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ITAPJIAMEHTCKAA ACCAMBJIES HEPHOMOPCKOI'O SGKOHOMUMWYECKOI'O COTPYITHUYECTBA
ITAYDC
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MEX/YHAPOJIHbI1 CEKPETAPUAT

Hoxk.: GAS8/EC57/REC182/21/r
PEKOMEHJIALIMS 182/2021°

«CotpyaHnuecTBo B 00;1acTH (papMaleBTHYECKOH MPOMBIIIJIEHHOCTH B TOCYyAapCcTBax-
yiaeHax Y9C»

1. ITapnamentckas Accamb6biess Yepnomopckoro OxoHomuueckoro Corpyanuuecta (ITAUYDC)
MOIYEPKUBAECT BaXKHYIO pOsib (papMaIieBTUUECKONW MPOMBIIIIEHHOCTH B YIIYYILEHUHU 37J0POBbS U
KauecTBa JKU3HM BCEro HACEJIEHUS 3€MHOIO Iapa MU OTMEYAeT, YTO JUISl YCHEIIHOIO Pa3BUTHS
3TOrO CeKTopa TpedyroTcs Oosee aipecHble NEHCTBUS, COBMECTHO CKOOPAMHUPOBAHHBIE YCUIIHS
U COTPYIHUYECTBO BCEX 3aJCHCTBOBAHHBIX CTOPOH HA HAIMOHAIBHOM M MEXAYHapOIHOM
ypoBHsX. Byayunm omHOW M3 HamOoJiee WHHOBAIIMOHHBIX M HAYKOEMKHUX OTpaciied MHUPOBOM
SKOHOMHUKH, (papMarieBTU4YecKasi MPOMBIIUICHHOCTh BBIMIOJHAET BAXHYIO (YHKIIHIO Pa3padOTKH
HOBBIX JIEKAPCTBEHHBIX MPEMAapaTOB U BAKIWH JJIs MPOQPUIAKTUKY U JIeYCHHs OONie3HEel 3a cueT
Pa3BUTHS MEIULIMHCKON OMOTEXHOJOTUU Ha OCHOBE (hyHIaMEHTAIbHbBIX, SKCIIEPUMEHTAIbHBIX U
KJIIMHUYECKUX MCCIEA0BAaHUN U IEPEOCMBICIIEHHSI CYILIECTBYIOIIHUX METO/IOB C LIENBIO JOCTHKECHHUS
I00ANBHBIX 1IeJiel B cdepe 3[paBOOXpaHEHUs. DTa OTPACIb UMEET ITyOOKHi MHBECTUIIMOHHBIN
MOTEHIMA U CIOCOOCTBYET 3KOHOMUYECKOMY Pa3BUTHSA, POCTY 3aHATOCTH U TOPTOBJIH.

2. ITAYDC mnoxrBepkAaeT BaXKHOCTh HApaIIMBAaHUS OTEUYECTBEHHBIX (hapMaleBTHUECKUX
MOIIHOCTEW U TMOBBIIEHUS 3()(HEKTUBHOCTH CUCTEMHOIO MOAX0/a K 00ECIeUYeHNI0 TOTOBHOCTH
(dapMalleBTHUECKON  MPOMBIIIJICHHOCTH K  Ype3BbIYAHBIM  CHUTyallMsiM B 00iacTu
3ApaBOOXpaHEHUs B rocyaapcrBax-wieHax UYOC, a Takke YKpEIJIeHUs PErHoOHAIbHOTO
corpynuudectBa.  llpogymanHas  monuTHka B 0o0macTH  apMaleBTUKH SBIISETCS
(GyHIaMEHTalbHBIM YCIOBUEM CJaKEHHOH pabOThl CHCTEM 3JpAaBOOXPAHEHHUA. YIydlIeHHE
J0CTyna K JIEKAPCTBEHHBIM CPEACTBAM, MPEAOTBPAIECHUE UX HEXBATKH, a TAKXKe IMOAJIEpiKKa
HallMOHAJIBHBIX JCHCTBUH M MEXKIyHAapOIHBIX yCWIMA 1O OOprOe ¢ pacnpocTpaHEHHEM

