCT? 1
cnenuguUHUTe T030BaBaHus B TAxX Ha [IpenopbkaTta Ha CbBera ot 15 HoemBpu 2001 r.
OTHOCHO pa3yMHaTa yrnorpeba Ha aHTHMMKPOOHHU areHTH B XyMaHHATa MeuiHa’!,
[Ipenopwkara Ha ChBera oT 9 1oHM 2009 TOIMHA OTHOCHO 6€30MaCcHOCTTA HA MALUEHTHUTE,
BKIJIFOUMTETHO TPOPHITAKTHKATA U KOHTPOJIA Ha MHPEKIIUUTE, CBbP3aHU ChC 3IPAaBHU
rpwxu??, u 3akmouenusara Ha CbBera ot 1 gekemspu 2014 roguHa 0THOCHO GE30MIACHOCTTA
Ha MAIMeHTUTE U Ka4eCTBOTO Ha 3JJPaBHUTE I'PUKH, BKIFOUUTEITHO IPEBEHIIUATA U KOHTPOJIA

Ha CBBP3aHUTE ChC 3PABHU IPUKU MH(EKIUH U aHTUMUKPOOHATA PE3UCTEHTHOCT,

IMPUBETCTBA ny0nukyBanero ot Komucusita Ha 29 ronu 2017 r. Ha cbO0I1IEHHETO
,,EBPOTICHCKY TIJ1aH 3a AeicTBue ,,EqHo 3apaBe’ cpenly aHTUMHKpOOHATa Pe3UCTEHTHOCT
(AMP)“?* u mocouenuTe B Hero aeiicTeus 3a 6opoa ¢ AMP u IOAKPEITS HEJITA 3a

npeBpblane Ha EC B pervon ¢ Hail-1o0py NpakTUKK B TOBA OTHOLIEHHUE.

OBPBIINA BHUMAHME Ha posiita Ha BAKCUHALIMATA 32 TPEAOTBPATABAHETO HA
nH(]EKInU, TpueTaTa HEOTJaBHa Mpenopbhka Ha ChBeTa 3a 3aCHiIBaHE Ha CHTPYIHUUECTBOTO B
6opbara cpernry 6oaecTH, MPeIOTBPATUMHU Ype3 BaKCHHAILINA, U (aKTa, ue TUIaHbT 3a JIeUCTBUE
,»EIHO 31paBe” Ha KomucusTa OTHOCHO aHTUMUKPOOHATa PE3UCTEHTHOCT MOIYepTaBa
Heo0X0IMMOCTTa OT MOJIIOMaraHe Ha Hay4dHUTE U3CJIe/IBaHUS U Pa3pabOTBAHETO HA HOBU

BAKCHHU 3a NIATOT€HH, CBEP3aHH C aHTUMHMKPOOHATA PE3UCTEHTHOCT?S,

20
21
22
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OB C 269, 23.7.2016 ., cTp.26.

OB L 34, 5.2.2002 2., cmp. 13—16.
OB C 151, 3.7.2009 r., ctp.1.

OB C 438, 6.12.2014 r., cTp. 7.

COM (2017) 339 final or 29.6.2017 .

OB C 466, 28.12.2018 r., cTp.1.
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http://www.europarl.europa.eu/RegData/docs_autres_institutions/commission_europeenne/com/2017/0339/COM_COM(2017)0339_EN.pdf

15.

16.

17.

18.

IMPUIIOMHH Pezomtonusita Ha EBponeiickus napiameHt oT 13 centemBpu 2018 r. oTHOCHO

EBponeiicku man 3a neiictBue ,,EnHo 31paBe cpelry aHTHMUKPOOHATa PE3UCTEHTHOCT
(AMP)?®,

IMPUBETCTBA cpo6menuero Ha Komucusita ot 11 mapt 2019 r. no EBponeiickust
napiamedT, ChBera u EBporneickrs NKOHOMUYECKH B COITMAICH KOMUTET, 03arjaBeHO
,CTparernyecky moaxoa Ha EBponeiickust cbr03 KbM (papMarieBTUIHUTE TMPOAYKTH B

okoJjHara cpega‘“?’.

OBPBIIA BHUMAHMUE Ha dakta, ue EC e BbBes IpaBHU OIpaHUYCHUS, 32 J1a ce n30erHe
35I0ymoTpedara ¢ aHTUMHKPOOHHU cpeAcTBa NpH kUBOTHUTE. OT 2006 T. M3MOI3BAHETO HA
aHTUOMOTHIM KaTo (QypaXkHu N00AaBKM 3a HAChpYaBaHe Ha pacTexka e 3a0paHeHo?s,
Heotnasua npuerute Pernament (EC) 2019/6 oTHOCHO BeTepuHApHUTE JIEKapCTBEHU
npoayktu?® u Pernament (EC) 2019/4 otHocHO MeaukamenTo3Hute Gypaxu? cbuio
BB3MPEMNATCTBAT U3MOI3BAHETO HA AaHTUMUKPOOHH BETEpUHAPHU JIEKAPCTBEHU MPOAYKTHU 32
YCKOPsIBAHE Ha pacTeXa WM yBelnuaBaHe Ha 100uBa’l, mpeBanTuBHATA yoTpeba Ha
AHTUMHUKPOOHH BETEPUHAPHU JIEKAPCTBEHU MPOAYKTH MOCPEACTBOM MEAUKAMEHTO3HH
dypaxn>? u npeBaHTHBHATA YIIOTPeOa HA BETEPMHAPHU aHTUOMOTHULIM B IPYIH KUBOTHH, B
PermnamMenTa OTHOCHO BETEpUHAPHUTE JICKAPCTBEHU MPOIYKTH C€ MPEIBUKAAT CHILO
OrpaHUYEHUS BbPXY MeTaduIaKTHYHATA yIIOTpeda Ha aHTUMUKPOOHU JIEKApCTBEHU
MIPOJYKTH U C€ ChIBPKAT paznopeadH, KOUTO JaBaT Bb3MOKHOCT 3a 3aa3BaHe, Bb3 OCHOBA
Ha cienu(pUYHN KPUTEPUH, HA HAKOU KITFOYOBH aHTUMUKPOOHU CPEICTBA €AUHCTBEHO 3a
XyMaHHa yroTpeda, 3a Ja ce 3ama3u mo-100pe TaxHara epukacHocT*, KakTo U 3aIbIKEHHS
3a IbpKABUTE WICHKH J1a ChOUpAT JaHHU 3a MPOoJaXOuTe U yrnorpedara Ha aHTUMUKPOOHH

