ITocTostanomy Gropo IlapaamenTa
PecnyOnuku Mososa

Ha ocnopauuu ctateu 73 Konctutyuws Pecrydmixku Monjgosa U ctaThu 47
Pernamenta Ilapnamenta, npuustoro 3akoHoMm Ne 797/1996, npencraeisercs B
NOpSAKE 3aKOHOJATENEHOM HHHLIMATHBBI TNPOEKT 3aKOoHa O rapaHTHPOBaHUU
JIEKapCTB 10 CHIDKEHHOM IeHe Wi 6eCTiIaTHO IS JIUL, MOy YAIOLIUX IIEHCHIO.

Ipunararored:
1) mpoexT 3aKoHa;
2) MOACHUTENBHAs 3alHCKa.
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IIpoexm (Ne398/2021)
Ilepesoo

3AKOH

0 rapaHTHPOBAHHH JIEKADPCTB N0 CHHKEHHOM 1leHe HJIH decnaaTHO AJIH
JIHLU, MOJIYYAKIHX NTEeHCHID

YuuTeiag HEOOXOJUMOCTh YBEIMYEHMS IOCTYNa K JIeKapcTBaM JIMLI,
[OJNYYaIOIIMX  TIeHCHIO, Kak OJWH M3  CcIocoDOB  MOCIENOBATEILHOrO
BOCCTAHOBJICHHS COIMAILHO-AeMOrpaduueckux U MEIUUUHCKHX MpobieM, c
KOTOPBIMH CTalKuBaercs HaceneHue PecnyOnukn Mofigosa, B COOTBETCTBHH C
HOANYHKTOM j) wacTh (3) crateut 72 KoHctuTynuu Pecny6auku Mongosa,

ITapraMeHT NpUHUMAaeT HACTOSLIMH OpraHuYecKUi 3aK0H.

T'nasa I
OBIHE ITOJIOKEHUSA

CraTes 1. Cdepa peryupoBaHus 1 LENb HACTOALIETO 3aKOHA

(1) HacTosuii 3aK0H peryJIupyeT YCIOBU U KPUTEPHU TIOTY YEHH THULIAMH,
HOJYYAIOUMME TIEHCHIO (MM IIONydYaTelsMH, B COOTBETCTBMHM C HACTOAIIHMM
33KOHOM) HeOOXOAUMBIX JIEKapCTBax, COIJIACHO COCTOAHMIO 3J0POBBS, IIO
CHYDKEHHOM IleHe WK OecIIaTHO.

(2) Llenbro HACTOAIErO 3aK0OHA ABMAETCA 00CCIEYeHHE U rapaHTHPOBAHKE Ha
HAIIMOHAIHHOM YPOBHE Pa3yMHOTO H CIIPaBEeNIHBOTO AOCTYIIA MOTydaTenen
uepes CHCTeMy CHaOXeHHs JeKapCTBEHHLIMW IpernaparaMid K KaueCTBEHHBIM,
> deKTHBHEIM 1 Ge3BpenHbIM JIeKapcTBaM, HEOOXOAMMBIM IUIsi HX COCTOSHHA
30POBRS, 110 CHIDKEHHOMH IleHe Ml 6eCaTHO.

(3) Hacrosmuii 3akoH OpeNOCTaBAseT Oa30ByK 3alIMTYy MOIYy4aTe/aM
OTHOCUTEJIHHO CTOMMOCTH JIEKApPCTB B 3aBHCHMOCTH OT HMX (DUHAHCOBOrO
TIOJIOYKEHUSL.

(4) TlomosxkeHHs HACTOSILETO 3aKOHA NPUMEHSIOTCA TOJNBKO K IIMIaM,
MOJNYYAIOIMM TEeHCHIO T0O0H KATeropud, KOTOpHIE SBISIOTCA TpaKJaHaMu
Pecrry6nauky MonzoBa ¥ HOPOXHUBAIOT Ha TEPPUTOPHK CTPaHBl, IPAXAaHAMH
KOTOPOM ABISIOTCA.

(5) ITonosxeHus HACTOALIETO 3aKOHA HE OTMEHSAIOT MPABO JIKI, MOJY 40X
TIEHCHH, BBITEKAIOIIMX U3 38KOHOJATeIbCTBA O KOMIIEHCAIMH JIEKapCTB.



