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B cssgu c BcrylrneHlleM B cnny flprrKasa Murtgpaea Pocclru or 11,07.2017 Ne 403u <06
yTBepxAeHI{I,I IIpaBln OTrryCKa JleKapcTBeHrrbrx flpenapaToB Anr MeAr,rqHHcxofo [puMeHeHr4q! B ToM
qI,ICJIe UTTIUyUO6UOJIOTI4qeCKLIX JIeKapCTBeHHbTX npenaparoB, anreqHbrM14 op|aHt43arthrN{h.
HHAl,IBI,IAyanbHbIMr,I [peAnpuHuMarer.f,Mlr, r4MeroulnMr,I nuqeH3r,rro Ha SaprnraucarnqecKyro
AetrenbHocrb)) I{ B IIeJrtx co6ruoAenHr anreqHsrMr,t opfaHlr3aur,rrMH npeArrp}rrrwr npaBan ornycKa
neKapcrBeHHbIX [penaparoB Anrr MeAHrIr,rHcKoro npr,rMeHeHr,rfl, B roM r{LrcJre nvruyuo6noJrorr4qecKHX
JrgKapcrBeHHbrx npenapaToB

flpaxalrrnaro:

l, YrrepAnrr:
l.l. CranlaprHyro orepaqlroHHylo npoueaypy (COil): I,lucrpyxuut no co6rrcnenulo nopflAKa

ornycKa neKapcTBeHHbrx npenapaToB H r4HbIX 'r'oBapoB anTeqHofo accoprr.IMeHTa afiTeqHbIMH

opraHr.r3arlngr'ru Of VII <Jlnneqx{rapM arlu r) (flpr.rn oxe n ue J\b I ) ;

2. Cqurarr yrparr{BrrruM cr4ny flparoxeuue Ns 3 CraHlaprHat onepaquoHHaq npoucaypa:
I{ncrpyxqur no co6lro4euurc nop.fi.qKa ornycKa JreKapcrBeHHbIX npenaparoB H 14HbIX roBapoB

a[rerrnoro accopruMerrra a[TeqHbrMr.r opmHr{3arlr.rf,Mrr Ofyll <JlnneqrQapMaulrfl)), yrBepxAeHHoe

rplrKa3oM OfyII <Jlraneuxt[apMaur,r.f,)) or 18.04,2017 Ne 200 <O co6nrcAennn flpanurr naAreNau]efi

anre.{Hoil npaKTLr(I4 neKapcrBeHHbrx npenaparoB Anr MeAI4uI,tHcKofo npuMeHeH}tt B

$aprtraueatr,rqecKl,Ix opraHr.I3arllrsx OfYll <Iluneur<QapMaul4t) .

3, Kourponb 3a r,rcrroJrHeHlreM Hacro.sqero npHKa3a Bo3noxuTb Ha 3aMecrllTeflt reHepaJbuoro

.{r{peKropa tto KoMMepqecKHM Bo[pocaM Korouy 14,8.

B.B,Xerre:nsx
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CraruaprHafl orlepauroHHaq rpoueAypa: llHcrpyxqun
uo co6.troAeHrrro nopqAKa ornycKa JreKapcrBeHHblx rtpe[aparoB Lt ttHbtx roBapoB aflTeqHoI'o

accoprrrMeHTa atrrerrHbrM H opraHn3arIHqMn Of yII <IuneqrQapM a IItl s))

I. 06ruue rloJrox(eHI{e.

1. Hacroquaq Irlncrpyrqur orpe.{enrer flparura ornycKa neKapcrBeHHsIX nperaparoB

alreqHbrMlr opraHr{3arltrsMu Ofyll <Iuneux$apMarrut) B Irerqx co6lnAeHI,tr anleqllblMH

opraHr.r3arlr4sMr4 JrlrrleH3r4oHHofo rpe6onauufl, - rrpaBuna orrlycKa neKapcrBeHHblx npeflaparoB /lnt
MeAr4rIr4HCKOf O rIpI4MeHeHI4q.

2. JlerapcrneHHbre lpe[aparbr ornycKaroraq v3 alreqsofi opraHI,I3aI-Il414 Ha oc]toBaHH14

rrpeAbtBnreMbrx rroKyrraTeJlqMr4 perleflToB, Bbr[pICaHHbIX MeAI,IqI,IHcKutr,tu pa6orH]4KaMH. o$oprt,tleHurtx n

ycraHoBneHHoM rroptrAKe, a raKxe 6es peqenroB B coorBercrBrkr c I4HcrpyKIII4e[ no np]IMeHeHHro

neKapcTBeHHbrx flpenaparoB.
3. Henpau,IJIbHo BbIrIIrcaHHbre peqenrbr orMeqarcTct IIrraMnoM <Peuenr HeAeficrsnreJrlel{)) t4

perr4crpr4pyrorcr n Xypnane perrdcrparllrr4 HenpaBI4JIbHo BbIIII4caHHbIX peqerroB B coorBercrBl4H c

rpe6onauurMr4 rr. 15 npuxara Mun:4pana Poccuu or 1l.07.2017 Ns 403H rlo cneAylorqefi Qoprue:

O Qaxrax Hapyurenuft npaBlrn otfoplaneunf, pellenroB, nocryIIIlBlrIlIX B arlrel(y n ee crpyKrypHble

noApillAeneHv$., pyKoBoAprreJrb anreKu r,rusopr'rnpyer pyKoBoAvrrelrfl coorBercrByrorueil veAuquucxoil

opraHr43aIII4LI He pe)Ke oAHoro pa3a B KBapT€In.