CpCACTBA IIPU )KUBOTHHUTC.

ITPUBETCTBA 3acuneHoTo ChbTpYAHUYECTBO MEXAY Abp>KaBUTe WieHKH U KoMucusita
upes ch3manenara npes 2017 r. mpexa na EC ,,Exno 3apase” 3a AMP3 1 OTBEJISI3BA
KOJIKO Ca BayKHU PEIOBHUTE M CPELIM KaToO 4acT OT U3NIbIHEHHUETO Ha [1nana 3a neiictBue Ha
EC ornocHo AMP.
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35

Pesosmonns na EBponeiickus napiaament ot 13 centempu 2018 r. otHocHO EBpomneiicku miiaH 3a gelicTBre
Enxo 31paBe’ cpenty aHTUMHKpPOOHaTa pesucTteHTHOCT (AMP) (2017/2254(INT).

COM (2019) 128 final or 11.3.2019 .

Unen 11 or Permament (EO) Ne 1831/2003 otHOCHO 100OaBKHM 3a W3IOJI3BAaHE NPH XpaHeHeTO Ha sxuBoTHHTE (OB

L 268, 18.10.2003 r., ctp. 36).

OBL4,7.1.2019 ., cTp. 43—167.

OBL4,7.1.2019 ., cTtp. 1—23.

Unen 107 ot Pernmament (EC) 2019/6 otHOCHO BeTepuHapHHUTE JekapcTBeHn npoxykta (OB L 4, 7.1.2019 r.,

ctp. 104).

Unen 17 ot Permament (EC) 2019/4 oTHOCHO ITPOU3BOJICTBOTO, ITyCKAHETO HA Ta3apa M yrmoTpedaTa Ha

MenukameHnTo3Hu ¢pypaxu (OB L 4, 7.1.2019 r., ctp. 12)

Unen 107 ot Pernmament (EC) 2019/6 (OB L 4, 7.1.2019 ., ctp. 104).

Unenose 37 u 107 ot Pernament (EC) 2019/6 (OB L 4, 7.1.2019 r., ctp. 72 u 104).

EBponeiicka komucus — Jleiictus Ha EC 110 OTHOIICHHE Ha aHTUMUKPOOHATA PE3UCTEHTHOCT
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http://www.europarl.europa.eu/doceo/document/TA-8-2018-0354_EN.html?redirect
http://www.europarl.europa.eu/doceo/document/TA-8-2018-0354_EN.html?redirect
http://ec.europa.eu/environment/water/water-dangersub/pdf/strategic_approach_pharmaceuticals_env.PDF
https://ec.europa.eu/health/amr/

19.

20.

21.

22.

IMPU3HABA koHCTaTalMuTe B TIOKJIAJAUTE OTHOCHO ChbBMECTHHS MEKTYBEIOMCTBEH aHAIIN3
Ha KOHCyMAalMATa Ha aHTUMUKPOOHH CPEJCTBA M pe3ucTeHTHOCTTa KbM TaX (JIACRA)3®,
yOJIMKyBaHU ChbBMECTHO OT EBponeiickus IeHThp 3a NPOPUIAKTHKA U KOHTPOJI BbPXY
3abonsBanusTa (ECDC), EBponeiickus opran 3a 6e3omacHoct Ha Xpanute (EOBX) u
EBponeiickara arenmus mo yiekapcrBata (EMA), u OBPBIIIA BHUMAHMUME Ha dakxTa, 4e B
Pernament (EO) Ne 726/2004%7 € BbBeIcHO TPaBHO OCHOBAHHME 3a TE3H JIECHHOCTH C

HeotrnaBHa npuetus Pernmament (EC) 2019/538,

IMOAYEPTABA, 4e 3acuI€HOTO ChbTPYAHUYECTBO MEXAY IbPKABUTE YJICHKHU U C
Komucusita u papmaneBTuyHaTa MPOMUIIIEHOCT MMa PelIaBalllo 3HaYeHHE 3a CIIPaBSHETO C
HeJ0CTaThuHATa HATMYHOCT HA aHTUMUKPOOHU CPEJICTBA, HE3aBUCUMO AU T€ ca MPUYUHEHU
OT JIMICaTa Ha HaYaJlHU JOCTABKH, OT U3TETJISIHETO OT Ma3apa Ha aHTUMUKPOOHU CpecTBa
WM OT APYrH MpoOJIeMH ¢ JOCTaBKUTE, KOUTO MOTaT J1a JOBEJAT 10 HEIOCTHUT B JJOCTABKUTE

Ha aHTI/IMI/IKpO6HI/I CpeacTBa U HECIIOAXOAAIIO 3aMCCTBAIIIO JICUCHUC.