* Jle6atsr Accam6ien 22 Hoa6ps 2021 r. (em. Jlok.: GA58/EC57/REP/21/r, Moxnan KoMuTeTa o 3KOHOMUYECKHM,

TOPTOBBIM M (UHAHCOBBIM BompocaM «CoTpymIHHUYECTBO B 0OJiacTH (papMalieBTHIECKOW MPOMBINUICHHOCTH B
rocynapcrBax-uwieHax UYI3Cy», obcyxnen 22 centsops 2021 r.; Jokmamuuk: r-H Huxonait Komowmeiines, Unen
Kommurera, Poccus).

Texcm 00o6pen na Ilamvoecam socomoii I'enepanvroti Accambnee 22 noabps 2021 e.
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HEKAYeCTBEHHBIX M KOHTpa(aKTHBIX JEKApCTBEHHBIX MPENapaToB, UMEIOT pelIaroliee 3HaueHHe
11 00eCTIeYeHNs 3alUThl U YIy4IIEeHHUs OOLIECTBEHHOIO 3/J0POBBS.

3. TTAYDC mnonareepxaaer 3HaunMOcTh nocTiwkeHus llemeit OOH B o0nacTu yCTOWYHMBOTO
pasButus (LIYP) « IIpeobpazoBanue Hamero mupa: IloBecTka AHA B 0OJAaCTH YCTOWYHMBOTO
pazButus Ha Tiepuon A0 2030 r.» W BBIpaXKACT NOJHYH NOAACPKKY peanmn3auuu llemm 3
«Obecnieuenre 370poBoro obOpas3a >KU3HH W COACHCTBHE OJIArOMONYYHIO JUIsl BCEX B JTIFOOOM
BO3pacTe», HAMpaBJIEHHON Ha MpeoO0pa3oBaHME CHUCTEM 3APAaBOOXPAHEHHUS M UX aJanTaius K
BbI30BaM 21-ro cToneTusl.

4. TIAYDC wucnbIThIBa€T OOECIOKOCHHOCTh B CBSI3M C TE€M, YTO CIIYCTS TOJ TOCTE Havaia
nagaemun COVID-19 Mup no-mpexHeMy CTaJKHMBAETCs C 4YEJIOBEYECKOW Tpareaue Hu
Ype3BBIYAHON CUTYyalMe B 00acTu 3apaBooxpaneHus. [lanmeMus cTajia HACTOSAIIUM BBI30BOM
JUISE TOCYAAapCTB BO BCEX HAIPABJICHUAX, BKIIOYas (apMaleBTUYECKYI0 POMBIIUICHHOCTb.
ConuanbHO-35KOHOMHYECKHE  TOCIEJACTBUS  MaHAEMUU  KOJOCCANIbHBI M MPOAOJIKAIOT
HaKaruIMBaThCsl. [Mannemus nokasana HEO00XO0IUMOCTh npeoOpazoBaHus
BHYTPUTOCYAAPCTBEHHBIX CUCTEM 3paBOOXpaHECHUS U (apMalleBTUYECKON MHIYCTPUH C IIEJbIO
o0ecrieueHus MaHIeMUIECKO TOTOBHOCTH U pearupoBanusi. B 3Toi cBsi3u HE0OXOIUMO TIPOSIBUTH
pPEIIMMOCTh B TPUHSATUM HEOOXOJUMBIX pEIIeHWH W Mep B JyXe €IUHCTBA W BceoOueit
CONMUIAPHOCTU B CBeTe Oe30TiaraTelbHOW HEOOXOMWMOCTH CHACCHHs KU3HEH M TOCTPOCHUS
JydIero 0yaymiero.