Xypnal 3aBoArlTcfl Ha oAr.rH KaJreHAapHufi roA LI xpaHl4Tct e anreqHoft opfaHl43aunn s reqeHue 3

JIET,

4. Oruycr HapKoruqecKr4x Lr flcr{xorporrHbrx JIeKapcrBeHHbIX flpenaparoB ocyuecrBrrlerct

arrreKaMr4 [peAnpr{rruq, uMerour{Mr,r JrlrrleH3r,r}o Ha AetreJlbHocrb rlo o6opory HapKorl4rlecKHX cpeAcrB h

nclrxorponHbrx BerrlecrB c Br.rAoM pa6or (yclyr) orrrycK HapKorr4qecKl4x cpeAcrB 14 rlcl4xorpotlHblx

BerrlecrB clprcKoB II ra III flepeuur HapKorr4r{ecKr4x cpeAcrB, rrcr{xorpo[HbIX Beu],ecrB H HX npeKypcopoB.

rroAneXaIqIIX KoHTpOnro s Poccufi cxo fi (DeAe paq\uv, $ u :u uec xa M nlIIlaM'

Ornycr yKa3aHHbrx npenaparon Susuvecruu JILIu,aM ocyu-IecrBnterct QaprtlauenrHqecK14Mh

pa6oruurrauu B coorBercrBl4r{ c AoJrxHocrsMI4, BKJr}or{eHHEIMI,I n flepevetts /lolNsocTeil

tfapryraUenuqecKr4x Lr MeAr4rIr4HcKr4x pa6oruurcoB B opfaHl43alll4flx, KoropblM rlpeAocraBneHo IlpaBo

oTnycKa HapKoTr4qecKr,rx neKapcTBeHHbrx npelaparoB H nchxoTpoIIHbIX neKapcTBeHHblx flpenapaToB

Qu:uvecxuM Jrr.rrlaM, yrBep)KAeHHbrM [p]IKa3ovr Muu:4pasa Pocctlu or 07 '09'2016 Ns 681u.

5. Ornycr< HHbrx neKapcrBeHHbrx [pelaparoB, rloAnexaul{x [peAMerHo-KorHqecrBeHHoMy yqery'

ocyulecTBn.geTcq arrTeqHbrMr.r opfaHr43auvL[A, l4MeOtUllMI4 JlHUClt3l4K) Ha oc)luccl Bjlclll',lc

tf apvraqenrvqecrofi Ae.areJIbHocrl4.
6. JlerapcrBeHHbre rpenaparbr orrrycKarorcs B lepBuqsofi unI,I Bropl{vHoft (norpe6urelrcrcofi)

ynaKoBKe. Hapyruenue nepnuunoft ynaKoBKr{ JleKapcrBeHHoro npetrapara [pI4 ero orllycKe
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3anpeilIaercq.
7. HapyrueHr.re BTopuqnofi norpe6urelrcxofi ynaxonxu neKapcrBeHHoro npeIapara v ortrycK cl-o B

uepnuuuoft ynaKoBxe AorrycKaercr B cryrrae, ecJrlr KoJrvqecrBo neKapcrBeHHoro npe[apara yKa3aHHoe B

perlenre ulu neo6xoAr4Moe nuqy npuo6peranueny flpenapar npu 6e:peqerlTypHoM ornycKe, MeHb[Ie

KonrrqecrBa JreKapcrBeHHoro [penapara, coAepxalqerocs Bo BTopuquofi (norpe6urelrcrofi) ynar<onxe.

B Aassorvr cnyqae nuqy, upuo6perarcqeMy neKapcTBeHHrtfi npenapaT, IlpeAocraBJlterct I.{HcrpyKqHq

(rornr r4HcrpyKul4ra) no npraveHeHulo neKapcrBeHHoro ilperapara,
8. llpu orrrycKe HapKorr,rrrecKr4x cpeAcrB H rrcr,rxorpollHblx BeurecrB cltt4cKoB Il, rl'tona qlcJlc t]

Br,rAe TpaHcAepManbHbrx TepaneBTr4r{ecKHx cr4cTeM, IICTIXOTpOIHbIX neKapcTBel{HbIX IpenaparoB cll14cKa

III nuqy, nonyqarcqeMy neKapcrBeHHbrx flpe[apar, BblAaercs CrarHarypa c xelrofi no,rocofr n aepxuei
qacrvt, vr HaArrprcbro qepHbrM urpra$rovr sa Hefi <Curuarypa>, o$opvr.nennaa B coo'rBe'rcrBl'll4 c

rpe6onatrusrvm n22 npzKirsa MuH:4pana Poccuu or I 1.07.2017 J\b 403s'
9. Ilpra ornycKe neKapcrBeHHbrx rpenaparon $apvralleBruqecKIafi pa6ornr,rrc nHSopvupyer r14tlo,

nprao6peraroqee (nolyuarouee) neKapcrBeHuufi npenapar, o pext4Me 14 Ao3ax ero ttpneMa, IlpaBhJ]ax

xpaHeHlrr B AoMarxHr4x ycnoBr{sx, o B3ar.rMoAeftcreuu c Apyrl4MI4 neKapcrBeIII{bIMI4 npenaparaMfi'

10, llpu ornycKe neKapcrBeHHofo npenapara $apnlaueernqecrcuft pa6orHnx He BrpaBe

rrpeAocraBmrb HeAocroBepHyro kr (ralu) HerlonHylo uuSoprurauurc o HaJII{qllI4 JIeKapc'rBeHHblx

npelapaToB, BKrroqaq neKapcTBeHHbre npe[aparbl, LIMerouII4e OAI4HaKOBOe MeXAyHapoAHoe

HeIIareHToBaHHoe Har4MeHoBaHpre, B ToM uI,IcJIe cKpblBarb uuSopnaaqurc o Halrvlqvtv JIeKapcrBeHHbIX

flpelaparoB, LIMeIouIux 6olee H]I3Kyro IIeHy.

1 1. JlerapcreeHHble lpenaparbr ornycKa]orcs B KoJ't[qecrBe, yKa3aHIloM B pellcIlTc. 3a

r.rcKJrroqeHr.reM cnyqaeB, KofAa Anr neKapcrBeHHofo llpenapaTa ycTaHoBneHbl npeAeJlbllo Aollycl'l4Moe

LInI4 peKOMeHAOBaHHOe KOIUTIeCTBO Ant BbIIIIICbIBaH Vfl HA OAHH peIIeIIT .