OTBEJIA3BA C I'OJISIMA 3AT'PHKEHOCT neycnexa Ha ma3apa B pa3pab0oTBaHETO Ha
antubuoTniy u [NIOJAYEPTABA HyxX7aata OT ClIelIHU IeHCTBUSA 32 CTUMYJIUpPaHEe Ha
pa3paboTBaHETO HA HOBH aHTUMUKPOOHU CPEACTBa, AITEPHATHUBHU Tepanuu U Obp3a U
MOJIepHa TMarHOCTHKA, BKIIOYUTEIIHO METO/IU 32 ONpeieisHe Ha aHTUMUKpOOHaTa
4yBCTBUTETHOCT. HeoOxoaumu ca KoopAUHALMS U ChTPYIHUYEecTBO Ha paBHUIE EC 1 B
CBETOBEH MaIad Mo OTHOILIEHUE Ha HAYYHOU3CIIEIOBATEIICKUTE IPOrPaMu M CTUMYIIU U
CwBersT OTUMTA, Hapen ¢ ApyroTo, NpeUIoKeHUITa U ISUHOCTTA Ha SKUIIa 3a Tperiie]] Ha
AHTUMUKPOOHATA PE3UCTEHTHOCT Y, noKiana ,,Breaking Through the Wall*“4? u unuiuarusara

34 CbBMCCTHO IIJIaHUPAHEC B oOnactra Ha aHTI/IMI/IKpO6HaTa pe3I/ICTeHTHOCT41.

INOAYEPTABA, ye ycriexbT Ha cBeToBHaTa 0opba cperry AMP pasunta 10 roisima ctenex
Ha aHTaXUMEHTA U TOTOBHOCTTA HA MTPaBUTEJICTBATA J1a IPEANIpUEMaT JEMCTBHI, KOUTO J1a
rapaHTUPAT U3IIBIHEHUETO Ha MHUIMATUBUTE B paMKUTE Ha 1oaxona ,,EnHo 3apase™ B
ChOTBETCTBHUE C HAllMOHAJIHUTE I1aHoBe 3a AevictBue (HII/), kato mo To3u HAYMH BKIIIOYAT
BCHUYKH CHOTBETHH CEKTOPH, U ue Oopbarta cpemry AMP moxe 1a nostyuu mo-cuiieH TiaachK
4ype3 ChTPYAHUUYECTBOTO HAa MHCTUTYLMHTE HAa EC 1 1bpkaBUTE YICHKU B pAMKHUTE Ha

MEXyHApOAHU (POPYMHU M UPE3 PETHOHAIHO U IBYCTPAHHO ChTPYIHUYECTBO.

36

37

38

39

40

41

EMA — Ananu3 Ha KOHCYMalysITa Ha aHTUMUKPOOHHU CPEJICTBA U PESUCTEHTHOCTTA KbM TAX (HOKJIAIM OTHOCHO
JIACRA o1 2011 1. m2013 1.)

OB L 136, 30.4.2004 r., ctp. 1.

OBL4,7.1.2019 r., ctp. 24.

IIpernen Ha aHTUMHUKPOOHATA PE3UCTEHTHOCT, npeacenareacTsad ot Jixknum O'Huiin: ,,CripaBsiHe B CBETOBEH
Mamab ¢ YCTOMYMBUTE Ha JEKAPCTBA MHPEKIMU , OKOHYATEIEH JOKJIAA M Ipenopbku, Man 2016 1.

desrepasino MUHUCTEPCTBO Ha 3apaseonasBaneTo, Boston Consulting Group (BCG), ,.JIpo6uB — npusus 3a
CBIVIACYBAaHU JEHCTBUS 10 HAYYHOM3CEIOBATEICKATA U Pa3BOMHATA JIEHHOCT BbB Bpb3Ka C aHTUOMOTHIIUTE .
MuunmaTuBa 3a CbBMECTHO IUIAHUpPaHE B 00JIacTTa HA aHTUMHUKPOOHATA PE3UCTEHTHOCT — [ J1o0anHa
KOOpJIMHAIMs Ha HAYYHUTE U3CIEABaHUs B 00JIaCTTa HA aHTUMHUKPOOHATA PE3UCTEHTHOCT

10366/19 ia/nb 7
IMTPUJIOXXEHUE LIFE.2.C BG


https://www.ema.europa.eu/en/veterinary-regulatory/overview/antimicrobial-resistance/analysis-antimicrobial-%09consumption-resistance-jiacra-reports
https://www.ema.europa.eu/en/veterinary-regulatory/overview/antimicrobial-resistance/analysis-antimicrobial-%09consumption-resistance-jiacra-reports
https://amr-review.org/sites/default/files/160525_Final%20paper_with%20cover.pdf
https://amr-review.org/sites/default/files/160525_Final%20paper_with%20cover.pdf
https://amr-review.org/sites/default/files/160525_Final%20paper_with%20cover.pdf
https://www.bundesgesundheitsministerium.de/fileadmin/Dateien/5_Publikationen/Gesundheit/Berichte/GUARD_Follow_Up_Report_Full_Report_final.pdf
https://www.bundesgesundheitsministerium.de/fileadmin/Dateien/5_Publikationen/Gesundheit/Berichte/GUARD_Follow_Up_Report_Full_Report_final.pdf
https://www.jpiamr.eu/
https://www.jpiamr.eu/

23.

24.

