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o pa6ore O6rqegrnennoro coBera npu @eaepa.nrnofi cryxSe no rraA3opy B

cQepe sapasooxpaneuut n 2018 ro.uy

Cocras O6rqecrnennofo coBera npfi (DeAepanrnofi cnyrx6e tro HaA3opy B
c(bepe 3ApaBooxpaneHr,rr yrnepx4€u rpr,rKrBoM Pocs4paana4ropa or 15.01.2018
}.& 56, flonoxenne o6 O6qecraexNorr,r coBere yrBep)KAeHo npr4ra3oM
Poc:4paaaag:opa or 07.04.2018 .l\l! 3128. B cBrr3vt c ymepx4€nnuu
O6qecrsenHoft nanarofi Poccuficrofi @egepaquu (or 05.07.2018 Ne 55-C)
Crangaprov AerreJrbHocrrr o6urecrBeHHoro coBera npu Qe4eparbHoM opraue
rrcrroJrHr,rreJrbHofi sracru (rlrnonoe noroxenrae) nplrKa3oM Pocr4paanag:opa or
10.12.2018 Ns 8470 yrBepxAena HoBtrt peAaKIII{t floroxenur o6 O6rqec, seHHoI\.r

coBere nprd @e4epaarnofi cnyx6e no HaA3opy n cQepe 3ApaBooxpaHeHl4t.
Ha nepBoM 3aceAaHI4It O6qecrseuroro coBera 6snu r'I:6pauu:

[peAceAareJrb O6ulecrseHHoro coBera npu @e4epamnofi cryx6e rro H4q3opy B

c$epe s4panooxpaHeHnr, ero 3aMecrl,ITenu. Paccuotpen TaKxe npoeKT nJIaHa

pa6orbr na 2018 roa.
flnau pa6o:rsl O6uecrgennoro coBera na 2018 ro4 pa:pa6oran c yr€tou

peroMeuAarlufi O6qecrseuHofi n€IJIarbI Poccuftcxofi @e4epaquu, 3aAaq,

BO3JrOxeHHbrx Ha @eAeparbnyro cJryx6y IIo HaA3opy n cQepe 3ApaBooxpaHeHl,It, lI
c yr€roru npe4;roxeuufi .ureHos O6qecrBeHHoro coBera, AoJD(en 6rrru corJracoBaH

pyKoBoAuTeneu Pocs4parnag3opa u yrBepxA€u npegce4areleu O6urecrBeHHoro
coBeTa.

B coorsercrBr4r,r c rrJrauor.a s 201 8 roAy cocrotnocr 5 saceAax[fi
O6rqecreeHuoro coBera (oguo r,rr nux saovro). Paccuorpeno 20 ronpocor, cpegu
HI,IX:

1. Orq€r o6 urorax peaJrr.r3ar{r.ru BeAoMcrBeHHoro [JraHa @e4epamnofi
cnyx6rr rro HaA3opy n cQepe 3ApaBooxpaHeHr.rr rro perur.r3arlttfi Konqenqlrur
orKpbrrocrr{ $e4epanurux opraHoB r.rcrroJrH}rreJrEHofi sracru e 2017 ro,uy.

Orv€r o4o6peu. Pocs4paaHaA3opy peKoMeHAoBaHo B rleJrrx noBbrrueHr.rt
pefirraura paccMorperr Boflpoc o6 opraHra3arlun rsaulao4ericrru-r
unQopuaqr.ronnrrx pecypcoB Pocs4panna4:opa v opraHusaqui, Koropbre
npeAcraBJrrror vnenrr O6rqecrBeHHoro coBera npu (De4epanruofi cryx6e no
HaA3opy n cQepe 3ApaBooxpaHe Hr4s., a raKxe rrpeAJroxeno coBMecrHo c
O6utecreeHnHN,r coBeroM npopa6orarr Bonpoc o6 yryrrrrreHlr[
v nSopuuponannocrr.r rpaxAaH B rracrr4, racaroueficq AerrenbHocrr4
Pocr4panna4:opa, npexAe Bcero Ha )?oBHe repprdropr{irnbHbrx opranoB
Pocs4panna4:opa.

