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O BHeceHHH H3MEHEHHH
B ITos102kenne 0 KoMHccHH MHHHCTEPCTBA 31PAaBOOXPAHEHHS
Poccuiickoii ®eaepanun no popMHPOBaAHHIO NEpeYHeEl JeKaAPCTBeHHBIX
npenapaToB AJs MeIHIHHCKOr0 NPAMEHEHNs] H MUHHMAJILHOr0 aCCOPTHMEHTA
JeKAPCTBEeHHbIX MPeNapaToB, HeOOXOAHMBIX /ISl OKA3AHHS MeHIUHCKOH
HOMOIIH, YTBepKIeHHOoe NPHKa30M MUHHCTepCTBa 31paBOOXPaHEeHHS
Poccniickoii ®enepanuu ot 9 centadps 2014 r. Ne 498u

IIpukaspiBato:

VTBepMTs MpWIaraeMble W3MEHEHHs, KoTopble BHOcstcs B Ilomoxenue
0 KoMHMCCMH MuHucTepcTBa  3ApaBooxpaHeHHs Poccmiickoit  @epnepanun
no (GOPMHMpPOBAHHIO IEpeYHEeH JEKapCTBEHHBIX IPENapaToB Ui MENUIMHCKOro
IpUMEHEHHsT W MHHHMMAJBHOrO aCCOPTUMEHTa JIKapCTBEHHBIX  IIpenaparos,
HeOOXOMUMBIX Uil OKa3aHHA MEAMLMHCKOM IOMONIIY, YTBEPXAEHHOE IMPHKA30M
MuHrcTepcTBa 3apaBooxpaHenus Poccuiickoit ®enepauun ot 9 centsabps 2014 r.
Ne 498H (3apermcTpupoBan MunucrepctBoM IocTuium Poccuiickoii @exepanuu
29 cenTa6ps 2014 r., peructpanoHnbii Ne 34182).

Bpro Munnctpa /// H.A. Xoposa
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YTBEPXJEHbI
IpuKa3oM MHHHCTEPCTBA 34paBOOXPaHCHHS
Poccuiickoit @eaepanyu
oT 'fE,e,c,Q,'[,m 200G . NeAf2RH

HN3meHeHus,
KoTopsie BHOCsTCA B Ilo/10:KenHe 0 KOMHCCHH
MunHcTepcTBa 34paBooxpanenus Poccuiickoit @egepannn
no JopMHPOBAHHIO NepPeyHeH JeKAPCTBEHHBIX PENapaToB AJsi MEAHIHMHCKOro
NpHMEeHEeHHs 1 MHHUMAJILHOIO0 ACCOPTHMEHTA JIeKapCTBEHHLIX NpenapaToB,
He00XO0AHMBIX U1 OKA3aHHS MEeAHIMHCKOI NOMOINH, YTBEPKIEHHOE PHKA3OM

MunucrepcTsa 3apaBooxpanenns Poccniickoil ®@enepanun
ot 9 cenTsopn 2014 r. Ne 4981

1. AG3al TpeTuii MyHKTa 1 U3N0XKUTH B CICAYIOMIEH PEIAKIIAH:

«TIEpEYHs JIEKApPCTBEHHBIX MPENapaToB, NpeAHA3HAYEHHBIX WA o0ecneveHus
L, GONBHBIX reMoGMINEl, MyKOBUCIHA030M, THNOGU3apHBEIM HAHU3MOM, 60NIE3HBIO
Tome, 3/10Ka4eCTBEHHBIMM HOBOOOpa30BaHMSAMH JIUM(OUIHON, KPOBETBOPHOH H
POINCTBEHHBIX WM TKaHEeH, pacCesHHBIM CKJIEPO30M, TeMOIUTHKO-YPEMHUIECKUM
CHHIPOMOM, IOHOIIECKMM apTPUTOM C CHCTeMHBIM Ha4alloM, MyKOIIOJIucaxapuio3oM I,
I1 1 VI TmoB, a TaxKe JIHII II0C/IE TPAHCIUIAHTAI[MH OPraHoB M (WJIM) TKaHeH (nanee —
TepeUeHb JOPOrOCTOAMIUX JIEKapCTBEHHBIX MIPEMAapaToB);».