12. IIpn [peAbqBneHlrr4 perlerrra c rIpeBbIlIeHueM npeAenbHo AonycrllMol'o LIJrA

peKoMeHAoBaHHOfO KOJrr4rrecTBa neKapcTBeHHofo flpenapara Anq BF,III14CbIBaHHq Ila oAHIt peuell'f

rfaplraqenruqecxnft pa6oruur un$oprr,rrapyer o6 sroM nl,Iqo, rpeAcraBuBlrlee peqerlr, pyKoBoAl4renq

coorBercrByroqefi ue4nquHcrofi opraHr43arII,IH Lt orrtycKaer yKa3aHHoMy nHUy ycraHoBJleHHoe

cooTBeTcTBeHHo npeAenbHo AolycTr.rMoe vrv peKoMeHAOBaHHOe KOn14qeCrBO neKapcTBeHI{ofo

upenapara Anf, BbrrlrcbrBaHuA Ha o.qraH peqenr c rlpocraBneHl,IeM coorBercrBytoulefi oTMerKI4 B peLlelrre.

13. llpu HaJil4q{]?f|- s anre.rHofi opraHpr3aUr4r4 neKapcrBeHHofo [penapara c Ao3HpoBKo[, otlnquoil
or Ao3r4poBKr4 neKapcrBeHHofo npefiapara, yKa3aHHofi s peueure, or[ycK I,IMercLIIeroct J]eKapcrBerlltoro

[pelapaTa AonycKaeTcfl, ecnr4 Ao3r,rpoBKa TaKofo neKapcTBeHHOrO npe[apaTa MeHbue Ao3IjpoBKH'

yxa:anuofi n peqenre. B TaKoM cnyqae ocyulecrBJlqercq [epecqeT Konl4r{ecrBa neKapcrBeHHofo

lpenapara c yqeToM Kypca JIerIeHHt, yKa3aHHOfO B pellenTe.

14. B cnyuae ecJrr,r Ao3HpoBKa neKapcrBeHHoro npenapara, IlMelouleroct e alreqHofi opraHH3aql{l4

rrpeBbrrxaer Ao3prpoBKy JreKapcrBeHHoro npenapura, yKa3aHHyto B peuenre, pe[IeHHe o6 ornycxe

neKapcrBeHHoro npeflapara c raxoft Ao3r4poBKofi npuuuuaer MeAl4ul'Iscxnfi pa6orunrc, nltnncasunfr

peqenr.
15. llpz ornycKe JIeKapcrBeHHbIX nperaparoB rlo

rrpocraBJrter orMerKy Ha peqenre o6 ornycre reKapcrBeHHofo

-Har,IMeHoBaH[fl anreqHoft opraull 3ar\w;
-TopfoBofo HaHMeHOBaHVfl, IO3prpoBKr4 r'I Konr4qecTBa oTllyueHHofo neKapcTBeHHOfO IIpeI]apaTal

-$aururuu, LrMeHr.r, orqecrBa (npu na,'rnvrau) $apnralleBTl,IqecKoro pa6orHuKa, orrlycrl4Buefo

neKapcrBeHurtfi npeuaPffi , a ero rIoArII{cIr;
-AaTbI OTTIyCKa neKapcTBeHHOrO IIpeIIapara.

-Qauuluu, r4MeHr4, orqecrBa (npu uauruuuu) MeAI4uLIHcKofo pa6orunra B cnyqaqx' KofAa

rpe6yeicr corJracoBaHae ornycKa JreKapcrBeHHoro npenapara c MeApIuI4HcKI4M pa6oruuxov,

BbrtrLrcaBIIII4M peIIenT.

16. llpu ornycKe HapKorlrr{ecKux u ncr4xorpolHblx neKapcrBeHHbIX [pe[aparoB' BHeceHHbIX B

cnr.rcKr4 II, ua peqelre n uuSoprvraqran o6 ornycKe neKapcrBeHHoro [pelapara npocraBnf,ercfl neqarb

alrreKr4, B orrr4cKe xoropofi AoJrxGo 6srrs u4euruQuquponaHo rroJlHoe HaI4MeHoBaHI'Ie arITeKI4.

17 . Bce peqerrTbr Ha oTrryrleHHbre neKapcTBeHHbIe fipeflapaTbl orMeqato'lotl l-u l'aMlloM

peqerrry $aprvrauenruqecrcufi pa6orHnx

[penapara c yKa3aHHeM:



eqeH!re:
HapKorI4r{ecKLIe I4 rlcuxorponHbre neKapcrBeHHbre lpenaparbr crrr4cKa II, lcuxorponHbre
rleKapcrBeHHbre rrDerraoaru cnlrcxa III

TI'TI4 J'IC

neKapcrBeHHbre lpeflaparbr, orrrycxaeMbre 6ecnlarHo r,urr4 co cruAxofi TPCX JICT

KoMoI4HI4poBaHHbIe JIeKapcrBeHHble [penaparbr, coAepxaurre Hapr(orr.rqecKr4e cpeAcrBa
I4JII4 rlcl4xorporlHbre BerrlecrBa, BHeceHHbre B crrucKr,r II ra III flepevHr, r43foroBJleHr{bre B

arre.{Hofi opraHl,I3arrr4lr, JreKapcrBeHHbre lpelaparbr, o6laAarorque aHa6orfi.{ecxofi
aKTI4BHOCTbIO, JIeKapCTBeHHbIe npenapaTbr, noAJrexarqr4e rIpeAMeTHo-KOJII4rIecTBeHHoMy
yqery

rpex JreT

neKapcrBeHHble lpelaparbr B xr,tArofi neKapcrBeHuofi $opvre, co.qepxauue 6orce 15o/o
grldJloBoro cnplpra or o6rerra roroeofi lpolyxrrun, r,rHbre neKapcrBeHHbre npenaparbr,
orHocsuluecq rto ATX x aHTr4rrcr4xorr4r{ecKzM cpeAcrBaM (xoa N05A), auxcrzo,u4rr4KaM
(roa N05B), cuoreopHbrM H ceAarHBHbrM cpeAcrBavr (xoa N05C). aHrr41erpeccaHraM
(roa N06A) u ue rroAnexaur4e rrpeAMerHo-KoJrr4r{ecrBeHHoMy yrrery