MOJYEPTABA 3HaueHueTo Ha CbBMECTHOTO jAeiicTBrue Ha EC 0THOCHO aHTUMUKpOOHATa
pe3ucTeHTHOCT M BbTpebonanunnTe nudekiuun*? u IPUBETCTBA usebpiueHara B pe3yiaTar
paboTa, BKIIOUUTEIIHO 33 MOJUTHUKHU 33 IPEIOTBPATABAaHE HA BHTPEOOTHUYHUTE HHPEKITUH,

KaKTO U 3a YIIPaBJICHUCTO HA aHTI/IMI/IKpO6HI/I CpCACTBA U TAXHOTO HU3II0JI3BAHC.

IMPUITIOMHSI xoubepennusara Ha TeMa ,,ClieIBally CTHIIKH 3a peBpbiianeTo Ha EC B
PEruoH ¢ Haif-100pU MPaKTHUKU B 6bopbarta cperry aHTUMUKPOOHATa PE3UCTEHTHOCT Upe3
noaxon ,,Enno 3apase®, mposeneHa B bykypemr Ha 1 mapt 2019 r. u opranusupana ot

PYMBHCKOTO MMPEACCAATCIICTBO, KOATO CC CHbCPCAOTOUU BHPXY TPHU OCHOBHH LCIIN:

(1) momoOpsiBaHEe Ha KAYECTBOTO Ha MEPKUTE 32 MPO(UIAKTHKA U KOHTPOJI HAa MH(EKIUUTE
Y ONTUMH3HMpAHE Ha yHoTpebaTa Ha aHTUMUKPOOHU CPE/ICTBA B CEKTOPUTE HA 3PABETO

Ha YO0BEKa, )KUBOTHUTE M OKOJIHATA CPE/Ia;
(2) ykpemnBaHe Ha mIpUIaraHETO HA HAIMOHATHUTE IJIAHOBE 3a JeiicTBue ,,EqHO 3mpaBe’;

(3) HacwhpuaBaHE Ha COJNUAAPHOCTTA MEKIY JbPIKABUTE Upe3 ChbBMeCTHa paboTa B bopOara
¢ AMP.

ITPU30BABA nbp:xaBuTe YJICHKHU:

25.

26.

27.

28.

Jla rapanTupar, 4e BCUYKHU AbPKABU WICHKH ca BbBeJd MHOrocekTopHau HII/] n Mexanuzmu
3a KOOpJUHAIIMS U HAaOJII0IeHHE B U3IIBJIHEHNE HAa CBOUTE aHTXKUMEHTH I10 TI100aIHUA [IJ1aH

3a aeiictBue oTHOCHO AMP u B chOTBETCTBHE € TTOAX0/a ,,ETHO 31paBe’;

Jla mpeocTaBsT JOCTAaThYHO YOBEIIKU U (PMHAHCOBU PECYPCH 3a pa3pabOTBaHETO U
M3IBJIHEHUETO Ha JeicTBus 3a 6opOa ¢ AMP, npodunaktuka u KOHTPOJI HA HHPEKIUUTE U

yIpaBiieHUE Ha ynoTpedara Ha aHTUMUKPOOHHU CPEJCTBA HA MOJIUTUYECKO U KIIMHUYHO HUBO;

)la YKPEIAT NpUIaraHeTo Ha 3aKOHOAATCICTBOTO U JICHCTBAIUTE MOJUTHUKNA M aHTQXKUMCHTH
mo otHomeHue Ha AMP Ha paBHHUIICTO HA EC una MCKAYHAPOAHO PABHUILEC, Bb3 OCHOBA Ha

noaxoxa ,,EnHo 31paBe”;

[[a YKpCIAT MEPKUTEC 3a HpO(I)I/IJ'IaKTI/IKa 1 KOHTPOJ Ha I/IH(I)CKLII/II/ITC, KaKTO B CCKTOPUTC Ha
3ApaBC€TO HAa YOBCKA, TaKa U B o0OyacTTa Ha 3ApaBCOIIa3BaHCTO HA )KUBOTHUTEC, MMO-CIICIIUMAJTHO
B 3ApaBHUTC 3aBCACHUSA, YPE3 NHBECTUPAHC B XUTHUCHHHU MIPAKTHUKU U ITPEBAHTHBHU )ICIZCTBPISI,
BKIIFOYUTCIIHO BAKCUHHUPAHE, OuoJoruyHa CUT'YPHOCT U rapaHTUpaHE Ha JOCTBHII 10
CTaHAApTHHU U 6’bp31/l AUArHOCTUYHH MCTOAH, KOUTO J1a CC U3II0JI3BAT 3a IOTBBPIKIAABAHC HA
BHAa Ha I/IH(I)CKI_II/ISITa npeau yHOTpe6aTa Ha aHTI/IGI/IOTI/II_II/I, KaTo I10 TO3MW HA4YWH CE CIioMara 3a
HaMaJIsIBaHC Ha HECIIOAXOoAdgIIaTa yHOTpe6a Ha aHTI/I6I/IOTI/II_[I/I " CBBbP3aHUA C TOBA PUCK OT

pa3BuBaHe Ha AMP;

42

EC-JAMRALI:,.Espomna HachpyaBa I10J€3HOTO B3aNMMOJACHCTBYE 32 HaMaJIsiBaHE Ha TexxecTTa HAa AMP: KakBO
npasu EC B moakpena Ha Jibp:kaBuTe wieHku?, 1 mapt 2019 r.
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http://www.ms.ro/wp-content/uploads/2019/01/EU-JAMRAI-Briefing.pdf
http://www.ms.ro/wp-content/uploads/2019/01/EU-JAMRAI-Briefing.pdf
http://www.ms.ro/wp-content/uploads/2019/01/EU-JAMRAI-Briefing.pdf

29.

30.

31.

32.

33.

