['OCYIAPCTBEHHAS IYMA
OENEPAJIBHOI'O COBPAHUSI POCCUUCKON ®EIEPAIIUU
CEJIBMOI'O CO3bIBA

BbBIIIUCKA U3 ITPOTOKOJIA or 10.03.2020 Ne 251
3ACEJIAHUA COBETA I'OCYJAPCTBEHHOM JYMBI

"10" wmapra 2020r.

31. O npoekTte deaepanbhoro 3akona Ne 902457-7 'O BHeceHHH H3MeHeHMil
B OTAe/lbHbIE 3aKOHOJATeJbHbIe aKThl Poccuiickoii QPenepanuu mo BoONpPoOcaM
o0ecrnieYeHHA IPaxIaH JeKaPCTBEHHbIMH NPeNapaTaMH, MeJHIMHCKHMH H3JeJH-
AIMH H CHENHAJH3HPOBAHHBLIMH NPOAYKTAMH Je4e0HOro MHUTAHHA'" - BHOCHT
IIpaBuTenncrBo Poccniickoit Megepaunu

IIpunsaro pemenue:

1. HampaBuTe yka3aHHBIH mpoekT denepansHoro 3akona IIpesumenty Poccuii-
ckoit Penepaunu, B KOMUTETHI, KoMHCccHIo ["ocynapcreennoit ymel, ¢ppakuuu B Tocy-
napcreenHoi Jlyme, Coer ®enepannu Denepansnoro Cobpanns Poccuiickoit Dene-
pauuu, ITpasurenscreo Poccuiickoit ®enepanuu, CuetHyro manaty Poccuiickoit dene-
pauuu, O6mecTBenHyto nanary Poccuiickoit ®eneparyu, 3akoHonaTensHele (IIpeaCTa-
BUTEINLHEIE) M BHICIINE HCIIOJIHUTENbHbIE OpPraHbl FOCYJapCTBEHHOMR BIACTH Cy6HEKTOR
Poccuiickoit ®enepanuu s MOATOTOBKH OT3BIBOB, NPEIOKEHHH M 3aMedaHuil, a
Taloke Ha 3akmoyeHHe B [IpaBoBoe ynpasnenue Annapata ['ocynapcteentoit JJyMsi.

HasHauuTe OTBETCTBEHHBIM B paboTe Hax MpPOEKTOM (eaepalbHOro 3aKOHA
Komurter 'ocynapctBeHHo# [lyMBI 10 OXpaHe 310pOBBA.

Ort3bIBHI, IpeaIOKeHUA W 3aMevaHHs HanpaBuTh B Komurtet 'ocymapcreenHoi
HyMsl 1o oxpaHe 300poBbs a0 8 anpens 2020 roaa.

2. Komutety I'ocynapcteenHo#t JlyMbl IO OXpaHe 340POBbA C y4€TOM MOCTY-
MUBIIKWX OT3BIBOB, IPEIOKEHHH M 3aMEYaHHH MOATOTOBUTH YKa3aHHBIH MpoeKT deme-
paJIbHOTO 3aKOHa K paccMoTpeHuto ['ocynapctBeHHo#t Jymoii.

3. BrmounTh yKa3aHHBIH NPOeKT (enepanbHOro 3aKkoHa B IPUMEPHYIO IIPOrpaM-
MYy 3aKOHOIpPOEKTHO#H paboTel ['ocynapcTBeHHON J{yMBI B IepHOA BeCeHHeH CecCHM
2020 ropa (ampens).

IIpencenarens I'ocynapcTBeHHOM),
Denepansroro Cobpanuy

Poccuiickoii ®enepauuu B.B.Bonoguu
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Ne902457-7; 1.1
B OTJieNbHBIE 3aKOHOIaTEeNbHEBIE AKThI

Poccutickoit @epepalivu 1o BOIpocam

obecriedeHus rpaxaaH JIeKapCTBEHHBIMHU

npernapaTaMy, MEIULUHCKUMU U3LETHIMHI

U CIeHUATU3UPOBAHHBIMU [IPOAYKTaMHU

e4e0HOro MUTaHUs"

B cooteerctBuM co ctatheit 104 Koncrtutyuum Poccuiickoin ®enepanuu
[IpaBurensctBo  Poccuiickoit ~ Pefepanyy  BHOCHUT  Ha  PAacCMOTpEHHE
[ocymapcrBennoit ymer @enpepansHoro Cobpanust Poccuiickoit ®enepanuu
npoekr (QenepanbHoro 3akoHa O BHECEHMHM U3MEHEHMM B  OTHENBHBIE
3aKOHOAaTeNbHBle aKThl Poccuiickont ®enepanun 10 BompocaM obecleyeHus

rpaxinaH JICKapCTBCHHBIMHU penapatamMy, MCIHNIINMHCKUMH H3JCIIUAMU
H CNICHUAIMN3UPOBAaHHBIMU IIPOAYKTaMU ne4eOHOoro NUTasus".

[Ipunoxenue: 1. [IpoekT dbeaepansHOro 3akoHa Ha 9 1.
2. IMosicHUTENRHAS 3aMIKCKa K 3aKOHOMIPOEKTY Ha 3 1.
3. @uHAaHCOBO-3KOHOMUUECKOe 000CHOBaHUE Ha 2 1.
4. Ilepeuens QenepalbHBIX 3aKOHOB, MOANEKAIINX IPU3HAHUIO
YTPaTUBIIMMHU CHIly, IPHUOCTAHOBJICHHMIO, MU3MEHEHMIO HIIH
IPUHATHUIO B CBS3U C 3aKOHOMPOEKTOM, Ha 1 JI.
5.TlepeueHp HOPMAaTHBHBIX IPABOBBIX aKTOB lIpesuneHta
Poccuiickoit ®enepauuu, [IpaButensctBa Poccuiickoit
I 24 £ /9 3.9 Denepanu U (GenepanbHBIX OPraHOB UCIOJHUTETBHOMN
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BIACTH, MNOMJIEXAMUX IMPU3HAHUIO YTPAaTHUBIINMM CHILY,
[IPUOCTAHOBIEHHUIO, H3MEHEHHIO WM IPUHATHIO B CBA3U
C 3aKOHOIIPOEKTOM, Ha 5 II.