5. ITAYDC mnpuBercTByeT mAesATenbHOCTh Opranuzanuu YepHOMOPCKOr0 SKOHOMHUYECKOTO
corpyannuectBa (UD3C) U ee opraHoB B paMKax OCYHIECTBICHUS « IKOHOMUYECKON MOBECTKU
UDC - Ha myTH K pacmdpeHHOMY mapTHepcTBY» (2012), koTopas MOgYepKUBAET BaXKHOCTh
YKpEIJICHUs COTPYIHUYECTBA B cdepe 3ApaBooXpaHeHus u (papmaneBTUKU. AccaMOiies: Takxe
MPUBETCTBYET MUHUCTEpckuUe nekiaapanuu UOC, B KOTOPhIX OTMEYAeTCs BaXXHOCTh YKPEIUICHHUS
COTPYIHUYECTBA MEXAYy TOCyIapcTBaMH-WICHaMH B 00macTu  (QapManeBTHYECKOW U
MEIUIIMHCKOW TPOMBIIINICHHOCTH. AccamOiies mpuBeTcTByeT MHUIMATUBY UDC 0 co3maHum
«Cetr Mo 00€CTIeYCHUIO TOTOBHOCTH K YPE3BBIYaHBIM CHUTYAIlUsIM U PEarupoBaHUIO HA HUX B
perunone UDC B 007acTH 3ApaBOOXpaHECHUs» U MOAepKuBaeT nHunnatupy Y9C o peanuzaruun
«CornameHusi o0 COTpyIHUYECTBE B cdepe obecreueHUs KadecTBa, AHPPEKTUBHOCTH H
0€30MMacHOCTH JIEKAPCTBEHHBIX CPEICTBY» U MOANUCaHre MeMopaHaIyMa O B3aUMOIIOHUMAaHHUH 110
oOMeHy WH(OpMAIMEH W COTPYAHHYECTBY B cdepe oOecreueHus KayecTBa JIEKapCTBEHHBIX
cpenctB. [TAUDC Takke MoAAepKUBaeT YKPEIUICHHE COTPYIHUYECTBA B 00JIACTH CaHUTAPHOU
3allUTHl B paMKaX HallMOHAIBHBIX 3aKOHOJATENBCTB U nooipsieT yeunusa YIC no 3aBepiieHuto
noarotoBku «Cormnamenus ctpad Y9C no caHuTapHo# 3ammre Tepputopuid ctpad YIC».

6. TIAUDC mnopuepkuBaeT aKTHBHYIO paboTy Biacteid rocyaapctB-wieHoB YIC 1o
COBEPIICHCTBOBAHMIO 3aKOHO/ATENbCTBA, IIOJIMTHKH, CTPAaTerMd ¥ TIPOTpaMM  Pa3BHTHUS
(apManeBTHYECKOI MPOMBIIUIEHHOCTH ¥ OTMEYaeT, YTO HAIMOHAIBHBIC IOAXOAbI MOTYT
pa3nuuaThes OT CTpaHbl K cTpaHe. IlpmopuTeTHbIe HampaBiIeHHS MOJDKHBI CIOCOOCTBOBATH
obecrieyeHnto 3((PeKTUBHOCTH, KadecTBa U OE30MACHOCTH JIEKAPCTBEHHBIX CPEJCTB, a TaKXKe
BHEJIPEHUIO U COOJIIOICHHUIO MEKTYHAPOAHBIX HOPM U CTAHIAPTOB.

7. TIAYDC mpusHaer, 4TO MPU HAPAINIMBAHWM TOTEHIMANa (HapMaleBTUIECKON WHIYCTPHUH
HGOGXOI[I/IMO YUYUTBIBATh BO3MOKHOC 5KOJIOTNMYCCKOC BOS,Z[GﬁCTBPIC q)apMaLIGBTI/I‘ICCKI/IX BCIIIECCTB
Ha OKPY’KaIOLIYyI0 Cpelly U Mpu3bIBaeT rocynapcrBa-wieHbl YIC npuHATH LieJIeHanpaBieHHbIE U
CKOOPAMHHUPOBAHHBIC MCPBI JIA O6€CH€‘-I€HI/I}I 9KOJOT'MYCCKH paAlUOHAJIBHOIO PCryjInpOBaHUA
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MPOU3BOJICTBA (hapMalleBTHUECKON MPOAYKIIUU U JOCTHKCHUSI COOTBETCTBYIOINX 1IEJIeH U 3a/1a4
B 00J1aCTH YCTOWYMBOTO Pa3BUTHSL.