Jla 3acumsiT U KOOpJAMHUPAT OTTOBOPA CH, KaTO U3IMOI3BAT MEKIYCEKTOPEH MOIXO0/I, 3a Ja
MIPOTHBOJICUCTBAT HA TPAHCTPAHUYHOTO PA3NPOCTPAHCHHUE HA PE3UCTCHTHU HH(EKIINH, 110-
cnernanHo uype3 Komurera 3a 31paBHa CUTYpHOCT, ch3aaieH ¢ Pemenune Ne 1082/2013/EC;

Jla mpuaraT ChLIECTBYBAIIOTO 3aKOHOJIATEIICTBO OTHOCHO YIOTpeOara u npojaaxoara Ha
AQHTUMHKPOOHHU CPEJICTBA, M MO-CIICLUAIHO JIa OTPaHUYAT Mpoiakdara Ha JICKapCTBCHU
MPOAYKTH 0€3 JIEKapCKO MPEANICaHue U, KOTaTo € LeNecho0pa3Ho, 1a OOMUCIIAT
JIOITBJIHUTEIIHO PETYIUPAHE;

Jla mpeBbpHAT B MPUOPHUTET OOYUECHUETO HA 31PaBHUTE PAOOTHHUIM B CHOTBETHUTE CEKTOPH
o otHomeHue Ha AMP, npodritakTikara 1 KOHTpoJa Ha HHGEKIIUUTE U YIIPaBICHUETO HA
ynoTtpebaTa Ha aHTUMUKPOOHH CPEJICTBA, BKIIFOUUTEIIHO JCHCTBUATA, OTIPEICIICHN B HACOKUTE
Ha EC 3a pazymHa ynoTpe0a Ha aHTUMUKPOOHUTE CPEICTBA, U OCBEIOMEHOCTTA 3a MOJX0a
,»EJIHO 37IpaBe’;

Ja pa3paboTsaT HHPOPMAIIMOHHHU JEWHOCTH OTHOCHO MPO(HIAKTHKATA U KOHTPOJIA Ha
MH(DEKINNUTE U YIIPABICHUETO Ha yroTpedaTa Ha aHTUMUKPOOHU CPEACTBA B 3/[paBHUTE
3aBe/IeHUs 3a XOpa U KUBOTHHU, IPEeTHA3HAYCHH 3a 3/[PAaBHUTE PAaOOTHUIIH, MALIUEHTUTE U
TEXHUTE POJHUHHU, BETEPUHAPHUTE JIEKapH, 36MEICJICKUTE CTOIIaHU U IIUpOKaTa
00IIECTBEHOCT, BKIIFOYHTEITHO JEeIaTa;

Jla yCTaHOBAT HAlMOHATHU U3MEPUMH LIEJIH, HApe] C IpYroTo, 3a HaMalsiBaHe Ha o01aTa
ynoTtpe0a Ha aHTUMUKPOOHU CPEJICTBA U MPOCIIEIBaHE HA HANPEIbKa KbM HAMaJIIBaHE Ha
pasmnpoctpanennero Ha AMP, kaTo ce B3emMar mpeIBU/ B IOIXOIIA CTENCH MOKa3aTeIuTe,
pazpabotenu ot EOBX, EMA u ECDC;

INPU30OBABA nbp:kaBute wieHku 1 Komucusira:

34.

35.

36.

Jla mpoabiKaBaT pa3padOTBaHETO HA ABITOCPOYHH MTOJIMTHKY 3a CIPABSHE ChC 3aIU1axara OT
AMP;

Jla ykpenBaT ChbTPYAHHUYECTBOTO M COMUIApPHOCTTA B OopbaTa ¢ AMP, kato ce aHrakupar 1o
11e71ech00pa3HOCT B IBYCTPAHHU TYUHUHT MPOEKTH U MHOTOCTPAHHO 3a CIOJIEIsIHE Ha Hal-
I00pH MPAKTUKU U €KCIIEPTEH OMUT U J1a CH MPEOCTaBAT B3aMMHA MOJAKpera 3a
m3mbiaHeHneto Ha HIT/I, kakTo u Ha mporpamu 3a mpouIaKTHKa U KOHTPOJI Ha HH(EKIINHUTE
¥ 3a YIpaBJeHUE Ha yIoTpedaTa Ha aHTUMUKPOOHH CPEJICTBA B CEKTOPUTE HA 3/IPAaBETO HA
YOBCKA, XpaHUTEC, 3IPAaB€TO HA )XKUBOTHUTEC, OKOJIHATA CPCaad, HAYYHUTC U3CICABAHUA U APYTH

CHOTBETHH CCKTOPH;

Jla moKpensaT IbJIHOTO MpUjlaraHe Ha HAJTMYHUTE HACOKHU, KaTO OTYUTAT CelU(pUIHHUTE
HaIMOHAJIHU 00CTOSTENICTBA, U O LENeChOOPa3HOCT /1a pa3paboTBaT JOIBIHUTEIHH HACOKU
B oOnactTa Ha AMP, npodunakTikaTa U KOHTpoJsIa Ha HH(PEKIUUTE U YIPABICHUETO Ha
ynotpebara Ha aHTUMUKPOOHHU CPENICTBA, HAPEA C APYTrOTO MO OTHOLIEHHE Ha OI00PEHOTO
M3I0JI3BaHe Ha TMarHOCTHKA M BaKCHUHU, KaKTO U Han30p (inter alia ot EBponeiickus HeHTbp
3a PO MIIAKTUKA ¥ KOHTPOJ BEPXY 3a00JIIBaHUATA), C TIeJT TIOAIIOMaraHe Ha JICHCTBHTA Ha
HAI[MOHAJIHO U MECTHO PAaBHUIIIE;
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37.