9lenau O6uecrsexHofo coBera B cpoK lo 21.02.2018 6ruro npe4roxeno
rrpeAcraBr.rrb cBor.r flpe.qJrox(eHr.rr no noBhrrrreuuro pefiTr.rura orKpbrrocru
@egepanurofi clyx6u no HaA3opy n cdepe 3ApaBooxpaHeunr. flpe4noxenur
6rur npe4c:rauentr.



2

2. Orq€r o peaJrr.r3aqr{u lly6nuvnofi 4euapaquu qeleft r,r 3aAaq
(De4epaarnofi clyx6u ro HaA3opy n c$epe 3,qpaBooxpaueHlrr Ha 2017 rol u
npoerr lly6nl.r.raofi 4ernapaqlr[ rleJrefi v3a4as (Degepamroft cnyx6br no HaA3opy
n cQepe 3ApaBooxpaHenr,r.s na 201 8 roa.

3. CoruacosaHr.re Be.qoMcrBexnofi nporpaulru npo$nnar:ruxu napyurenr,ri
o6qsaremHrrx T pe6onannft.

4. PaccnaorpeHl,Ie E conlacoBaHr.re npoeKTa BbrcrynireHr.rlr pyKoBoAr{TeJrt
Pocr4parna4eopa Ha pacu[peHHoM 3aceAaur,rr4 KoJrJrerur no pe3ynbrararra pa6o:rur
@e4epanrnofi cnyx6rr no HaA3opy r ctpepe 3ApaBooxpaHeuus. z 2017 foAy r,r

3a.Uaqax na 2018 roA.
flpu paccnaorpeHr4r.r yKiraHHoro AoKyMeHTa qJIeHbI O6qecraeHnoro coBera

BbrcKa3zurr,r pqA npeAroxenufi, xoropue 6rurN ynenu npra 4opa6orre AoKJraAa.
5. Paccnaotpenfle npr,rKiBoB Poc:4panna4sopa: or 19.01.2018 J\b 138 ( 06

yrBepxAeHr4r4 :rpe6orannfi rc 3aKynaeMblM (De4epalruofi cryx6oft no HaA3opy B

cQepe 3ApaBooxpaHeHlrt, ee repplrropllanbHblMlt opranaMl,t tt
[oABeAOMCTBeHHbrMr.r eir 6roAxe rsrun rrpexAeHI,IJIMLI oTAeiIbHbIM BLI,{aM

roBapoB, pa6or, ycryr (r rou vucne flpeAenbHbrx IIeH ToBapoB, pa6or, ycryr)> u
or 19.01.2018 Ns 139 <06 yrnepxgeHlnlt HopMar[BHbIx 3arpar na o6ecne.reHze

$ynnqr.rft rleHTpaJrbHoro aflflapara u reppl,IToplr€ubHhlx opranoe Oegepalurofi
cnyx6br rro HaA3opy a c$epe 3ApaBooxpnHeuu;D).

flpnur:ru pe reuur o corJracoBaHl,Irl yKa3auHbtx AoKyMeHToB.

6. Paccuor:penne Borrpoca o npe,qBaplareJlbHoM aHuuII{3e coBeplrleucrBoBaHltt
KoH'rpoJrrHo-Ha4sopnoi AerreJrbHocrl,I B qacrl,I npl4MeHeHrlf, npoQl4raKTu.{ecKr'rx

rueponpuxrNfi Qegepanruofi cnyx6u ro HaA3opy c<pepe agpaaooxpaHeHwl B

paMKax orAeJrbHoro B}rAa rccyAapcrBeHHoro KoHTpont (ua4ropa).
llpranxro peurenr.re oAo6pr,rrb pa6ory, npoBoAlrMyro (De4epaarnoft crryx6oft

Iro rraA3opy n cifepe 3ApaBooxpaHeHuq no coBeprueHcrBoBaar.rro KoHTpoJrEHo-

nageopnofi AerreJrbuocrr.r B qacrn npr4MeHeHI4JI npo$I.uraKTx.recKr.rx Mepo[pusruit.

