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IlpuloNeuue j\lb I
VrnepN4eno

npr4Ka3OM apMaur{r)'70

CraugaprHafl orrepauuoHHas rporteAypa : llucrpynqun
uo coolroAeHlrrc flpanul orrlycKa JreKapcrBeHHbrx [pe[aparoB r.r rrHbrx roBapoB alreqHoro

accoprl{MeHTa anrerrHblMr{ OpraHrr3arl rrflMlu olyil <JluueqrcQupruq""u

I. O6uue [0Jro)r(eHue.

1' Hacro'sqat r4ucrpyKllI4{ olpe.4eJlser flpannra ornycKa neKapcrBeHHbrx rrpelaparoB r.r r4HbxTOBapOB allrerrHoro accoprl4MeHTa arrreqHbrMr.r opfaHr43arlLrsMLr ofyll <ltzneqr$ apMarJufl>> vrpaspa6oraria B Ilen{x co6ruo4euux Saprraaqenr"oi.n"r" pa6oruzxanru anreqHbrx opranusaqzft
JII'IIIeH3I'IoHHO|o rpe6onanrzx - npaBI'In orllycKa JIeKapcrBeHHbrx rrpenapaToB .4ns MeAr4rlrrHcKoro
npr,rMeHeHI4r.

2. JlexapcrneHHbre rrpelaparbr ornycKarorc{ n3 aurequoft
npeAbrBnreMbrx noKynaTentrMr4 perlenToB, Bbrrrr4caHHbrx MeI[{r.rHcKr4MZ
YCTAHOBJICHHOM TIOPf,AKC, A TAK)I(E 6CS PCqEIITOB B COOTBETCTBUN C
neKapcTBeHHbrx npeflapaToB.

opfaHrl3allr4r,I Ha ocHoBaHI4Lr
pa6oruurauu, o(f oprraleHHbrx B

I4HcrpyKrlr4eft no nprzMeHeHr.rrc

3' HeupanunbH-o BbInI4caHHbIe peqerlTbl orMerrarorcr IrrraMrrou <Peqenr ne4eficrBrzreJreH)) r,rperLlcrplzpylorct n_XypHane perl{crpallrlu HerIpaBVJrbHo Bbrnr4caHHhx peqerrroB B coorBercrBu.r c
rpe6oeanv.f,Ml'I r. 15 npzrcasa Muns4pana Poccun or 11.07.2017 J\b 403u ,ro 

"n.4yrorqefi Qoprrae:

o @arrax HapylxeHl4ft npanzl oSopureulrr peqenroB, nocryrrr,rBrrrr4x B anreKy Lr ee crpyKrypHbre
rloApa3AeneHvrs'' 3aBeAyloqax(uir) anreroft ru$opuzpyer pyKoBoAr4ren{ coorBercrByrorqefi
MeArrrlr,rHcKoft oprauusarlIalr He pexe oAHoro pa3a B KBapran.

Xypuan rocJle efo oKoHtraHI'It xpaHLrrcfl. B anre-rHoft opraHra3arl[z B TeqeHrae I rola He orrr4T4t
Mr4HyBrxefo.

4' oruycx HapKorlrqecKzx u ficl4xorponHbx neKapcrBeHHbrx rrpenaparoB rro peuerrrz]M
OCyqeCTBnfleTCfl' aIITeKaMI4 npe4npilflTn4 I4MeIOqLIMLI JII,IIIeH3IIIO HA AetTeJIbHOCTb rIO O6OpOry
HapKort4rIecKI'IX cpeAcrB I'I ncaxorponHbrx BerrlecrB c Br4AoM pa6or (ycnyr) orrrycr HapKorrdqecKLrx
cpeAcrB I4 rIcuxorpoIIHLIX BeqecrB cIII{cKoB II u III flepevHx HapKorr4r{ecKrrx cpeAcrB, rrcprxorporrHbx
BeIrIecrB I{ I4x npeKypcopoB, rloAnexalqrrx KoHTpoJto s Pocc[ficxofi (De4eparJpru, QzsuvecxzM nrzqaM.

oruycr< yKa3aHHbIX [pelaparon Szsnuecxuu nurlaM ocyqecrBJr flercfl, QapuaqenruqecKr4Mrzpa6orunrauu B coorBercrBl{u c AonxHocr.sMr{, BKrroqeHHbrMr4 n [epe-rinr 4orxHocreft
@apnaaqenrvqecrllx v MeAIzIIuHcKI4x pa6oruuxoB B opraHu3arJuux) KoropbrM rrpeAocraBneHo rrpaBo
ornycKa HapKorlzrlecKlrx JleKapcrBeHHbrx rrpenaparoB r.r rcrrxorponHbrx neKapcrBeHHbrx npelaparoB
$usuuecxuM JrLrrIaM, yrBepxleHHbrM npvKrulou Mr.rHs4pasa poccuz or 07.09.2016Is 6g1u.

5' ornycr< I'IH'IX neKapcrBeHHbIX [penaparoB, rroAJrexaqux [peAMerHo-KoJrrzqecrBeHHoMy yr{ery,
ocyqecrBJlflercfl' arITeqHbIMl4 OpfaHrr3arlr4sM'tr, r,rMeroqr{Ml,r Jrr.rrleH3r4ro Ha ocyulecrBneHr,re
0apnraqesu.rqecxoft AerreJrbHocrr4.

6. JlerapcrBeHHble rpenaparbl ornycKarorcr B uepnuvHofi unu BTopuuuofi (uorpe6rzrenrcxofi)
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yrIaKoBKe' HapyneHrze nepnuvnoft ynaKoBKr4 JreKapcrBeHHoro npeilapara npn efo ornycKe
3arrpeulaeT0r.

