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3asiBNieHHE MHPOBBIX PEryJSTOPHBIX BEIOMCTB 0 00pL0€e ¢ YCTOHYHBOCTBLIO
K NPOTHBOMHKPOOHLIM Npenaparam

MexaynapoaHas KoanHUUs peryIsTOPHBIX areHTCTB 10 nekapcTBekHbM cpecteaM (ICMRA)
B COTpyAHHMYECTBE CcO BceeMupHoif opranmsanuedi sapasooxpaHeHuda (BO3) oxaseiBacT
IOAEPXKKY B Gopb0e MPOTHB YCTOHYMBOCTH K NPOTHBOMHKPOOHEIM penapatam (AMR)'.

IlpoTHBOMHKpPOOHEIE NpenapaThl HEOOXOAMMBI UIA OKA3aHHS COBPEMEHHON MeIHMIMHCKOM
nomom. BO3 obOwbsBuna AMR oxaHOH M3 A€CATH BeOyWIHX YIpo3 Ui [ICOATLHOTO
00IIIeCTBEHHOTO 3JpaBOOXpaHEHHA. JTO YIpoXaeT HalleH CIIOCOGHOCTH NIEUHTh JaXKe CaMble
HE3HAUMTENbHEIE MHMCKIMH M MOXET CepPhe3HO IOCTABHTH IO YIPO3y XHPYpPrHUecKHe
NpoLEeAYPBl H APYI'HE IIEPEIOBBIE M CIAcalOUIHE XH3Hb MEIHIHHCKAE BMELIATENILCTBA. ITO
cepbe3Has yrpoda OOMIECTBEHHOMY 3JPABOOXPAHEHHIO, SKOHOMHYECKOMY IMPOLBETAHHI) H
6e3onacHocTH BO BeeM Mupe. [lo onenkawm, Oe3neiictere B chepe AMR npusezet k 2050 roay
K 3koHOMHueckoMy ymiepOy 100 tpunnuonor gonnapor CILIA u norepe 10 MMIUTHOHOB
KU3IHEH BO BCEM MHPE €XKETOIHO>".

Kpaiine BaxHO, 4TOOKI MBI COXPaHHIM MMEIOLIMECH B HACTOSHICE BPeMs MPOTHBOMMKPOOHEIE
CpeacTsa IYyTEM MpeJoTBpalleHHs HHGEKUMH M COKpalleHHS HX YpPe3MEpPHOro H
HEIIPaBHJIbHOTO HCIIOIBE30BAHHU, CIIOCOOCTBYIOIETO PA3BUTHIO YCTOHYUBOCTH, & TAKKE IYTEM
obecnieueHua rnoGanbHbli JOCTYH K IPOTHBOMHKPOGHBIM NpenaparaM JUis HYKIAIOMAXCA.
Takxke CyniecTByeT MOTPEOHOCTD B HOBBIX HHHOBALIHOHHBIX METOIAX JICYEHHS H TEXHOOMHIIX,
KOTOpBIE IIOMOTAl0T NPEA0TBpaIlaTh, JUATHOCTHPOBATh U JIeYHTH HHPEKIIHH.

ICMRA* mpusnaer, uto AMR npeacrasmusier cooii CIIOXHYIO0, MHOTOTPaHHYIO TIpo0IeMy, H
IPH3BIBAECT K CKOOP/IMHHPOBAHHBIM, €JHHEIM MEpPaM B 00OIaCcTH 3paBOOXPAHEHHS® BO BCEX
CEKTOpax, BKIIOYas 3/[PABOOXPAHEHHE, 3J0POBbE XKHBOTHBIX M OKpyXaromiylo cpeay. Ero
YICHBI-PETYJIATOPHBIE BEAOMCTBA B BCeM MHpe 00BeIMHUIMCE ¢ BO3, urobul pemureibHO
NpU3BaTh TNOJMMTHKOB, HMHAYCTPHIO, HayuHbIE KpyrH, pabOTHHKOB 3ApaBOOXpaHEHH,
HENIPaBHTE/ILCTBCHHBIE OpraHH3alluy, CpeacTBa MaccoBoil undopManuun H O0DIIECTBEHHOCTD
00LeNHHHTBCS, YTOORL:
* MHUHUMH3HPOBATh BOZHHKHOBEHUEC H pacnpocTpaHeHne AMR;
* IpOAOIKATh JOCTHXXCHHMA B 00nacTH aHTHMHKPOOHOTO Haj3opa, MPoMHIAKTHKH M
KOHTPOJ11 HH(PEKIHH, a TaKk)Ke CTPATErHYECKOTO YIIPaBICHHS;