7. Paccvorpenrie or{€roe:
- o6 ncnortrrenr.rr.r s 2018 roAy BeAoMcrBeHHoro nlaxa Pocs4paBHaA3opa rro

peaJrr,r3arlun Konqenqlur orKpbrrocrr.r $e4epaarHux opFaHoB ucnolsurelrsoi
BJracrri, BKrrorr€ul pe3yJrrTarbr caMoo6cJreAoBanut orKpbrrocru $e4epanrnux
opraHoB rrcrroJrHr.rreJrbHofi eracrri rro r{ToraM 2Ol7 rola.

- o floJryroAosov o:rqere @egepanrnoi cnyx6tr rro HaA3opy n clfepe
3ApaBooxpaHeHr4r o peaJrr43aqun ny6luuHoi 4exnapaquu qelefi r,r 3aAaq ua 2018
foA.

flpun-a:rrr peueHrrr 06 o4o6pexuu npeAcraBneHnofi n orq€rax zxQopnaaqr.rr,r.

8. Paccrr,rorpeuue npoBoAr.rMofi Pocegpanuagsopou pa6orsr rro opraHr43ar{ur4
paccMorpeHr4r o6pau1enr.rfi rpaxAaH. Pocaqparna4ropy peKoMeHAoBaHo
aKTlrBr,r3r,rpoBart pa6ory co CreAcrBeHHbrM KoMarerou Poccuficxoft @e4epaqrr.r
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IIpu paccMoTpeHr{r4 o6paqeHr.rfi fpaxAaH B paMKax AeficTByroqero corurarueHr.t r o
83ar{MO.UefiCTBlrn.

llpururo peureHr.re o6 o,qo6penuu npoao4rErraofi pa6oru.

9.PaccrvrorpeHu e Borrpoca o xoAe ra eQQerruenocrn pea-rrn3arlulr
BeAoMcrBeHHoro nJraHa Poc:4pannagsopa [o nporuno4eficrBr.rrc Koppynquu
npuHrro pelren[e npr.rnrrb [peAocraBJreHrryro l.rnQopuaqurc K cBeAeHr.rrc.

Ynpauenuro rocyAapcrnenuofi cryx6hr, Ka,qpoB, aHTr4Koppy[quonnofi vr

npaBoBoft pa6orbr Pocs4parHa4sopa 6buro npeAJroxeHo rroAroroBnrb u HarrpaBrdrb
qrenaM O6ulecrnenuoro coBera aHarr4TI,IiIecKyIo c[paBKy rro AaHHoMy Boflpocy.

Cnpanxa rroAforoBreHa, HanpaBneHa qJreHaM O6rqecrseuHofo coBera.

9resanau O6uecrsenHoro coBera pirpa6orau u ynepx46u Ko4erc eruru
rrJreHoB O6rqec:rseHHoro coBera.

C$opruupoeanrr npoQururue KoMr.rccrrur O6uqecrnennoro coBera, B cocraB
Koropbrx BxoArr raKr(e u [peAcraBr,ITeJIu Poc:gpanxa43opa. yTBepxAeHo raKxe
noJroxeHr.re o npoQu.nlnrrx KoMr.rccl{tx.

rrpeAJroxeHr.ru
@egepaqzu.

B 2018 roAy upotpranuruvfi KoMr.Iccr{tMLI O6rqecrseHHoro coBera

Korvruccuefi no o6paurexulo JreKapcrBeHHblx

onbrra npuMeHeHr{r neKapcrBeHHblx cpeAcrB

rrpoBeAeHa o[peAeJreHH€rr pa6ora.