7' Hapy'reHue BTopt4r{nofi norpe6nre*cxofi ynaronr<z neKapcrBeHHoro npenapara u ornycK efo Bnepnzvnofi ynaKoBKe AonycKaerct B cnyqae, ecJII4 KoJrr4r{ecrBo neKapcrBeHHoro npenapara yKa3agHoe Bpellenre ulz ueo6xoAl'IMoe nrqy flplao6peranureuy npenapar nprz 6espeqenrypHoM orrrycKe, MeHbrrre
erocr Bo BTopurruofi (uorpe6urelrcroft) ynaronre.
crseHuHfi npe[apar, npeAocraB rrsercfl. r{HcrpyKrlr4,
fo npenapaTa.

crzxorporrHbrx Berrlecrn cnucxon II, flctrxorpotrHbrx
neKapcrBeHHbrx npeflaparoB cr]r4cKa III nr,rqy, u rpenap
CzrHarypa c Nenrofi nolocofi n nepxueft qacrlr, vr sa Hefi <

o$opruneunaJr B coorBercrBr{rr c rpe6onanurnlrlr il uz or 1
403u.

9' rrpu orrlycKe JIeKapcrBeHHbIX npenaparon $apnaarleBTkrqecKrafi pa6ornurc unQoprr,rrdpyer Jrrrqo,
npzooperaroqee (uony'rarorqee) neKapcrBeHnrrfi n enapar, o pexzMe r4 Ao3ax ero [p]reMa, rrpaBr,rJrax
xpaHeHI'I{ B AoMaIITHI'IX ycnoBlz{x, o B3alrMoAeficrszz c ApyrI4Mr{ neKapcrBeHHbrMpr [pelaparaMr4.l0' llpra orrlycKe neKapcrBeHHoro nperapara $apNrarleerta.{ecxufi pa6ornur He BnpaBe
trpe.qocraBntrb HeAocroBepHylo Lr (utm) He[onHylo rzH$oplraqzro o HaJrr4qr.ru neKapcrBeHHbrx
npeIapaToB, BKnloqas neKapcTBeHHbIe npenapaTbl, I4Meloqve oAI4HaKoBoe MeXAyHapOAHoe
HeIIareHToBaHHoe HaI4MeHoBaHLIe, B ToM qlzcre cKpbIBaTb rzH$oprraaql4lo o Hu1ggtvlu JIeKapcrBeHHbrX
flpenaparoB, r4Merou[x 6olee Hz3Kyro rleHy.

I I ' JlexapcrneHHble rlpelaparbl orlycKarorcr B KoJrLrqecrBe, yKa3aHHoM B perlerrre, 3a
I4CKIIOqeHI.{eM CnyqaeB' KOrAa Anfl neKapCTBeHHOfO npelapaTa yCTaHOBneHO KOJII{qeCTBO, KOTopoe
lroNer 6rnr BbIrIlIcaHo B pellenre (llpunoxenze Jrlb 1 r lloprAKy Ha3HatreHr.rr neKapcrBeHHbrx
rperaparoB, yrBepx(AeHHoMy rIpI'IKa3oM M3 PO or 14.01 .2019 J\l 4n) urLr B coorBercrBrdr,r c rryHKToM
25 Aaunoro npLIKa3a Korl'IqecrBo npenapara Bbrrrr4cbrBaercr Ha Kypc rerreHr4r 30 aneft zlu 6onee 30
gnefi, u ao 60 4Heft.

12' trpu rpeAb{BneHI4Iz peqerrra c npeBbrrrreHr4eM KoJrr.rqecrBa neKapcrBeHHoro nperapara rnfl
BbIIIHcbIBaHHt Ha OAI4H peIIerIT $aprraaqenru.{ecxl4ft pa6oruur un(poprraupyer o6 sroM JrLrqo,
npeAcraBl'rBllree peqenr' pyKoBoLkrrenfl coorBercrByrorqeft MeATIIII,IHcKoft oprauu3arJ1ru lr ornycKaer
yKa3aHHOMy nIdIIy ycraHoBneHHoe KOJILIqeCTBO neKapcrBeHHoro Ilpenapatra IJrr BbrrI4cbrBaHrrs Ha o.4prH
peuerrr c npocraBneHr4eM coorBercrByrcrqefi orMerKr4 B perlenre.

13' llpz HaJUrrJr4u s anre'{Hoft opraHrz3arlr4r.r neKapcrBeHHoro npenapara c Ao3rrpoBKo[, ornuuuofi
or Io3I4poBKI4 neKapcrBeHHofo npelapara, yKa3aHHoft n peqenre, orrrycK r4Merorlerocr neKapcrBeHHofo
lpenapara AorlycKaerc ., ecru Ao3I{poBKa raKoro JreKapcrBeHHOfO npellapara MeHbrxe Ao3lrpoBKr.r,
yra:anHofi n peqenre. B raKoM cnyqae ocyxlecrBnflercs. lepecqer KortlqecrBa neKapcrBeHHoro
npelapaTa c yrreroM Kypca JrerreHhr, yKa3aHHOrO B perlenTe.

14. B cnyuae ecJILI Ao3I{poBKa JleKapcrBeHHoro rrpenapara, }rMeroulefocfl e anreqHoft
npeBbllxaer .qo3llpoBKy neKapcrBeHHOfO rrpenapara, yKa3aHHyro B perlerrre, peureHue
neKapcrBeHHoro npenapara c raxofi Ao3plpoBKofi lpznuuaer MeAr.rquycrcnfr. pa6orunr,
peuenr.