6. PacnopsoxkeHue IlpaButensctBa Poccuiickoit @Pegepariuu
O BHECEHMM 3aKoHompoekTa B locymapcTBeHHyro Iymy
@epepansHoro  Cobpanus  Poccuiickoit  Pepepanuu
¥ 0 HasHaueHHH  OQUIHAIRHOIO  IPEACTABUTENA
ITpaButensctsa Poccuiickoit Defepaliuy Npu paccCMOTPEHUH
3akoHompoekTta namatamu  @epepansHoro  Cobpanus
Poccuiickoit @enepanu Ha 1 1.

ITpencenatens [IpaBuTenscTBa
Poccuiickoii @enepanuu M.Munryctun

20020860.doc
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Buocures IlpaButensctBoM
Poccutickoit @enepaiuu

A IOL G F -7 [TpoexT

®EJNEPAJBHBIN 3AKOH

O BHeceHHUM M3MeHEHUH B O0TAe/IbHbIE 3aKOHOAATEIbHbIE AKTHI
Poccuiickoii Pegepannu no Bonpocam obecriedeHuss rpakiaH
JIeKapCTBEHHbIMU MpenapaTaMiu, MeJUUHMHCKHMH U3TeNHUAMU
U cHelHaJTN3UPOBAHHBIMH NMPOXYKTAMH J1e4eOHOr0 MUTAHUS

Cratbs 1

Brectn B ®PeaepanbHeit 3akoH oT 17 urong 1999 roma Ne 178-03
"O rocymapctBeHHo# conumansHoit nomoumu" (CobpaHue 3aKOHOAATENBCTBA
Poccutickoit @enepauuu, 1999, Ne 29, c1. 3699; 2004, Ne 35, ct1. 3607; 2006,
Ne 48, ct1.4945; 2007, Ne 43, cr.5084; 2009, Ne 30, ct.3739; 2010, Ne 50,
cT. 6603; 2013, Ne 19, cT. 2326; Ne 48, ct. 6165; 2016, Ne 1, c1. 8) cneayromue
U3MEHEHUSI:

1) B cTathe 6°:

a) B myHKTe | yactu | mocne cjioB "HEOOXOIUMBIMH JIEKapCTBEHHEIMU
mpenaparaMu sl MEIMLIMHCKOrO .anMeHeHI/m" IOOMOJHUTE  CIIOBaMHU
"B oObeMe He MeHee, YeM O3TO IpPEAyCMOTPEHO IepeYyHEeM IKU3HEHHO

HEOOXOAUMBIX U BaXXKHEHIINUX JIEKQpPCTBCHHBIX IIpEIIapaTos, C(l)OpMI/IpQBaHHBIM
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B COOTBETCTBUU ¢ DenepanbHeIM 3akoHOM oT 12 ampens 2010 roga Ne 61-@3

"o,
A

"6 obparieHun NTeKapCTBEHHBIX CPECTB

6)B yactm 2 cnoBa ''mepedeHb JIEKQPCTBEHHBIX IIperaparoB
JUTST. MEAULIMHCKOTO TPUMEHEHHs, B TOM YHCJEe JIEKAPCTBEHHBIX IperapaTos
U1 MEIUIUHCKOI'O NpUMEHEHMs, Ha3HauaeMBIX I10 pelIeHHI0 BpaueOHBIX
KOMHCCHUH MeIUIIUHCKUX OpraHu3atuif," HCKITFOUUTE;

2) cTaThio 6 MOMOMHUTE YacThio 3' CleRYIOMmero coepKaHus:

"3.! Opran, ocymectensomuii Befenue DenepaNbHOr0 perucTpa JHI,
UMEIOIINX IIPABO Ha IMOJIydeHHE TIOCYJapCTBEHHOH COLHAIBHON ITOMOIIH,
obecreynBaeT IMPeIOCTaBlIeHUE CBEACHHH H3 yKazaHHoro @DenepaibHOro
peructpa B  DenepaNbHBIl  pPEeruCTp TpaXOaH, HMELHX  IpaBo
Ha obeclleyeHHe JIeKapCTBEHHBIMM MpernapaTaMy, MEJUIMHCKUMU U3IENHAMU
U CHeUHaNU3UPOBAaHHBIMU MNPOAYKTaMH JleyeOHOrO NHTaHWA 3a CYer
OIOIKETHBIX aCCUTHOBaHHUMN cpeﬁepanbﬂoro OromxeTra U OOKETOB CyOBEKTOB
Poccuiickoit ~ Qepmepanuy,  NpeAyCMOTPEHHBIH  4acThio 1  cTaThu 44!
®enepanpHoro 3akoHa oT 21 HosOps 2011 roma Ne323-d3 "O6 ocnoBax
OXpaHbI 310pOBbs rpaxaad B Poccuiickoit @enepanuu.";

3) yacTh 2 cratbu 6'° JOMONHHUTE MYHKTOM 6 CIIEAYIOMIEro COAepKAHHUS:

"6) obecnieynBaeT NpefocTaBNeHue cBeeHUNd B DelepanbHEId PETUCTP

rpaXxXJjaH, UMCOIINX IIPpaBO Ha obecneyenre JIEKAPCTBCHHBIMU TIpECIrIapaTaMu,
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MEIULMHCKUMHY U3ACIUAMU U CHELUATU3UPOBAHHBIMU MTPOLYKTaMU JIedeOHOro
MUTaHUS 32 CYeT CPeACTB OFOKETHBIX aCCUHOBaHUH deepanbHOro OrmKeTa
u OromkxeroB cyOwnekToB Poccuiickoit denepanuu, MnpeaycMOTPEeHHbIH
yacTelo 1 crateM 44' @egepansHoro 3akoHa or 21 HosGps 2011 ropa
No 323-@3 "O6 ocHOBax OXpaHbl 300pOBBS TpaxkmaH B Poccutickoii
Oepnepanun".".

