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O pasrrcHeHlru f[ocrauoBJreHrrfl
flpannreJrbcrBa Poccufi crofi (Deaep a\uv
or 15.11,2017 roAa Nb1380

B coorBercrBvrkr c rracrblo 5 crarlu 33 @egepa"nsHoro 3aKoHa i\1b44-@3

<O rourpaKTHofi clrcreMe e c$epe 3aKyloK ToBapoB, pa6or, ycnyr.{n.a o6ecueqeHu.f,

rocyAapcrBeHHbrx u MyHr4ur4[aJrbHbrx HyxA) llocrauosJreHHeM llpanurenbcTBa
Poccuficrcofi @e4epaqraa or 15.11.2011 rorra Nb 1380 (4alee - flocrasoBJreHlre
J\le 1380) yrBepxAeHbr oco6eHHocrr{ orrr4cantrfl, JreKapcrBeHHbrx [pe[aparoB AJr.rr

MeAr{rlrrHcKoro rrpr,rMeHeHu.rr, ,Bn.fircur{xcfl o6texroru 3aKylKI4 An;t o6ecue.reHus
focyAapcrBeHHbrx r4 MyHr4rlHrraJrbHbrx HyNA (ganee - oco6euuocru).

B cr{Jry rpe6onauufi rryHxra 2 Oco6eusocrefi, yrBepxAeHHbrx
IlocraHoeJreHrzeM J\l'e 1380 npr4 orrLrcaHLTLt o6rerra 3aKylKra lreKapcrBeHHoro
cpeAcrBa B aaxyuovHofi AoKyMeHTaLW 3aKa3rrrzKrz rroMr4Mo flpor{ero o6.ssaHH
yKirbrBarb Ao3r4poBxy rpe6yeMoro K rrocraBKe neKapcrBeHHoro rrpelapara.

Ilpra 3roM yxa":anHrrfi ryHKr coAepxuT rpe6onaurx, corJracHo KoropbrM
3aKa3rrr4K yK€r3brBaeT AosplpoBKy JreKapcTBeHHoro npelapaTa c Bo3MoxHocTbro:

- rrocraBKkr JreKapcrBeHHoro [pe[apara B rparnofi Ao3r,rpoBKe u gnofiuou
KollrqecrBe (Haupuuep, npu 3aKyrrKe ra6rerrz c ,4osnponroft 300 Mr
B AoKyMeHTarIr4Lr o 3aKy[Ke yKa3brBaercfl.: I ra6rerxa c Ao3r{ponrofi 300 ur znn
2 ra6rerxr{ c Ao3r,rposxofi 150 vrr);

- rrocTaBKr4 neKapcTBeHHofo [penapaTa B HeKpaTHbrx eKgugoileHmHdx
dosupoercax, [o3BoJr.fircurx Aocrr4qb oAraHaKoBoro repaleBTr{qecKoro eS$er<ra
(uaupuvrep, Srar<onw2,5 Mr, lrJrlr 3 ul, zru 3,5 vr);

- yKa3atr4fl KorrrreHTpawvr JrexapcrBeHHoro [pe[apara 5e: ycraHoBnetvrfl
Kpa'rHocTr4.

B coo'rBelclrBur.r c rylrKroM 12.1 crarbr4 4 cDe4epanrHoro 3aKoHa

or 12.04.2010 roAa J\ll6l-@3 (06 o6parqeuuu neKapcrBeHHbrx cpeAcrB)
TeparleBTHqecKafl 3KBHBaJTeHTHOCTb neKapCTBeHHbrx rlpenaparoB - AocTH]r(eHr.re
Krr4Hr4qecKrz corrocraBuMbrx repaneBTurrecKoro eSQexra Lr uoxasarerefi



e$SexrunHocrl{ H 6esonacHocrl{ npl4 [pHMeHeHr{r4 JreKapcrBeHHbrx [pelaparoB AJrf,
Me.u{ul{HcKoro rpI4MeHeHI4{, HMerOIIII4X OAHO MeXAyHapOAHOe HenaTeHToBaHHOe
(uttu xI,IMI,IqecKoe, vrLr rpyrlnl4ponouuoe) Har4MeHoB aHtre, B oKlulaJteHmHbtx
dosupoercax to oAHHM I{ TeM xe fioKa3attrflM K np]rMeHeHr{}o v fipu oAr{HaKoBoM
cuoco6e BBeAeHrzrf, y o4nofi uroir, xe rpynnrr 6olruux.

HopvratuBHoto TIoH.TITLL <<eKlulaneHmHqfl dosupoerca> 4eficrnyroqr{M
3aKOHOAaTeJIbCTBOM He 3aKpelneHo, rITo BbI3bIBaeT CJIOXHOCTIA

npaBolpuMeHr{TeJrbuofi npaxrr4Kr.r.