Craresa 2. I [puMeHUMOE 3aKOHOIATENHCTBO

3aKOHOJATENBCTBO O TapaHTHPOBAaHWH JIEKAPCTB 10 CHUXKEHHOH LieHe WK
OecraTHO JUIA JIML, INOJIYYaIOLIMX IICHCHIO, COCTOMT M3 HACTOALICIO 3aKOHA,
3aKoHa O JIeKapcTBaX, 3aKOHa O (apMaleBTHUECKOH AEsTENbHOCTH, 3aKoHa 00
0o00poTe HAPKOTMYECKMX, IICHXOTPONHEIX BELIECTB H INPEKYPCOPOB, H APYTHX
HOPMAaTHUBHBIX @KTOB, PEITIAMEHTHPYIOMIUX NEATEABHOCTE B 00NaCTH JIEKapcTB IO
CHIDKEHHOH IleHe WK GecIiaTHO [Uisl UL, NOTyqaoLuX JTIEHCHIO.

Cratea 3. OcHOBHEIE TOHATHSA

B HacTogmem 3akoHe CICOYIOIINE OCHOBHBIE TIOHATHI HCHONB3YKOTCA B
3HAYCHHWH!

HOAYYamens — JIUN0, MONYYalolee OIUH BHA MEeHCHH, IPeyCMOTPEHHEIH B
COOTBETCTBHM C 3aKOHOHNATENLCTBOM, M HMeEIOIIee IpaBo Ha JieKapcTBa IO
CHIDKEHHOM 1jeHe Wiu GecIuiaTHO;

JleKapcmea — BEIIeCTBA WITH CMECH BEIIeCTB, pa3pelleHHbIE B YCTAHOBIEHHOM
OpAIKe K MPOH3BOJCTBY, MMIIOPTY, SKCIIOPTY M HCIOJNB30BaHHIO OJi JICUEHHS,
o0Nleryennss  COCTOSAHHS, NPOQHIAKTHKH W  JUarHOCTHKH  3aboJeBaHMH,
AHOPMAIBHOTO (PH3UUECKOTO HITH IICHXUYECKOr0 COCTOSAHUA MO0 MX CUMIITOMOB Y
YeloBeKa WM XXUBOTHOrO, a TAKXe JUIs BOCCTAHOBIEHMs, KOPDMIMPOBaHUs M
MOUMUKANUN MX OpraHMYecKuX QyHKINH;

NEKAPCMBA NO CHUXNCeHHOU Yyene uny becnaamuo — JOOBIE JEKapeTBa, 34
KOTOPBIX ITOJIyYaTeNh NPH OKYTIKE [T0Jy4aeT KOMIEHCAMIO B YACTHYHOM pasMepe
WIH HOJHOCTBIO OT MX PBIHOYHON CTOMMOCTH, B COOTBETCTBMU C HACTOALIUM
3aKOHOM;

JUYQA, NOAYHAIOUWUE NEHCUIo — IALO, TI0JIyYalollee MEHCHIO B CBA3U C OIHUM
W3 3aCTPAXOBAHHBIX PHCKORB: NOCTHKEHUEM CTAHAAPTHOTO IIEHCHOHHOIO BO3PAacTa,
yCTaHOBJIEHHEM OTpaHUYEeHHs BO3MOXKHOCTEH, MpHobpeTeHHEM CTaTyca Mo CIIyHaro
NIOTEPH KOPMIUIbLA, HAXOXKIEHHEM B CICLMAJIBHBIX YC/IOBHSAX B COOTBETCTBHH C
3aKOHOJATENECTBOM O FOCYHapCTBEHHOM IEHCUOHHOM CHCTEME,

PUCK, CBAZAHHBIU C COCIMOAHUEM 3@0p06b}1, — BO3MOXXHOCTE CO3IaHUs YTI'PO3bI
(baI(TH‘-IECKOMy COCTOSHHIO YeJJOBEUYESCKOro OpraHrusma.