15. llpz orrlycKe JIeKapcrBeHHbIX rperaparoB rro peqenry Qapuaqenrz.recrzfi pa6orurzx
rlpocraBnter orMerKy Ha peqenre o6 ornycre neKapcrBeHHoro npenapara c yKiBaHr,reM:

-H arzMeHoB aHnfl. anr eqHoft opranu 3ar\uv.,
-TopfoBoro HaI'IMeHOBaHUfl., AO3VIpOBKI4 H Kor[qecrBa ornyrrleHHoro JreKapcrBeHHOrO [penapara;
-$atruttuu, I4MeHu, orqecrBa (npra ualzvrzra) $apnaarleBTr.rqecKoro pa6orHvrna, ot.ryari"-aro

neKapcrBeHuuil npenapar, r4 ero noAnr.rcu;
-AaTbr oTnycKa neKapcTBeHHOrO lpenapaTa.
-Savutruu, I4MeHI{, orqecrBa (upra naruuuu) MeAr4rlr4HcKoro pa6oruuxa B cnyqarrx, KofAa

rpe6yercx corJIacoBaHI,Ie orrlycKa JreKapcrBeHHofo lpenapara c MeAr{rIr4HcKr.rM pa6orHzxou,
BbrrrucaBrrrr4M perle[T.

16. llpra orrlycKe HapKorIzrIecKLIX u ncr4xorponHbrx neKapcrBeHHbrx rrpenaparoB, BHeceHHbrx B

opraHlr3arlrrr4

o6 ornycxe
srInzcanurufi



cnI'IcKI'I II, ua peqenre n uuQoprraaqun o6 ornycKe neKapcrBeHHoro nper apaTa npocraBn.flerc.s neqarb
aIITeKI4, B orrl4cKe xoropoft AOJIXHo 6rrrr u4enrz$zquponaHo noJrHoe Har.rMeHoBaHr.re arrreKr4.

17 ' Bce peqenrbl Ha or''yrleHHble neKapcrBeHHbre npenaparbr orMerrarorcr rrrraMrroM
<Jlexapcrnenurrft nperrapar orrryqeH) r4:

aJ ocrarorcs v xpaHflT0s B arrreqnofi opranu3aqut4 B TeqeHr.re:

6) ocranlnble peqenrbl Bo3Bpalqruorcr nuqy, uoJryqrdBrreMy neKapcreeHHrrfi 11pe11apar.
Peqenrrt Ha ornylqeHHble neKapcrBeHHble npenaparbr v xpaH{rrluecf, B anreqHofi oprauu3arlrrr4 B

Ter{eHue 3 uecrqen, yHr4rrroxarorc.s ro t4creqeHllu CpOKa XpaHeHr4g.
18' ornycr< uuuyuo6uoJloft4rrecKoro JleKapcrBeHHoro [pelapara ocyulecrBnrercr JrLr{y,

npuo6peraroqeMy (nonyvaroqeuy) upeu apar rrpu Hurr4rrru y Hero cneurraJrbHoro xonrelHepa Lrlrpr
TepMoca, n xoroprtfi rloMelrlaercs neKapcrseuHrrft npenapar c pa3brcH elvrflMtr o ueo6xoar.rMocrrr
xpaHeHI4{ AaHHoro npe[apara B crIeIII4anbHoM KoHTefinepe Ianpr repMoce ra neo6xoAr4Mocrr.r AocraBKr4
rpenapara B MeAI4uI4HcKyIo opraHlr3allrrc B cpoK He rrpeBbrrxaroqufi 48 qacos nocne ero upno6pereHr.rr.

Ha peqeure, yIIaKoBKe r4ltu LIHoM roKyMeHTe ,qenaercr orMerKa o rrpoBeAeHHoM r,rHcrpyKTDKe,
3aBepeHHat rloAnlrcbro QaprraaqenruqecKoro pa6oruuxa u nu\a npao6perarorqero lnolyvaroqero)
neKapcrBeHuufi npenapar. A rarxe yKa3blBaercs, ra'ra r4 ror{Hoe BpeMr orrrycKa (B qacax uMkrHyrax)
neKapcrBeHH oro npenap a"r a u3 anre.{u ofi opf aHr43 arlr.rI,I.

19. Ouycx neKapcrBeHHbrx npenaparoB B MeAr4rIr{HcKr4e
rpe6onauu.rrM-HaKJraAHbrM, oSopurennrru B coorBercrBrrlr
HOpMaTr.rBHbrx IoKyMeHTOB.

opraHu3arlr4lr ocyqecTBnsercs. no
c rpe6onaHuflMLr 4eficrnyrcqux

II. oruycx JreKapcrBe'Hbrx rpeflaparoB rro peqe[rau npaveft

l. ornycx Hapnor[qecKlrx u flcuxorporrubrx JreKapcrBeHHbrx [pe[aparoB, BHeceHHbrx B
crII{cKIr II u III lepevHn HapKorlrqecKllx cpeAcrB, rrcuxorpo[Hbrx BerrlecrB rr rrx [peKypcopoB,
rroAJrer(aqrrx KoHTpomo e Poccufi ucofi (De4epaquu.

20. ornycr HapKorI'IqecKLIX u nclaxorponHbrx JreKaporBeHHbrx lpenaparoB, BHeceHHbrx B cnr4coK
il flepeuur HapKorI4rrecKI,IX cpeAcrB, ncr4xorponHbrx BerrlecrB 14 rrx npeKypcopoB, rroAnexarr\nx
KoHTponlo e Poccuficrofi @e4epaquu, sa I4cKrror{eHr4eM JreKapcrBeHHbrx npenaparoB B Bure
TpaHcAepMaJIbHbIX TepaIIeBTI4qeCKr4X Cr.rcreM v JreKapcrBeHHbrx [penaparoB, coAepxarqr4x
HapKorl'IqecKoe cpeAcrBo B corleraHr4l4 c aHTafoHr{croM orIt4oktAHbIX peqenropoB, ocyulecrBJlrercr [o
peqerlry, BbInI4caHHoMy Ha peqenrypHolra 6laHre Sopvmr J1b107/y-HlI <Cneqnalsnuft peqenrypuulZ
6raHr Ha HapKorr.rqecKoe cpeAcrBo r4 ncr,rxorporrHoe BerrlecrBo)).