8. TTAUDC mnpumaer ocoboe 3HAYEHWE PACHIUPEHHUIO TMAPTHEPCKUX OTHOIICHWUN Ha pPa3HBIX
YPOBHSAX W pacCMaTpuUBaeT yKpEIUIEHHE COTPYIHUYECTBA B paMKax HpOQUIBHBIX
MEXIYHAapOAHBIX UM pErMOHANbHBIX OpraHu3aluii, BKIoyas BcemupHyl oOpraHuzanuio
3npaBooxpanenus (BO3), MexayHapoaHbIi COBET MO rapMOHM3AIMN TEXHUYECKUX TPeOOBaHUIMA
K JIeKapcTBeHHBIM cpenactBam it 4denmoBeka (ICH) wum Cucremy  coTpymHHYecTBa
dapmanepruueckux uHcnekuii (PIC/S), kak BakHBIN BKIan B oOecriedeHHe OJIar0COCTOSHUS
Hapo/10B B UepHOMOPCKOM pETUOHE.

9. B cBsi3u ¢ 3THM AccaM0Jies: peKOMEHAYyeT MapjiaMeHTaM U IPaBUTEIbCTBAM T'OCYAapCTB-
yiieHoB UDOC:

1. obecneyumv  0bOmen  wWHPOpPMAIMEH O  HAUOHAIHLHOM  (hapMaleBTUUECKOM
3aKOHOAATCIBCTBC U AKTUBU3HUPOBATH COTPYAHUYICCTBO MCIKAY KOMIICTCHTHBIMU OpTraHaMU;

il. cosepuiencmeosams HAIIMOHATIBHOE 3aKOHOJATEILCTBO M MPUBECTH MX B COOTBETCTBUE C
TpeOOBAHUSAMHU MEXIYHAPOTHBIX HOPM M CTaHJAPTOB, ycTaHOBIEHHbIX BO3 u npyrumu
PEryJupyIOIUMU CTPYKTypamMH, B 00JacTH pa3paOOTKH, IPOU3BOJCTBA, PAaCHpEACICHHUs,
MHCHEKLUU U KOHTPOJIS Ka4eCTBa JIEKAPCTBEHHBIX CPE/ICTB;

iil. gopmynuposams crpareruu B OOJACTH 3APaBOOXPAHEHUS M peaTu30BaTh IMIMPOKHUNA
JMana3oH MEpONpUSTHNA, HaMpaBleHHBIX Ha noctwkenue L[YP, B uwactHoctm llenm 3
«ObecniedeHure 310pOBOT0O 00pa3a KU3HU U COACHCTBHE 0IaromoIyyHio Ui BCeX B JTFOOOM
BO3pacTey;

1v. cnocobcmeosamsv NalbHEHUIIIEMY COTPYAHUYECTBY MEX Ty rocyaapcTBamu-wieHamMmu UDC B
obnactu (hapMareBTHUECKOW MTPOMBIIUICHHOCTH IMyTeM 3aKIIOYCHUS JBYCTOPOHHUX U
MHOTOCTOPOHHHUX COTJIAIEHWH, a Tak)Ke MOJIMUCAHHS MPOTOKOJIOB O COTPYIHHUYECTBE U
MEMOpPaHAYMOB O B3aWMOIIOHUMAaHUU MEX]y HAIUOHAIBHBIMH PETYJIUPYIOLUIUMU
OpraHamu;

