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MHHHUCTEPCTBO 3IPABOOXP A MEHFSC 0CTHUHH PoCCHACKOR OENEPALHH
POCCHICKOH ®EAEPAIMYS APETHCTPHPOBAHO

(MUHSAPABPOCCHI) | perycrpannonnmii M 4/ 2 3 A2
IPUKAS o 'Zllezl Wb,
(8 Gebroas 2066 N (2K
-7 Mocksa

O6 yTBep:kaeHNH
¢opMbI cornameHus Me;k1y MHHHCTEPCTBOM 3PaBOOXPaHEHH A
Poccuiickoii ®egepanny H BHICHIHM HCIOJHATENbHBIM OPraHoOM
rocyAapcTBeHHOH BJiacTH cyObekTa Poccuiickoit deaepanum o peajd3anun
NHJIOTHOIO MPOEKTa, HANpaBJeHHOr0 Ha MOAEPHH3ALMIO CHCTEMBI
JIEKapCTBEHHOT 0 ofecrieyeHHs1 OTAECAbHBIX KaTerOPHH rpaskiaH,
BHEJpEeHHE PallHOHAJbHBIX MoJeJiel ieHo00pa3oBaHu,

B TOM 4HCJIe HA OCHOBe pe(pepeHTHBIX IIeH Ha JJeKapCTBEeHHbIE NpenaparTsl
AJISI MeIHUMHCKOT0 MPUMEHEeHHsl, HA TEPPUTOPHH CYyObEKTA
Poccniickoit @enepannu, a Tak:ke GOPMEI 0TYETA O XOJ€ peaH3allHl
YKa3aHHOI0 NUJIOTHOIO MPOEeKTa, NOPSKa H CPOKOB €ro NnpeacTaBJIeHHUs

B coorBerctBHM ¢ NyHKTOM 2 pacnopsbkenus IIpaBurensctsa Poccuiickoit
@eneparu ot 30 suBaps 2015 1. Ne 136-p (Cobpanue 3akoHOmarenscTBa Poccuiickoi
®enepanuy, 2015, Ne 6, ct. 1001) mpuk a3 s Balo:

1. YTBepauts:

GopMy cornameHds MexAy MUHHCTEpCTBOM 3IpaBooXpaHeHHs FPoccuiickoi
®enepalliyl ¥ BBICIIHM HCIOJHUTENBHBIM OPraHOM TOCYJAapCTBEHHOM BIAaCTH CyOBbekTa
Poccuiickoli ®enmepanuu 0 peanu3ali MHJIOTHOIO IPOEKTa, HAIPAaBJICHHOIO
Ha MOJEPHU3ALMI0 CHUCTEMBI JIEKAPCTBEHHOro oOecreuenHs OTHENBHBIX KaTeropuii
rpaxiiaH, BHEJpEHNe PallMOHANBHEIX MOJeNel IeHooOpa3oBaHus, B TOM YHCIIE Ha OCHOBE
pedepeHTHBIX 1LIeH Ha JIeKapCTBEHHBIE IIpenaparhl i MEIHUIIHHCKOTO IMPUMEHEHMUS,
Ha TeppuTopuu cyonrekTa Poccuiickoii ®enepaliiy, cOrnacHo NpHIOKeHUo No 1;

dopMy oTUeTa O XOJe peaNu3alMM IHIOTHOTO IIPOEKTa, HAalPaBIEHHOIO
Ha MOJEPHU3ALUI0 CHCTEMBI JIEKAPCTBEHHOro 0OecriedeHHs OTHAEIbHBIX KaTeropui
rpaxaH, BHEJIpeHUE PallMOHANBHEIX MoJernell eHoo0pa3oBanus, B TOM YHCIE Ha OCHOBE
pedepeHTHBIX IIeH Ha JIeKapCTBEHHbIe IIpenapaThl s MEIUIIMHCKOIO IpHMEHEeHHH,
IPEXOCTABISEMOrO BBICIIMM HCIOIHHUTENBHEIM OPraHOM TOCYIapCTBEHHOW BIIACTH
cy6nekTa Poccuiickoii denepaiiuu, COrmacHo MpuioxeHuro Ne 2;