Pyxoeo4crByrcb nyHKroM 2 flocranonreHu.s JVs 1380, corJracHo KoropoMy
MuuuctepcrBo 3rpaBooxpa*eHr4fl Poccuficxofi @erepaL\Lrkr ynonHoMorreHo .uaBarb
pa3}.flcHeH?rfl rlo [pI4MeHeHI4IO yKa3aHHOrO TOCTaHOBJTeHVfl, IIpOCrAM pa36rcHr{Tb
npr,lMeHeHLre roAnyHKTa 6) nyHKra 2 Oco6eHHocrefi, yrBepxAeHHbrx
flocranosfleuuela JVs 1380 ((Bo3MoxHocrb rrocraBKr4 neKapcrBeHHoro npelapara
B HeKparubrx eKluaaneHmHbtx dosupozKax) rro3BoJr.flroqnx .qocrlaqb oAI{HaKoBoro
TeparleBTl,IqecKoto s$Qexra (nanpnuep, Snaroult 2,5 Mt, r,rJrr{ 3 ur, uttu 3,5 Mf))
Ha cneAyro[IHx npHMepax:

1. 3arasuuxy rpe
c Mex.4yHapoAHbrM H

Syercr K rrocraBKe neKapcrBeuulrfi npe[apar
errareHToBaHHrrM Har4MeHoBaHr4eM PraSavrnuqrau

c JleKapcrneHHofi Qopvrofi nuoSzru3ar AJr.[ flpzroroBJreHrzf, pacrBopa 4m unsysufi
(utru nuoQnrz3ar AJI.a npl4roroBlreHufl, KoHrIeHTpara [nfl. rrpprroroBreHr.r.s pacrBopa
4nx un$ysvti,t, utlr truoSwru3ar Alrfl npr4roroBrre*krfl pacrBopa AJrf, rrprzroroBJreHu.rr
pacrBopa AJrfl t4HTexqzfi) c Ao3r4poBicofi 600 vr.

B peecrpe JreKapcrBeHHbrx cpe.qcrB yKuBaHhr cBeAeHr.tx o roM, .rro raxofi
JleKapcrBenHrrfi rpenapar 3aperl4crpl4poBaH c Ao3LrpoBKaMrl 150 ur, 300 ur, 450 ur,
600 nar.

Eyaer lrkt flBJl{Tbcf, rlocraBKa neKapcrBeHHoro npelapara c 4osuporrofi
150 Mr + 450 Mr (uyrena cIIoxeHI4.,r Bcero 600 Mr) uocrapxofi B HeKparHbrx
eKeuealteHmHbm dosupoexax, rlo3BoJrf,Iolrdzx Aocrlarlb oAr{HaKoBofo
TeparIeBTLItIecKoro soSerra n3 cMbIoJIa yclonufi noAnyHKra 6) nyHKTa
2 Oco6ennocteft, yrBepxAeHHblx flocraHosJreHr{eM J\b 1380 h rrpr{BeAeHHoro
B noAnyHKTe rrprrMepa (Slar<ount 2,5 Mr, r.rJrra 3 nar, zlu 3,5 vlr).

2. 3axaauuxy rpeSyercx K rrocraBKe JreKapcrBennufi [penapar
c Me)r(AyHapoAHbrM He[aTeHToBaHHbrM HaHMeHoBaHr4eM Pu@auuuqun
c neKapcrseHHofi Sopnrofi nr,roQznu3ar Anfl rpr4roroBJreHr4r pacrBopa 4m uusysufi
(utru nuoQzun3ar ArI.s rrpl{roroBrreHrrf, KoHrIeHTp ara Arrs. np[roroBJreHr{fl pacrBopa
4nx znQyzuit, uttu nuoSznn3ar An.rr npuroroBJreHr4fl pacrBopa AJr.[ npr4roroBJreHlrt
pacrBopa AJr.rr t4HbeKrlr.rfi) c Ao3upoBrofi 450 rrar.

Eyaer ilu .rIBJIflTbcs tlocraBKa JleKapcrBeHHoro [pelapara c .4osupoerofi
150 prr + 150 Mr + 1 50 vr (uyrevr cJroxeHufl Bcero 450 vr) rocraBKofi n nexparurrx
gK?uqaneHmHbw dosupoercax, Ilo3BoJr.fircrrlHx AocTl{rrb oAHHaKoBoro
repaneBrl,IqecKoro eQSexra krs cMbIcJIa ycnonufi rroAnyHKra 6) nyHKTa
2 Oco6enuoctefi, yrBepxAeHHbrx flocraHosJreHrreM J\b 1380 kr npr{BeAeHHoro
B rroAnyHKTe [pr4Mepa (Snaxourr 2,5 Mt, r{Jrr{ 3 ur, ulz 3,5 ir,rr).



3. 3axa:uuxy
c MexAyHapoAHbrM

rpe6yercx K

HCIIATEHTOBAHHbIM

locraBKe JrexapcrBensrrfi npelapar
HavMeHoBaHr.reM <<klucynuu fJrapfr4H)

c Ao3npoBxofi 100 E[/ul.
Cornacno cBeAeHa.aM rocyAapcrBeHHoro peecrpa JreKapcrBeHHbrx cpe.{crB

Ha reppr.rropr4ra Poccuficrofi (De4epaquu B paMKax MexryHapoAHofo
He[areHToBaHHoro HaI,IMeHoBaHlafl <<Llucyrruru rJraprr4H) 3aperracrpupoBaHbl
neKapcrBeHHbre rpenaparbr c Ao3r.lposKoil 100 Elflnan r,r 300 Efl/vrn.

Eyayr rv flBltflTbcfl, yKa3aHHbIe HeKparHhre Ao3r{poBKr{ oKlulaileHmHugy
dosupoexaJwt) IIo3BoJI.[rcqI4MH rocrr,rr{b oAHHaKoBoro TepaleBTr4rrecKoro sQQexra
Lr3 cMbIcJIa ycloeufi no.4[yHrra 6) rIyHKra 2 OcoSeusocrefi, yrBepxAeHHbrx
lIocraHosJIeHI{eM J\lb 1380 r{ rpr4BeAeHHoro B roAryHKre npraMepa (Srarouu 2,5 ur,
ultu3 Mr, I{JrH 3,5 nar).

Ha.rar sH r{K yrrpaBJreHrrfl l[.,U[. Eon4apen

Byra Oxcaua Blaauulzpoe Ha
(4722)3s-39-13