38.

39.

40.

41.

42.

43.

Ja pa3paboTBat J0OPOBOIHH OOIIM HACOKH OTHOCHO NMPO(UIIAKTUKATA U KOHTPOJIA HA
MHOEKIUHUTE U YIPABICHUETO Ha yoTpedaTa Ha aHTUMUKPOOHH CPEJICTBA B 3/IPABHUTE
3aBe/ICHHs, BKIFOUUTEIHO C OTJIe]] Ha HUBaTa M OOyYeHHETO Ha IIepcoHaja, Bb3 OCHOBA Ha

Hal-100pUTe MPAKTUKH;

Jla yBenuuaT KananuTeTa BbB BCUUKU AbprKaBH WICHKH 3a peakuys Ha 3amnaxure or AMP u
I10 TO3U Ha4MH J1a HAMAJIAT ChILIECTBYBAILUTE PA3JINUUs B PE3YJITATUTE 110 OTHOLICHUE Ha

KOHTpoJa U npopunaktukara Ha AMP u BpTpeOonHnYHNTE HH(DEKIINH;

[[a HaIIpaBsAT OLCHKA HAa IIPUYUHUTE 34 pasjindyusaTa MEXKAY U B PAMKHUTC Ha IbpP>KaBUTC
YWICHKHU MO OTHOIICHHUEC HA ACJIa HAa U3IIOJI3BAHCTO HAa IIMPOKOCIICKTHPHU aHTI/IGI/IOTI/IL[I/I B

XyMaHHaTa 1 BeTepUHapHaTa MEeIULMHA C 111 I0-100po pa3dupaHe u KoHTpoa Ha AMP;

Ja pa3paboTaT u epekTHBHO Aa npuiaraT Ha paBHuILeTo Ha EC 1 Ha HallMOHAIHO paBHUIIIE
KOOPJAMHUPAHU KOMYHUKAIIMOHHHU CTPATErUy 3a LEIUTE Ha IPEIOTBPATABAHETO HA MOsIBAaTa
Ha OTHUIIA HA MH()EKINU C aHTUMUKPOOHA PE3UCTEHTHOCT U U3IMOI3BAHETO MM B CIIydail Ha

TaK¥Ba OT'HHUIIIA,

Jla yBenuuaT ycuiusATa 3a MOBUILIABAaHE HA OCBEJIOMEHOCTTa Ype3 Cpe/icTBaTa 3a MacoBa
uHbopMalKs ¥ COLIMATHUTE MEIUH, HACOYEHU KBbM OOILECTBOTO KATO 15710, OTHOCHO
3HaueHnero Ha AMP kato 3amiaxa 3a 37paBeTo u HeOOXOAUMOCTTA OT MIPEAOTBPATIBAHE HA

MH(EKIMNUTE U OT Pa3yMHO M3I0J3BaHE HA aHTUMUKPOOHUTE CPEJICTBA;

Jla ykpemsT u pa3mupaT o0xBata Ha HaOJII0/IeHHEe Ha paBHUIaTa Ha HAa AMP u
BBTPEOOIHUYHUTE UH(EKIINHU, KAKTO U Ha ynoTpebaTa Ha aHTUMUKPOOHHU CpPE/ICTBA, KAKTO B
CEKTOpa Ha YOBELIKOTO 3/IpaBe, Taka U B 3[IpaBEONa3BaHETO HA )KUBOTHUTE, Jla aKTyaJITU3UpaT
HAaCOKHTE 3a JICUeHHUe, Ja MOCTUTHAT pa3yMHa yrnoTpeOa Ha aHTUOMOTHIINTE, /1a HAOJI01aBaT
nosiata Ha AMP u na pa3zpaGoTBat epeKTUBHI MEPKU B 00J1aCTTa HAa TPO(UIAKTUKATA U
KOHTpOJIa Ha MH(EKIMUTE ¢ e npeaoTBparsiBaHe Ha AMP. Cnena 1a ce oOMucisr
nporpamu 3a HabmroaeHue ,,EnHo 3apaBe’, 3a 1a ce Jajie Bb3MOXKHOCT 3a HHTETpUpaH aHAJIN3
Ha JJaHHUTE OTHOCHO AMP B CeKTOpUTE Ha YOBELIKOTO 3/IpaBe, 3APaBETO HA )KMUBOTHUTE,

XPpaHUTE 1 OKOJIHATA Cpcaa,

Jla onpenensT v MOJAKPEnsT MOIXO AN MEXaHU3MH 3a TapaHTUpaHe Ha HAIMYHOCTTA B
tenusi Chro3 Ha CHIIECTBYBANIUTE €PEKTUBHU aHTUMHUKPOOHH CPENICTBA, U MO-CIEIUATHO Ha
AHTUMUKPOOHUTE CPEJICTBA OT IIbPBA JIMHUS C TECEH CIIEKThP Ha JCHCTBUE, KaKTO 3a
XyMaHHa, Taka U 3a BeTeprUHapHa yrnoTrpeda, KaTo ce B3eMaT NpeABua, Hapell C IpyroTo,

0COOEHOCTUTE HA MAJIKUTE rnasapu,
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44,

45.

46.

47.

48.

49.

50.