HOPAIOK M CPOKH MpEICTaBICHUS 0T4YeTa O XOJ€e peallu3ally MUIOTHOTO IIPOEKTa,
HAIpPAaBJIEHHOIO Ha MOJAEPHH3AIUIO CHCTEMBI JIEKAPCTBEHHOIO O0EeCTeYeHHs. OTCNBHBIX
KaTeropyii rpaxxaad, BHENPEHUe PAIlMOHATBHBIX MOJieNlel IeHo0Opa3oBaHus, B TOM YHCIe
Ha OCHOBe pedepeHTHBIX IIeH Ha JIEKapCTBEHHBIE Npemnaparbl Ul MEIUIUHCKOro
TPUMEHEHNs], COMIACHO MpUIOXKeHUIo Ne 3.



2

2. JlenaptaMeHTy JeKapCTBEHHOIO oOecCIedeHUs MU peryJUpOBaHMs oOpalleHus
MenunuHCkux wm3genud (E.A. MakcuMkpaHa) o0ecleudTh 3aKIOYEHHE C  BHICIIUMU
HCIIOJTHUTEJIBHEIMH ~ OpraHaMM  OCYJApCTBEHHOM BJacTH cyOBekToB Poccuiickoi
denepaliy, NPOIIESAIIAMHA OTOOP B COOTBETCTBHU C IIYHKTOM 2 DACIOPSKEHUS
IpasutenscrBa Poccuiickoit ®eneparmu ot 30 supaps 2015 r. Ne 136-p, cornamennii
o opme, yTBEP)KIEHHON HACTOSIINM IIPUKA3OM.

3. KoHTponb 3a HCHONHEHHEM HACTOSIIEero IpHKa3a BO3JIOKHUTH Ha IE€PBOro
3aMecTuTeNs MuHHCTpa 3upasooxpanenus Poccuiickoii ®enepanun M. H. Karpamansna.

Munuctp B.H1. CxBopuosa




ITpunoxenue Ne 1
K npukasy MuHuCTepCTBa 30paBOOXPaHEHNs
Poccutickoit ®enepanmn
oT«/8» gelpsse 2016 T.Ne 12/ 4

dopma

Cornamenune
mex1y MunucrepcTBom 3apaBooxpaHenust Poccuiickol ®enepannu

(HauMeHOBaHKE BRICIIETO HCIIOHUTENBHOIO OpraHa rocy 1apcTBeHHoO M BnacT cybbsekta Poccuiickoit Peneparu)
o peaau3auui B 201__ roay nuJOTHOIO NPOEKTa, HANPABJEHHOTI 0
Ha MOACPHU3AIHIO CHCTEMBI JICKAPCTBEHHOI'O obecneyeHHs OTAEJIbHbIX KaTeropm‘»i
rpaxKaaH, BHCIpCHHE pallMOHAJbHBIX MOL[eJleﬁ HeH006p330BaHﬂﬂ,
B TOM YHCJIC HA OCHOBEC pe(l)BPEHTHle IeH Ha JIEKApCTBEHHbIC NpelapaThbl
JAJi1 MEJHIUHHCKOIro NIpHMEHCHHUHA ‘

r. Mocksa « » 201 r.

MunncrepctBo  3apaBooxpadenus — Poccuiickoit — ®enmepauuu  (nanee —

MEHHCTEPCTBO) B JIHIIE ;
(momxkHOCTh ¥ ®.H.0. yroTHOMOYEHHOTO JOIDKHOCTHOTO JIMLR)

JeiicTByromiero Ha ocHoBaHMH [lomoxenums o MuHHCTEPCTBE 3IPaBOOXPAHEHUS
Poccuiickoii denepanyu, yTBepKIeHHOro noctaHopneHueM IIpaButenscTBa Poccuiickon
deneparmu ot 19 mronst 2012 r. Ne 6081, 5

(HaMMEHOBaHUe M PEKBU3HTHI IOBEPEHHOCTH)