cpeAcrB noAroroBreH aHzurH3

<oS$-nei6o B crpaHrx
Erponeficxoro Corosa (Study on off-label use ofmedicinal products in the European
Union). B 4amnefturerra peroMeHAyerct paccMorperb Bo3Moxnocr6
r4crroJrb3oBaHr{r gannoi AupeKTr.rBbr, xax 6asosoro AoKyI{eHTa Ant Bblpa6orKlr

ro [pr.rMeHeHr{ro npelaparoB <o$s-reft6ru s Poccrficxofi

Pyxono4urelb flpoQr4nbHofi xouuccqu [poBeJr Bbre3AHbIe Bcrpeql4 c
coBeraMr.r no 3arqr.rTe [paB [aqlreHToB npl{ TeppIaTopH€IJIbIrbIx opraHax
Pocs4panna4sopa [o llen:encxofi ra flcxoscroi o6nacrxu, a raKxe c
npeAcTaBnreJrrMr,r flarlHeHTcKr.rx opfaHr,r3aqrafi n KanununrpaAcKofi o6racrr4.
frasHofi o6cyx4aerraoi rerr,rofi s xoAe BbIe3AHux pa6ovux Bcrpeq cr€u[
(<[epecer{eHlrr)) perlroHEurbHoro u Qe4epalrnoro cnncKoB JrbrorHLrKoB vr

MoHerr,r3arrru Jrbror, noApbrBaroul€u ctpaxonofi [pl4Hqr,r[ Snaancr,rponanux.
Orcyrcrnre rrerKoro 3axolroAareJrEHoro peryJrrlpoBaHm loprAKa

Qoplluponanra-r fleperrHr JreKapcrBeHHbrx [pelaparoB, a raKxe nepeqHei rpynn
HaceJleuur u rareropufi 3a6oreBaHl,Ifi, npra arr,r6ynaropHoM JreqeHItLI Koropbx
JreKapcrBeHHhre cpeAcrBa orrrycK€lrorcr no peqenraM rpavei 6ecnlarno, [pr.rBoAr4T

K orcyrcrBrrro e4unoo6pa:n-a flpaBoflplrMeulrrearnoft npaKTr4Klt a cy6lerrax
Poccuficxofi @e4epaqru, r4 KaK cJreAcrBr,re, K pocry coqualrnofi Ha[prxeHHocrr4 r.r

Aecra6ulugaquv cvry a\uu B peflroHax.
Tarl.ur,r o6pa:oM, orcyrcrBrre eAuHoro noAxoAa r tpoprr,rrEponanurc nepeuHefi

JreKapcTBeHHhrx rrpenapaToB npllBo.qrrT K pa3HoMy ypoBHro obecfleqeHltt
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neKapCTBeHHhIMLI nPelapaTaMu oAHLIx I,I Tex Xe rpyfln HaCeneHLIf,, KaTeropufi
3a6oreBaHr.rf Ha reppr.rropri-fl x pa3rrrrrHbrx cy6beKToB.

,{4r yperyanpoBaHr.rJr croxt4B[refics cu'rya\r4tr Heo6xoAlrMo paccMorperL
BO3MOXHOCTb O6eC[eqeHr.rr $e4epanrnrrx lr perl{oEaJrbHhrx JrbroTHI,tKoB B paMKax
eAr4Horo rlepeqHr XHBJIII, KoMr.rccHr IIo o6parrleHr.rro JreKapcTBeHHhrx cpeAcrB
cqnTaeT Heo6xoAr.rMbrM npopa6oTaTb Boflpoc lpr.rHrTr{f, HoBofo HopMaTr,rBHoro
rrpaBoBoro aKTa B3aMeH [ocTaHoBJreHr/ur flpannrelrcrna No 890, oflpeAeJu{rcnlero
eAr,rHrrft [epeqeHb neKapcrBeHrhrx flpeflaparoB, B paMKax neperrur -,I(HBJIII, am
o6ecneqeHr.rr JrbrorHhrx rpyn[ HaceJIeHrIrI, Kareropufi 3a6oneBaHr4fi rtpIa

aM6yraropHoM JreqeHr4rr Koropbrx JreKapcrBeHH6re flperraparbr orflycKarorct
6ecnrarxo, coorBercrByror{ero cJIeAyIoqIlM Tpe6oBaHI,ItM :

- 6urr e4unoo6pa:nrru u o6t3arerbHblM AJII I4cnoJIHeHI,tt BceMa

cy6rexranau Poccuficrofi @e4epaqun,
- ccbr;rKr.r Ha Hero AoJr)KHbr coAepxarbct n Oe4epanrnoM 3aKoHe No 323-03,
- AoJrxeH eAr,rHoo6pa3Ho orpaxarbct s Tflff ecex cy6rerroB Poccl4ficKofi

