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3assnenue MupoBbrx peryflsropHbrx BeAoMcrB o 6ops6e c ycrofiqrrBocrbro
K npoT[BoMrrKpo6HbrM I|penapaTaM

MeNgyHapo4uaa Koanaqur perynrropHbrx axenrcrB rro JreKapcrBeHHbrM cpeAcrBaM (ICMRA)
B corpyAHuqecree co Bcer\4r.rpHofi opraHr-r3aqueii 3ApaBooxpaHeHrrr (BO3) ora.:nnaer
noAqepxKy B 6opr6e nporus ycroiqzrocru K npornBoMr,rxpo6ulru npenapararr,r (AMR)r .

flporurounxpo6r{hre npelaparbr seo6xoAuvu AJrs oKa3aHr.rr conpeuennofi rue4uqnucxofi
IIoMoqu. BO3 o6lcgrura AMR o4uoft 3 Aecsrtr Beayulfix yrpo3 Anc r:ro6aarsoro
o6rqecrnennoro 34paBooxpaHeHur. 3ro yrpoxaer salrefi cuoco6gocrlr neqr4Tb Aaxe caMEIe

He3HaqnreJrbHbre un@exqrEt n Moxer cepbe3Ho rlocraBurr, rroA yrpo3y xlp]pruqecKre
npoue.4yp6l I.I apyfue nepeaoBrre n c acatoIt1fie xr,r3Hb Me.ququHcKr,re BMe rareJncrsa. 3ro
cepbe3Haul yrposa o6rqecrBenHoMy 3apaBooxpaHeHuro, 3KoHoMHqecKoMy rrpouBeragltro H

6egonacrocru Bo BceM Mr{pe. flo oqenra:v, 6erAeficrsne n c$epe AMR nprlBe.uer K 2050 roAy
K sKoHoMuqecxorrry yurep6y 100 rpnllnouoB ,qoJrJrapoB CIIIA u norepe l0 Mr,rnJruoHoB

xn3He[ no BceM Mltpe exeroaHo2 ].

Kpafiue naxuo, qro6s urr coxpaHr,rn[ r.tMeroIrluecs B Hacrorrqee BpeMr nporr,rBoMr.xpo6uue
cpeAcrBa rryreM npe.qorBparleHr4c r,rH$er<qufi u coKparqeHr.rs ux qpe3MepHoro fi
HerrpaBLrnrHoro ucnonb3oBaHur, cnoco6crryrouefo pa3Br,rrr.rto ycrofi,runocrn, a raKxe nyreM
o6ecneqeHr,r.f, rro6arbHbrfi Aocryn K nporr.rBoMrrKpo6HbrM nperraparztla Anr HyxAaroqr4xcr.
Taxxe cyqecrnyer norpe6nocrb B HoBbrx nHHoBaquoHHrrx MeroAix JreqeHr,tr r,r rexHoJlorurx,
Koropbre noMor:lror flpeAorBpaularb, ArrarHocrr{poBarr r.r Jreqr{rb uu$exr1nr,r.

ICMRA4 npr.r3uaer, .rro AMR npeAcraBnrer co6ofi cnoxnlro, MHororpaHH)'ro npo6leuy, u
npn3brBaer K cKoopAr.rnrrpoBaHubrM, eauH6rM Mepatl,r B o6:racrn 3apaBooxpaueHr4c5 so ncex
ceKTopix, BKJrroqar 3ApaBooxpaHeHue, 3aopoBbe xuBorHrrx H oKpyxiuoqyo cpe4y. Ero
qneHbr-peryncroprrrre BeAoMcrBa B BceM lllpe o6leguuulucr c BO3, vro6rr peuurell,tro
rrpu3Barb floJrrri'troB, r-rHAycrpr4ro, HayrrHbre rpyru, pa6orur4KoB 3,[paBooxpaHer A,
HenpaBr4TeJrbcrBeHHEre opraHE3arlfin, cpeAcrBa r.raccosoi uuSoplrauuu n o6qecrneuuocrl
o6regruarscr, vro6u:

. MrrHuMu3r.tpoBarbBo3Hr.r(HoBeHr.re upacnpocrpaueuueAMR;

. rrpo.qoJrxarb Aocrr.rxeHr,rr n o6lacru auruvuxpo6noro HaA3opa, nporfr.uaxrnru u
r(oHTponr uu$erqrafi , a raKxe crparerr{qecKoro ylpaBneHr,rr;
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yaenrTb npnopr,rTeTHoe BHr{MaHrre pa3paoorKe HoBbrx r.rHHoBarluoHHbrx neKapcTB u
Ap)Tnx reparreBTr{qecKnx [poayKToB, Koropble noMoryr boporrcr c AMR, Bxrroqat
Ar,rarHocrrrqecKr.re cpeacrBa r-t anbrepHarfiBbr fiporueoumpo6nblM flpeflaparaM;
o6ecrtequrr panurrfi 4ocryr K nport4 BoMI4KpobnsIu npenaparaM no BceMy Mr.rpy; a
TAKXE

MrHxMu3HpoBarr nrr6poc BerrlecrB c aHrnultrpo6nulau cgoficrnaMH B or(pyxarcu.(yrc
cpeAy.