Jla cTumynupaT HaydyHUTE U3CIICIBAaHUSI, PA3BUTHETO U MHOBAIIMKUTE B 00actTa Ha AMP u na
MojrnoMarat KOopAuHaluaTa U CbTpyaHN4ecTBOTO B pamkuTe Ha EC 1 B cBeTOBEH Maiia0,
BKJIFOUMTEIHO JACHHOCTH Ype3 MHUIIMATUBAaTa 32 CbBMECTHO IJIAaHUPaHEe B 00JacTTa Ha
aHTUMHMKpOOHaTa pe3uctenTHOocT* n ['nobanuus nentsp 3a HUPJI B o6nacTTa Ha

AHTHUMMKPOOHATA pe3ucTeHTHOCT*

;

Ja nonkpersit HaunHanus kato GARDP (I'mo6anHo mapTHROPCTBO 3a
HAyYHOM3CIIEJOBATEIICKA U Pa3BOiHA JEHHOCT B 00JIacTTa HA aHTUOMOTHUIIUTE), KOETO Oerie
craprupano ot C30 n nHunMaruBara ,,Jlekapcrsa 3a npenebpersanu 3abomnssanua’ (DNDi)43
npe3 mai 2016 r. UnunuatuBata GARDP e HacodueHa KbM MOCpEIlIaHe Ha HYKAUTE Ha
00IIECTBEHOTO 3/IpaBe B CBETOBEH Maiad upe3 pa3paboTBaHe U BbBEXKAAHE HA HOBH WU
noo0peHu aHTUOMOTUYHY JiedeHusl. Besika oT HeifHUTe MporpaMu BKIIIOUBA YCTOMYKBH
CTpaTeruu 3a JOCTHII M YIPaBIIEHHUE, 32 J1a CE rapaHTHUpa, Ye JICUCHHUITa ca JOCTHIIHH U ca Ha

PAa3MOJIOKECHUC HAa BCUYKH, KOUTO CC HYXXIAAT OT TAIAX;

Jla mpunaraT u pa3mupsBaT HayYHOU3CIIEOBATEICKUTE MPOrpaMH B ChOTBETCTBHE C TIOIX0/a
,»EJIHO 37]paBe” ¢ 1en pa3paboTBaHe HA HOBU aHTUMUKPOOHU CPEICTBA, BAKCHHH,
ITepHATUBH Ha aHTUMUKPOOHUTE Cpe/ICcTBa, MoJ00peHa Obp3a TMarHoCTUKA U OOHOBEHO U
o-100pO M3MOI3BaHE Ha CTAPUTE aHTHOMOTHIIM, KaTO C€ PHKOBOJIAT OT MPUHIIUIIUTE HA

(bH3quc1<a u (1)I/IH8.HCOB8_ JOCTBIIHOCT U eq)eKTI/IBHOCT;

Z[a ONpeaACiIAT U ImoAlIoMaraT Hay4YHUTE U3CJIICABAHUS U ITPUJIIAraHETO HAa NOAXOAAIIN
HMKOHOMHUYCCKHU MOACIIN 3a pa3pa60TBaHeT0 Ha HOBHU aHTI/IMI/IKpOGHI/I cpeacrBa, KOUTO
BKJIIOYBAT TJIO0ATHOTO YIIpaBJICHUC HA aHTI/I6I/IOTI/II_[I/ITe 34 Pa3yMHO H3IIOJI3BAHC,

e(beKTI/IBHOCT U OOCTBITHOCT.

Z[a HO,I[O6p$IBaT I/IH(l)OpMaI_II/IHTa M U3CJICABaHUATa OTHOCHO e(l)eKTI/IBHI/ITe INOJINTHUKH B

MOAKPCIIAa Ha ITPOMAHATA B ITOBCACHUCTO HA XOpaTa C LI 601368. C AMP,

Z[a MNOAKPCHAT NU3CJICABAHUSA OTHOCHO HO—I[O6pI/I HKOHOMHUYCCKU MOJCIIN, YIIPABJICHUC,
CTUMYJIA U APpYTHU MCPKU U TCXHUKH, CBbP3aHU C AMP, 3a 1a CC rapaHTupa e(beKTI/IBHO

MU3II'BJIHCHUEC HA ITOJIMTHUKATA,

CucteMaTH4HO J1a KOOPJAMHUPAT NO3ULIMUTE HA IbPXKABUTE YJICHKH U Ja padoTAT 3a
MOCTUTaHeTo Ha ool ,,riac Ha EC*, kaTo pernoH ¢ Haii-1o0pH MPAaKTUKU B MEKAYHAPOIHUTE
(bopyMu, KOHUTO 3asBsBa CIENIHATa HEOOXOAUMOCT OT MEPKH 110 OTHOIIEHUE Ha
aHTUMUKPOOHATA PE3UCTEHTHOCT U MOCIIE0BATETHO HACTOSIBA 38 YCKOPEH I7100aieH OTTOBOP

B MHOT'OCTPAaHHUTEC U ABYCTPAHHUTC OTHOILICHU,

43

44

45

WMunuaTrBa 3a CbBMECTHO IIJJAHUPAHE B obaacTra Ha aHTI/IMI/IKDO6HaTa PE3UCTCHTHOCT — [noGanna
KoopJAuHaIuA Ha HAYYHUTE U3CJIICABAHUS B o0acTTa Ha aHTI/IMI/IKDOGHaTa PE3UCTCHTHOCT
®denrepaliHO MHHUCTEPCTBO Ha 06Da30BaHI/IeT0 W HAYYHHUTC U3CJICABAHUA — CHBTPYAHHUYCCTBO B CBETOBHOTO

3/IpaBeora3BaHe
Wnnnmatuga . JlekapcTpa 3a npeHeOperBany 3a00IsiBaHus
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51.

52.

53.

54.

55.