Cratbs 2

Buectu B ®enepanpHbii 3akoH oT 12 ampens 2010 roma Ne 61-®3
"O6 obpawmeHnn JekapcTBeHHBIX cpeAcTB" (CobpaHue 3akOHOZATeNbCTBA
Poccuiickoit @eneparuu, 2010, Ne 16, ct. 1815; 2011, Ne 50, ct. 7351; 2012,
No 26, ct.3446; 2013, Ne 48, cr. 6165; 2014, Ne 52, cr. 7540; 201’5, Ne 29,
cT. 4367; 2017, Ne 31, cT. 4791; 2018, Ne 1, ct. 9; Ne 23, ¢T. 2917; 2019, Ne 31,
CT. 4456) cnenyrouiye U3MEeHEHUS:

1) B MyHKTE 6 cTaThU 4 CJIOBO "€XEroJHO" UCKIIOYUTE;

2) nyskT | cTarbu 60 H3I0XUTE B CIEAYIONIEH pelaKkiuu:

"1) yrepxkpenus IlpaBurensctBom Poccuiickoit Defepaliuu NepeyHs
XKU3HEHHO HeOOXOAMMBIX M BaXXHEUIIMX JIEKAPCTBEHHBIX IIpenaparos,
KOTOPBIA (GOpMUpYETCS M HE pexe ORHOIO pas3a B roj IepecMaTpUBaeTcs

B  YCTaHOBJICHHOM HM [MOPAAKE Ha OCHOBC KO MIUIEKCHOM  OLEHKHU

JICKapCTBCHHBIX IIPEIIapaToB, BKJIIOYAsT aHAIIK3 CBEIECHUN O CpaBHHTCHBHOﬁ
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KIMHUYECKON 3Gh(PEeKTUBHOCTH U 0e30MacHOCTH JIEKapPCTBEHHOIO CPENICTBa,
OLEHKY 3KOHOMUYECKUX IIOCIEeICTBUM NPUMEHEHNUS JIEKapCTBEHHOTO CpeCTBa
U M3y4YyeHHe MOONOJIHUTENBHBIX TOCIECACTBUNY NPUMEHEHUS JIeKApCTBEHHOTrO
CpencTBa;".
Cratbs 3
Buectu B ®enepansHbiii 3akoH OT 21 HOosiOps 2011 roga Ne 323-@3
"O6 ocHOBax OXpaHbl 300pOBbA TIpaxnaH B Poccuiickoit Pemeparun"
(Cobpanue 3akoHOHaTenbcTBA Poccuiickoit @enepanmu, 2011, Ne 48, ct. 6724;
2013, Ne 39, cr. 4883; Ne 48, ct. 6165; 2014, Né 43, ct1. 5798; Ne 49, cT. 6927,
2015, Ne 1, cr. 85; No 10, ct. 1425; Ne 27, ct.3951; Ne29, cr.4397; 2016,
Ne 18, ct.2488; Ne 27, ct.4219; 2017, Ne 31, ct1. 4765, 4791; Ne 50, ct. 7544,
2018, Ne 1, cT. 49; Ne 32, ¢c1. 5092, 5116; Ne 53, cT. 8415; 2019, Ne 10, crt. 888;
Ne 49, ct. 6958) cnenyrolue U3MEHEHHUS:
1) IOMMONIHUTE CTAThEH 44! CIIEAYIOLIETO COREPKAHUS:
"CraTpsa 44'. DeaepaibHbIl perHcTp PaKIaH, HMEIOIHX NPABO HA
obecneyeHHe JeKapCTBEHHBIMM TpenapaTamu,
MeIUUHHCKHUMHU H3AeTUSIMH U
CIIeLHUAJH3UPOBAHHBIMHI NPOXYKTAMH JIe4eGHOTO
IUTAHUS 32 CYeT OKIKEeTHBIX aCCHTHOBaHUI
dbenepanbHOro 6roxKeTa U 6X01KeTOB CYyOHEKTOB
Poccuiickoit ®enepanuu

1.B Hemsx KOOpAMHALUKU HOeITeNBHOCTH (elepalbHBEIX  OpPraHoB

HUCIOJIHUTEIPHON BJIACTH, OpraHoB UCIIOJIHUTEIBHON BJIACTU CY6T>6KTOB
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Poccuiickoit deepaunu, OpraHoB MECTHOIO CaMOYIIPABICHUS, MEAUIIMHCKUX
OpraHu3alMii TOCYJapCTBEHHOH, MYHMIUNAILHOM U YacTHOX cCHCTeM
3paBOOXpaHEHHs B YacTu ob0ecledyeHUs TpakAaH JIEKapCTBEHHBIMU
npenapataMy, MEIULMHCKUMH  H3JENUSIMU U CHeHUHATH3UPOBAHHEIMU
IpOAyKTaMHU JleueOHOro NHUTaHUA 33 CYeT OMOIKETHBIX aCCUTHOBaHMM
denepanbHOro Oromxera U OrOMKETOB cyOBekToB Poccuiickoit Demeparivu
YIIOJIHOMOYEHHBIM  (QelepajIbHBIM ~ OpraHoM  HCIIOJHUTENBHOH  BJIACTHU
ocyiuecTsisercs BegeHue @enepansHOro perucTpa rpaxial, UMEIUX MpaBo
Ha ofecredeHye JIEKapCTBEHHBIMH MperapartaMy, MeIULIUMHCKUME H3IeTUsIMU
M CHCUUANM3UPOBAHHBIMU MPOAYKTaMHM Je4eOHOTO MHTaHUS 3a CYeT
OXOKETHBIX acCUTHOBaHUM denepanpHoro 0omkeTa U OIOIKETOB CyOBEKTOB
Poccutickott ®eneparuu (fanee B HaCTOAIEH cTaThe - PenepanbHbIl perucTp
rpaxJaH), COAepIKAIIEro CeAYIOIUe CBeACHU:

1) ctpaxoBoil HOMep HHAMBUAYATIBHOrO JIHIIEBOTO CyeTa Tpa)KHaHWHA
B CHCTeMe 00s13aTeNIbHOr0 NEHCHOHHOTO CTpaxoBaHusl (IIpY HAJIUYKN),

2) damuus, UM, OTYecTBO (IIpM HaNUYMM) TPAKIAHMHA, a TakKXKe
dbaMuns, KoTopas Opl1a y HEro NpH pOXICHUH;

3) marta poxIeHUs;

4) mou;

29091275.doc
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5) agpec MecTra OKkMTeNbCTBA (MecTa MpeOBIBaHUs, (DAKTUYECKOro
IIPOXXKUBAHUS);