MuhitdinovRE
Размещенное изображение


*  yACNATH NMPHOPUTETHOE BHHMaHMe pa3paboTKe HOBBIX HHHOBALMOHHBIX JICKAPCTB W
JIPYTHX TCPan¢BTHYCCKHX TIPOAYKTOB, KOTOPBIE moMOryT 0opoTkes ¢ AMR, Biomrouas
JIMarHOCTHYECKHE CPE/ICTBA B albTEPHATUBE NPOTHBOMHKPOOHEIM IIpenaparam;

*  0o0ecneunTh PaBHBIA JOCTYII K IIPOTHBOMHKPOOHBIM NpenaparaM o BCEMY MHpPY; a
TaKKe

* MHHHMH3HPOBATH BHIOPOC BELIECTR ¢ AHTAMUKPOGHBIMH CBOHCTBAMH B OKPYKaIOWYIO

cpeay.

CymecTBYIOT YHHKAIBLHBIE BBI3OBBI, CTOAIIME MEpeR pa3paboTKoil, KOMMepUHaTH3auueit u
AH3HECTIOCODHOCTBIO TPOAYKIMM, cBa3aHHOH ¢ AMR, u cymecTByeT notpebHoCcTh B
COBPEMCHHBIX CHCTEMax peryIHpOBaHHMs, KOTOpBIE MOIYT aJanTUpPOBaThCAd K ITUM
norpebHocTaM. [ToaToMy BeOMCTBa, peryHpyloIHe oOpalleHHe JCKapCTBEHHBIX CPEACTB,
00s3yr0Tcs paboTaTe BMeCTe, YTOOB! yNOpAI0UMTE HOPMATHBHBIE TpeOOBaHHSA, He CTaBs 0]
yrpo3y aHaIH3 KauecTBa, 3pPeKTHBHOCTH M 0e30NacHOCTH JaHHOH NpoAyKUHH. MBI Takke
o0s3yeMcs pa3pabaTbBaTh IPOLECCHL, KOTOPBIE 00J1er4aoT 0030p HOBBIX TEXHOJOTHH, TAKHUX
kaK ¢aroTepanua® W JMarHoCTHKA B MECTaX OKAa3aHMA MEJHIMHCKOR nomomu. M
NpHIialaeM 3aHHTEPEeCOBaHHbIE CTOPOHBI B 001acTH HecneoBaHui H paspaboTok B modoe
BpeMs 00paTUThCA 32 COBETOM K BEJIOMCTBaM, PEryIHPYIOMIMM OOpalleHHe JIEKapCTBEHHBIX
CPEICTB, 17 MOMOLIM B HABHUCALMU IO PETYAATOPHBIM CHCTEMaM H [ BLIABJICHHA
BOZHHKAIOIUX MpobiieM, xapakTepHsix juis AMR.

Bo Bcem MHpe BeIOMCTBA, PeryJMpyolye oOpalieHUe JIEKAPCTBEHHBIX CPEACTB MOJHOCTLIO
FOTOBBEl NPOZOIXKATH NPHHUMATL MEphI /UIS YCTpaHEHHsA 3TOM yrpo3bl OOINECTBEHHOMY
3[1paBOOXPAaHEHHIO, BMECTE ¢ TeM MOOyxjas APYTUX HapTHEPOB BHOCHTb CBOH BKIaj B
penieHne 310 obmel npobiieMbl 34paBoOXpaHCHHS:

* ICMRA npu3bIBaer JHAEPOB OTPACIH YBEIUYUTh CBOU KOJUICKTHBHBIEC HHBECTHIHH
B HccnenoeaHMs M paszpaborku. CymecTsByer oCTpas HeoOXOOHMOCTh B HOBBIX
[IPOTHBOMHKPOOHEIX IIpenapaTax, KoTopeie 6yayr paborars npu ¢Goe BeeX APYrux
BapUAHTOB, B aIbTE€PHATHBAX IPOTHBOMHUKPOOHBIM TIpenaparaM, [103BOJIAIOIHM
CBECTH HUX MHCIIOJNB30BAHHE K MHHHMYMY, M B JHArHOCTHYECKHX MPOJAYKTax,
obecneyHBalONMX pasyMHOE M Hajexallee Mcnonb3osanue. [IpodunaxTuka
HHpekiui n 60ps6a ¢ HIMH SBISIOTCS OCHOBOH COBPEMEHHOTO 3JIPABOOXPAHEHHS, H
WHHOBaUMK s OopbOBl ¢ AMR /I0JKHBI COBNAfaTh ¢ AOCTHXKEHHAMH B JIPYTHX
obacTax ans obecnedeHus CTabuIbHON roOANBHON CHCTEMBI 3PAaBOOX PAaHCHHS.