Cyuecrnlror yurrKaurr,Hbre Bbr3oBr,r, crorrqlre nepe4 pa-:pa6orKoft, KoMMepqu astuza4ueit u
xusnecnoco6nocrbro flpoAyr(q]ru, ceraanuofi c AMR, u cyrqecrByer no,pe6noct n

coBpeMeHHbrx cucTeMix peryn[poBaHnr, KoTopbre MoryT aAanTrrpoBaTbcs r( STI'M

norpe6nocrru. floarorrry BeAoMcrBa, perynupynuue o6pauenr.re JreKapcrBeHurrx cpeacrB,
o6s3)'rorcr pa6oraru nuecre, vro6rr ynoprAoirurr, HopMarrrBHbre rpe6oaaulrr, He craBr noA
yrpo3y an{rnu3 (ar{ecrBa, arprperrunnocru u 6esonacuocrz gauuoft npo4yrquu. Mu raxxe
o6royeucr paspa6arrrnarr npoqeccbr, Koropbre o6ner.{aror o6sop uoorx rexuonorufi, raxux
rar tfarorepannro u 4raruocruKa B Mecrax oKa3aHr,rr neAuquncxofi nolroqlr. Mu
npurnalxaeM 3aHHTepecoBaHHble cropoHbr s o6racru uccle4onanlri u panpa6oroK e rro6oe
npeu.a o6parurscr 3a coBeroM K BeAoMcrBaM, perynupybnlhM o6parueHue neKapcrBeHHrrx
cpeAcTB, .uJrr noMoulu B HaBHraqur no perynrTopHbrM cr.rcTeMaM v Nrs. BbttBrellr4t
Bo3HlrKuuoulrx npo6reu, xapar(epHbrx A.lrs AMR.

Bo scer{ Mr.rpe BeAoMcrBa, perynupyorqxe o6parueuue neKapcrBeHH6rx cpeAcrB rroJrHocrr,ro

roroBbr npoAonxarb rrplrHnMarb Mepbr AJrs ycrpaneHrrr orofi yrpo:u o6rqecrreunouy
3ApaBooxpaHeHr,rro, BMecre c reu no6yxgar Apyrrx flaprHepoB BHocr,lrb cnofi nxlag n
perxenue srofi o6qeft npo6lerr.ru s4paoooxpaueHur:

. ICMRA flprclrBaer JrrrAepoB orpacrfl yBenrrqurb cBou KoJrJreKTuBHbre rlHBecrr.rqr,rn

B r.rccJreAoBaHr.rx u paspa6orrr.r. Cylecrnyer ocrpaa ueo6xoAr.rMocrb B HoBbrx
nporunolturpo6Hrrx flpeflaparax, Koropbre 6yayr pa6orars npu c6oe Bcex apyrux
Bapr.raHToB, B {rnbrepHaruBax [porrrBoMrrKpo6nrw npenapariu, rro3BorcK)[I[M
cBecTLI UX ACIIOJrb3OBaHfle K MHHITMWy, Il B AHatHOCTnrIeCKrrX npOA]'lOaX,
o6ecnevrnaloulfix pa3yN{Hoe n HaAJrexaqee ucnoJrb3oBaurre. flpo{unaxnrxa
r.lrtferqufi u 6opr6a c Hr.rMr4 rBrsrorcs ocHoBoii coBpeMeHHoro 3ApaBooxpaueHr.rr, u
uHHoBarlnfi 4:rr 6opu6u c AMR AoJrxHbr coBrraAarb c AocrrrxeHllrMr{ B Apyrux
o6racr.rx Ars o6ecleqenas cra6u:nsoft rlo6a,rrnofi cHcreMLl 3ApaBooxparuenrrr.

. ICMRA npu3brBaer Bcex cneq[aJr[croB 3ApaBooxpaHeHnf,, Kax s o6racrr4
3AopoBbr nrc4efi, rax u xr{BorHbrx, paccraBr.trb rrpuopr,rrerrl HaAnexaqefo
rrclroJrb3oBaHr.rr nporunouuxpo6Hbrx [penaparoB tr BKJrroqr.rrb orBercrBeHHble
lpr.rHunnbr Ha3Har{eHr,rr nporunounrcpo6Hlrx [penaparoB B K;rr4Hr,rqecKyro [paKTnKy.
BO3 paspa6orana Nuc'rpyueur AWaRe, roropufi noMoxer flplrurrb perrreHr4e o 'r.oM,

xarofi anru6nornK HcnoJlb3oBarr r ror,[at.