Jla npobiKaBaT akTUBHO J1a HachpyaBaT M 3amuTaBar ctangaptutre Ha EC u
3aKOHOJIaTeNICTBOTO U MoauTUKUTEe Ha EC oTHOCHO AMP B MHOTOCTpaHHUTE U IByCTPAHHUTE
MIPETOBOPH, KAKTO M B MEXAYHAPOAHHUTE (HOPYMU;

Jla npeocTaBsT moBeue HHGOPMAITUS U J1a YIACCHSIBAT M3IOJI3BAHETO HA €BPOTICHCKUTE
CTPYKTYpPHU ¥ HHBECTUIIMOHHY (POHIOBE 32 MHBECTUIIMU — Ha HAIIMOHAIIHO, PETUOHAIIHO U
MECTHO paBHUIIC — B JACHCTBUsA, CBbp3anu ¢ AMP, ynpasieHueTo Ha ynorpebara Ha
AHTUMHUKPOOHH Cpe/ICcTBa U MPO(dUIaKTUKATa U KOHTPOJa Ha MH(PEKIUH, KaTo 110 TO3U HAaUUH
ce HaMaJsBaT pa3linyusITa B KalaluTeTa U NpujiaraHeTo Ha BCEOOXBAaTHU CTPATeruu ,,EHO
3/IpaBe‘ MeKIy U B paMKHUTE Ha AbP>KaBUTE YICHKH;

[[a IIpoy4BaT Bb3MOXHOCTH, BKIIFOYUTEIIHO, I10 HGJ'IGC'BO6p&3HOCT, peryinpane, 3a
IpeaoTBpaATABAHEC HA HEPA3YMHOTO M3II0JI3BAHE HA aHTI/IMI/IKpO6HI/I Cp€acTBa, HpI/I,Z[OGI/ITI/I
4pe3 TPaAHCTPAHUYHHA ITOKYIIKH 34 JINYHA yHOTpe6a, TpaHCI'paHUYHU PCUCIITH U HpOI[a)K6I/I 10

HHTCPHCT,

Z[a HU3BbpIIBAT Ha6JHO)IeHI/IC Ha aHTI/IMI/IKpO6HI/ITe OCTaThb4HH BCIICCTBA BCJICACTBUC HaA
yrIOTpe6a H IIPOU3BOACTBO U HA PE3UCTCHTHUTC MUKPOOPIaHU3MHU B I1I0YBATaA, IIOAIIOUYBCHUTC
" IMIOBBPXHOCTHHUTC BOJAU B CbOTBETCTBUC C I[eI;'ICTBaIIIOTO 3aKOHOAaTCJICTBO Ha ECmn
HaIMOHAJIHOTO 3aKOHOAATCJICTBO U Ja OOMUCTIAT AOM'BJIHUTCIIHU 3aKOHOAATCIIHU MEPKU, I10

HeHeC’LO6p33HOCT, 3a HpOTHBOI[GfICTBPIC Ha IIPpUCHCTBUCTO UM B OKOJIHATA CpCaa,

Z[a yBEJIHNYAT AOKA3aTCIICTBCHATA 0a3za OTHOCHO Pa3BHUBAHCTO U PA3IPOCTPAHCHUCTO HA AMP,

0Cc0o0CHO B 001acTTa Ha OKOJIHATA Cpefa.

IIPU30OBABA Komucusita:

56.

57.

58.

59.

Ja u3non3sa mpexara Ha EC 3a 6op6a ¢ AMP ,,Enno 31paBe’ ¢ nien 3acuiBaHe Ha
CBHTPYJIHUYECTBOTO CHC M MEXAY AbprKaBUTE WICHKH B oOsactTta Ha AMP, npodunakTikara u

KOHTpOJIa Ha I/IH(I)eKI_II/II/I " YIIPABJICHUECTO Ha yHOTpe6aTa Ha aHTI/IMI/IKpO6HI/I CpCACTBA;

Z[a MNPpOABIIKU Aa MOAKPCIA AbPKABUTC YICHKHA B IIPUJIAraHCTO HA MHOTOCCKTOPHU
HallMOHAJIHY MJIaHOBE 3a ACHCTBUE U HAIlMOHAJIHHU CTPAaTCru OTHOCHO AMP u Ja yBCIN4IU

CIICIUAJIHOTO (I)I/IHaHCI/IpaHe;

Jla moakpenst cbOMpaHEeTO HA IaHHU OT AbpKABUTE WICHKH OTHOCHO Mpojaxodara u
yrnoTtpebdaTa Ha aHTUMUKPOOHU CPEJICTBA 32 JKUBOTHH, 3a Jla Ce rapaHTUpa e(PEeKTUBHO
crOupane u oO6paboTBane Ha JaHHH B choTBeTcTBHE ¢ Pernmament (EC) 2019/6 otHOCHO
BETEPUHAPHUTE JICKAPCTBEHH IMPOYKTH, U J]a OOMUCIIN OTITYCKAaHETO Ha IeJIeBU (DMHAHCOBHU

CPEICTBa;

Jla moanmomMara Abp:kaBUTe WIEHKU IPU OTKPHUBAHETO HA NMPEUKUTE Mpel pa3paboTBaHETO U
npunaranero Ha HITJ] 3a AMP u Ha Mepku 3a npoduiIakTHKA ¥ KOHTPOJI Ha HHPEKIMHUTE U 3a
yIpaBiieHHE Ha ynoTpedaTa Ha aHTUMUKPOOHHU CPEJICTBA KAKTO HA MOJIMTUYECKO, TaKa U Ha
KJIIMHUYHO HUBO, TaKa 4e Jia ce JoNpuHece 3a Ha0eIsI13BaHeTo Ha e()eKTUBHU MEPKH 3a

Mpeoa0JIsIBAHC HA TC3U IIPCUKHU.
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