21. OapualleBrl,IqecKlrfi pa6orru4K npr{ rpeAbtrBneHr.ru peqerra rrpoBeprer ero o(fopl,rneuue n
coorBercrBuu c fTpaYulauu oSopMJIeHLIt peqenroB (fopuu J\b 107/y-HfI <CneuuanrHuft peqenrypnufi

HapKorI'IqecKI4e I'I nol{xorporlHble neKapcrBeHHbre npelaparbr clrrcKa II, lcltxorporrHbre
neKapcrBeHHbre rrpenaparbr cnucr<a III

TIf,TI4 JIET

aTbr, c olepxarrlr4e HapKoTr,rqecKrze cpeAcTBa
I4JII4 rlcl4xorporlHble BelrlecrBa, BHeceHHbre B cru4cKr4 II u III flepeuna, I43roroBJreHHbre B
aure'IHofi opraHI43aIII4I'I, neKapcrBeHHble rrpenaparbr, o6naAaroqne ana6oilz.recroft
aKTI{BHOCTbIO, JIeKapcrBeHHbIe npelaparbr, rroAJrexar{r4e rrpelMerHo-KoJrr4rrecrBeHHOMy
yrrery

TPEX JICT

Tpex neT

JreKilPUrBsHHble [penaparbl B )K[AKot neKapcrBeHuofi Qoprue, coAepxarque 6orce l5Yo
3Tl4noBofo cllrlpra or o6leua rorosoft [poAyKIIIru, r{Hbre neKapcrBeHHbre rrpenaparbr,
orHocslquect no ATX x aHrI4ncI4xorlrrrecKr4M cpeAcrBaM (xoa N05A), anrccvolr.rrrrKaM
(xoA N05B), cuornopHblM I'I ceAarI,IBHbIM cpeAcrBaM (ro4 N05C), anru4enpeccaHrztM
(roa N06A) rz He rroAnexarrlue npeAMerHo-KoruqecrBeHHoMy yrrery

Tpex MecrrleB



onaHK Ha HapKorI4qecKoe cpeAcrB I'I nCrIXOTpOnHoe BexlecrBo), yrBepxAeHHbrMr4 rrpr.rKrBoM MuHs4panaPocczu or 01 .08.2012 J\b 54n, cpoK ero /.efi,crsus (15 anefi), a raKxe Konr4qecrBo BbrrrucaHHoro
neKapcrBeHHOrO lpenapara B COOTBercrBr4r4 c HopMaMV, nperycMorpeHHbrMlr flpuloxenzenr Ns 1 Kllopr4xy Ha3HaqeHI4s neKapcrBeHHbIX npenaparoB, yrBepxreHHoMy rrpr{Ka3oM MuHs4pana poccun or14.0t.2019 J\b 4u.

Ha Aanuolr't peqerlTypHolra 6lanre Bblrll4cbrBaercr oAHo Har4MeHoBaHne JreKapcrBeHHofo flpelapara.Ornycrc HapKort4rrecKl4x u lcl4xorponHbrx neKapcrBeHHbrx npelaparoB crrrrcKa II, 3a
I4CKJIIOTIeHI'IeM neKapcrBeHHbIX rlpenaparoB B Br4Ae rpaHcAepMaJrbHbrx repaleBTr4rrecKr,rx clrcreM,ocyuecrBnflercfl' rlpu npeAocraBJIeHLILI AOKyMeHTa, yAocroBeprrctuefo JruqHocrb, nurly, yKa3aHHOMy Bpellenre' ero 3aKoHHoMy npeAcraBvreJllo I4JII4 II,I!Y, L{MeIorIeMy oQopunenuyro AoBepeHHocrb B
coorBercrBr4l4 c 3aKOHOAaTeJIbCTBOM .qoBepeHHOCTb Ha rrpaBo [onyqeHl,Ir raKI4X HapKorl,ItrecKr{x r,r
rrcr4xoTponHbrx neKapcTBeHHbrx rrpenapaToB.

Ha o6opore peqerlTa yKrublBalorca Sarr,ruln s., urMs. orqecrBo (npz nanz quu) Lt peKBrr3r.rrbr
AoKyMeHTa, yAocroBeptrroUero JII4qHocTb [tvr\a, [onyqaroqero AaHHbre neKapcrBeHHbre npenaparbr.22' ornycx ncl{xorponHblx neKapcrBeHHbrx [pelaparoB crrrzcKa III vr 

"up*otr.raa*r*neKapcrBeHHbIX [penaparoB cIIzcKa II (n BI4Ae rpaHcAepMiurbHbrx repaneBTrlqecKr{x cLrcreM u
neKapCTBeHHbIX npe[apaToB, COAep)KarrII4X HapKoTI'IqeCKoe cpe.{cTBo B COqeTaHuv c AH"ratOHlrcToM
otII4oI'IAHbIX peqenropon) ocyqecrBJlterct rro peqenraM, BbIrIIrcaHHbrM Ha peqenrypHoM 6ranxe (foprr.mr
J\b 148-1/y-88.

23' @apvalreBTrlqecKuft pa6orullK npl{ npeAb{BneHrrr.r peqerra rrpoBep.ser ero olpopnarenue n
coorBercrBl'Il4 c flopr4xola Ha3Har{eHrs JleKapcrBeHHbrx npelaparon z llopx4nor 

'o$opMnegr.rs

pellenrypHbrx 6ranxoe Ha JreKapcrBeHHbre rperaparbr, r4x yrrera vr xpaHeHr4s, yrBepxAeHHbrMr4
rIpI{Ka3oM Mzns4paea Pocczz or 14.01 .2019 Ns 4u, cpoK ero geficrsux (15 anefi), u ,u**. *on"or.r"o
BbIII4CaHHOTO neKapcrBeHHOrO npenapara B coorBerc'tBuvt c HopMaMr4, rrpeAycMorpeHHbrMr4 yKasaHHbrM
npr4Ka3oM.