Cratbs 4. [IpHHIWIB rapaHTHPOBAHHUS JIEKAPCTB 10 CHHKEHHOH LeHe HIH
OeCILIaTHO s JIULL, TIOTyJaroKX IEHCHIO



I"'apanTupoBaHyie NeKapcTB MO CHIDKEHHOH LieHe MM GeCcIuiaTHO Add JIML,
TOJTy 4arOILKX IIEHCHIO, OCHOBAaHO Ha CNEAYIOLUMX OCHOBHBIX NMPHHLIUIAX !

a) 80600020 u Ge3ycnosno2o docmyna: NTAUAM, TONYYalOUMM TEHCHIO,
rapa”THpYeTCs [I[paBo Ha [oJTyueHue JIEKapCTB [0 CHINKEHHOM LieHe uin GecriaTHo,
HE3aBHCHMO OT PHCKa, CBA3aHHOTO C COCTOSHUEM 310POBbS;

b) cnuocennoli yenvi unu becnnammHo: TULAM, TIONYYAXOMMM IEHCHIO,
rapaHTHPYETCs NPaBO Ha ITONMyYeHHE JIEKapCTB, LieHa KOTOPBIX OYIeT MONHOCTEHI)
HJIH YaCTHYHO KOMIIEHCHPOBAaHA ['0CY IAPCTBOM;

C) YuKAUNECKOU 2apanmuy: TALEM, MOIYYAIOLUMM MIEHCHIO, TapaHTHPYeTCH
IIPAaBO Ha NOJIyYeHHUe JEKapCTB 10 CHUKEHHOM 1IeHe Ml 6€CIUIaTHO B COOTBETCTBHH
C BpeMEHHBIMH II0KA3aTeIsIMU, PeryJIHpYEeMBIMI HACTOSIUMM 3aKOHOM;

d) Heobxooumocmu u conudapwocmu: ITMUAM, NONYYAIOMHMM [EHCHIO,
rapaHTUPYETCs IPaBO Ha NOMYUYSHUE JIEKAPCTB 1O CHIKEHHOMU 1ieHe Ui GecriiaTHo,
C Y4€TOM TOI'0, YTO MOIYyHaTeNu, CTPaatollie TIKEIBIMU 3a00TeBaHUAMHU, UMEIOT
IIPUOPUTET, IO CPABHEHHIO C TIOMYUATENIMY ¢ MEHEE TSHKEIBIMH 3800/IeBaHNIAMM;

&) npo3payHocmuy: TAUAaM, IONYYAIOIUM [ICHCHIO, FrapaHTHPYETCs NpPaBo Ha
NOJNYUEHHE JIEKApCTB IO CHIDKEHHOH INeHe WIH OECINAaTHO COMNIACHO CIHCKY
BBIOpaHHBIX U OOHAPOJOBAHHBIX JIEKAPCTB.

I'napa Il
TOCYOJAPCTBEHHAS ITOJUTUKA 1 PUTHAHCHPOBAHHUE

Crarba S.locymapcTBeHHas TMONWTHKAa B 0OJACTH TrapaHTHPOBaHMS
NEKapCTB IO CHMIKCHHOI LieHe WK GecriaTHO

(1) Peciybnuxa Monnosa yepes CROH CIPYKTYPHI B 00aCTH COLIHANTBHOTO U
MEIMIMHCKOTO CTPaxOBaHHA OKAa3hIBAET MATEPHANBHYIO, COLMAILHYIO H HHYIO
MOANEPKKY MMOIydaTelsM MeHCHH, KOTOphle HaMepeBaloTCs 3aKylaTh JTeKapcTBa Mo
CHIDKEHHOH 1eHe MK DeCIIaTHO.

(2) Ona poctixeHus 5Toi nenu IlpaBUTenbCTBY peaM30BaTh HACTOALLMH
32KOH 4epe3 ILICHTpANbHBIE OTPAacieBble OpraHsl U JApyrHe ajAMHHHCTPaTHBHEIE
OpraHEl.

Crarbsa 6, [ToTHOMOYMS KOMIIETEHTHEIX OpraHOB
(1) IlpaBHTeNnLCTBO HECET OTBETCTBEHHOCTh 3a PEalM3alldI0 HACTOMINEro
3aKOHA ¥ MOHHTOPHHT €T0 BBEICHHS B IeHCTBHE U NMPHBEAET CBOH HOPMATHBHLIE

aKTBI B COOTBETCTBHE C €TI0 IOJTOKCHUAMH.