V. YKpeniamo AUAIOT MEXIY 3a7eiiCTBOBAHHBIMU CTOPOHAMHU B MPOU3BOICTBEHHO-COBITOBOM
nenoyke  (apMaleBTUYECKON  MPOAYKIUH,  TOCYIAapCTBEHHBIMH  CTPYKTypami,
MEAUIIMHCKUMU SKCIIEPTaMH, TAIlMCHTaAMHU M HAyYHBIMH KPyraMu ¢ IeNIbI0 00ecreYeHUs
YCTOWYMBBIX TIOCTABOK (hapMalleBTUUECKUX MPEnapaToB U UX OE30MaCHOCTH;

Vi. noowpsams HapallMBaHHE MOIIHOCTEH MECTHOTO (hapManeBTHYECKOTO MPOU3BOJCTBA JUIS
YCTpaHEHHUsI BO3MOXKHOTO Je(UIIUTa JEKapCTBEHHBIX IMpernaparoB B OyayiieM, 0cOOEHHO
0a30BBIX MEIUKAMEHTOB I METUIIMHCKUX CPEICTB WHANBUAYATBHOMN 3aUTHI;

Vil. akmueuzupoéams  COTPYAHHYECTBO TI0 OoppOe ¢ 000pOTOM HEKAYECTBEHHBIX,
¢banbcuUIMPOBAHHBIX U KOHTPAa(aKTHBIX JICKAPCTBEHHBIX CPEACTB Ha TEPPUTOPHIX
rocynapctB-uieHoB UDC, a Takke obOecneunth oO0MeH wuHpopMamnuen o dakrax
oOHapy>KeHHsI TAKUX TOBAPOB;

Vill. cmumyaupoéams TIOHSTUE «3ETCHOW amnTeKW» MJIA CO3/aHUS HOBBIX JIEKAPCTB, MEHEE
BPEIHBIX JIJISl OKPYXKAIOMICH CPEIbl C yUYETOM BO3MOXKHOTO IKOJOTUYECKOTO BO3ACHCTBHUS
(hapMaIeBTHUECKMX BEIIECTB HAa OKPYKAIONIYIO CPEy M MOTPEOHOCTEH OOIIECTBEHHOTO
3IpaBOOXPAHEHUS M IKOJOTHYECKUX PHUCKOB;

1X. pacwupums COTPYAHUYECTBO B 00JacTH pa3paOOTKH, MPOU3BOJCTBA U PACIPOCTPAHEHUS
BAaKIIMH, CPEICTB AMArHOCTUKH W MPOTMBOBUPYCHBIX IpENaparoB, BKJIIOYas Iepenady
3HAHUM, OIbITA U TEXHOJIOTHIA;
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xi.

Xil.

Xil.

Xiv.

XV.

XVi.

XVil.

XViil.

XiX.

XX.

XXl.

opeanuszoéams OOMEH BHU3UTAMU MPEACTaBUTENECH MHUHHCTEPCTB 3IPaBOOXPAHEHMUS,
(dapmalneBTUUECKUX KOMIAHHUM, YHUBEPCUTETOB, U MEIULUHCKUX YUPEKICHHUI C LENbI0
oOMeHa nepeIoBOM MPAKTUKOM, OTIBITOM M 3HAHUSMH 110 METOJIOJIOTHIM;

cnocobcmeogams  PACUIUPEHUIO  COTPYAHHMYECTBA B  oOysacté  apMareBTHYECKUX
pa3paboTOK MEXIy MOJIOABIMU YYEHBIMH U OPTraHU3alMM HUX CTAXUPOBKH B BEIYIIHUX
HAayYHBIX JAa00OpaTOpHUsIX U HCCIEAOBATENbCKUX IIEHTPAX C IIeNbI0  TOBBIIICHUS
KBaJIM(UKAIIMM ¥ HAKOIUICHHS OIbITa B O0JIACTH HOBEHMIINX JOCTH)KEHUN COBPEMEHHOM
(hapMaIneBTUYECKON HHTyCTPUH;