Ha 4aHHou peqerlTypHorr't 6laHxe Bblrll4cbrBaercs oAHo HavMeHoBaHrze neKapcrBeHHoro ilpenapara.
24. Peqelrrr rocne ornycra neKapcrBeHHbrx rrperaparou nrp.4urot." QapuaqenruqecKoMypa6ornuxy, orBercrBeHHoMy 3a BeAeHLIe Il xpaHeHr4e XypnanoB perr4crparlrlr,r orreparluit, cvx3auHbrx c

o6oporou HapKorI4qecKI'IX cpeAcrB u ncfixorporrHbrx BerrlecrB, Anf, BHeceHr4r coorBercrByroqux
sanuceir e Xypnal perIrcrpaIIVLI B coorBercrBr.rrz c flpanurauv BereHarr_ Iz xpaHeHr4r cnerlr4anbHbrx
xypHaJIoB pervcrpalll4}I onepalll4fi, cor3aunux c o6oporoM HapKorr.rqecKr4x cpeAcrB rz rrcr4xorporrHbrx
BeulecrB, yrBepx{AeHHbIX rrocraHoBJreHr{eM llpaazrelrcrsa P(D or 04.1L2006 J\b 644.

2. ornycrc IlHbIx JreKapcrBeHHblx [pe[aparoB, rroAJre]r(aq[x [peAMerHo-KoJrr{qecrBeHHoMy
y.rery.

25. ornycx I'IHIIX neKapcrBeHHbIX lpenaparoB, noAJrexarrlrdx rrpeAMerHo-KoJrr.rqecrBeHHoMy yr{ery,
neKapcrBeHHbIX lpelaparon, o6la4alorlux aHa6oru,rccrofi arrneHocrblo (n coornercrBr4r,r c ocHoBHbrM
f,aprr'raxonorLIrrecKl{M 4eficrnueu, Ko,4 ATX A14A), lexapcrneHHbre [pelaparbr, yKa3aHHbre n nyHrre 5
flopa4Ita ornycKa QIa:uvecxuM nIiIIaM neKapcrBeHHbrx npenaparoB AJUr MeAlrrlr,rHcKoro npr4Me HeHurg,
coAepxaql4x KpoMe MaJIbIX KOrUqecrB HapKOTI,IqeCKI{X CpeACTB, nCr4XOTpOrrHbIX BeIrIecrB Lr I,IX
npeKypcopoB Apyrl4e @apvaronofl4rrecKll aKTI{BHbre BerrlecrBa, yrBepxAeHuoro [pr4Ka3oM MuHt4pana
PO or 17.05.2012l'{b 562n, neKapcrBeHHbre rrpe[aparbr r.rHAr.rBr4AyanbHoro r43roroBneHLrs., coAepxarrlre
neKapcrBeHHble cpeAcrBa, IIOAJIeXarque npeAMerHo-Korr.rqecrBeHHoMy yqery, r.r t4Hbre JreKapcrBeHHbre
npelaparbl, rlo.qnexalrlue npeAMerHo-KoruqecrBeHHoMy yqery (sa rrcKJrroqeHve JreKapcrBeHHbrx
npenaparoB, ornycKaeMblx 6es peqenra) ocyrUecrBJr{ercr no peqenry Bbrrrr4caHHoMy Ha peqenrypHoM
6.nanxe rpopnau Nr 148-1/y-88.

26. QapmalleBTI4r{ecKufi pa6otulIK nprr npeAbsBneHrzr{ peqelra rrpoBeprer ero o$oprrrnenne e
coorBercrBl4I4 c flopa4rou Ha3HarreHlrr neKapcrBeHHbrx rrpenaparoB Lr llopr4rconr o$opvuenzr
pellenrypHrrx 6lauxoB Ha neKapcrBeHHbre npelaparbr, yrBepx(AeHHbrMr.r npr.{Ka3oM Mun:4pana poccuz
or 14.01 .2019 Jrlb 4n, cpoK ero 4eftcrnux (15 anefi), a raKxe Korr4rrecrBo BbrrrprcaHHoro neKapcrBeHHor,o
llpenapaTa B cooTBeTcTBVtkr c HopMaMkr, npeAycMoTpeHHbrMrr yKiBaHHbrM npuKa3oM.

Ha Aasuotr,l peqerlTypHou 6naure BblllrlcbrBaercf, oAHo Har4MeHoBaHr.re neKapcrBeHHoro rrpenapara.



27. Peqeuru nocJre ornycKa JreKapcrBeHHbrx rrpenaparoB nepeAarorc, (papuaqenrnqecKoMy
pa6ourrzr<y, orBercrBeHHoMy 3a BeAeHIre 14 xpaHeune XypnanoB yqera onepaqrafi, cBs3aHHbrx co6parqeuueu neKapcrBeHHbIX cpeAcrB Anr MeAr,rqr.rHcKoro npr,rMeHeH',, rnfl BHeceHr.rscoorBercrByloql4x zanuceit n Xypnal yrrera B coorBercrBvtv c llpanznanaz Be.4eHrrr u xpa1eHus.clleul4anbHblx ]KypHanoB yr{era onepaqufi, cBt3aHHbIX c o6parqen"at na*upcrBeHHbrx cpeAcrB ,qJrf,MeAIzIIIrHcKoro rplrMeHeHrrfl'' yrBepxAeHHblx rlpplKasou MzHs4pasa Pocckrr.r or 17.06.2il 3 N; Zlgu.

3' oruycrc JreKapcrBeHHblx rpeflaparoB rlo peqenry, BbrrrncaHHoMy Ha peqerrrypHoM 6.rranrce
Qopvru J\b 107-1/y.