6)cepus u HoMep macnopra (CBUAETENICTBA O  POXKICHHH)
WU yIOCTOBEPEHUS TUUHOCTH, AaTa BBIJAYH YKa3aHHBIX JOKYMEHTOB;

7) HomMep monuca  00s3aTeNlbHOTO  MEOMIIMHCKOTO  CTpaxOBaHMs
3aCTPaxOBaHHOIO JIULA;

8) CBeIEHHUs O TPaXJaHCTBE;

9) ceemenuss 00  OCHOBaHHMAX NpeOBIBAaHUS MM [POXKHBAHUS
B Poccutickoit @Depepaunu (AN HUHOCTPAaHHOrO TpaXAaHHWHA, JIKIA
6e3 rpaKIaHCTBa, B TOM YHcie OexeHna);

10) mata BritoueHus B DefepanbHbIN PErucTp rpaxiaH;

11) nuarHo3  3aboneBaHuss  (COCTOsIHHE),  BKJIO4as  e€ro  KOX
no MexIyHapoJHOHM CTaTUCTHUYECKOH KiaccHUUKanuu GonesHel u mpobiem,
CBSI3aHHBIX CO 300POBBEM;

12) kaTeropusi rpakgaH (rpynma HaceNeHHs), HMEIOMIMX I[IPaBo
Ha obeclieueHre JIEKapCTBEHHBIME [IpeTapaTaMy, MEIULMHCKIMU U3ISTUIMH
U CHEHHaTN3UPOBAHHEIME MPOAYKTAMH JIe4eOHOTrO MHUTaHUSA, KaTeropus
3aboneBaHust, KOTOpas  sBIAETCS  OCHOBaHUEM  JUId  obecreuyeHus
JIeKapCTBEHHBIMU penaparamu, MeIULUHCKUMU U3IENUIMU

H CcHneuHaliM3upOBaHHBIMH IMPOAYKTaMHU JeyeOHOro IIMTaHUusd, B TOM HYHCJIC

29091275.doc
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c yderoM Ilepeuns rpynm HaceneHUsS U Kareropuil 3abojieBaHMil, Opu
aMOyJIaTOpPHOM  JIEUEHUH KOTOpBIX JIEKapCTBEHHbIE CpENCTBA U H3HENUsd
MEIULUUHCKOTO Ha3Ha4yeHHs OTIIyCKAaIOTCS IO pelentaMm Bpaueidt OecruiaTHo,
u Ilepeyns rpynm HacengeHus, npu amOyJIaTOpPHOM JieUeHUU KOTOPBIX
JIeKapCTBEHHBIE  CPEACTBAa  OTIYCKAlOTCA IO pelentaM  Bpauei
C DATUAECATUNIPOLIEHTHON CKUIKOU;

13) cBemenuss O Ha3HAYEHUM M OTIIyCKe JIEKApCTBEHHEIX IpeIapaTos,
MEIULUMHCKUX U3MENUM U CIEeUHAIU3UPOBAHHBEIX MHPOLYKTOB JiIeueOHOTO
nmaﬁuﬂ, YKa3aHHBIX B ITYHKTe 12 9acT 1 HaCTOAIEH cTaThu;

14) yuHbple CBeHeHMs, KOTOpblE BIIpaBe ONpPeNeNUTh lIpaBUTETLCTBO
Poccutickoit @epepanyi.

2. [Topsanok BemeHuss DenepallbHOrO perucrpa rpaxiaH, B TOM YHUCIE
MOPSITOK JOCTyNa K MHGOpMaluM, CONEp:Kallehcs B HEM, MOPSJOK M CPOKH
npencTaBleHuss UHQOpPMaUMU B YKa3aHHBIM perucrp, yCTaHaBIMBAIOTCH
[IpaBuTenscTBOM Poccmiickoit Denepaluu.

3.B ®enepanpHBI perucrp TrpaxAaH  BKIKOYAIOTCS  CBEICHUS,
IpeyCMOTPEHHEIE YacTh0 | HacTosIIed cTaThy, MOJTydYaeMBIe H3:

deflepabHEIX PEerucTPOB, MPEeIYCMOTPEHHBIX YacThio 2' CTAaThu 43,

yacTasmMid 4 u 8 cTareum 44 Hactosmero DemepallbHOrO 3aKOHA, HACThIO 2

29091275.doc
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crareu 6° QenepansHOro 3akoHa ot 17 wurons 1999 roma Ne 178-@3
"O rocyrapcTBEHHOH COLUANBHOM MOMOIIHU";

€IUHON TroCyJapCTBEeHHON HHGPOPMAIMOHHOX CHCTEMBI COLMAJIbHOrO
obecrneyeHus.

B ®egnepanpHBIl perucTp TIpaxAaH BKIIOYAKOTCS TaKKe CBeJEHUS
O TpaXgaHaX, KOTOpPEIM Hpd aMOYJIaTOpHOM JIEYEHUU JieKapCTBEHHEBIE
CPEeNCTBa M HM3IeNUs MEAUIMHCKOrO HasHAYeHUs OTIIYCKAOTCA MO peLenTaM
Bpaueil OecIUlaTHO M KOTOPBIM JIEKApCTBEHHBIE CpPEACTBA OTIYCKAIOTCS IO
peuentam Bpadel ¢ NATUACCATUIPOLIEHTHON CKMIKOM.