U

(Ha¥MEeHOBaHME BHICIIErO UCIIONHUTENBHOTO OPraHa rocy 1apCTBeHHOH BIaCTH cy6bekTa Poccuiiexodt denepannn)
(Jlanee — Bricmmif  HMCIIOJHUTEIBHBIN opraH rocy,uapCTBeHHoﬁ BJIaCTI/I) B JHIOC

b

(nosmxHOCTS B ©.M.O. pyKoBomuTE N BHICIIET0 HCIONHATENBLHOTO OpraHa rocy 1apCTBEHHOH BliacTH
JWTH YIIONTHOMOYEHHOTO NOKHOCTHOTO JIULIA)

JEUCTBYIOLIETO Ha OCHOBaHHUH , IMEHYyEMBIE

B pmanbHeiimeM «CTOpOHEI», B COOTBETCTBHH C pacmopsbkeHreM IlpaBuTenbcTsa
oo 2

Poccuiickoit ®Penepanuu ot 30 smBaps 2015 r. Ne 136-p” 3aKmo9minn HacTosiee

Cornamiesue o HHXKECIICAYIOUIEM:

I. ITpeamer CornauieHus

1. Ilpenmerom Hactosmiero CornameHus SBIAETCA peanusanusd B 201 1.
Ha TepPUTOPHH

(namMenoBanue cyObekra Poccuiickoi Denepalium)
MMAJIOTHOTO IIPOCKTA, HAIpPaBJICHHOTO Ha MOJCPHU3ALHIO CHUCTEMBI JIEKAPCTBEHHOI'O
obecriedeHus OTIEJIbHBIX KaTel"OpI/Iﬁ rpaxigaH, BHEIPCHHC paliOHaJIbHBIX MozeIen

! Cobpanue 3akoHoxarenbcTBa Pocculickoit denepauny, 2012, Ne 26, cT. 3526; 2013, Ne 16, cT. 1970; Ne 20, ct. 2477; Ne 22,
c1. 2812; Ne 33, cx. 4386; Ne 45, ct. 5822; 2014, Ne 12, cT. 1296; Ne 26, c1. 3577; Ne 30, ct. 4307; Ne 37, CT. 4969; 2015, Ne 2,
cT. 491; Ne 12,¢1. 1763; Ne 23, cT. 3333; 2016, Ne 2, cT. 325.

2 Cobpanue 3akoHONaTeNbCTBA Poccutickoi denepauny, 2015, Ne 6, c1. 1001.
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leHoOOpa30BaHUsA, B TOM 4YHCIe Ha OCHOBe pedepeHTHBIX LeH Ha JIEKapCTBEHHBIE
npernaparbl U1 MEQULIHHCKOrO NpPUMEHEHHs (Janee — MUIOTHBIM IPOEKT), BKIIOYas
ClIe Iy FOIIHe MEPOTIPHUSATHUS:

(nepedeHb MEPOTIPUATHIA)

II. B3auMopeiicTBHE CTOPOH

2. MunucrepcTBO 0053yeTcs:

2.1. ocymiecTBNATh OLEHKY 3(GEKTUBHOCTH peaJn3alli¥l I[MHJIOTHOTO IIPOEKTa
Ha OCHOBaHWH IPEJCTABIsAeMbIX BBICIINM HCIIOMHUTENBHEIM OPraHOM IOCYIapCTBEHHOM
BIACTH OTYETOB O XOJ€ pealu3aluy [HJOTHOrO IpoekTa o ¢opMe COrnacHo
nputoxennio Ne 2 k nprkasy Munucrepctsa ot « {9 geb) g £ 2014 . Ng/_y_£,3
¥ uHOM MH(oOpMamuu U (UIM) JOKYMEHTOB B cooTBercTBEM ¢ IyHKTamu 4.2 u 4.3
Hactosmero CornamieHus;