. ICMRA npr{3brBaer MupoBbrx ,t[AepoB 3ApaBooxpaneHur o6le4unurrca c
orpacnbro, qro6u oupeaenurb nau6olee s$QexrunHrrfi cnoco6 perxeHllt
SKouoMnrtecKux npo6:rerra, cBs3ilHHbrx c paspa6orrofi HoBbrx npoAyKToB, AJII
crr.rMynr,rpoBar{lra unnoraqui u ocyqecrBJreur,rr neo6xo4urrlsrx r,rgueseur.rft .



ICMRA rar{r(e np[3brBaer K rrpoaoJtxen[n nccJreaoBaHnfi no
AMR, BKrroqar nocrosHHuft MoHr.{TopxHr o$$errnrnocru
nporunouurpo6Hbx npeflaparoB r,r npoBeAeHr4e a(rr4Buoro

BCEM ACNEKTAM

cylIecTB,,rouux
na6ruo4eHr.rr ta

noanuraroqefi ycroftvunocrurc K [pornBoMrrKpo6uuu npenaparalr.

ICMRA [pu3brBaer lreAnftnrre oprau[3aunn rro BceMy Mnpy Aepxarb AMR s
aBaHtapAe HoBocrHoro qErora H coAeficrBoBarb noBbrrrreHr4lo ocBeAoMneHHocrt4

o6qecreeHHocru o6 erofi npo6leue. AMR .f,nr.flercs oAHofi ]rs r<pynnefinrux
rno6a:rrsux yrpos o6ulecrneHHoMy 3ApaBooxpaueHrrro, n o6qecrneHuocrb AonxHa
3Harb, qro nocraBJreHo Ha Kapry u qro JrrcArr Mofyr cAenarl g-nr 6opr6rr c eroft
yrpo3ot .4nr 3.uopoBbr.

Y ncex sac ecrr ponr n 6opr6e c AMR. Croop,quHrlpoBaHHbre ycuJntr Bcex naprHepon rpaine
BarltHbr AJUr o6ecne.{es[s Harxero yclexa B ycrpaHeurrr,r sroft yrpo:u aJu Harrrefo 3AopoBbr,
SKoHoMIrKIt t.t 6egoracnocru. XH:nr so BceM Mnpe 3aBucHT or groto.

I An antinicrobial is a naluml, semisynthetic or synthelic lubstance that cd kill or inhibil lhe ero\r'th ofmicrob€s, such as bacrcria. fungi, parasites and viruses
Anlimicrobial resistance means lhal the antimicrobial drugs thar used to be effective aSainst a particular rnicrobe no longer work becalse the microb€'s biological
mateup hd cltanSed: il ha! becotne resistant lo the lrearment. The problem can occur naluralty. or when an infeclion is treated with an antrmicrobial. which ki t
only son€ oflhe microb€s. Those thar can resist lhe trealm€nt survive and muhiply. Over time, more and more ofrhe resisrant microbes rcDa;n in ou
environment, eventually leading lo the enereence ofn€w strains ofdisease-causanS microb€s rhat de panially or fully resistanr to antimicrobialrr€a(ment.
Anramicrobial Resistance and Use in Canada: A Fed€ral Franework for Acrion 2017. hnps://M.canada.calen/public$ealrh/seNices/anribioric-
anlimicrobialr€sistance/anti'riffobial-resistdce-urc-canada-federal-framework-aclion hlml

2 O Neill, .| Tte Review on Antimicrobial R€sistance 2016. htpsj/amFGvi€w.org/

3 World Bank Group. Dru8-Resistance Infeclions: A Thr€at to Our Economic FLrrure 2016. htp:/pubdocs.worldbank.ors/en/6893 8147464 I 399486/ 1 70 I 3 8 | -
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4 ICMRA is m inlemalionalex€cutiv€levelcoalition ofkey regulators fiom every region in rhe wortd ICMRA brings rogelhe. lhe [eads of 29 medicines
reSulatory agencics fro'n every region in thewodd, with lhe wHO as an observer. ro facilttareaccess ro safe, €lTective, highquatiiy prod[€rs thar are essennarro
htrma' I'ealth andwell-bein8 ll provides a slobalstralegic focus formedicines resulaion and gives sr.aregic leadership on shar€d .€sutarory issNs and
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5One Heahh'is m approach lo designins and implememinS programmes, policies, legrslarion dd research in which mutripte sectors communicate and *ork
toSether to achiev€ beller public hcahh oulcomes. World Healrh Organ;zarion. 201? hrtpsl/w who.inr/fearurevqtone-heallh/€n /

6 Phag€ therapy islhe use ofviruses (baci€nophage) thar selecrively artack bacreria ro rreat inf€clions caused by pathoeenic (disease causing) bacler;a.
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Statement from global medicines regulators on combatting antimicrobial
resistance

The Intemational Coalition of Medicines Regulatory Authorities (ICMRA) is committing its
support, in collaboration with the World Health Organization (WHO), for the fight against
antimicrobial resistance (AMR)r.