28' JlerapcrBeHHble npenaparbl, He BKJrroqeHHbre n flepevHr.{ neKapcrBeHHbrx cpeAcrB AnMeAI4UI'IHCKoro npI'IMeHeHI4t, noAnexaqux npeAMeTHo-KoJILIqecTBeHHoMy yqeTy, yTBepxAeHHbrx
npI4Ka3oM MzH:4pana Poccuz or 22.04.2014 J\b 183n, Ho orrrycKaeMbre B coorBerc rBvru cvncrpyxqzefino npI'IMeHeHIzIo no peqenry, rIoAJIe)Kar ornycKy 143 anrerlHofi oprauzsaqvu ro peqenry, B6rn1rcaHHoMy
Ha peuerrrypHoM 6ranxe $opvru Jle 107_l/y.

29' QapwalleBTrqecKuft pa orHI4K npI4 npeAbflBrreHuLr peqenra npoBeprer ero o(fopr'rJreHr.re BcoorBercrBl4lz c flopx4ror'r Ha3HaqeHHt neKapcrBeHHbrx rrpenaparon r.r flopa4*or ^ofropMJreHr4,

peuerlTypHrx 6lauxoB Ha neKapcrBeHHble npelaparbr, yrBeplrAeHHbrMr4 npzKa3oM Mransapana poccur,r
or l4'01 '2019 J\! 4n, cpoK ero ,qeftcrsns (60 aHefi, ao I rora), Konr4qecrBo neKapcrBeHHbrx rperaparoB,
BbIrII4caHHbIX Ha oAHoM peuenrypHona 6laut<e (ua o4uorr,t peqenrypHorvr 6nanre (fopurr itn f-OZ-frypa3pelxaerct ocyuecrBJltrb Ha3HarIeHI.'Ie TOJIbKO OAHOTO HarrMeHoBaHLrr neKapcrBeHHOrO [penapara,
orHoctuleroc's no ATX r aHrI'I[cpIXorI4qecKLIM cpeAcrBaM (xoa N05A), anrczorrrrt4KilM (roa N05B),
cHorBopHbIM Iz ce.4arI'IBHbIM cpeAcrBaM (xoa N05C), auu.I4enpeccaHraM (noa N06A) z ne rroAnexarqero
rIpeIMerHo-KoJII{secrBeHHoMy yqery, I{ Io rpex HaI4MeHoBanzfi lexapcrBeHHbrx rrperraparo B - ;ins, r4Hbrx
neKapcrBeHHLIX [penaparoB, He orHeceHHbIX K BbrrxeyKa3aHHbrM ATX)

30' flprz ouycKe neKapcrBeHHbIX npe[aparoB no peqenry, BbrrrucaHHoMy Ha peqenrypHoM 6raHre
Sopnau N 107-1/y, cpox 4eficrB'4-s Koroporo cocraBJrrer Ao oAHoro roAa v B KoropoM yKa3aHbr rrepr4oAbr
I{ KoJrl4qecrBo ornycKa neKapcrBeHHofo [peflapara (n xaN4trfi nepuo4), peqerrr Bo3Bparrlaercs nvrJy,
npzo6peraroqeMy neKapcrBeHuufi npenapar, c orMerrofi na peq.rrr. o6 oruycxe.

llpr'r ovepe.qHoM o6paIqeHIzt' n[IIa B a[TeqHyro opraHr43arlnro c AaHHbrM perlenroM yqr.rrbrB arorcs.
orMerKI'I O rpeAbIAYI{eU OTnycKe neKapcrBeHHoro npenapara rro raKoMy peqenry vr B cnyqae
nprzo6pereHvt JII4IIOM Korl4qecrBa neKapcrBeHHoro npenapara, coorBercrByrouero MaKcuMaJrbHoMy
KoJrl4r{ecrBy' yKa3aHHoMy M9AUIII'IHOKI4M pa6orunxoM B pellenre, a raKxe rro rrcrerreHr.ru cpoKa 1eftcr;juspeqerlra, Ha peqenre rlpocraBnterct ruTaMn "Jlexapctnenurrfi [pelapar ornyrqeH" v peUenr
Bo3BparqaeTc{ nr4rly.

3l ' E4znonpeueu'rrfi orrlycK neKapcrBeHHofo [penapara rro peqenry, Bbrnr,rcaHHoMy Ha
pellenrypHolra 6latrre $opnarr N 107-1/y, cpoK aeircrnnx Koroporo cocraBJrrer Ao oAHoro ro.{a r,( B
KOTOpOM yKiBaHbI nepuolbl 14 KOJILIqeCTBO OTnycKa neKapcrBeHHOrO npenapara (n r<ax4ufi nepuo4),
AorlycKaerc.f, TorbKo no cofJlacoBaHr.Irc c MeAI,IIIt4Hcxrau pa6orHI{KoM, BbInLrcaBur4M perlerrr.

32. B cnyqae ecnl4 rIpI4 orrlycKe neKapcrBeHHbrx npelaparoB no peqenry, Bbrrrr4caHHoMy Ha
pellenrypHou 6lanxe Qopuu Jtlb 107-1/y, Koropbre ocrarorcr B anreqHofi opranzsa\nu v xpaHf,Tcs B
TeqeHVe rpex Mecsqee (lerapcrBeHHble [pelaparbr n Nz4xofi neKapcrBeHuofi Sopue, coAep]Karrl]re
6olee l5o/o sturoBoro cnupra or o6reua rorosoft npoAyKrlr4rl, r{Hbre nerapcrBeHHbre rrperaparbr,
orHoctrilIuec-f, IIo ATX x aHrunc[xorl{rrecKr4M cpeAcrBaM (xoa N05A), aHrczolrrrr,rKilM (rcoa NbSn;,
cHorBopHbIM u cenarvBHblM cpeAcrBaM (roa NOSC), anrzgenpeccaHTaM (xoa N06A) a ue rroAnexatque
npeAMerHo-KorI4rlecrBeHHoMy yuery), cpox 4eftcrBl4s Koropofo cocraBJr.f,er Ao oAHoro roAa r4 B
KOTOpOM yKa3aHbI rleplloAbl I4 KOJII4TTeCTBO OTrrycKa neKapcrBeHHoro ilpellapara (n rax4ufi nepzo4),
Sapvraqenrz'recxzfi pa6orHux Aenaer orMerxy o6 ornycxe flpenapara, a peqenr Bo3Bparrlaercfl, nvr\y,
npzo6peraroqeMy neKapcrBeHurrft npenapar.