2.B nyskre 3 cnoBa «MunucrepctBa ¢uHaHCOB Poccuiickoit Penepaiuu,»
«MHHHCTEpCTBA PErHOHaNBHOrO pasBuTHA Poccuiickoit @exepauyii,» HCKIIOYHUTH,
cioBa «®eIepalbHOTO areHTCTBa HAy4YHBIX OpraHu3alMi» 3aMEHHTh CII0BaMM
«MHHHCTEpPCTBA HAYKH ¥ BBICIIEro oOpaszoBanusa Poccuiickoi @enepanum.

3. B myHkre 4:

a) MOJIYHKT 5 U3M0XUTh B CIeTyIOLIeH pelaKIuu:

«5)TpH  TOJOKHUTENBHOM  3aK/MIOYEHMH  JOKYMEHTIbHOM  9KCIepTU3BL
HaIpaBIsgeT NPeJIOKEHH] B IEPEUHH C IIPEJ0CTaBICHHEM JOCTYIA K UX 3JCKTPOHHBIM
BEepCHAM C  [pWiIaraeMbIMH  JOKyMEHTAMH M  CBEJCHWAMH  IIOCPEACTBOM
MHPOPMALHOHHO-KOMMYHUKAIIHOHHBIX TEXHOJIOTHIA:

a) B (elepalbHOoe TrocyJapcTBeHHOoe OmoomkeTHoe yupexaenue «Llentp
SKCHEPTH3bl M KOHTPONS KayeCcTBa MEMUMHCKOM momomy» MuHHCTEpCTBa
3paBooxpanenus Poccuiickoii ®enepamuu (ganee — lleHTp OKCIEpTH3b) I
NpOBENEHHS aHalM3a METOJONOTHYECKOr0 KayecTBa  KIIHHHMKO-5KOHOMHYECKUX
HCCIIeOBaHUY JIEKapCTBEHHBIX MpeNnapaToB M MCCIEIOBaHUM C MCIONB30BaHUEM
aHaJM3a BIMSAHUSA Ha OIOJKeTHl Olo/KeTHO# cucrteMbl Poccuiickoit ®enepanuu B
COOTBETCTBMM C TpeOOBaHHAMHM K METOLOJIOTMYECKOMY Ka4decTBy  KIMHHKO-
SKOHOMUYECKUX HCCIEHOBaHHUN JIEKAPCTBEHHOTO IpemapaTa M HCCIEJ0BaHHA C
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HCIOJIF30BaHMEM aHaIM3a BIMSHHSA Ha Oro/keTsl Oro/pkeTHOW cucteMbl Poccuilckoit
denepanyu, KoTophle mpuBeAeHs! B mpuiokeHun Ne 5(1) k Ilpasunam, a Taxke mus
H3yYCHHs HOMOJHUTEIBHBIX MOCIEACTBUI IPUMEHEHNUS JIEKapCTBEHHOIO IIpernapara Ha
OCHOBAaHMM INKaJIbl KOJWYECTBEHHOW OLEHKH JONOJHUTENBHBIX JaHHBIX O
JTeKapCTBEHHOM  Mpemapare,  IpeJyCMOTPEHHOH  HHTerpaibHBIMH  IIIKaJaMH
KOMIUIEKCHOM OIEHKH JIEKAPCTBEHHOTO IIpemapara, KOTOpble MNpHUBEICHBl B
npuioxxeHnu Ne 6 x Ilpasunam;