TDCX MCCSUCB

<JlerapcreeHntrfi [penapar orrryqeH) r4:

6) ocransnble peqenrbr Bo3Bparqarorcr Jrr4rry, rroJryqrrBrxeMy neKapcreeHuErfi npettapar.
Peqenru Ha ornyrqeHHbre neKapcrBeHHbre [pelaparbr H xpaHqurvecs B arrreqHoft opraHn:a\An B

TeqeHr4e 3 uecrqea, yHr.rqroxarcTcq no rdcreqeHzr4 cpoKa xpaHeHnq.
18, Ornycr uuruyuo6uonorr4qecKofo JreKapcrBeHHofo npenapara ocyulecrBnrercr nn Ity.

upuo6perarouleMy (nonyuarorqenry) lpenapar npr4 HaJrr,rqr4r4 y Hero ctreuuaJrbHoro xoHrefiHepa Arh
TepMoca, e roropufi noMeqaercr neKapcreeHHrlft lrperrapar c pa3brcHeHnflMu o Heo6xoAl4Mocrh
xpaHeHr4q AaHHofo npelapara B crrequanbHoM KoHrefiHepe unr4 TepMoce n ueo6xoAuMocrr4 Aoc'raBKh
lpelapara B MeAr4rlr4HcKyro opraHr.r3arlr4ro B cpoK He rrpeBbrrxaroulufi 48 .racos nocJre ero npuo6pereHut.

Ha peqeure, yrraKoBKe vlru r.rHoM AoKyMeHTe Aenaercr orMerKa o npoBeAeHHoM LlHcrpyKraxe,
3aBepeHHarr rroAnr4cbro Sapruaqenu4r{ecKofo pa6oruuxa v nv\a npr,ro6pera}o[Iero (no,ryvarourero)
neKapcrBeHHufi npenapar. A raK)Ke yKa3brBaercfl rara a roqHoe BpeMr orrrycKa (s ,racax r.r uuHyrax)
neKapcrBeHHoro rrpenapar a u3 anrequofi opraHLr3arlar4.

19. Orrycrc JreKapcrBeHHbrx [peflaparoB B MeAr,rur4HcKr,re opraHll3auuH ocyulecrBnserct tto

rpe6onanzrM-HaKrraAHbrM, oQopulennrna B coorBercrBl.nr c rpe6oeaHlaAMu leficraytt.lttlux
HOpMaTr4BHbX AOKyMeHTOB.

Il.Oruyuc JreKapcrBeuHbrx flpe[aparoB no peqelrrana npaueff

l. Ornyuc HapKoruqecKrrx u [crrxorpotrHbrx aeKapcrBeHHbrx fipeflaparoB, BHeceHHbrx B
crrr.rcKr,r II n III llepevna HapKorrrqecKr{x cpeAcrB, rrcnxorponHblx BeurecrB Ir ux flpeKypcopoB,
roAJrer(aqrrx KoHTpomo n Poccufiucofi (Deqepaqlru.

20. Oruycx HapKorr,rqecKux rr ncr4xorporrHbrx neKapcrBeHHbrx npenaparoB, BHeceHHbIX B cnHcoK

il flepeuur HapKoruqecKr,rx cpeAcrB, ncuxorponFrbrx BeulecrB u I4x rlpeKypcopoB, rloAnexaurux
KoHTponrc s Poccnficrofi @elepaquu, sa vcKJrroqeHr,reM ,'IeKapcrBeHHbIX rtpenaparoB B BI4Ae

TpaHcAepMaJIbHbIX TepaIIeBTr4qecKI4X CI4CTeM, OCyU_[eCTBmeTCr I1O peUeIlTy, BbrflhCaHHOMy lla
perlenrypHou 6lasre $oprvrtr NllO7/y-HfI <Cneqraa,rusufi peqerrrypHsrfi 6laur Ha HapKortzqecKoe

cpeAcrBo r.r [cuxorpol]Hoe BelrlecrBo ).
21, OapuarleBruqecKzfi pa6orHr.rK rrpr4 rpeAbqBneHr.ur peqerra npoBepfler ero oQoprlleune e

coorBercrBuu cflpayuranru o$opMrreHrrf, $opurr J\b 107/y-Hfl <CneuuanrHsrfi peqenrypHltfi 6:ranr Ha

HapKorr4qecKoe cpeAcrB r.r rcr4xorponHoe BeulecrBo)), yrBepxAeHHbIMrI rIpHI(a3oM MUH:4paea Poccna

or 01.08.2012 Jtlb 54n, cpoK efo Aeficrsuq (15 anefi), a raK)Ke KoJrr4qecrBo Bbtnt4caHHoro neKapcrBeHHofo
rrpetrapara B coorBercrBrrlr c HopMaMrz, rrpeAycMorpeHHbrMIr rIpuKa3oM Mr,rH:l4pana Poccnu ol'
20.12.2012Is 1175H.