B cny'rae upuo6pereHl4t JII4IIoM KoJrr4rrecrBa neKapcrBeuHoro rrpenapara, coorBercrByrouero
MaKcHManbHoMy KoJII{qecrBy, yKa3aHHoMy MeAzrIr4HcKr,rM pa6orHuxol,r B perlenre, a rarcKe rro
I'IcreqeHI4I4 cpoKa 4eficrnzr peqenra, Ha peqenre npocraBn fl,ercfl. rxraMn "Jlerapcrnennrrfi npelapar



orrlyqeHr" peqenr ocraercfl B arITeKe, xpaHI'ITct B TeqeHLIe 3 lrecxqen v yHI4r{Tox aercfl.no ucreqeHr4l4
cpoKoB XpaHeHr4.[.

III. Ornycx JreKapcrBeHHbrx [pelaparon 6er peqenra.

33' ornycry 6es peqe[Ta noAnexar neKapcrBeHHbre npelaparbr, Koropbre B coorBercrBr.rr4 c
e3 perlenTa.

socreft rroKyrrarenr pyKoBoAcrByercr
rroKyrrarenefi anre.rHtx oprauusaqzfi

rByroqr{M rrpr{Ka3 oM Of yll < Jluneqr1p apMarlur) .
35. @apvraqeBTl4qecKr.rft pa6onrzK rrpeAocraBJrser norpe6urenro AocroBepHyro un(popr'raqurc o

neKapcTBeHHbIX IlpenapaTax, B TOM qrrcne o:
- HaJlWlLrl4 neKapcrBeHHbIX rlpelaparoB, B TOM rIr,rCJIe HlrxHefo IIeHOBOTO CefMeHTa;- rlpaBl'Inax ornycKa' cnoco6ax npLIeMa, pexI4Max Ao3LIpoBaHvr, TeparreBTr4qecKoM 1eitcrnuu,rlport4BonoKa3aHl4tx, nsanlro4eficrBr4vl neKapcrBeHHbIX npenaparoB npl{ oAHoBpeMeHHoM npr,reMe

MexAy co6ofi u (um) c nurqeft, rpaBl4nax I4x xpaHeHzr B AoMarrrHr.rx ycnoBr.rrx (SaprraaqenrusecKoe
KoHcynbrrrpoeauue);

- paIIVOHanbHoM npI'IMeHeHI'II4 neKapcrBeHHbrx npenaparoB B rlen{x orBercrBeHHoro caMoJlerreHrzr.

IV. oruycK JIeKapcrBeHHbIx lpeflaparoB MeArrrrr.rHcKrrM opraH[3arruqM

36' ornycx neKapcrBeHHbIX rlpenaparoB B MeAr4rlr.rHcKr4e opraHr43 arJr4ar Mfl o6ecne.reuus re.re6uo
.{rrafHocrr4rrecKofo flpoqecca ocyulecrBns.ercfl, uo rpe6oeaHVqM_HaKraAHbrM.

floHsrue (MeATIII aIJufl>> onpeAeneHo Oe4epanbHbrM 3aKoHoM P(D or 2l.ll.20ll
J\lb 323-@3 <06 ocrosax br rpaxAaH e pocczficxo* @.4.puquz> (n. ll, cr.2.)

37' oaplraqenru'Iecxl4fi pa6ornur npu nonyqeuuu tpe6ouu"r"-"urlaAnof or Me.{u{[ncrofi
opraHl43allllu [poBepter npaBlznbHocrb ero oQopuIreHvIs. B coorBercrBvru c rpe6onauzrMr{ pa3Aena III
flpnnoNenras J\b 13 nprlKa3a Mzn:4pancoqpa3Br.rrr4s Pocczz or 12.02.2007 Ns 110 (O roprAKe
Ha3HaqeHl4fl vI BbrtlvIcbIBaHI'It JleKapcrBeHHbrx rrpenaparoB, usgetuit MeAarruHcKofo Ha3Haqeil;grs. vt
cneIII4anI43I'IpoBaHHbIX rIpoAyKToB leqe6noro rrnralvlfl>>, pa3Aena IX Tpe6onanzr K ornycKy
neKapcrBeHHbIX npenaparoB no rpe6onanurv HaKJIaIHITM MeAr.rqr{HcKrdx oprauusaquft,
r4HIJ'lrBlIIJ'yurbHbIX npe.4npl4HLIltareleft, I4MeIouII4x nr4rleH3r4ro Ha MeAr{rIr4HcKyro AerreJrbHocrb
flpu:roNeur4r K npr{Ka3y MraHs4pasa poccprr4 or I 1 .07.2017 J,{b 403u.

38. !o orrlycKa neKapcrBeHHbIX npenaparoB HenocpeAcrBeHHo rrpeAcraBr4Tenro Me.qzqzucxofi
opraHI{3aIII4vt fix neo6xo4luo xpaHI4Tb c co6ruo4euuena rpe6 oeauuir 4eficrnyrorqrrx HopMarr.rBHbx
AOKyMeHTOB.

39. ornycx neKapcrBeHHbIX rperaparoB ocyIqecrBJrrerc.r MeAr.rrIr4HcKoMy pa6ornzry nppr
rIpeAb{BneHI4IZ AOBepeHHocrt4 I4nIz [peAcraBprreJrro ynpaBneHrzr clequanruoft csssu lo Jluueqrofi
o6lacru [pI4 ornycKe B MerIzIlI4HcKyIo opraHur3arlr4ro HapKorr4rrecKnx r4 ncrdxoTponHbrx JreKapcrBeHHbrx
npenapaToB.