2.2. MOArOTaBIMBATL 3aKitOYeHHe 00 YCTpaHEeHMHM BBHIABJIEHHBIX HapyINeHHH
MCIIONHEHUs] BEICHIMM HCIIOJIHUTENbHBIM OPraHOM TI'OCYJapCTBEHHOW BIACTH YCJIOBUH
nacrosmero CornameHus (fanee — 3aKiiOYeHWe) W HampaBilAThk ero Bricmemy
HCIIOJIHATENFHOMY OpraHy OCYJapCTBEHHOM BIACTH B TEUEHHME TPEX paboduux IHeH
CO IHS COCTaBJI€HMS ¥ DONIUCAHUSA YIOJIHOMOYCHHBIM JOJDKHOCTHBIM  JIMIIOM
MunncrepcrBa.

3. MUHHCTEPCTBO BIIPABE:

3.1. Tpe6oBaTh MpeNCTABICHIS OTIETOB O XO/Ie€ pealn3alii MUIOTHOTO MIPOCKTa;

3.2. 3aIpalMBath y BEICIIEro HCHIONHATENBHOIO OpraHa rocy1apCTBEHHOH BIaCTH
HHGpOpMAIHIO ¥ (JTH) JOKYMEHTEI, HEOOXOIUMBIE ISl MCTIOJHEHMS YCIIOBUH HACTOSIIETO
CornamieHus;

3.3. POBOXHUTE IpPOBEPKH (BBIE3HBIE M KaMepallbHble) COOTBETCTBUA cyOBekTa
Poccuiickoii ®enepaliuy KpHUTEPUSAM, YCTAHOBICHHBIM ITyHKTOM 1 pacnopsoxeHus
IIpasurenscTBa Poccuiickoit ®enepaunn OT 30 staBaps 2015 r. Ne 136-p, 1 MCTIONHEHHA
BBICIIEM KCIIONHHATEIbHEIM OPraHOM TOCY[apCTBEHHOM BIACTH YCIOBHH HACTOSIIETO
CornamieHus; |

3.4. Tpe60BaTh YCTpaHEHWs BBIBICHHBIX HapyIICHHH B ob0beMax U CpOKH,
yKa3aHHBIE B 3AKIIIOYECHUH.

4. BEICIIMIA HCIIONHUTENBHEIN OpraH rocy IapCTBEHHOH BIacTH 0043y eTcs:

4.1. obecreynBaTh COOTBETCTBHE

(HaumeHOBaHKe cyGbekTa Poccuiickoit Qepnepanun)

KPUTEPHSM, [epEeYUCICHHBIM B IIyHKTe 1 pacropsiKeHHs INpasurtenscTBa Poccuiickon
denepauuu ot 30 sHBaps 2015 . Ne 136-p;

4.2. IpeCTaBIATh OTYET O PeaNu3al|y MHIOTHOTO IPOEKTa B IOPALKE COTIIACHO
npunoxenuo Ne 3 x npukasy MuHHCTEpCTBA oT «[_9_ » gL Gho s 2016 r. Nelelw

4.3. mpeAcTaBiIATh IO 3ampocy MUHHCTEPCTBA usdopManHio ¥ (WIH) TOKyMEHTSL,
HeoOXOMMMBIE UL HCTIOJIHEHUs HacTosmero CornaieHns,

4.4. obecrieunTh HaJIU4YUe B OIOKeTe

(HaumeHoBanue cy6bekTa Poccuiickok denepannu)

6IOJI)KCTHBIX ACCUTHOBaHWH Ha pealn3anyro [IUJIOTHOTO ITPOCKTA,

 Mlynkr 2 pacrnopskenus IlpaBurenscTBa Poccuiickoit ®enepammn oT 30 sHBapa 2015 r. Ne 136-p (Cobpanue

sakoHomaTenbeTea Poccuiickoit depepauuy, 2015, Ne 6, cT. 1001).