6) B npodunsHyro ¢enepanbHyl0 TIOCYJapCTBEHHYIO 00pa3oBaTeIbHYIO
OpraHH3alH{i0 BBICIIEr0 06pa3oBaHKs (MEIULUHCKOTO U (MIH) (papManeBTHIEeCKOro)
(MNM) AOMONHUTENBHOIO INPO(ECCHOHAIBHOIO 00pa30BaHUs, OCYIIECTBISIOLIYIO B
KayeCTBE YCTAaBHOTO BHJa AEATENBHOCTH HAy4HO-HCCIEI0BATEIBCKYIO AEATEIHHOCTD,
60 B MEAMUMHCKYI0O W (wiM) ¢apMaleBTUYECKyl0 HAy4HYI0 OpraHu3aluIo,
OJBEAOMCTBEHHYI0O MuHHcTepcTBY HWIM MUHHCTEpCTBY HAyKM M BBICILETO
oOpazoBanua Poccuiickoii ®Denepamuu (mamee — 3KCIEpTHas OpraHHM3alys), AJs
IIpOBEIeHUs aHATH3a HHPOPMAIMH O CPaBHUTEIbHON KIMHHYECKOH 3Q(PEKTHBHOCTH H
0€e30aCHOCTH JIEKApCTBEHHOI'O IperapaTa, OLEHKHM 3KOHOMHYECKHX IOCIIEACTBUH €ro
IIpEMEHEHHS Ha OCHOBE MHTErPaJIbHBIX IIKaJl, KOTOpBIE IPUBEICHBI B MpUIIoXKeHNH Ne 6
k [IpaBunam;»;

0) MOAITYHKT 7 H3JI0XXUTH B CIEAYIOLIECH peqaKLuu:

«7) HanpaBnsgeT HOCPEICTBOM UHQOPMAIIHOHHO-KOMMYHHUKAIIHOHHBIX
TEXHOJIOTHH IPEAJIOXKEeHHE, B TOM YHCIIe PHIaraeMele K HeMy JTOKYMEHTHI M CBEICHHS,
a TaKKe 3aKIIOYeHHs 10 pe3yjJbTaTaM MpPOBEJEHHBIX B paMKaX aHATOMO-
TepaneBTHYECKO-XMMUUECKOM TpymIsl aHanu3a HHPOpMAaLMKM O CpaBHUTEIBHOM
KJIMHIYECKOH 3(dekTuBHOCTH M 6€30macHOCTH JIEKapCTBEHHOI'O IIPEIapaTa, OLEHKH
HDKOHOMHYECKHMX IIOCIEIACTBH €ro MNpPUMEHEHWS ¢ H3Yy4YeHHs JONOIHMUTENBHBIX
TNOCJIECTBHI IPUMEHEHHs JIEKapCTBEHHOTO Mpenapara (Jjajiee — KOMIUIEKCHAs OLCHKA)
ITIaBHOMY BHEIITATHOMY ClieHHanucTy MUHHCTEpCTBa (Jlajiee — ITIaBHBINA 3KCIEPT) C
Y4€TOM TPOQUISA €ro IeATeNbHOCTH Ui TNOJATOTOBKM HAy4yHO OO0OCHOBaHHOM
PEKOMEHIAlMKH O BKIOYeHHH (00 HCKIIIOYEHWH, OTKase BO  BKIIOYEHUHM)
JIEKApCTBEHHOTO IIperapara B IepeyHy (fanee — peKOMEHIalis INIaBHOIO SKCIEPTa);»;

B) B MOJIYHKTE 9 CJIOBa «C Y4e€TOM 3aKIIOUeHHs MO Pe3yJIbTaTaM JKCIEPTU3EI
TIpe/IIONEHHs B EPeUHH (Jayee - 3aKTIOUeHHE TI0 Pe3yIbTATAM IKCIIEPTH3bL) U HAYIHO
000CHOBaHHON peKOMEHAAIMM T[JIABHOTO SKCIepTa IpelloXeHHs B IEPeYHH,
IpeJIOKEHUsT B MUHUMAIbHEI acCOpPTHMEHT (Jajee - pPEKOMEHTALUMsA IJIaBHOTO
SKCIIEPTA)» 3aMEHUTH CJIOBAMH «C YHUETOM 3aKJIIOUYEHHH MO pe3ybTaTaM KOMILIEKCHOH
OLIEHKH ¥ peKOMEH/IALIMH TJIABHOT'O 3KCIIEPTan;

r) moamyHKT 10 M3I0XKUTH B CIIEAYIOIEH pelaKIIHH:

«10) opranusyer pasMmenieHde Ha OoQHUUANBHOM caiite B cetH «MHTepHeT»
uHpOpPMAI[MH O XOJe M pe3ynbTaTax pPAacCMOTPEHHA MPEMUIOKEHHS B IIE€PeYHH,
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NpeIJIOXKEHNss B MHHUMAJbHBIH acCOPTHMEHT, O MeCTe, HaTe, BpeMeHH 3acelaHui
Komuccru, 0 MpUHATHIX Ha 3acegaHusax Komuccun pemeHnﬂx4;>>;

4.B mnoamyHkTe 2 TyHKTa 7 CIIOBO «JIKCIEPTH3BD» 3aMEHUTh CJIOBaMHU
«KOMILIEKCHO! OLICHKHY.

5. B nmyHkTe 9:

a) MOAMYHKT 2 H3JI0KHTH B CIeAYIOLIEH PeNaKIIHu:

«2) HOATOTOBKY IIPOEKTOB 3aKIIOUEHHH IO pe3ynbTaTaM IOKYMEHTalbHOU
3KCIIEPTH3BI [IPEUIOKEHUH B IIEpeYHH, MUHUMAIIBHBIH aCCOPTHMEHT U UX HalpaBJICHHE
3asBUTENAM MOCPEJCTBOM MH(OPMAIHOHHO-KOMMYHHKAIIMOHHBIX TEXHOJIOTHH, B TOM
yuclie TOATOTOBKY M HalpaBlieHHe MpeMIOXKEeHUH B IepeyHH B LIeHTp SKCIEpTH3BL,
9KCIEPTHO OpraHH3alliy U IJIaBHBIM 3KCIIEPTaMm;»;

6) B HOMNIYHKTE 3 CIOBO «JKCIEPTH3BD 3aMEHHMTH CIIOBAMH «KOMIUIEKCHOH
OLIEHKI;

B) B IOJMNYHKTe 6 clioBa «JlemapTaMeHT HHPOPMALMOHHBIX TEXHOIOTHH U CBI3H
MHuHMCTEpCTBa» 3aMEHMTh cioBaMM  «JlemapraMeHT nM(POBOro pasBUTHA U
HH(OpPMaLIMOHHBIX TEXHOJOTHI MHMHHCTEPCTBaY.

6.B ab3ane mepsom myHkra 10 cnoBa «/lemapTaMeHT HMH(OPMALHOHHBIX
TeXHOJOTHM W CBI3M MUHHCTEpCTBa» 3aMEHHTH clioBaMH «JlemapTaMeHT HuppPOBOTo
pa3sBUTHS M MHOOPMAIIMOHHBIX TEXHONOT Ui MUHHCTEPCTBAY.

7. Iynkt 11 U310XUTE B CleayIOmeH pefakiuu:

«11.3acemanus xomuccum mpoBoaarcs Ao 10-ro uymcaa BTOpOro mecsua
KBapTajla, CIIYIOIIETo 3a KBAapTaloM, B KOTOPOM IpeJCTaBleHo npennoxenue. [Ipu
5TOM Ha OJHOM  3aceJaHMM  KOMMCCHMM  paccMaTpuBaercs He  Oonee
15 nexapCTBEHHBIX IPENApPaTOB.

Ha 3acegaHye KOMHCCHH MPHUTIIAIIAIOTCS MpeacTaBUTeNH LleHTpa 9KCIepTU3kI U B
HEeNAX HAYYHOro ONMIIOHUPOBAHUSA NPECTABUTENH IKCIIEPTHON OpraHU3aluu.