Ornycx HapKorr.rqecKr4x Lr ncr4xorponHbrx neKapcrBeHHbIX [peflaparoB cnucKa II. ja



I{CKJIIOqeHI{eM neKapcTBeHHbIX npenaparoB B BI,IAe rpaHcAepMiulbHbrx repaIIeBTHr{ecK14X CtrCreM,
ocyilIecrBnqercq npl4 [peAOCTaBJIeHr4r4 AOKyMeHTa, yAOCTOBepf,rOrrIefo JurrrHocrl,, Jllr{y, yKa3aHHOMy B
pellenTe, efo 3aKOHHoMy [peACTaBI,ITeJIIO I4JIIz nuIIY, I4MeIouIeMy oQopnaleuuyro AoBepeHHocrb ts

cooTBeTCTBt4I4 C 3aKOHOAaTenbcTBoM AOBepeHHOCTb Ha rrpaBo lloJryqeHur TaKr,rx rrapKol.hrtccKHX 14

ncr4xoTponHbrx neKapcTBeHHbrx IIpenapaToB..
Ha o6opore peqenra yKa3blBalorcr OaMunrafl, r4Mfl orr{ecrBo (npr.r Ha,raunu) vt peKBh3hrbr

IOKyMeHTa, yAocroBepsloulero JI4r{Hocrb Jlrqa, flonyqa]olllefo AaHHbre neKapcrBeHHbre npenaparbt.
22. Ornycx trcuxorponHblx neKapcrBeHr{brx flperaparoB crurcKa III r4 HapKorr,rqecKr4x

neKapcrBeHHbIX npenaparoB cIII4cKa II (n Br4Ae rpaHcAepMaJrbHbrx repaneBThr{ecKr.rx cucreHa)
ocyqecrBnfle'Icfl [o peuerlraM, BbrrrvcaHHbrM Ha peqenrypuonr 6lauxe $oprrasr Is 148-l/y-88.

23. QapvalreBTl4qecKIafi pa6orul{K npr.r [peAbrBneHzr{ peuelra rrpoBepqer ero or}opv,rurnc e
coorBercrBula c lIopflAKoM o$oprvrneurar peqerrrypHbrx 6raHKoe Ha neKapcrBeHHbre npenaparbt, HX
yrrera 14 xpaHeHut, yrBepxAeHHbrM npr{Ka3oM MuHt4pana Poccza or 20.12.2012 J\e ll75H, cporc ero
Aeftcrsus (15 auefi), a raKxe KoJII4qecrBo Bbrrrr4caHHoro neKapcrBeHHoro rrpelapara B coorBercrBr4vt c
HopMaMIr, rpeAycMorpeHHbrMr{ npr.rKa3oM Muu:4pana Poccrzn ot 20.12.2012 J\b I 175H.

24. Peqenru uocJle ornycKa J'IeKapcrBeHrrbrx fipenaparoB rrepeAaroror QapnaueerhqecKoM)'
pa6ornnxy, orBercrBeHHoMy 3a BeAeHr4e 14 xpaHeHue Xypua,roB perr4crpaur4r.r o[eparyuii, csnzan]tbrx c
o6oporou HapKorl4rrecKux cpeAcrB u ncuxorpollHbx BerrlecrB, nns BHeceHr4s coorBercrBynulux
zanucefi. n Xypuan perl{crpallull B coorBercrBrar4 c flpanulaMr4 BeAeHr4fl 14 xpaHeHnr c[eqlraJrbHbrx
xypHanoB perltcrpallal4 orlepauufi, cu3aHHux c o6oporoM HapKorr,rqecKr4x cpeAcrts 14 ncuxorporrubrx
BerrlecrB, yrBeplKAeHsrx flocraHoBJreHr.reM flpaeuremcrea P(D or 04.1 1.2006 Ne 644.

2. Oruycx IrHbIx dreKapcrBeHHbIx rrpeflaparoB, noAJre)Kaurux rrpeAMerHo-KoJu.rqcc'rBeHnoMy
yqeTy.

25. Ornycr I,IHrIX neKapcrBeHHbIX npenaparoB, rroAlrex{arrlr4x npeAMerHo-KoJrHqecrBeHHoMy yqery.
neKapcrBeHHbIX npenaparon, o6;ra4aloq[x aua6oluqecxoft axrusHocrb]o (n cooreercrBr4r4 c ocHoBHbrM

SapuaxonomqecKllM 4eficrnuent, KoA ATX Al4A), rexapcrneHHble rpenaparbr, yKa3aHHble a nyHx're 5

llopr4rca orrlycKa Qu:vvecruM nlrIIaM neKapcrBeHHrrx flpelaparoB Anr MeArdur4HcKofo npnN{eHeHur,
COAepXaqI4X KpOMe Ma!'IbIX KOILIq€CTB HapKOTt4r{eCKI4X Cp€ACTB, IICUXOTpOIIHbIX BeqeCTB V r4X

rlpeKypcopoB Apyfl4e Qapuaxonofur{ecKr4 aKrr.rBHbre BeulecrBa, yrBep}KAeHHofo npHKa3oM Mrrrrjlpasa
PO or 17.05.2012 J\! 562s, JreKapcrBeHHbre nperaparbr rrHArzBr4AyarrbHofo 143foroBrerrvfl^ co/Icplr(arrlrc
neKapcTBeHHbIe cpeAcTBa, IIOAJIeXarqpre IpeAMeTHO-KOJII4TIeCTBeHHOMy yr{eTy, Vr IdHbre JteKapcTBeHHbre
flpenapaTbl, noAJlexalque npeAMerHo-KoJrr4qecTBeHHoMy yrreTy, ocyulecrBnfleTcfl, rro peuenry
BbrrrucaHHoMy Ha peqerrrypHou 6lauxe (fopvru Jlb 148-l/y-88.