4.5. obecniedyuTh NMPUHATHE HOPMATHBHBIX NPaBOBBIX aKTOB cybwnekTa Poccuifckoi
®denepauyy, HEOOXOOUMBIX U1 HaJIexamed peammsaruu Hacrosmero Cornamenus,
M TIpeJCTaBUTh UX KOIMHUH B MHUHHCTEPCTBO B 2-MeCSYHBIH CPOK CO IHSA 3aKIIIOYCHHS
Hactosero CornameHus;

4.6. OcyliecTBIATh:

JIOBEZICHWe JI0 MEIMIMHCKMX M (WIM) anTeYHbIX OpraHu3anuil OromKeTHBIX
acCCUTHOBaHMH, MpeyCMOTPEHHBIX B Ol0pKeTe

(namMeHoBaHue cy6brekra Poccuiickolt depepanum)
Ha p€alIu3alluiO MUJIOTHOI'O IIPOCKTA,

BECACHHUE peecTpa MEIAUIHUHCKHX H alTCYHBIX Opl"aHI/I3aI_II/II7I, YHaCTBYIOIIHNX
B pealii3allii IMHJIOTHOTO IIPOCKTA,

B€ACHHUE yUf€Ta CBeI[eHI/II‘;I O BBIITHCAHHBIX PEILCIITaX Ha JICKAapCTBCHHBIC IIpEIiapaThl
ANnd  MEOUIMHCKOro IIPUMEHCHHA U (HIIH) 3a(1)I/IKCI/IpOBaHHBIX B MEIMUIMHCKON
JOKYMEHTALMH MNAaITMeHTOB Ha3HAUYECHUIX JICKapCTBCHHBIX IIperapaToB AJid MECIUIIUHCKOIO
NNPUMEHEHHS B II€PpHOL OKa3aHH:A MCJIPIIIPIHCKOfI IIOMOIIM rpaXxjaaHaM IIpH peaiu3annu
ITHJIOTHOI'O IPOEKTA,

4.7. YcTaHOBUTH ITOKA3aTEIH peanu3any MUIOTHOIO IIPOEKTa, BKIHOYasi:

YHUCJIO TpaXXAaH, YHaCTBYIOIIUX B [MHJIIOTHOM IIPOCKTEC,

YUCJIO CIy4YaeB o6pa1ueHm B MEIUIIMHCKHUEC OpraHu3anum;

YHUCJIO BBEIMHMCAHHBIX PELENTOB Ha JEKApCTBEHHBIE MpENaparthbl AjI1 MEIUIHHCKOIO
NpUMEHEHHUSA U (I/IJII/I) 3a(1)I/IKCI/Ip0BaHHLIX B MEIMIIMHCKOW NTOKYMEHTAIMH MNalydeHTOB
Ha3HaYeHUH JIEKapCTBEHHBIX IIpenaparoB AJisi MEAUIMHCKOIO NPHMEHECHUS Ha OIHOTO
NayveHTa B IIEPpHUOJ OKa3aHUA MC,Z[PIIII/IHCKOﬁ IMIOMOIIY,

HaMMEHOBAaHHE, YMCJIO U CTOMMOCTH OTHIYIICHHBIX JIEKApCTBCHHBIX IIPENapaToB
1A MEAUIHHCKOI'O IIPUMECHCHMA.

5. Beicimii HCIIOJIHUTENBHBINA opraHn FOCyZ[apCTBeHHOfI BJIaCTH BIIpaBe:

5.1. obpamartbcss B MHUHHCTEPCTBO 3a Pa3bsCHEHUSMH B CBSI3H C HCIIOJIHCHHEM
HacTosmtero CoraneHus;

5.2. [NpUCYTCTBOBATh MNpPH IIPOBOJHMBIX MHuHHCTEPCTBOM IPOBEPKAX (BI:ICBJIHLIX
u KaMepaJILHBIX) HUCIIOJIHEHUS BpicmIMM HCNOJHUTEIBHBIM OpPraHOM roCyXapCTBEHHOM
BJIAaCTH yCJ'IOBI/Iﬁ Hacrosmero CorianieHus.