Antimicrobials are essential to the delivery of modem healthcare. The WHO has declared
AMR to be one ofthe top ten threats to global public health. It threatens our ability to treat
even the most minor infections, and could seriously compromise surgical procedures and
other advanced and life-saving medical interventions. It is a major threat to global public
health, economic prosperity and security. Without action, it is estimated that AMR will result
in a loss of USD$100 trillion of cconomic output and l0 million lives worldwide each year
by 205013.

It is crucial that we preserve the antimicrobials currently available by preventing infections
and by reducing their overuse and misuse, which promotes resistance, while ensuring global
access to antimicrobials for those in need. There is also a need for innovative new theraoies
and technologies to help prevent, diagnose and treat infections.

ICMRAa recognizes that AMR is a complex, multi-faceted problem, and is calling for a
coordinated, One Healths response across all sectors, including public health, animal health,
and the environment. Its member medicines regulators from around the globe have united
with the WHO to strongly cncourage policy makers, industry, academia, healthcare
professionals, non-governmental organizations, media organizations, and the public to come
together to:

. minimize the emergence and spread of AMR;

. continue advances in antimicrobial surveillance, infection prevention and control, and
stewardship;

o prioritize the development of innovative new medicines and other therapeutic
products that will help combat AMR, including diagnostics and altematives to
antimicrobials;

. ensure equitable access to antimicrobials across the globe; and
r minimize the release of substances with antimicrobial properties into the environment.



There are unique challenges facing the devclopment, commercialization and viability of
products that tackle AMR, and there is a need for modern regulatory systems that can adapt
to these needs. Medicines regulators therefore commit to work together to streamline
regulatory requirements, without compromising the quality, efficacy and safety review of
these products. We also commit to develop processes that facilitate the review of emerging
technologies, such as phage therapyo and point-of-care diagnostics. We invite research and
development stakeholders to seek advice at any time from medicines regulators for help
navigating regulatory systems and to identify emerging challenges specific to the issue of
AMR.

While global medicines regulators are fully prepared to continue to take action to address this
public health threat, they are encouraging other partners to do their part to address this One
Health issue:

ICMRA calls on leaders of industry to increase their collective investment in
research and development. There is a dire need for new antimicrobials that will work
when all other options fail, for alternatives to antimicrobials so that their use can be
minimized, and for diagnostic products that facilitate prudent and appropriate use.

Infection prevention and control is the foundation ofmodern healthcare and
innovation to combat AMR must coincide with advancements in other areas to ensure
a stable global health system.

ICMRA calls on all health care practitioners, in both human and animal health,
to prioritize the appropriate use of antimicrobials and incorporate responsible
antimicrobial prescribing principles into clinical practice. The WHO has developed
the AWaRe tool to help guide decision-making on which antibiotic to use when7.

ICMRA calls on global health leaders to come together with industry to determine
the most effective way to address the economic issues surrounding new product
development to incentivize innovation and implement required changes.

ICMRA also calls for continued research in all aspects of AMR, including
continual monitoring ofthe effectiveness ofexisting antimicrobial agents and
conducting active surveillance of emerging antimicrobial resistance.

ICMRA calls on media organizations around the globe to keep AMR at the
forefront ofthe news cycle and to help increase public awareness of this issue. AMR
is one ofthe largest global threats to public health and the public needs to be aware of
what is at stake and what individuals can do to combat this health threat.

We all have a role to play in combatting AMR. A coordinated effort iiom all partners is
essential to ensuring our success in addressing this theat to our health, economies and
security. Lives around the world depend on it.

I An antimicrobial is a natural, scmisynthctic or synthctic substancc that can kill or inhibit thc growrh ofmicrobcs. such as bacteria, fungi.
parasites and viruses. Anlimicrobial resistance means thar the antimicrobial drugs that used to be effedivc against a parricutar mic.ob€ no
longer work b€caus€ the microbe's biological makeup has changed; it has becom€ resistant to rhe trqrment. The problem can occur
nalumlly, orwhen an infe€tion is trealed wiih an antimicrobial, which kills only some ofthe microbes. Those rhat can resist the rrearmenr
survive and multiply. Over time. more and more of the resistant microbes remain in our environment, ev€nrually leading to the emergence of
new strains ofdisese-causing microbes thal are partially or fully resistant to antimicrobial treahent. Antimicrobial Resistance and Use in
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6 Phage thempy is the use ofviruses Oacteriophage) that selectively atlack bacteria to tr€at infections caused by palhogenic (diseas€
causing) bactcria.
7 https://adoptaware.org/