@e4epaquu.
- ItcKJIK)qarb .qy6naponaHrae ocnoaanlrfi n ucrorrHl{KoB JleKapcrBeHuoro

o6ecneqenlq rbrorHblx rareroplrfi rpaxAaH 3a cqer cpeAcrB 6roAxeros cy6rerror
Poco.rficxofi @e4epaquu u OeAeparbnoro 6roAxera B coorBercrBr.Iu c

@e4eparurrrlr 3aKoHoM J\b 178-O3 (nepeunu rpyufl HaceJlenur, xareropnfi
3a6oreBaHr.rft, fipu aM6yJIaropHoM rer{eHufi KoropLx JIeKapcrBeHHbIe flpenaparbl
ornycKarorcr IIo peqelraM Bpaqefr 6ecnlarno, He AoJIXHbI Ay6rupoBarbct
(nepecexarrcr).

flpegroxenu.a, o6cyxAeHHble B xoAe pa6ouux Bcrpeq flepeAaHbl n pa6o'ryro

ryynny IIo noAroroBKe 3aceAaHur foccosera Poccttftcxofi @eAepaqnu no
floBbrrrreHr,rro ss$errunuocrn cllcreMhl JleKapcrBeHHoro o6ecneqenrg B

Poccraficrofi (De4epaquu.

7 uox6pt 2018 roaa cocrorJrocb 3aceAaHlte KoMltccltr{ Iro o6paqeHI,IK)
MeALrqI,IHcKr,rx uzgerruit, Ha KoropoM o6cyxAeHbl cJleAylorqr,re Bo[pocLI:

1. PaccrvrorpeHr4e ueJrecoo6pa:nocru nepecMorpa [pr.rKa3oB Mran:4pana
Pocczq or 15 anrycra 2012 r. N 89n <06 yrnepxgenr.ru llopr4ra npoBeAeHlrt
r.rcrrbrranlli B rlenf,x yrBepxAeHnt rr.rfla cpeAcrB usrrlepenufi, a raKxe rrepeqHt
MeAr4rlr.rHcKrrx nt4er,ui,t, orHocnrlr4xct K cpeAcrBaM r.rruepenufi r c$epe
rocyAapcTBeHHolo peryJrr4poBaHr4r o6ecfleqeHr.rr eAr,rHcTBa u3MepeHlri, B

oTHorrreHr.ru KoTopbrx npoBoArTcr r{clbrTaJrr4r B rleJrrx yTBepxAeHlIc Tr4na cpeAcTB
ra:nrepenui>> u or 2l Qenpa.nr 2014 r. N 81n <06 yraepxaenuu flepevux
u:rrlepeunfi, orHocruluxc{ r cQepe rocyAapcrBeunoro peryn[poBaHut
o6ecneqenfiq eAr.rHcrBa nsrueperufi, BhrnoJrnreMbrx rrpt{ ocyulecrBJreHr.l.t
.uerreJrbuocrr.r s o6racru 3ApaBooxpaHenux, u o6tzareJrbHbrx Merporor qecKr4x

r:pe6onanuft K Hr4M, B ToM rrrrcJre norasa'releft ToqHocrx usnaepenrafi>> B qacrr,r

AolorHeHr.rq uepevnefi Br,rAoB MeArlrlr4HcKr,rx ns4eruir, noAnexaul[x orneceHlrro
rrpr.r r4x perucTpaqlrlt K cpeAcTBaM usmepenzft.
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2. Paccuorpenue npe4loxenufi rro BueceHr.rro n 4eficrnyrorqee
3aKoHoAareJlrcrao T pe6onanufi x opranueaqn{ AriarHocrr4qecKr.rx lrccne4oranrafi n
ra6oparopurx (onepexiuoxlero p€I3Br4Taf,)), a raKxe [oHrITI{r <<oco6rre
TI,IATHOCTIIqECKUC TEXHOJIOTII).