4. Oprasbl  rocylapcTBeHHOW  Biactm  cybobekToB  Poccuiickoit
denepalldi OCYNIECTRIAIOT BEACHNUE PErMOHANBHBIX CErMEHTOB DeepanbsHOro
perucTpa TpaxJaH M CBOEBPEMEHHOE  IIPEACTaBlIeHHe  CBEICHUH,
COlepXKallUXCss B HUX, B YIONHOMOYEHHBIH (QelepanbHBIl  Opras
UCIOJHUTENBLHOM BJIACTH B IMOpsJKe, YyCTaHOBIEHHOM [IpaBUTENBCTBOM
Poccuiickoit Penepanun.”;

2) myHKT 5 yacTd 2 cTathd 81 qONMOSHUTE ciaoBaMu ", chOpMHUPOBaHHEIN
B o0BbeMe He MeHee, 4YeM 3TO I'[peJIyCMOTpéHO IepeuyHeM O KHU3HEHHO
HeOGXQﬂﬁMHX ¥ BaXHEHIIHX JIEKApPCTBEHHBIX IIPENaparoB, YTBEPKAACMBIM

ITpaputenscTBom Poccuiickoit ®enepauuu B coOTBETICTBHU ¢ DenepanbHbIM

29091275.doc
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3akoHOM oT 12 anpens 2010 roga Ne 61-@3 "O6 obpallieHUH TeKapCTBEHHBIX
cpencTs';
3)B yactu 4 crathu 91' cmoBa "wacTamu 4, 8 crathu 44" 3aMeHHUTE
cioBami "yactaMu 4 u 8 ctaTei 44, yacTthio 1 cTateu 44,
Cratpq 4

Hacrosuit @enepanpHBIN 3aKOH BCTynaeT B cuity ¢ 1 uromng 2020 roga.

IIpesuneHt
Poccuiickoit @enepanmu
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HOSACHHUTEJBHAS 3AIINCKA

K NpoeKTy (eaepabHOro 3akoHa ""Q BHeCeHHH N3MeHEHHH B OTAEALHEIE
3aKO0HOJAaTe/lbHbIe aKThl Poccuiickoil @eaepanuu no Bonpocam obecnedeHust
rpaxnaH JeKapcTBeHHBIMH MpernapaTaMu, MeIHHUHCKUMU H3AeTHAMH
H ClleHHATH3IHPOBAHHBIMU NPOAYKTAMH Jle4eGHOro MHTAHHA"

Ilpoext dQenepansHoro 3akona "O BHECEHHM W3MEHEHHM B OTHENBHEIE
3aKOHojJaTelbHble akTel Poccuiickoit Pepmepalluil M0 BOmpocaM oOOecIIedeHHs
TpaXAaH  JIeKapCTBEHHBIMKM  IIpenaparamy,  MEOUIMHCKUMH  H3JEIUAMU
U CHELUAJM3VpPOBAHHBIMU  IPOLYKTaMH JiedeOHOro nmnuranug" (gamee -
3aKOHOIIpoeKT) paspaboTaH Bo ucnonHeHme nopydenuil Ilpesumenta Poccuiickoii
@enepatu ot 17 mexabpas 2018 . NeIIp-2420  (ab3aupl  BTOpOI
U TpeTud nofmyHkra "a" myHktal) u  or 24 suHBaps 2020r. Nellp-113
(moanmyHKT "e" myHKTa 1).

Henpro peanu3auyy 3aKOHOIPOEKTa ABIAETCS COBEPIICHCTBOBAHHUE CHCTEMBI
JIeKapCcTBEHHOro obecnedeHus rpaxaaH U yBeduueHue JOCTYIHOCTH IS OTAENbHbIX
KaTeropuii rpaxiaH JIeKapCTBEHHBIX IIPerapaToB, OPEJOCTaBISEMBIX B paMKax
TEPPUTOPUATIBHEIX MPOrPaMM TOCYIApCTBEHHBIX TapaHTUil OeCIIaTHOTO OKa3aHUs
rpaxJaHaM MeIUIMHCKON TOMOILH.

3aKOHOIPOEKTOM IpenycMarpuBaeTcs co3maHue @DeepalbHOTO perucTpa
rpaciaH, HMEIOIIUX [paBo Ha obecledyeHMe JIEKapCTBEHHBIMU IIpenapaTaMu,
MEOULMHCKUMH H3AENUAMU U CIEeUHUaTH3UpOBAHHBIMU MHPOAYKTAMH JledeOHOro
TIUTaHUS 32 CYET CpPeAcTB OOPKETHBIX acCUTHOBaHUM (QedepanpHoro Gropkera
u Or0JKeTOB cyOBbekToB Poccuiickoit @enepanuu (nanee - PefepalbHbIl pErHCTp
rpaXKiaH), S3aKpeIlisfieTcss COCTaB BKIIOYEHHBIX B HEro CBeIeHWM, a Takxe
nonHoMouue [IpaBurtenscTBa Poccuiickoit Penepauuy Mo ONpemeNeHU0 MOpsAIKa
ero BEICHUS.

Co3panine @enepanbHOro pPEerucTpa rpaxiaH HalpaBleHO Ha ofecredeHue
aBTOMAaTH3UPOBAHHOTO aHanu3a (PakTHYeCKOro ofecreueHust rpakhiaH JBIOTHBIX
KaTeropult  JIeKapCTBEHHBIMHM  INpenaparaM,  MEIUIUHCKUMHU  M3ACNUSIMHU
U CIIeUAIM3UPOBAHHEIMY MPOIYKTAMHU J1€4eOHOr0 NMUTAHUS, NOBEIILIEHHEe TOYHOCTH
MIPOTHO3MPOBaHUS IMMOTPeOHOCTU B JIEKAPCTBEHHBIX [Ipemnaparax, MEIULIMHCKUX
U3IENUAX M CHeLUaNu3UpPOBaHHBIX IPOJYKTax J1e4eOHOro MuTaHus, HeoOXOAUMBIX
JUTSL pealli3alliy PorpaMM JIBIOTHOIO JIEKapCTBEHHOro obecnedyeHus, obecreueHue
ABTOMATH3UPOBAHHOTO  aHalIM3a  OCTAaTKOB  JIEKAPCTBEHHBIX  IIpernapaToB
B MEIHUMHCKHUX U alITeYHBIX OpraHusanusx cyorektoB Poccuiickoit @enepanuu.

[Ipu 3TOM 3aKOHONPOEKTOM MpPENyCMaTPHUBAETCS BHECEHHE W3MeHEeHUMN
B @epmepanbHbiit 3axkoH or 17 mrons 1999r. Ne 178-®@3 "O rocymapcTBeHHOMH
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COLMaNpHOM ImoMOMWH" C LENBI0 3aKpEIIeHHs MeXaHHU3MOB HH(OPMAIHOHHOTO
obmeHa Mexay DenepanbHBEIM PErHMCTPOM IpaxAaH U (emepanbHbIMU PerHCTpaMu
NIHL, HMMEIOMMX [paBO HAa JBMOTHOE JIEKAPCTBEHHOE ofechmeueHre, equHoN
rocyfapcTBEHHON HHGQOPMAIIOHHON CHCTEMOM COLMANIBHOI0 00eceueH .