26. QaptrarreBrllqecKIaft pa6ornr4K npv rpeAbrBneHr,rr4 peqeflra rrpoBepf,er ero o$opm,reuue n

coorBercrBrar.r c flopr4xou oQopMneHHr pellenrypHHx 6,rauxoB Ha neKapcrBeHHbre rlpet|aparb], nx
yqera n xpaHeHr{q, yrBepxAeHHbrM rrpr4Ka3oM MlrusApaea Pocollr or 20.12.2012 Ne I 175u. cporc ero
Aei'tctsws (15 aHefi), a raKxe KoJruqecrBo Bbrrrr4caHHoro neKapcrBeHHoro npeilapara B coorBercrBt4t4 c

HopMaMIl, npeAycMorpeHHbrMr4 nplrKa3oM MUH:gpana Pocclur or 20.12.2012 J\b I175H.
27. Peqeuru nocJle oruycKa neKapcrBeHHbrx lpelaparoB lepeAarorcfl QaptraueeruqecKoMy

pa6oruzr<y, orBercrBeHHoMy 3a BeAeHr4e r{ xpaHeHr.re Xypua,ron yr{era onepaqufi, cBr3arrHbrx c

o6paqenueu neKapcrBeHHbrx cpeAcrB rnfl MeAlrulrHcKofo npr.rMeHeHr,rfl Anfl BHeceHns

coorBercrBylouux ganucefi n XypHan yr{era B coorBercrBr4r4 c flpanuranu BeAeHHq h xpaHeHtfl
cneqpIaJIbHbIX xypHanoB yr{era onepaqufi, cBq3aHHErx c o6parueHl4eM neKapcrBeHHr,rx cpelcrB 1lnq

MeAI4III{HcKoro rIpLIMeHeHur, yrBepxrAeHHbrx rrpr4Krrou Mrzus4paea Poccuu or 17.06.2013 Ns 378u.

3. Ornycrc JreKapcrBeHHbrx rpe[aparoB [o peqe[Ty, BbrrrucaHHoMy Ha peqefllyp]roM 6"rrasrce

Sopuu N 107-1/y.

28. JlerapcrBeHHble npenaparbr, He BKrrloqeHHbre n flepeqHr. neKapcrBeHHbrx cpeAcrB Ant
MeAI4III4HCKOfO IIpI4MeHeHr,rf,, nOAneXarrlr4x IIpeAMerHo-Korr4qecrBeHHoMy yrreTy. yrBepxAeHHbrx
npI4Ka3oM MuHg.qpasa Poccnu or 22.04.2014 Ns 183u, Ho ornycKaeMbre B coorBercrBr4u c rzHcrpyrcrlnei



IIO npI4MeHeHLIrc IIO peUenry Bpaqa, rroAJ]exar ornycKy r43 arrreqHofi opfaHH3arJ4vl no peuerrry,
BbrrrucaHHoMy Ha peqerrrypHoM 6naHKe Sopvmr J\b 107-1/y,

29. @apuaqeBTuqecKl,Ifi pa6oruuK npu npeAbqBneHr,rn peqerra rrpoBeprer efo oQopureHrae e

coorBercrBuu c lIoptIKoM otfopnrneura.s peqeflrypHbrx 6,raHKoe Ha neKapcrBeHHbre flpe[aparbr, r.rx

yrlera I4 xpaHeHl4q, yrBepxAeHHbrM rrpr.rKa3oM MUH:4pana Pocu,rH or 20.12.2012l$ 1175u, cpor cro
pcficrsus (60 gueft, ao 1 roaa).

30. llptt ornycKe neKapcrBeHHbrx [penaparoB lro peqelry, BbrrrucaHHoMy Ha peue[TypHov 6lauxe
Qopuu N 107-1/y, cpor 4eficrBr4r Koroporo cocraBJuer oAr4H foA Lr B KoropoM yKa3aHbl nepfiollbr H

KoJIItqecrBo ornycKa neKapcrBeHHoro trpenapara (n rcax4srfi nepuo.4). peueflr Bo3Bpaulaercfl JrHrty.

upuo6perarouleMy neKapcrBeHuufi npenapar, c orMerroft Ha peqenre o6 orrycrce.
llpu ovepeAHoM o6paqenuu nr4rla B anrer{Hyro opraHr43arruro c AaHHbrM perrerrroM yqr'trbrBa}orct

orMeTKr.r o [peAbrAYr{eu oTnycKe neKapcTBeHHofo rrpenapara rro TaKoMy peqenr)' H B cJryrrac

npuo6pereHr4r Jrr4rIoM KoJrl4r{ecrBa neKapcrBeHHoro npenapara, coorRercrBy}orrlefo \4aKcHMa,rrr)rTor\,r)/

KonlrqecrBy, yKa3aHHoMy MeIr4rIIlHcKIzM pa6oruuxoM B peuerrre, a raK)Ke no prcreqeHr,ru cpoKa Aeficrsus
peqerrra, Ha peqeflTe rrpocraBJrrercr rrrraMrr "JlexapcrreuHufi flpelapar o'nryuleu" h perlerlr
Bo3Bpauaercr nrrqy.

31. E.quuonpeueuuufi ornycK neKapcrBeHHofo rrpe[apara rro peqenry, Bbrrlr4caHHoMy Ha

peqerrrypHou 6rasre Qopnru N 107-1/y, cpox 4eficrBr4r Koroporo cocraBJrqer oAuH roA Lt B KoropoM
yKa3aHbr nepuoAbr 14 KoJrlrqecrBo orlycKa neKapcrBeHHofo npenapara (n r<aNnsrfi neptro,Tl). roflycKaercs
ToJrbKo no cornacoBaHlrro c MeAr4rlr,rHcxuu pa6orHuKoM, Bbrn r.rcaBIII LI M pelrelr.

32. B cnyqae ecnu. [pr4 orrrycKe neKapcrBeHHbrx npe[aparoB rro peue[ry, BbII]ucaHHoMy Ha

peqerrrypHou 6lanxe (foprr,mr N 107-lly, Koropbre ocralorcr B aIITeKe 14 xpaHtrct B rer{eHue rpex
MectrrleB, cpox 4eftcrBr,rr Koroporo cocraBJlrer oAr4H roA Lr B KoropoM yKa3aHbI nepHoAI'I 14 KorTnqecrBo

ornycKa neKapcrBeHHoro npenapara (n xaNAtrft repuo4), $aprr.rauenra.{ecxuft pa6orHux AeJIaer orMerl(y
o6 ornycre npelapara H ocraBJrrer B anreqHofi oprauu3awvr 3aBepeHHylo KorII4Io pe[enra, a peue[r
Bo3Bparqaercr Jrr,rqy, upuo6perarorueMy neKapcrBeHuufi npenapar.