@opmuposams NTHBECTULIMOHHBIC CTPATEIUHU C LIEJbIO IPUBJICYEHUS BHYTPEHHHUX U MIPSIMBIX
MHOCTPAaHHBIX MHBECTULIMM B (papMalleBTUYECKYI0O MHIYCTPUIO [UId pa3padOTKU U
BHEAPEHHSI HOBBIX 3()(PEKTUBHBIX TEXHOJOTHHA MPOQPUIAKTUKU, TUATHOCTUKHU U JICUCHUS
3a00J€BaHU B IPAKTUKY CUCTEMBI 3/[paBOOXPAHEHUS;

cnocobcmeoéams  BBIXOJY OT€UECTBEHHBIX JIEKAPCTBEHHBIX IpENapaToB Ha MHPOBBIE
PBIHKH;

noowpsams y4aCTUE€ TFOCYNapCTBEHHBIX W YAaCTHBIX CTPYKTYP B PaMKaxX TOCYIapCTBEHHO-
YaCTHOTO TMapTHEpCTBa B (OPMHUPOBAHMU U BBIMIOJHEHUU HAYYHBIX MPOrpaMM TIO
MPUOPUTETHBIM  HampaBieHUsM  (apMalleBTUUECKONH MPOMBIIIIEHHOCTH B LEJIX
MOJIEPKAHUS 3/I0POBbS HACETICHUS;

oKa3vléams 3aKOHOJATENBHYIO TMOMJEPKKY I JeATEIbHOCTH (apMareBTUIECKUX
MPOM3BOJUTENICH M HAy4YHO-UCCIIENOBATEILCKUX PAOOTHUKOB B 00JAcCTH pa3pabOTKu W
MPOU3BOJACTBA KAUCCTBCHHLIX JICKAPCTBCHHBIX CPCACTB C ILCJIBIO YIYYIICHHUSA CUCTCMBI
OOIIECTBEHHOTO 3/IpaBOOXPAHCHUS;

CMUMYIUpPO6ams MTHHOBAIIMOHHBIC MCCIICIOBAHUSI M BHEAPEHHUE TIEPEIOBBIX TEXHOJIOTUH U
MEIUIUHCKUX ITOIX0/I0B, a TAK)KE PadOTy HAIIMOHAJIHHBIX IICHTPOB HAYYHBIX HCCIICIOBAaHUN
U pazpaboToK;

Mobunuzosams (PUHAHCOBBIE PECYpChl Il Pa3BUTHS NEPCHEKTHBHBIX JIOJITOCPOYHBIX
rccaenoBanuil B chepe dhapMaleBTUKH;

NpuHAmMb HeobXxoouMbvle Mepbl NI TPEIOTBPAICHHUS] TOPTrOBBIX MPENSATCTBUI U cOOEB B
MIPOU3BOICTBEHHO-COBITOBBIX IIETIOYKAX JICKAPCTBEHHBIX MPEMApaTOB;

YCuaums COTPYAHUYECTBO B OOJACTH CAaHUTAPHON OXpaHbl U 00ECIEUUTH KOOPIMHALMUIO
roCy/IapCTBEHHBIX MPOTUBOAIUAEMUUYECKUX U CAHUTAPHO-TUTMEHUUYECKNUX MEPOTIPUATHUI;

cnocobcmeogams OCYIIECTBICHUIO CTPAaTETHYECKUX Ieeid B oOmactu ¢apMaieBTHUKH,
MPEyCMOTPEHHBIX B TPOTPAMMHBIX ToKymMeHTax YOC;

okazames HeoOXomuMmyto mnojaepxkky PabGodeit rpynme UDC mo 3apaBOOXpaHEHHIO W
¢dapmaneBTuke u ocyuiectieHuto Ilmana neiictBuit Y9C mo cOTpyAHHYECTBY B ITOM
obmnactu, pazpaborannoro PaGoueii rpymnmoii.

10. Accambuaes npemyaraer CoBeTy MUHUCTPOB HMHOCTpaHHbIX nen1 UYOC paccMoTperhb
HAcTOsIIYI0 PexkoMeHpanuto.
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