3aKOHONPOEKTOM YCTAaHAaBNMBAETCS MEPHOJUYHOCTD MEepPecMOTpa MEpEyHS
KHM3HEHHO HEOOXONMMBIX M BaXXHEUIIUX JIEKAPCTBEHHBIX IIpernapaToB (maiee -
nepeyeds JKHBJIIT) He pexe ogHOro pasza B IOf, 4TO IIO3BOJNKT CBOEBPEMEHHO
aKTyaJIU3UpOBaTh MAaHHBIM IMepedeHb C YYETOM eXXEeKBapTAIbHEIX 3aceNaHMi
Komuccuu MunszgpaBa Poccuu 1o ero  QopMHpOBaHHIO B COOTBETCTBHUH
¢ IlpaBumamu GopMupoBaHHs IepeyHedl JeKAPCTBEHHBIX MPENapaToB JUIA
MEIULMHCKOI0 NPUMEHEHUS K MUHMMAIBHOTO aCCOPTHMEHTa JIEKapCTBEHHEBIX
IIpenaparoB, HEOOXOMUMBIX IV OKa3aHUA MEOHLMHCKOMN MOMOIIH, YTBEPXACHHBIMH
nocrasoBneHueM [IpaBurensctBa Poccuiickot ®enepauun ot 28 aerycra 2014 r.
Ne 871.

B HacTosimee BpeMs B COOTBETCTBHM C HacThiO 2 CTaThi 6° (DelepalbHOr0
3akoHa OT 17 mronsgt 1999 r. Ne 178-@3 "O rocymapcTBeHHON cOUUANbHOM ITOMOIIH"
Ha3sHAYeHME JIEKApCTBEHHBIX IIpelapaToB TIpaxgaHaM, WMEIOIIMM [paBo Ha
JEeKapCTBEHHOE oOfecleyeHue B paMKax IIpefoCTaBIEeHHs TroCydapCTBEHHOM
COLIMaNbHOM IIOMONIM, OCYINECTBISETCA B paMKax TMepeuHs JeKapCTBEHHBIX
IpenaparoB Uis MEOUIMHCKOrO IIPUMEHEHUA, B TOM YHCIE JEeKapCTBEHHBIX
IperaparoB O MEOUIIMHCKOTO IpPUMEHEHUS, Ha3HA4YaeMblX TI0 pelICHHIO
BpaueOHBIX KOMUCCHUN MEOULMHCKUX opranusauuit (mamee - mepeuers OHIJIC).
ITepeuenr OHJIC dopmupyercd U3 JE€KapCTBEHHBIX IIperaparoB, BKJIIOYEHHBIX B
nepeyeHs JKHBJIIL.

3aKOHOIPOEKTOM Mpe;IaracTCsa OCYIIECTBIATh JIEKAPCTBEHHOE ObecleyeHHe
OTHENBHBIX KaTeropuil rpaxkgaH B obObeMme He MeHee, 4YeM 3TO MpPeAyCMOTPEHO
nepeurem XHBJII. B cBA3u ¢ 3TMM HEOOXOAMMOCTH B ()OPMHPOBAHUU NEPEHHS
OHJIC oTcyTcIBYeT, M 3aKOHONPOEKT NPEAyCMaTpUBaeT MCKIIIOYEHUE [TOTHOMOYUS
[TpaButensctBa Poccuiickoit @enepanu 1o ero yrBEpKIASHMIO.

[Tepeuenrs OHJIC c¢ 2020 roga BkitodaeT B cebs 406 MexIyHapOIHBIX
HenaTeHTOBAHHBIX HAMMEHOBAHHUU JIEKapCTBEHHBIX CpeACTB. [Ipu 3TOM B paMKax
nepeuds OHJIC wa 2020 rox 6Gonee 100 nexkapCTBEHHBIX CPEACTB HAa3HAYAROTCA
TONBKO [0 peIleHHI0 BpadeOHONH KOMHCCHM. 3aKOHONPOEKT HampaBleH
Ha [IOBBIIIEHHE JOCTYITHOCTH JIGKAapCTBEHHBIX IIpernapartoB JJIi OTHENbHbIX
KaTeropuil IpaIaH MOCPEACTBOM CHATHSA OrpaHWYeHHs B Bune mepeuns OHJIC
H [pefoCTaBieHHS BO3MOXHOCTH [0 00eCledyeHHI0 [JaHHBIX TIpaxAaH
NekapcTBeHHBIMU MpernapaTaMu B o6beMe He MeHee nepeuns JKHBJIII, B xotopsii
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Ha 2020 rom BkMrOYeHO 758 MEXIOYHAPOMHBIX HEMaTeHTOBAHHBIX HaUMeHOBaHUM
NIeKapCTBEHHBIX CPEICTB.

Hasnauenve 1o pemeHuo BpadeOHON! KOMUCCHH JIeKApCTBEHHBIX MPEaparos,
B TOM 4YHclIe He BKIOYeHHBIX B nepeueHs JKHBJIII, He sxomsmux
B COOTBETCTBYIOIIMHA CTaHAAPT MEIULMHCKOM IIOMOIIU WM He IpexyCMOTPEHHBIX
COOTBETCTBYIOLIEH KIMHUYECKOH pPEKOMEHAALUEeH, MOXET OCYLIECTBIATHCI, Kak
U B HacCTOsIIee BPEMs, B COOTBETCTBUHU € YacThiO 15 ctarhbi 37 U MyHKTOM 2 4acTu 3
cratby 80 PepepanpHoro 3akoHa "OO6 OCHOBaxXx OXpaHBI 3JO0POBBS TI'pPaXKIaH
B Poccuiickoit denepauuu".

3aKOHOMPOEKTOM  TaKXXe  IpeIycMOTpeHO  obecleueHHWe  HACENEHMA
JEKapCTBEHHBIMM  IIperapaTaMd B paMKax TEeppUTOPHANbHBIX HpOrpaMm
rocynapcheHHLIx rapaHTuii OGecnnmaTHOro OKasaHWS TIpaXJaHaM MeTUIHHCKON
nmoMouIy B 06beMe He MeHee, 4eM 3To IpexycMoTpeHo nepeunem JKHBJIIL.