3acenanne KoMuccuu cUHTaeTCs MPaBOMOYHEIM, €CJIM Ha HEM IIPHCYTCTBYET HE
MeHee MoJIoBHHBI WwieHoB KoMuccu.

Pelenys 110 NnpeioxKeHusIM IPUHAMAIOTCS IIPY TOAJIEPKKe He MEHee ITOJIOBHUHEI
OT YHCNIA ToJI0COB MPUCYTCTBYIOIMX Ha 3acefaHuH 4ieHoB KoMuccuu B COOTBETCTBHU
C JIACTAMH TOJIOCOBAHHMS YIEHOB KOMHCCHH, COJAEPXKAIIUMH Pe3yIbTaThl KOMIUIEKCHOH
OLICHKH, C Y4€TOM Hay4HO 000CHOBaHHON PEKOMEHIALNH TTIABHOIO 3KCIepTa.

Ilpu romocoBaHuy Kaxnabid 4dneH KoMuccuu uMeeT mpaBo OJHOro roioca.
IIpaBo yuyacTus B 3acefaHuy KOMHCCHE M rOJNOCOBaHHS MOXeET OBITH AeJIErHPOBAHO
yreHoM KOMHCCHM CBOEMY 3aMECTHUTENIO, SBJIAIOIIEMCA TaKOBBIM IO IITaTHOMY
PAcIIMCAHHMIO OpPraHM3aluy, PaOOTHHKAMH (CIy)KalUMH) KOTOPOH OHH SABJIAIOTCH, HA
OCHOBAaHMM IIMCHMEHHOTO oOpalmeHusi Ha uMs npejcenarens Komuccuu, B KOTOpOM
yKa3HIBAlOTCS (aMUIHUs, WMs, OTYECTBO (TOCIHEJHEE TNpH HAIMYHMH), JODKHOCTh
TpeICTABUTENA, a TAKKe JaTa 3acefaHnd KoMHccuH, B KOTOpPOM JAaHHOe IHIO OyAeT
y4acTBOBATh.
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Ynen Komuccum, oTcyTcTByromuii Ha 3acefanud Komuccuu, BIpase
MpEeICTaBUTh CBOE MHEHHE IO PAacCMAaTpPHBAaEMOMY BOIPOCY B IHCBMEHHOM BHIE,
KOTOpPOE MOJIXKHUT 00s3aTenbHOMY IIPHOOIIEHHMIO K TPOTOKONY —3aceJaHus
Komuccun.».

8. IIlyHKT 12 U3N0XUTH B CIEAYIOLIEH PEIaKIMH:

«12. TlpeacTaBuTenu >KCNEPTHHIX opraHu3anuii, [leHTpa SKCHEPTH3bI, IJIaBHBIC
SKCMEPTHl, TPHHHMABIIME y4YacTHE B IIOATOTOBKE 3aKNMIOYEHHH II0 pe3yJabTaTaM
KOMIUIEKCHO! OIIEHKM H Hay4HO OOOCHOBAHHOH peKOMEHJallMM O BKIOYeHHH (00
HCKIIIOYEHHH, OTKa3e BO BKIIOYEHUH) JEKapCTBEHHOrO IIpernapara B IEepedHH
y4acTBYIOT B 3acefanusx KoMHcCHH B ciiydae, yCTaHOBJIEHHOM IyHKToM 32 Ilpaswu,
0e3 mpaBa COBEIIATENLHOIO I'0JIOCA. ).