* ICMRA npu3piBaeT BCeX CIEUHAJTHCTOB 3PABOOXPAHEHHH, KaK B 00JacTH
3MOpOBBA  NMIOACH, TAaK M HKHMBOTHBIX, PpACCTaBUTh IPHOPHUTETHI HANICKALIETO
HCIIOJIL30BAHHA NPOTHBOMHKPOOHBIX IIpENaparoB W BKJIOYHTL OTBETCTBCHHEIE
IPUHLHIBI HA3HAYEHHA TIPOTHBOMHKPOOHBIX TIPENapaToB B KIMHUYECKYIO [IPAKTHKY.
BO3 paspaboTtana mrctpymMeHT AWaRe, KOTOPBIN TOMOXET NPHHATE PEIICHHE O TOM,
KaKo#M aHTHOHOTHK HCHOIL30BATh M KOT/a .

* ICMRA npu3biBaeT MHMPOBBIX JHAEPOB 3APABOOXPAHEHHA OOBLCIUHHUTBCA C
OTpacibiy, 4TOOBI onpenenute Haubonee dSOOEKTHBHBIA Crnocob pemeHHs
OKOHOMHYECKHX [Ipo0JeM, CBA3aHHBIX C pa3paboTKoil HOBBIX NPOMYKTOB, ANs
CTHMYTHPOBAHHS HHHOBAIMA H OCYIIECTBICHUA HEOOXOIHMBIX H3MEHEHHIA.



* [ICMRA rTaxike npu3bIBaeT K NPOAOKCHHI0 HCCIEA0OBAHHH MO BCEM ACNEKTam
AMR, BxmodYas nOCTOAHHBIH MOHHUTODUHI 3()(HEKTHBHOCTH CYILECTBYIOIIHNX
NPOTUBOMUKPOOHLIX NpenapaTtoB M NpPOBEJeHHEe AKTHBHOIO HadmomeHHs 3a
BO3HHKAIOUIEH YCTOHYHBOCTELIO K IPOTHBOMHKPOOHEIM IIperaparaMm.

* ICMRA npusbiBaeT MeAniiHbIe OpraHHU3ALME 110 BCeMy MHpY JepkaTh AMR B
aBaHrapie HOBOCTHOTO ITHKNA M COJEHCTBOBATH IOBBIICHUIO OCBEIOMIIEHHOCTH
obuiectBeHHOCcTH 00 3TOH mpobimeme. AMR sBnsercs omnolt W3 KpynHelmmx
rno0anbHBIX yIrpo3 OOILECTBEHHOMY 3[paBOOXPaHEHHIO, H OOMIECTBEHHOCTE AOJDKHA
3HATh, YTO IOCTABJIEHO HAa KapTy M 4TO JOJM MOTYT caeiaaTth and GopweOHI ¢ 3TOM
YTpo30ii A5 3M0POBbA.

Y Bcex Hac ecTb posib B 6opbbe ¢ AMR. CkoopaMHHpPOBaHHBIE YCHIIHS BCEX MAPTHEPOB KpaHHe
BAXHEI JUIA1 00ECHIEUERNS HALIIErO yCIeXa B yCTPaHEHHH 3TOH YTpo3sl IUIA HAIero 3/0pOBbA,
3KOHOMHKH # 6e3omacHocTH. JKH3HE BO BCEM MHpPE 3aBHCHT OT 3TOTO.