Crnenyetr oTMeTUTh CoXpaHeHMe NpaBa cyObekTa Poccuiickoit Denepanuu Ha
olipefeNieHUe JEeKapCTBEHHBIX IIperaparoB, He BKIIOYeHHBIX B mepeuens KHBJIII,
KOTOpBIMU OynyT obecreuuBaThCsl TpaXOaHe 3a CYET COOCTBEHHBIX CpPEICTB
cy6sexkToB Poccuiickoit Qepepanuu, a TaKKe TO, YTO HOpMa 3aKOHOIIPOEKTa,
3aKperstonmas 0043aTeNnbCTBO O O0ECIEYeHHMI0 OTAENBHBIX KAaTeTOpHHA T'paKHaH
JeKapCTBeHHBIMU IIpenapatamu ucxois u3 nepedns JXHBIII, peamuszoBreiBanachk
paHee B paMKax HCIOJNHEHHs TEPPUTOpHANbHBIX Iporpamm IIporpamMmer
FOCYJapCTBEHHBIX rapaHTuii OecIUIaTHOrO OKa3aHMs TIpaxaaHaM MeIULIHCKON
nmomory Ha 2019 roxg u Ha nna”oBbll nepuof 2020 1 2021 rogoB, yTBEPKAEHHOM
noctaHoBneHueM [IpaBurensctBa Pocculickoil @enepaunu ot 10 gexabps 2018 r.
Ne 1506, u npenycmoTtpena B IIporpamMme rocynapcTBeHHBIX FapaHTH OeCIITIaTHOLO
OKa3aHUA TpakJaHaM MeJUIMHCKOHN nomomy Ha 2020 ron u Ha MIAHOBBIM IEPHOL
2021 u 2022 romoB, yTBepxAeHHOU noctaHoBieHueM IlpaBurensctsa Poccuiickoit
@enepauuu ot 7 aexabps 2019 r. Ne 1610.

3aKOHOMPOEKT He IMpOTHBOPEUHUT IosoxeHuIM Jlorosopa o EBpasuiickom
SKOHOMHYeCKkOM coro3e u (CornameHus O eAUHBIX MNpUHIUIAX U IIpaBUiax
oOpallleHUsl JIeKapCTBEHHBIX CPENCTB B paMKax EBpa3uiickoro 3KOHOMHYECKOrO
COHO3a.

Cpok BCTyIUIEHHS B cuily 3akoHompoekrta (¢ 1 urons 2020 r.) ofycnoieH
HeoOXOMMMOCTBIO MpPUBENEHUS B COOTBETCTBUE C HUM akToB IIpaBuTenscTBa
Poccuiickoit @enepanuu ¥ BeIOMCTBEHHBIX HOPMaTHUBHBIX IIPABOBEIX aKTOB.
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- ®HAHCOBO-3KOHOMIYECKOE OBOCHOBAHUE

K MPOeKTY ¢refepanbHOro 3akona ""Q BHeceHUH U3MeHEHHI B OTXe/IbHbIE
3aKoHOJaTe/IbHbIe akThl Pocceniickoii @eaepannu mo Bonpocam obecrnieyeHUA
rpaskaaH jjeKapCcTBEeHHBIMH NIPenapaTaMy, MeHIHHCKHMY H3eTHIMHU
U ceHHAJTU3NPOBAHHBIMH NPOJAYKTAMH JiedeOHOro nuTanus''

Peamuzanus @epepanpHoro 3akoHa "O BHECEHUM H3MEHEHUH B OTHENIbHEIE
3aKOHOHATeNpHble akThl Poccuiickoit Penepamuy 1o BompocaM obecredeHus
IrpaxAaH  JIGKapCTBEHHBIMH  [IperapaTaMy,  MEIUUUHCKMMH  HU3JETHIMHU
W CHeLMaNu3UpOBaHHBIMU MPOAYKTaMH JleueOHOro THUTaHMA" He MoTpedyeT
IOTIOIHUTENBHBIX PAaCcXOM0B 3a CUET OHOMKETHBIX ACCUTHOBaHUM GenepansHoro
Oromxera ©U OyZeT OCYILIECTBIATHECA B I[IpefenaxX YCTaHOBJICHHOH IITATHOM
YUCJIEHHOCTH PabOTHUKOB.

C yuetoM npemycMoTpeHHBIX B 2019 rony ®epmepanbHBEIM 3aKOHOM
"O penepansHoM  Oromxkere Ha  2019rogq u  Ha [naHOBBI  mepHOA
2020 u 2021 romoB" HHBIX MEXOIOKETHBIX TpaHCHEPTOB Ha peaau3allyio
OTHENBHBIX IIOJHOMOYMN B OONAaCTH JIEKAPCTBEHHOTO o0ecIeueHUus B pasMepe
13,67 mnpp. pybneit u moBeqeHHBIX CcyOBeHIMI OGroqxkeraM cyOpekToB Poccuiickoit
Qepepaliyu U Oromkery I. balikoHypa B o6Beme 35,522 mnpa. pybneit oGwmii
OromxeT Ha ¢uHaHcoBoe ofecneueHre B 2019 romy okasaHUA OTHENBHBIM
KaTeropusiM TIpaXOAaH COLMANBHOM yCIYyrM N0 OOECHeYeHUIO JIeKapCTBEHHBIMU
npenapaTaMd i1 MEIHUUMHCKOTO IPHUMEHEHMs, MEIUIUHCKUMU H3TENUsIMHU,
a TaKXe CHeUMaTH3UPOBAHHBIMU INPOAYKTaMU Je4eOHOro MUTAHUA AIsf JeTeli-
WHBaNTUIIOB cocTasul 49,192 miupa. pyonei.

Takxe cyowrextamu Poccuiickoit ®@enepanuu B 2019 rogy Ha peamM3aliuio
PETHOHANBHBIX IIOJHOMOYHUII IO JEeKapCTBEHHOMY OOECIeYeHHIO HAIpaBIeHO
77,31 mnpa. pybaei.