9. ITynkT 13 M370KATH B CIEAYIOIIEH PeIaKIHH:

«13. Ha 3acegannn KoMuccny nmpHCyTCTBYIOT IIPH HaJIMYUU MpPEABAPUTENBHOIO
o6pamenus B muchMeHHOH ¢(opme B anpec Kommccuu (nanee — mpensapuTelbHOE
obpalieHue), MOCTYNHBLIEr0 He IO30Hee 4YeM 3a 5 pabouMx [OHEH MH0 JHA
COOTBETCTBYIOIlETo 3acenanuss Komuccuu, npencraBuTeNnb 3agBUTENSA, a TaKxke
npeacTaBuTeNn (QeepalbHBIX OpPraHOB HCIOJHMTENBHOM BIIACTH, HE YKA3aHHBIX B
nydKre 3 Hacrosimero IToNoXeHHs, NpPeICTaBHTENH HMHBIX CYOBEKTOB OOpamieHus
JIEKApCTBEHHBIX CPeACTB WM (WIM) OOINECTBEHHBIX OOBEIMHECHHM, OCYIIECTBIISIOMIMX
JEeATEeIBHOCTD B cpepax 3/ipaBOOXPAHEHHUS.

B nmnpemBapuTensHOM OOpallleHHH YKa3bIBAIOTCS HAMMEHOBAaHHE M azpec
opraHu3aumy, GaMwins, MM U OTIECTBO (IIPH HATM4KH) [IPEICTaBUTEN OpraHu3aliy,
3aMelaeMas UM JOJDKHOCTh, KOHTAaKTHAs HHpopMauus (TenedoH, agpec NEKTPOHHON
TI0YTHI), HAUMEHOBAHUE JIEKapCTBEHHOTO IpernapaTa, B PaCCMOTPEHUH TIPEATIOKEHHS B
NepevH: WK NPeIJIoXKeHU B MUHHUMANBHBIH aCCOPTHMEHT II0 KOTOPOMY 3asBIAETCS
npucyrctue Ha 3acegaHue Komuccuu. CyObekTsl oOpallleHus JIeKapCTBEHHBIX
CpEJICTB, HE ABJISIONINECS 3asBHUTENSIMH B COOTBETCTBHH C NMOAIYHKTOM 1 myHkTa 4
Hacrosmero [lojoXeHWs, YKa3BIBAIOT TaKkkKe B IPeABApUTENBHOM OOpalleHuH
MOTHBHPOBAaHHO€ OOOCHOBaHHE, B CBA3M C KOTOPBIM 3asdBISIETCS HUX NPHCYTCTBUE Ha
3aceganuu Komuccuu.

Ha 3acenanum Komuccum cekperaps Komuccum 03BydHBaeT HHGOpPMAIMIO,
NpENCTaBIEHHYIO CyOBbeKTaMi 0OpalleHHs JEKaPCTBEHHBIX CPEICTB, HE ABISIOIIMUCS
3afBUTEIISIMH B COOTBETCTBMH C MOANYHKTOM 1 myHKTa 4 HacTosumero [lomoxenus.

IMpu Hanuuuu y wieHoB KoMuccny BOIpoCoOB IO NMPEIOKEHUAM B MEPEYHH HITH
NPEIOKEHNUSIM B MHHUMAJIBHBIE acCOPTHMEHT, a TaKke MO0 03BYy4YEHHOH CeKpeTapeM
Komuccun MHOGOpManuy, IPEACTABHTENH 3asABUTENS HIH IPEACTAaBUTENb CyObekTa
o0panieHust JTeKapCTBEHHBIX CPEACTB, HE SBJISIOIIMICS 3aABUTENIEM B COOTBETCTBHH C
NOANYHKTOM 1 myHkTa 4 Hactosmero IlonoxeHus, qaeT NOACHEHUS H KOMMEHTapHH.».

10. ITyHkT 14 nonoHUTE ab3aleM CIeAyIOIIEro COAePIKaHMS:
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«Mudopmarys 0 IPUHATEIX Ha 3aC€JaHUM KOMHCCHH PEIUCHHUAX pasMEILacTCA Ha
oduupaneHOM caiite B cetd «lHTepHeT» B TeueHHe S5 pabouux AHeH mocle
NIPOBEIEHHs 3aceJaHusd KOMUCCHUH.).