(2) MuHHCTEpCTBY 3IpaBOOXpaHEHHs PpEalli30BaTk HACTOALIMH 3aKOH M
IPUBECTH CBOX HOPMATHBHEIE aKTEI B COOTBETCTBUE C €TO IOJIOXEHUIMHU.



Cratba 7. ®uHaHcoBas NOLIEPKKA

(1) HAns peanusauny HacToAlero 3axkoHa I[lpaBHTENBCTBY MCMONB30BATH
(hHHAHCOBBIE CpeCTBa U3 (PpoHAa 00A3aTENBHOI0 MEJUIIMHCKOIO CTPaXOBaHNA U U3
¢borga MuHKHCTEPCTBA 30PaBOOXPAHCHMUA.

(2) KommeHcanusi JexapcTB OT KX ©Oa3sHCHOH LIEHBl OCYILECTBIAETCA
cnemyromuM  ofpazom: 50% u3 Owomxera 0043aTENBHONO  MEIUIMHCKOrO
CcTpaxoBaHMA H  cooTBeTcTBeHHO 40% w3  Oomxera  MuUHHMCTEpPCTBa
3[IPaBOOXPAaHEHHUS.

TI'nasa II1
YCIOBHUA U KPI/I’!"EPI/II/I NMOJAYUYEHUSA JIEKAPCTB 11O
CHHUXEHHOMHU NEHE HJIH BECIIVIATHO

Crarbsa 8. Craryc nomyuarens

(1) Utobbl IONYYWTH JEeKapcTBa MO CHIKEHHOH LeHe uid fecriaThHo
IOJydaTelb JOJDKeH NpeNBbsIBUTh MEJHLMHCKMH pelent, IOATBepXKAatoluy
IIOJHYIO WM YACTHUYHYIO KOMIIEHCAIMIO CTOMMOCTH JICKApCTBA, MOIUIEHKAILETO
npuOOpeTEHHUIO.

(2) Cratyc mosydarens J€KapcTB MO CHIDKEHHOM UeHe WM OecriaTHO
MpeKpallaeTcs IpH yTpare craTyca IeHCHOHEpa MIM rpaxkiaaHcTsa PecryOnuku
Mongoga.

Cratbs 9. JlekapcTBa 110 CHMXXEHHOM LieHE

(1) IleHCHOHEpPHI, HOXOIBl KOTOPBIX COCTABIAKOT TOJNbBKO MWHHMAJIbHbIE
IeHCHH, IIONYYaloT KOMIIEHCALHIo B pasMepe 90% oT 6a3ucHOM LEHEI Ha JIeKapCTBa,
COOTBETCTBYIOILINE HE3aIaTEHTOBAHHOMY MEXIYHAPOIHOMY Ha3BaHUIO.

(2) TleHCHOHEpEI, HOXOABIKOTOPBHIX COCTABAAIOT TOJIBKO IIEHCHU, pasMep
KOTOPBIX BBHILIE MUHUMAJIBHOH IIEHCHU, H JTH1A, MOy Yat0He [IEHCHIO 110 CIIY4aro
HOTepH KOPMMJbLA HIH CIELMaJBHYO IEHCHIO, I[OJyYaloT KOMIICHCALMIO B
pasmepe 80% or OasucHOH 1LEHEI Ha JIeKapcTBa, COOTBETCTBYIOILME
He3alaTeHTOBAHHOMY MEXIyHapOJHOMY Ha3BaHMIO.

(3) IlencuoHepEl, AOXOIBIKOTOPBEIX COCTABJSIOT II€HCUM M JpyTHe
MCTOUHMKH, IIOJNyJal0T KOMIeHCAluio B pasmepe 60% or OasucHOH LeHB Ha



JexapcTsa, COOTBETCTBYHOIIIUE HE3anaTeHTOBaAHHOMY MEXIYHAPOOHOMY
Ha3BaHHIO.

