
IIPAB I{TEJIbC TB O PE C IIYBJII4KI4 TbIBA
IIOCTAHOBIEHI4E

TbIBA PECIIyEJII4KAHbIH r{A3AA

AOKTAAI

or 26 SeBparr 2025 r. Jtlb 66

r. Krrsrrr

06 yrnepxaenuu Ilopr4ra [peAocraBJreHrq Mep

coquanruofi [oAAepxKIr oTAeJrr,HbIM Kareroplrfl M

rpaxAaH 3a cqer cpeAcrB pecny6,ruxancroro
6rcAxera Pecuy6lurr.r Trtna c [crIoJIb3oBaHIreM

3JreKTpoHHoro cepruQnxara

B coorsercrsl{I{ c ryI{KToM 2 qacru 7 cratru 4'1 <De4epalrHoro 3aKoHa or

7J uwtr[, 1999 r. Ne 178-O3 <O rocy4apcrseHuofi coqualrnoii uoMonlu>, rIyHKroM

3 qacru 5 crarru 3 (Degepa,rruoro 3aKoHa o'r 30 4exa6ps' 2020 r. Is 491-@3

<O npuo6pereHlrrr orAenEHr,Ix BIrroB ToBapoB, pa6or, yclyr c ucrIoJIb3oBaHI{eM

3neKTpoHHolo cep:ru(fuxara>), rrocraHoBlenuerr.l flpaaureJILCTBa PoCcuficr<Ofi (DeAe-

pauur{ or 23 arryett2021 r. .},{! 631 (O $opn'rrlporaulrll u yrBepxAeul'M nepeunefi

OTAeJrr,Hbrx BIIAOB TOBapor, pa6Or, yCnyr, npuO6peTaeMblx C IIcIIOJIt'3oBaHlIeM sJIeK-

TpoHHoro CeprI,IOIIKaTa 3a ciler cpeAcrB 6ro4xetor 6roAxernofi cIIcreMEI Poccuii-

cKofi oeAeparlr4rr)), B uen_{x peaJr}r3arlur,r Mep couualtnofi rrognepxKrr oTAenLHbrM

KaTeropr4rM rpax,4aH C I{C[Onb3OBaHHeM 3JIeKTpOHHLIX CepTIIQIIKaTOB flpanurenr-

crro Pecny6nuxu Tr,rna IIOCTAHOBJUIET:

1 . Y:rrep4urs upuraraeurrfi flopr4ox npeAocraBneHl.Ifl Mep coquzlJlbHorr [oA-

AepxKr{ oTAeJr6HbrM KaTeropIIflM tpaxAag 3a cIIeT cpeAcTB pecuy6nur<aucKoro 610A-

xera Pecfly6Jlr.mll Tr,rsa c [crIoJrb3oBaHI,IeM gneKTponnoro ceprr'r(furara'

2. Oupe4elutr MunucrepcrBo 3ApaBooxpaueHl'Ifl Pecuy6nuxr'r Trraa ynonno-

Mor{eHHbrM }Ic[oJIHLITeJt HrIM opraHoM Pecny6:rzxr THsa no [peAocTaBJIeHLIIo Mep
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corlr{ErJrLHofi floMepxKr.r oTAeJrBrrBrM Kareropr{rM rpaxlaH c r{cloJrL3oBaHr.reM 3JreK-

tpoHuoro ceprr.r0[r(ara, yKa3aHHLrM B [yHKTe 3 .racur 5 ctarrlr 3 @egepanrnoro aa-

KoHa or 30 4era6px 2020 r. Ne 491-@3 <O npuo6pereHr.rr4 orAerrbnbrx BI,IAoB roBa-
poa, pa6or, ycnyr c r{crroJrb3oBarrreM gJreKrpoHHoro ceprn$nxa:ra>.

3. Hacro-aqee [ocraHoBJreHr,re Bcryrraer B cr{rry co Aru ero oQrquamuoro
ony6nuxonauru n pacflpocrpan{er caoe 4eficrnue Ha flpaBoornolueurrrl, Bo3HLrKIrIue

c I rnoapa 2025 r.
4. Paguec, ra:rb Hacrorrqee [ocraHoBJreHue na <Oi[uqr.rEIJrbHoM IiHTepHer-

loprane upanoeoft ux$oprraauuu>> (www.pravo.gov.ru) u o$uquanrnou caftre Pec-

rry6nuru Trrsa s l.rnQoprraaquonHo-TeJreKoMMyuuxaqr.ronuoft ceru <<I4n:repner>.