| An antimicrobial is a natural, semisynthetic or synthetic substance that can kill or inhibii the growth of microbes, such as bacteria, fungi, parasites and viruses.
Antimicrobial resistance means that the antimicrobial drugs that used to be effective against a particular microbe no longer work because the microbe's biological
makeup has changed: it has become resistant Lo the treatment. The problem can occur naturally, or when an infection is treated with an antimicrobial, which kills
only some of the microbes. Those that can resist the treatment survive and multiply. Over time, more and more of the resistant microbes remain in our
environment, eventually leading to the emergence of new strains of disease-causing microbes that are partially or fully reststant to antimicrobial treatment.
Antimicrobial Resistance and Use in Canada: A Federal Framework for Action, 2017. https://www.canada.ca/en/public-health/services/antibiotic-
antimicrobialresistance/antimicrobial-resistance-use-canada-federal-framework-action html

2 O Neill, I. The Review on Antimicrobial Resistance. 2016. https://amr-review.ory/

3 World Bank Group. Drug-Resistance Infections: A Threat to Our Economic Future. 2016. http://pubdocs worldbank.org/en/689381474641399486/170138 1 -
AMR-Lab-Report-Web.pdf

4 ICMRA, is an intemnational executive-level coalition of key regulators from every region in the world. [CMRA brings together the heads of 2% medicines
regulatory agencies from every region in the world, with the WHO as an observer, to facilitate access to safe, effective, highquality products that are essential to
human health and well-being. It provides a global strategic focus for medicines regulators and gives strategic leadership on shared regulatory issues and

challenges. Priorities include coordinated response to crisis situations.

$'One Health' is an approach to designing and implementing programmes, policies, lepislation and research in which multiple sectors communicate and work
together to achieve better public health outcomes. World Health Organization. 2017. https:/www.who.int/features/qa/one-health/en /

6 Phage therapy is the use of viruses (bacteriophage) that selectively attack bacteria to treat infections caused by pathogenic (disease causing) bacteria.

7 hitps:/fadoptaware.org/



InteERNATIONAL CoOALITION OF MEDICINES REGULATORY AUTHORITIES.

Antimicrobial Resistance Press Release - 3/.7.2019

Statement from global medicines regulators on combatting antimicrobial
resistance

The International 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)!.

Antimicrobials are essential to the delivery of modem healthcare. The WHO has declared
AMR to be one of the top ten threats to global public health. It threatens our ability to treat
¢ven 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 10 million lives worldwide each year
by 20503,

It 1s 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 therapies
and technologies to help prevent, diagnose and treat infections.

ICMRA* recognizes that AMR is a complex, multi-faceted problem, and is calling for a
coordinated, One Health® 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 encourage 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;
¢ prioritize the development of innovative new medicines and other therapeutic
products that will help combat AMR, including diagnostics and alternatives to
antimicrobials;
ensure equitable access to antimicrobials across the globe; and
minimize the release of substances with antimicrobial properties into the environment.



There are unique challenges facing the development, 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 therapy® 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:

e 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 of modern 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 when’.

s 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.

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

¢ ICMRA calls on media organizations around the globe to keep AMR at the
forefront of the news cycle and to help increase public awareness of this issue. AMR
is one of the 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 from all partners is
essential to ensuring our success in addressing this threat to our health, economies and
security. Lives around the world depend on it.

! An antimicrobial is a natural, sernisynthetic or synthetic substance that can kill or inhibit the growth of microbes, such as bacteria, fungi,
parasites and viruses. Antimicrobial resistance means that the antimicrobial drugs that used to be effectivc against a particular microbe no
longer work because the microbe's biological makeup has changed: it has become resistant to the treatment. The problem can occur
naturally, or when an infection is treated with an antimicrobial, which kills only some of the microbes. Those that can resist the treatment
survive and multiply. Over time. more and more of the resistant microbes remain in our environment, eventually leading to the emergence of
new strains of disease-causing microbes that are partially or fully resistant to antimicrobial treatment. Antimicrobial Resistance and Use in
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*ICMRA is an international executive-level coalition of key regulators from every region in the world. ICMRA brings together the heads of
29 medicines regulatory agencies from every region in the world, with the WHO as an observer, to facilitate access to safe, effective, high-
quality products that are essential to human health and well-being. It provides a global strategic focus for medicines regulators and gives
strategic leadership on shared regulatory issues and chaltenges. Priorities inctude coordinated response to crisis situations.

*'One Health' is an approach to designing and implementing programmes, policies, legislation and research in which multiple sectors
communicate and work together to achieve better public health outcomes. World Health Organization. 2017.
hitps://www who int/features/qa/one-health/en /

® Phage therapy is the use of viruses (bacteriophage) that selectively attack bacteria to treat infections caused by pathogenic (disease
causing) bacteria.
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