III. Cpoxk neicTBHS COTIAICHUs

6. Hactosimee CornameHue BCTYIaeT B CALy CO JHS €ro MOANMCAHUSA U JeHCTBYeT
O« » 201 ropa. Juem nopmucanus Hactosiero Cornamenus CauTaeTes
JaTa ToMIHcaHisd MHUHHCTEPCTBOM MOANMCAHHOrO BBICIINM HMCIOIHUTCIBHBIM OPraHoM
rocyaapcTBeHHoH Bnacty CornameHus.

7. Hacrosimiee CorvamieHue IOAJEXUT PACTOPKEHUIO B CIy4dae BbIABJICHUS
HEeCOOTBETCTBHS CyObekTa Poccuiickoilt ®ezneparmu XOTs OBl OJIHOMY KPUTEpHIO,
yCTaHOBJIEHHOMY IyHKTOM 1 pacmopsbkenus IIpaBuTenbcTBa Poccuiickoit Denepanuu
at 30 suBaps 2015 r. Ne 136-p.




1V. 3aximrounTensHbie MOJIOXKEHUS

8. Criops! (pa3Horiacus), BO3HUKaroImue Mexxxy CTOpOHaMH B CBA3M C UCIIOJIHEHUEM
Hactosimero CornamreHus, pa3pelaloTcs HMH II0 BO3MOXHOCTH IIyT€M IIPOBEACHHS
eperoBOpOB ¢ OQOPMIIEHHEM COOTBETCTBYIOIIUX IIPOTOKOJIOB MIH MHEIX JIOKYMEHTOB.

9. B ciyyae HEBO3MOXXHOCTH YperyJIMpOBaHUS CIIOPHl (pa3sHOINACHA) IIOAJIEKaT
pPacCMOTPEHHIO B ITOPSJIKE, YCTAHOBJIEHHOM 3aKOHOAATeNbCTBOM Poccurickoit Penepanyn.

10. U3meHenuss BHOcATCS B HacTosmlee CornamieHue Nno cornacoBaHuio CTopoH
myTeM O(OpPMIIEHHS JOIOJHUTENbHBIX COTJANICHUH, IOIIHCAHHBIX YIIOJIHOMOYEHHBIMU
npeactaBuTesMd  CTODOH U SBISIOIIMXCS HEOTHEMIIEMOM YacTBIO  HACTOMAIIEro
Cornamenus.

11. Hacrosmee CornaiieHue COCTaBIE€HO B IBYX 3K3EMILIAPaX, UMEIOLINX PaBHYIO
IOPHIHYECKYTO CHITY, IO OTHOMY JUIsl KaXkaol u3 CTOpPOH.

V. Pexsusuts! 1 nognucu CTOPOH

MpunucTepcTBO: Briciuyii HCIIOIHUTENbHbI Opray
roCyJapCTBEHHOM BJIACTH:

MunucTepcTBO 3ApaBooXpaHeHns Poccuickoi HavMeHoBaHUE 1 MECTOHAX0XICHHE
denepaumuy, Bricurero UCTIOJHUTENBHOIO Oprasna
127994, r. Mockpa, PaxMaHOBCKHH IIEPEYIIOK, rocyIapcTBEHHON BIIaCTH
o. 3/25 BankoBckue peKBU3UTH! BrICInero
JIuieBo# cyeT, pac4ETHBIH CYET HCIIONHATEIBHOTO OpraHa rocylapCTBEHHON
WHH BJIaCTH:
KIIII Vnpasnenne OenepanbHOro Ka3sHa4eHcTBa
BUK 110 CyOBEKTy (JIMLIEBOM CYET — IIPH HAJIWYIUN)
OKTMO HanMeHOBaHHe GaHKa M PacUETHBINA CYET

WHH

KIIII

BUK

OKTMO

Kon agMuHACTpaTOpa JOXOIO0B
(TONHKO TPEX3HAUHBIH NpeQUKC):

(ZOMKHOCTE YIIOITHOMOYEHHOTO JOJDKHOCTHOTO JIHIA (ROKHOCTE pyKOBOAMTENSA Briciliero
MHUHHCTEPCTBA 3IPaBOOXPAHEHHs HCTIOIHATEIFHOr0 OpraHa rocyIapCTBEHHOM BIIacTH
Poccuiickoi denepaumn) JUTH YTIOMHOMOYEHHOTO JIALIR)
(roanuck) (®.1.0.) (noamice) (®N.0)