QepepanibHEIM  3akoHOM 'O denepansuoM Oromxere Ha 2020rog U Ha
mwiaHoBeId mepuox 2021 u 2022 romos" B 2020 romy O6romxeraM CyOBEKTOB
Poccuiickoit denepanuu 1 6r0MkeTy . balikoHypa MpeaycMOTpeHo paclpeaeeHre
yKa3aHHBIX cyOBeHumit B o6weme 37,757 Mnpa. pyOnefl U MHBIX MeXOIOIKETHEBIX
TpaHC(EpPTOB Ha peasu3al{i0 OTAEIBHBIX IIOTHOMOYHNM B 00JacTH JIeKapCTBEHHOT'O
obecredenus B pasmepe 13,646 mapa. pybneit (Bcero 51,403 mnpa. pybneit).

Peanuzamus ykazaHHoro PenepaibHOro 3aKoHa TakkKe He MOTpedyer
JOTIONTHUTENBHOr0  QUHAHCHpPOBAaHUS pabOT IO  CO3JaHHIO, [MOCHenyroliel
IKCIUTyaTallMd U Pa3BUTHIO GelepaspHOro perucTpa rpaxiaH, UMEIOUIHX MpPaBo
Ha ofecreuyeHue JIeKapCTBEHHBIMM IIpelapaTaMiy, MEeIUIMHCKUME H3OETHAMU
W ClHeLUald3UpOBaHHBIMU [POIYKTAMU Ne4eGHOrO IIMTAHHS 3a CHET CPENCTB
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OOKETHBIX AaCCUTHOBaHHM (denepanbHOoro OroKeTa U OIOIXKETOB CYOBEKTOB
Poccuiickoit ~ Demepauuu,  MOOCKONBKY  (HHAHCUpPOBaHWE  MEPOIPHATH
Mo HMHQOPMATU3ALMH, HAMpPABICHHBIX HAa pa3BUTHE, OKCIUIYATALMIO eJUHON
rOCyJapCTBEHHOX HHGOpPMAILMOHHON cUCTeMbl B chepe 30paBOOXpaHEeHH
M OpefOCTaBleHME  BBIUMCIMTENBHBIX  MOIIHOCTeH  Juii  obecriedeHns
GYHKIHMOHUPOBAHUS €IUHOM roCyJapCTBeHHON HHPOPMAIIMOHHOM CUCTEMEI B Cdhepe
30paBOOXpaHeHUs, MIPEAYCMOTPEHO B paMKax delepanbHoro mpoekra "CozgaHue
eNMHOTO LMPPOBOrO0 KOHTYpa B 3[ApaBOOXpPAaHEHUH Ha OCHOBE eJMHOMN
rocynapCTBeHHON HHGOPMAIOHHOM cucTeMBl B chepe 3apaBooxpanenus (ETTIC3)"
HallMOHABHOIO poeKTa "3apaBooxpaHenHue”.
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IIEPEYEHD

dbenepaJbHBIX 32aKOHOB, HOAJIEXKANUX NPHU3HAHUIO YTPATHBILIMMH CHIY,
NMPHOCTAHOBJICHHIO, N3MEHEHHUIO UJIM IPUHATHIO B CBA3H C IPOEKTOM
denepasbHoro 3axoHa 'O BHeceHHHU U3MeHEHHI B OTAEJbHBIE
3aKOHOAaTelbHbIe akThl Poccuiickoit @egepanuu no Bonpocam obecnevyeus
rpakiaH JeKapcTBeHHBIMH NIpenapaTaMu, MeIHIMHCKAMH H3eJUsIMHU
H clelHAJTU3UPOBAHHBIMU NPOAYKTAMH JledeOHOro nurauus'

B cBasu ¢ mpoextoM denepanbHOro 3akoHa "O BHECEHUM HW3MEHEHHMH
B OTHeJbHBIE 3aKOHOMAaTeNbHBIe akThl Poccuiickoit degmepaii MO BOIPOCaM
obeclieyeHrs TPaXXIaH JIEKApCTBEHHBIMHE IIperapaTaMy, MEAULUMHCKHUMY H3AETUIMH
U CHOElHAlM3UPOBAHHBIMY - IIPOAYKTAMH JiedeOHOro mNuTaHuA" He mMoTpebyercs

IIpU3HAHU YTPATUBIIUMHY CHITY, IPUOCTAHOBJIEHUA, U3MEHECHUS WY IPUHATHS UHBIX
dbenepanbHBIX 3aKOHOB.
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MPABUTEJIGCTBO POCCHMCKOHN ®EIEPAIVH
| PACIIOPSIXEHUE

ot 15 despang 2020 r. Ne 293-p

MOCKBA

1.Buectu B Tocymapcreennyro [Hymy PenpepansHoro Cobpanug
Poccuiickoit ®enepauuyd mnpoeKkT QelepalbHOro 3akoHa "O BHECEHUH
M3MEHEHUN B OTHAE/bHbIE 3aKOHOAaTenbHble akThl Poccuiickolt @egepaumu mo
BompocaM  ofecriedeHWsa  TpaXOgaH  JIeKapCTBEHHBIMU  [pemapaTaMy,
MEIHUWHCKHMH H3AETHUAMH U CIIEHUANM3UPOBAaHHBIMY [IPOAYKTaMH JieueOHOro
TUTaHus".

2. Ha3payute 3amectutens MuHucTpa 3ApaBooxpaHeHus Poccuiickoii
Depepanyiu XopoBy Hatasneio AsieKCaHApoBHY OQHLMANbLHBIM MpeICTaBHTEIEM
[IpasutensctBa Poccuiickoli @epepalid [OpU pacCMOTPEHHM IajaTaMH
PenepanbrHoro Cobpanus Poccuiickoit ®Depepamuu npoekta benepanbHOTO
3akoHa "O BHECEHMH H3MEHEHHH B OTIE/IbHblE 3aKOHOJATENbHBIE AKTHI
Poccutickoit Penepaliuu no BonpocaM obecniedeHus rpaXkIaH JIeKapCTBEHHbIMU
npenaparaMd, MeIUIMHCKHMM  M3HENUAMH M CHeNHaIH3MPOBaHHBIMH
IPOLYKTaMH JieyeOHOro MUTaHus".

[pencenatens ITpaButensc
Poccuiickoit @egeparuy

M.Mumycrun

4389887