Yxagasuyro HopMy cneAyer r4cnoJrb3oBarb raKxe rrpr4 ornycKe r43 anreqHofi opraHu3alfvvr He Bcex

nperaparoB, BbrrucaHHbrx Ha peuenrypHou 6rasre Qoprr,tu N 107-lly

III. OruycK JreKapcrBeHHblx fipeflaparon 6e: peuerra Bpaqa

33. Oruycrcy 6es peqenra Bpaqa rroAnexar neKapcrBeHHbre [pe[aparbl, Koropble B coorBercrBu c

r4HcrpyKrlr4efi no npr,rMeHeHuro 14 MapKrrponrofi, noAnexar orrlycKy 6es peqenra Bpaqa.

34. OapvrarleBrr4qecKufi pa6ornzx npr4 BbrqBreHrlr.r norpe6socrei rloxynarent pyl(oBoAcrByerct

<Crau4aprHbrMt4 oneparllroHHbrMr,r flpoueAypaMlr o6clyNraBaHvrs. rloKyrlarenefi anre.{Hrtx opraHu:auuft
OfyII <Jluneqx$apMarlnr), yrBepxAeHHbtM14 4eficrnyrouuM rrpuKa3orvr OfYfl <IlraneuxcpapMauhl)).

35, OapuarleBrprqecKufi pa6orHr4K npeAocraBr.f,er norpe6urenlo AocroBepHyto rauQopvauulo o
neKapcTBeHHbrx npenaparax, B ToM qI,IcJIe o:

- HaJrvrrfvrvt JreKapcTBeHHbIX [penapaToB, B ToM rrprcle HI4xHero ueHoBofo celMeHTa;

- rrpaBr4nax ornycKa, cloco6ax npr{eMa, pexuMax Ao3r4poBaHu.f,, Tepa[eBTI4qecKoM Aeitctsnv,
npoTr4BorroKa3aHl,I.ux, ssaprrvloAeficTBrrn JreKapcTBeHHbrx npenapaToB rlpu oAHoBpeMeHHoM npheMe

MexAy co6ofi r,r (unu) c nrarqefi, lpaBr{nax r4x xpaHeHr4fl B AoMaIrIHI4x ycnoBl4flx ($aprvrauenruqecKoe

KOHCynbTr.rpoBaHLre) ;

- parlr{oHanbHoM npr,IMeHeHI4rr neKapcTBeHHbrx [penapaToB B qenqx oTBeTcTBeHHofo caMoJleqeHI4t.

IV. OruycK JreKapcrBeHHr,rx fi peflaparo B M eAlr quHcKu M opra H u3auufl M

36. Ornycr neKapcrBeHHbrx lpenaparoB B MeAr.rrtr4HcKl4e opraHA3a\AV Arq o6ecneqeHut re.le6Ho

AVarHocrr4rrecKoro npoqecca ocyulecrBnflercs. no rpe6onaHI,IflM-HaKJIaAHbIM.

flossrue (MeAr4rIr4HcKar opfaHr,r3aur.rf,) onpeAeneHo (De4epa,rbHblM 3aKoHoM P@ or 2l.ll,20ll
It 323-03 <06 ocHoeax oxpaHbr 3AopoBbr rpa)KAaH s Poccuficxofi Oeaepaqarz> (u.l 1, cr. 2.)



37. (Dapuauenruqecxzft pa6oruzx npu ronyqeuuu rpe6oBaHvIt-HarclaAHofi or MeAI4uHHcxofr

opraHr43arlr4lr npoBeprer npaBr{JrbHocrb ero oQopruIeHLIs B coorBercrBl{H c rpe6oaaHasH,rH pasr1era III
flpnroxeuraq Jt 13 rpr{Ka3a Mrans4pancoupa3Blrruq Pocczz or 12.02.2007 Ns 110 <O nopr4re
Ha3HaqeHr.Ifl. 14 BbrrrtrcbrBaHut neKapcrBeHHbrx npenaparoB, uzletui't MeII4tII4HcKoro Ha3t{aqeHufl A

cileqnanr,r3r4poBaHHbrx npoAyKToB re.re6Horo ilvraHr4fl>>, rIyHKTa 3.1. nprarca:a Mnn:lpasa Poccua N!

1175s or 20.12.2012 (06 yrBepxAeHlrr4 nopf,AKa Ha3Hav'eHufl pr BbITII{cbIBaHI4s neKapcrBeHHblx

[pelaparoB, a raKxe $oprrn peqenrypHbrx 6raHKos Ha neKapcrBeHHbte ttpettaparbt, nopsAKa

o$oprr,tneuur yKa3aHHbrx 6lauxon, vx yqera H xpaHeHllfl) vr I(oMnnel(Tyer roBap A\fl ornycKa

M eAr.rrlr4H cKofi oprau us a\r4v.
38. Ao orrrycKa neKapcrBeHHbrx [pelaparoB HenocpeAcrBeHHo npeAcraBlrreJl]o MeAuqltucxofi

opraHr{3arllru ux seo6xoAul,ro xpaHr4Tb c co6lrcAeuIaett rpe6osaHufi Aeficrsy}oullx HopMarHBHblx

AOKyMeHTOB.