M. 1L M. IL
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[Tpunoxenue Ne 3
K MpuKa3y MuHucCTEpPCTBA 3APaBOOXPaHEHHS
Poccuiickolt ®enepanuu
OT«/E» gebpscs 2016T.Ne (2(p

Ilopsinok m cpoku
NpeACTaB/IeHHs OTYETA O X0/¢ peajH3alHH NMHJIOTHOIO MPOEKTa,
HANPaBJIEHHOr0 Ha MOJEPHH3AIHIO CHCTEMbI J1eKapCTBEHHOro obecnedeHus
OTAEeJbHBIX KATEropuil rpakJaH, BHeJApeHHe PallHOHAJIBHBIX Moje el

HeHOooOpa3oBaHHs, B TOM YHCJe HA OCHOBE pehepeHTHBIX IEH

Ha JIeKapCTBEHHBbIE NIPpenapaThl 1151 MeIHLHHCKOro IPpIMeHEeHN,

NpeaocTaBJsieMOro BbICIIHM HCIIOJHHTEIBHLIM OPraHOM

rocyiapcrBeHHOH BJiacTu cyonexTa Poccuiickon ®enepanun

1.Oteer o0 xome  peamu3alldd  IHJIOTHOTO  IIPOEKTa,  HAMPABIEHHOIO
Ha MOJEpHHU3AI[HI0 CHCTEMBI JIEKapCTBEHHOI'0 oOOecreueHusl OTAEIBHBIX KaTeropui
rpakJiaH, BHeIpeHHEe PalMioOHAJIBHEIX MojIeNel 1ieHo00pa3oBaHys, B TOM YHCII€ Ha OCHOBE
pedepeHTHBIX ILEH Ha JIeKapCTBEHHBIE Mpernaparbl s MEAUIMHCKOro IIPMMEHEHUS
(manee — oTYeT), IpPEOCTaBIAETCS €XeKBapTalbHO, HE MO3JHEE 5 4YHClIa Mecsla,
CIeIyIOLLIErO 32 OTYETHHIM.

2. Otyer mpencTaBiIeTCS BHICIIMM HCIOTHUTEIBHBIM OPraHOM TOCYHapCTBEHHON
BIacTH cyOpekta Poccuiickoii ®emeparmu B MUHHCTEPCTBO  3ApaBOOXpaHEHUS
Poccuiickoit @Depmepaiuy Ha OyMaXHOM HOCHTENe WIH B DJIEKTPOHHOH (opme
3a TOANMCHIO  YHOJHOMOYEHHOrO JHIa  BBICIIEr0  KCIOJHUTENBHOIO  OpraHa
roCyIapCTBeHHOH BiacTH cyObekTta Poccmiickoi Depepand M 3aBepseTCs IeYaThio
JMAHHOTO OpraHa.

3. Ilpu BBIIBIEHWM HEMOJHOTHI AAHHEIX, MOIJIEXAIUX YKa3aHHUIO B OTYETE, OTYET
B TeYeHHe TpeX paboumx AHEH co AHA NOCTyIUIeHMs B MUHHCTEPCTBO 3APABOOXPAHCHUS
Poccuiickoii ~ ®enepamuu  BO3BpalaeTCs  BBICIIEMY  MCIIOJHHUTEIBHOMY  OpraHy
rocyJapcTBeHHOMN BiacTH cy6nekta Poccuiickoit denepanun Ha 10paboOTKy U MOMIEKHUT
[IOBTOPHOMY IPEACTAaBIEHHIO B MHUHHCTEPCTBO 37paBooXpaHeHHs Poccuiickoi
desepaniuy B TedeHHe MATH paboYMX [JHeW €O JHA MOCTYIUIEHWS B BBICLIMH
WCTIOTHUTENBHEIH OpraH rocy1apcTBeHHOM BiacTu cyOobekta Poccutickoi denepanuu.