40. lonycraercs' HapyureHl{e nepBl4qHoft ynaxoeKr.r neKapcrBeHHoro npenapara npv orrrycKe ero
no rpe6onaHzlo-HaKJla4nofi anreqsofi opraHn3arlueir, uMerolleft nrzqeH3vro nu 6upruua"r""""nyo
resrerbHocrb c npaBoM Lt3roroBJleHr.rr neKapcrBeHHbrx npelaparoB. B .qaHHoM cnyqae ornycK
npenapara ocyqecrBnfl'ercfl' B ynaKoBKe, o$opnalennoft s ycraHoBneHHoM noprAxe c npeAocraBJreHueM
nHcrpyKrlt{rz (xonzu hHcrpyKrllrn) ornycxaeMoro neKapcrBeHHofo nperapara.

41' Tpe6onaHus-HaKJIaAHbIe Ha ornycK HapKorrzr{ecKr4x cpeAcrB Lt ncr4xorporrHbrx BerrlecrB
crII4cKoB II I't III xpaHtrcs B TeqeHI4e 5 rer, Ha ornycK r{Hbrx neKapcrBeHHbrx cpeAcrB, noAJrexaunx
npeAMerHo-KoJII'IqecrBeHHoMy yrrery, - B TeqeHv e 3-x Jrer, ocranbHblx rpynn JreKapcrBeHHbrx
lpenapaToB - B TerreHr4e oAHofo KaneHAapHOfO fOAa.

42. Tpe6oeaHut-HaKJIaAHbIe MeALrrIrrHcKr{x opranvsaqufi AonxHbr xpaHrrrbcr e anre.rHoft
opraHl43aul4l4 B ycnoBuxx, o6ecnerrl4Baloqux coxpaHHocrr, n c6pouropoBaHHoM r.r oreqaraHHoM BaAe 14

oQopulrrrcr B ToMa c yKa3aHr.reM Mecsqa 14 roAa.



v. Pearusaq[s r.rHbrx roBapoB arrrerr'oro accoprrrMeHTa

43' PogHII'rHa{ roproBnfl MeAI'III[HcKI4MI4 r.r3renr4.rrM[, a raKxe gesun(fzqzpyrcqr{Mr{ cpeAcrBaMr.r,npeAMeraMl{ H cpeAcrBaMI'I ila'rHofi fiarrIeHbl, uocy4oft Ans MeAvurrgcKr4x qerefi, npelrarar" ,cpeAcrBaMI'I, [peAHa3HarreHHbIMI'I ilnfl yxoAa 3a 6olrnuuu, HoBopoxAeHHbrMr.r u AerbMr{, He
AocrI'IfuIzMI'I Bo3pacra rpex JIer, oqKoBofi oururofi v cpegcrBaMr{ yxoAa za yeir, Mr,rgepirnbHbrMr.r
BoAaMLI' npoAyKTaMLI re'Ie6Floro, AercKoro rI ,4rlerlzqecKoro rrvr-raHvrfl., 67ororz.recKr.r aKTr.BHbrMr.r
Ao6asraNa[, nap$rolrepHblMl. Lr KocMerLrqecKI,rMI,I cpe.qcrBaM'4, MeAr4IIr4HcKLrMI,r lr caHr.rrapHo-
npocBerl{TeJIbHbIMI4 IIer{aTHbIMI4 uglLaHi/.flMu, npeIHa3HarIeHHbIMLI Ans rtponaraHAbr 3AopoBoro o6pasa
)Kt43Ht4 OoyqecrBnflercs, anreqHbIMLI OpfaHr43arlkrflMvr npe/Irrpufl-rv'., r4Merorlt4Mrz nnleH3r.rro HaocyulecrBJrenze SapnrarleBruqecroft 4earelbHocrr.r.

44' frpogaxa M.I'III4H'KI'IX I'I3Aenzfi npozsn orurcs.Ha ocHoBaH ukr npe1'flBnseMbrx [oKyrrarenrMkr
peqellroB, o(foplrneHublx B coorBercrBI4ll c rpe6onanuflMu rrprKa3a Mzns4pana poccuu or 20.12.2012i\! 1181n <06 ytnepxAeHLII{ 

''optAKa 
Ha3HarIeHLIs. 14 BbrrrvtcbrBaHvrs. MeAr4rlrz'cKnx t43Aenr{fi, a raKxe

Oopvr peqenrypHux 6laHroB Ha Me.4LIIII4HoKLre vlrelrvrs, r4 noprAKa o6oprrarenvs yKa3aHHux 6rauroe,
uX yr{eTa 14 XpaHeHI4sD, a TaKXe e3 peIIenToB B cooTBercTBLrvt c LIHcTpyKIIuefi uo npLrMeHeHr4ro Ha
M eAI,IqIZHCKU9 r43 ile IwI''

45. PosHu.rHar rrpoAaKa 6uolorzqecKr.I aKTLrBHbrx
norpe6urelrcxofi yrraKoBKe.

Ao6aeoK K nr,rqe ocyIr1ecrBnflercfl ToJrbKo B

He 4olycrcaercfl, peanl{3alll4r BA!, He rrporneArrrr4x rocyAapcrBeHHyro perrrcrparlnrc.
, 46' llpu nepe4aue napSroMepHblx LI KocMerr.rtrecKux roBapoB B ynaKoBKe c rlennoQaHonofi

o6eprxofi znu Szpnaenuofi leuroft noKyflarenro AorllrHo 6um upe4JroxeHo rrpoBepr4rb coAepxrzMoe
ynaKoBKrz rryreM cHflTufl, qelnoSaHa zlz (f uplreuuoft leuru.

Aeposollnar yrIaKoBKa roBapa npoBeprercr JrrrIoM, ocyqecrBnrrour.rM npoAaxy, Ha
SynxqraonzpoBaHr.re yrraKoBrr4 B npr.rcyrcrBr4r{ rroKyn ar e rrs,.