39. Ornycx neKapcrBeHHbx rrpenaparoB ocyqecrBJrterct MeALIIHHcKoMy paoorHHKy npH

npeAb.rlBneHulr AoBepeHHocrlr r.rnu [peAcraBI{TeJI}o Ynpauenut c[ellnaJllHoft csrgu no ,lunetlrcoil

o6lacru [pr4 ornycKe B MeAuUr4HcKyro opfaHr43aqlrro HapKorl4r{ecKl4x In nchxorporlHblx ,rleKapcrBeHHbIX

rpenaparoB,
40. ,{onycxaercfl, Hapyrxeur,re flepBr,rqHofi yuaronKll neKapcrBeHHofo [penapara npl4 orlycKe ero

uo rpe6onaHr,rro-HaKJraAsoft anre.{Hofi opraHr43arluefi, nueroulefi nuueH3l'I}o na rfapnaaueBruqecKyto

AerreJrbHocrb c rrpaBoM r,r3roroBJreHr4f, JreKapcrBeHHbIX npenaparoB. B AaHHoM cnyqae orilycK

npelapara ocyulecrBnflercfl. B yrraKoBKe, o$opir,tleHHofi s ycraHoBJIeHHoM [optAKe c rlpeAocraBJ'leHHeM

prHcTpyKrlr,ru (ronuu 14HcrpyKUlrlr) ouycraeMoro neKapcrBeHHoro rlpenapara.

41. Tpe6onaHrar-HaKnaAHbre Ha ornycK HapKorur{ecKLIX cpeAcrB v rlcuxorpofiHblx BeluecrB

cIILICKOB II U III XpaHsrcr B TeqeHr,re 5 ler, Ha orrrycK r,rHbrx JTeKapCTBeHHbIX CpeACTB, rloAJlexaurl4x

rrpeAMerHo-Konl,IqecrBeHHoMy yqery, - B TeqeHLIe 3-x Jrer, ocrtlJlbHbIX rpynn ,'IeKapcrBeHHblx

lpeflaparoB - B TeqeHue oAHoro KaneHAapHofo roAa'

42. Tpe6onaHur-HaKJraAHbre MeAVrItrHcKr,rx opranuraqufi AoJIxHbI xpaHl'ITbcs B arlreqHoH

opraHLI3arIuI,I B ycnoBr4rx, o6ecnequBaloulux coxpaHHocrr, n c6poruropoBaHHoM u oneqaraHHoM BhAe u

otpoprr.r:urrct B ToMa c yK&3aHI4eM Mecsqa I4 foAa.

V. PeaJrfisaqnq uHblx roBapoB anreqHoro accopruMeHTa

43. PosHr.r.rHaq roproBJrr MeAr4rIr4HcKr4Mr4 v3lLelil4sw:a, a raKxe 1e:rzn6raunpyroull{Mr{ cpeAcrBaMU,

npeAMeraMlr 14 cpeAcrBaMlr luqnoft rr{rr4eHbl, nocyAoft Anq MeAI'{uI4HcKI{x ueleft, npeAMeraMI'I v

cpeAcrBaMI,I, [peAHa3HaqeHHbrMr,r Anfl yxoAa 3a 6olrsuuu, HoBopoxAeHHbIMH 14 AerbM]'I, tle

Aocrr,rfrxr4Mr.r Bo3pacra rpex Jrer, oqKoBofi oururofi u cpe4crBaMl,I yxoAa za ueit, MI4HepaJIbH['lMH

BoAaMLr, [poAyKTaMu reqe6Hofo, AercKofo rr Al4ernrlecKofo rrvrannfl, 6uoloruqecru aKTIlBHblMh

Ao6asKaNaI,I, nap(frouepHblMr4 Lr KocMerrlr{ecKuMl4 cpeAcrBaMu, M€AI4UI4HcK}rM14 h caHurapHo-

lpocBerureJlbHbrMlr [eqarHbrMr4 vg,;iaHvrflM:a, rIpeAHa3HaqeHHbIMll Ant flpollafaHAbl 3AopoBoro o6para

xI43Hr4 OCyUIeCTBnfleTcfl, arrTeqHblMr4 OpfaHI43aUI4qMI4 npeAnpl4tTat, HMelouIaMH JIhUerI3Hrc lla

ocyurecrBnenue Q apuaueBTl4r{ecKofi 4earelsHocrl'I'
44. llpoAaNa MeALrrIr4HcKr4x rr3AeJrufi npouseoAvrrcs Ha ocHoBaHLIH IIpeAr,qBJlteMbIX noKynareJtsM14

perlenroB npavefi, o(fopnaneuHbrx B coorBercrBLrn c rpe6oBaHuqMI'I flpl4Ka3a MransApaea Pocct4u or

20.12.20I2J\q 1181n uO6 yt".pxAeHuu nopf,AKa Ha3HaqeHr4r H BbrrrHCbrBAH]?.fl MeAHUHHCKux asAe,lhil,

a raK6e $opr peuenrypHtx 6laurcoB Ha MeAuqr4HcKI4e z:1enufl u llopf,AKa otfopr'alrettne yKa3allHblx

6lanxon, r4x yrrera u xpaHeHr,rq), a raK)Ke 6es peqeuroB B coorBercrBl'Il4 c IaHcrpyKuneil no llphMeltcllht'o

H a MeAI4III,IHCKI4e U3 Ie nvfl .

45. PosuzqHarr npoAaNa 6uolorr4qecKr4 aKrr4BHbIX Ao6asoK K tII4uIe ocylltecrBnf,erct roJlbKo B

norpe6urelrcxofi ynaKoBKe.

He 4onycraercfl peanrr3arlur BA.{, He rrpoureAlxl4x rocyAapcrBeHHyIo perLIcrpaIIHIo.

46. IIpu ,rapa4u"a nap$rouepHbrx r{ KocMerLIqecKHX ToBapoB B yrlaKoBKe c qe,r,ro$aHosoil

o6eprroft r,rnlt Quplrensoft lesrofi noKylarenro AoJIxHo 6rrrs npe4JloxeHo rlpoBepHrb coAepxl]N{oe

ynaKoBKLI IIyreM cHflTufl qello(faHa unra $upn'ressoft lenrrt.



A:po:olrHar ynaKoBKa roBapa lpoBepflercs JII4IIoM, ocyuecrBnt]olll4M rlpoAaxy, Iia

QynrcquonrapoBaHl4e yn aKoBKI4 B rlpplcyrcrBllu n oKynarerq'