(4) Crivicok nexapcTB IO CHUXXKEHHOH LigHe yTBepxkaaercs MHHHCTEPCTBOM
30paBOOXpAHEeHUA W BKIKOYAET Kak NpernapaThl cTporoil HeoOXOAMMOCTH, TaK H
npenapaThl 0OBITHOTO [10JIB30BaHM.

Cratbsa 10. becriatHble nekapcTBa

(1) IlerncuoHEPHI, NOXOAB! KOTOPBIX COCTAB/ISIOT TONBKO MEHCHH, MOTYYaloT
KoMmeHcaiuio B pasmepe 100% or OGasucHOW 1LeHBI Ha JIEKapCTBa,
COOTBETCTBYIOIIHE HE3AATCHTOBAHHOMY MEKIYHAPOAHOMY Ha3BaHHIO.

(2) Cnucox JrlekapcTB IO CHUXKEHHOH LieHe yTRepkaaeTcss MUHUCTEPCTBOM
3JpaBOOXPAHEHHs] W BKJIOYAST KaK Ipernaparhl CTPOroil HeOOXOIMMOCTH, TaK U
0OBIYHOTO ITONB30BaHMs, B 3aBHCHUMOCTH OT IMpeobnananus 3abonesaHuil,
TOPaKaI0MMX HACeIeHHE CTPaHBI.

Crarbs 11. Penent Bpaya Ha MpeJOCTaBIEHHE JIEKAPCTB 10 CHIXEHHOH LIeHe
HIH OeCIIIaTHO

IonyyaTensiM MOXeT OBITH BBIIaH TOJNBKO OIMH METULIMHCKHM PELEnT B
MecAll, ¢ COONIoJeHreM IOeMCTBYIOIMX MNpPaBOBBIX INOJOKEHHH 00 ycnoBHAX
Ha3HAYECHMSA, BBIJAYM M CIHCAMHA JIEKAPCTB B CHCTEME 00s3aTeNIEHOrO
MEIMIIMHCKOTO CTPaxOBaHusl.

Crarba 12, 3anacsl IexapcTB

(1) JlexapcTBa MO CHHXKEHHOW leHe MM OecrulaTHO NPEeNOCTaBISAIOTCS B
npefenax CyIECTBYIOIIErO 3amaca B anTeke, IpH 3TOM (apMaueBT HeceT
OHCUUIUIMHAPHYIO OTBETCTBEHHOCTH 3@ JOCTOBEPHOCTH  MPEROCTABIIEHHOH
UHPOPMAaLUH.

(2) AnTtexa wnM JApyrod cyObexr mpaBa He MOryT ObITh 00s3aHBI
TIPEIOCTABIIATE [OJYYATElIO JEKapCTBO 10 CHUMKEHHON LieHe Wik GecriiaTHo, eciy
ero HeT B 3amace, a MoNyyaTelb He ClieNlall IIpeABapUTE/IbHbIN 3aKa3.

Tnaea IV
SAKJIIOUNUTEJBHBIE U IEPEXOAHBIE ITOJOXEHHUS

Cratea 13.



[IpaBuTenbCcTBY B IIECTHMECHYHBIH CPOK CO JOHSA BCTYIUIEHHS B CHIY
HACTOSALIETO 3aKOHA:

a) IMPHHATH HOPMATHBHEIE aKThl, HEOOXOAMMEIE 1JI BHEAPEHUS HACTOALIErO
3aKOHAa U 00ecrevyeHus AeATeIbHOCTH KOMIIETEHTHOrO OpraHa i1l MOHUTOPHHTa U
KOOPIMHAIIMH [IpoLiecca ero pealn3aliii;

b) npenctasuth IlapnamenTy MpelIoXXeHUs N0 IPUBEAEHHUIO NEHCTBYIOLIETO
3aKOHOAATENbCTRA B COOTBETCTBHE C HACTOALIMM 3aKOHOM;

C) IPHUBECTH CBOM HOPMATUBHEIE aKThl B COOTBETCTBHE C HACTOSAIIIMM 3aKOHOM.

Crartsa 14.

Hacrosmnmit 3akon BcrymaeT B cuiy 1 stasapst 2021 ropa.

IIPEJCEJATEJD IIAPJIAMEHTA