3. Paccrr,rorpeHre Bonpoca o Heo6xoAr.rMocrr.r AeKplrMlrHaJrr43arlulr
orBercrBeHHocru a cQepe o6paqenur MeAHrIr{HcKr.rx uegelufi a o6ecne.renue
copa3MepHocTr.r oTBeTcTBeHHoCTr.r AonyqeHHOMy Hapy[eHr4ro, [yTeM [epecMo,rpa
crarrr.r 238.1 yK PO c rleJrbro [epeBoAa qacrr,r Hapyuenr.rfi, npe4ycnaa'rpr,rBaroul]rx
yronoBHyro oTBeTcTBeHHocTb, B HapyrueHr,rr, npeAycMaTpr4Baroqlre
aAMI4HI{CTpaTr,rBHyrO OTBeTCTBeHHOCTE,

llo paccrrao, peHHLrM BonpocaM npr.tHrrhr coorBercrByroqle pelreur.rrr.

llpe4ce.qarelr O6rqecreeHHoro coBera rpr PocagparHa4rope O.M.
Cerra€Hos npr.rHr4Maer 1nracrlre B pa6ore 3rcneprHoro coBera no Bonpoc:rM
coBepl eHcrBoBaHIrJI opraHr.r3artr[t 3,qpaBooxpauennx (n crpyKType Korvrurera
focyAapc:rnenHofi AyMbr rro oxpaHe s4opoerr), a raKxe n pa6ore pxga xorvl.rccufi
Pocsgpaeuagsopa.

9renu O6urecrseHHoro coBera flpeAJroxr.rJrri paccMorperb Ha 3aceAaHrlr,r

O6qecrseHuoro coBera n 2019 roay cJreAyrorq[e Borrpochr:

- o npeAJroxeHnrx no pa3Br.rTnro rrHHoBarl[oHHofi AerTeJrbHocTr4
Poc:gpanna4sopa,

- o npe,qnoxeHr,r{x B @e4epaarnyro cnyN6y no HaA3opy n c(pepe 3arIETbr
npaB rrorpe6nreJrefi I,I 6naronoryuur qeJIoBeKa o BEeceHlrI{ ttsN{eHenEi s CaHfIuH
2.1.3.2630-10 <06 yrnepxaeunr.r canr.rrapHo-errr.rAeMr.roJron4qecKr.rx rpe6oBaHr.rfi K

opraHr,r3aqr4flM, ocyuIecTBJUIIoulI,IM MeA[qLrHCKy]O Ae{TenbHOCTb>),
- o6 oqenre xaqecrBa npeAocraBneHn;r rocyAapcrBeHHbrx ycryr, B ToM trricre

B SJrer(TpoHHOM BI4Ae,

- o6 o6rqecrseHnoM KoHTpoJIe Ae{TeJrlHocrr,r opraun3ar1uft, orasrrnaroqlx
MeAn{r,rHcKyro [oMorrIE B AoMzIx npecTapeJrbrx,

- o MoHr.rropr.lre SnnaucoBofi cocraBmroqefi o6ecneqeHur KarrecrBa
veAraquncrofi noMorqu B MeAr.rqr{HcKoM yqpexAeHnn,

- o pa3pa6orKe Kprrrepr4eB c6araHcr.rpoBaHnocru Tflff B peruroHe,

- o coBepueHcrBoBaHr4r.r 3aKoHoAareJrbcrBa no BonpocaM o6pauqenur
HeAOOpOKaqeCTBeHHbrX, ron:rpaQaxrnux, QanrcuSuqupoBaHHhrx
He3ape {crpl,rpoBaHHErx MeAr,rqr.rHcKr,rx r43Aerwr4,

- o pe3yJrbTaTax rrpoBeAeHr,rf, 9Kcnepr4MeHTa IIo MapKr'tpoBKe KoHTpoJrbHbrMr.t
(zgenrr.rSraraqlrouubrMlr :xaxarvru) 14 MoHr.rropr.rHry sa o6opo'rou orAeJrbHhrx Br,rAoB

JreKapcrBeHHbrx trperraparoB p.r,s Me.quqr.rHcKofo [pr.rMeHeHr4r. CocrosHue
pa:pa6orrra u BHeApeHrlrr rropMarr.rBuo-npaBoBbrx aKToB.