5. Konrponr 3a racloJrHerr[eM Hacrorrqero nocraHoBJreH]r, Bo3JIoxLITE Ha 3a-

Mecrr.rreJu flpegce4ate.nx flpanuremcraa Pecrry6nnru Trma, rypupl,roruero Bolrpo-

cbr corlrrtrJrBHoft c$eprr.

f:rara Pecrry6luxu Trrga B. Xosamrr
Y orrrt \I Jltro/rE'oaryE
ffia-laFN._



Yrrepxgeu
rrocraHoBJreHr,reu flpaeztenrc'rra

Pecrry6nurrn Trrna
or 26 Qenpans,2025 r. Ne 66

rroPflAoK
rrpeAocraBneHr/ur Mep coquamnofi noAAepx(I4

orAeJrbHhrM KareroprrJrM lpaxAaH 3a cqer cpe,ucrB

pecny6nrarancxoro 6roAxera Pecny6nuxu Trrra
c uc[oJrb3oBaHr{eM 3neKTpouxoro cep:ruSr.rxara

1 . O6rq[e rroJroxeHr4f,

1.1. Hacroquryfi flopx4or onpeAenrer ycnoBl{, [peAocraBJIeHI4JI Mep coqu-
arsnoi noAAepxxrr orAeJrbHbrM KareropI,IJIM rpax,{aH 3a cqer cpe.qcrB pecrry6nu-
KalrcKoro 6roAxera Pecny6:rurr.r Trrga c uc[oJIL3oBaHLIeM 3neKTpoHHoro cep:ruQu-
rara (Aalee - flopx.qox).

Ilons'rr.rs rr repMrrHbr, r{cnoJIByeMEIe B Hacrorrqerr,r llope4xe, [pr{MeruIrcTcs B

3Haqerrrrrflx, npeAycMorpennHx (De4epuur6HErM 3aKoHoM o:r 30 aera6pt 2020 r.
Jrlb 491-03 <O upuo6pereHlrrr oTAeJIBHEIX BLIAoB ToBapoB, pa6ot, ycnyr c ficflonrco-
BaHrieM gJreKrpoxHoro ceprr.r$ura:ra> (aanee - @e,qepanrumrfi saxoH Ns 491-03).

1.2. 3nerrpoxuufi cepru(flrrar [peAHEr3HaqeH Arr-u upuo6pereuut 3a cqer
cpeAcrB 6ro4xera Pecrry6nuxu Trrsa orAerlHbrx roBapoB, pa6o'r, ycrryr, onpeAe-

JreHHLrx flepeqHrrMr.r npuo6pe, aeurrx roBapoB, pa6or, ycryr c uc[oJlb3oBaHI,IeM
DJreKTpoHHoro cepun$r.rxa'ra, yrBepxAaeMhrx B coorBercrBr.ru c Hacrosrq[L,r IIopsI-
KOM IIpU peaJrr.r3arlr{rr Mep noAAepxKr]r, ycTaHoBJreHHbrx [yrrKTou 1.3 nac:ro.rrqero
flopr4xa.

3.ner:rponnufi cepr:lr$r.rxar coAepxr.rr cneAyrcrqrre cBeAeHI4, :

I ) perucrpaqr.ronnrrfi HoMep;

2) rcrl;r HaqaJra r.r oKoHqaHrl-s cpoxa geficrwrx gneKTpoHHoro ceptltQzrara;
3) xoruep Harlr.roHzrJrbxoro [JrarexHoro mrcrpyMeuTa norpe6r.rre:rx;
4) crpaxonofi HoMep r,rxA[rBnryEurbHoro JII,IueBoro c.rera no:rpe6lrreJl B cI,I-

creMe o6qsareJrbHoro rreHcuoHHoro c'rpzxoBaH[r;
5) a6orerrrcrr.rft nouep no:rpe6r,r:rena (ero :axonnoro I,IJII{ yrIoJIHoMorIeHHoro

flpeAcraBr.rrenr), nrr4ereHnsrfi oneparopoM rroABr{xHoft paruoreneQonHofi caxsrn

(npn naarauuu);
6) ur$opMarlr.lu o6 opraxe, flpeAocraBJrflrorrleM Mepy rIoA.qepxKLI, BKJrroqaro-

uqruo KoA r.r Har.rMeHoBaHr.re B cooTBeTcTBr.ru c peecTpoM )rracTHI{KoB 6roAxetnoro
flpoqecca, a raKxe ropuAruecKr{x Jrr.rrl, He f,BJrrlorl[xct f{acrHriKaMLI 6roAxetroro
flpoqecca, u4enrrlSuraquonurrfi HoMep HturororrJrareJrrrqr.rxa rr KoA TIpFII{Hbr rlo-
cTaHoBKI,I Ha )n{eT B ITaJTOTOBOM OpraHe;

7) npenelruax cror.rMocrE eArrHr.rqrr (upe.qelrnsril pmMep onnarur), KoJI[qe-
crBo eArrHr,rq (upu ueo6xo4uruocru) r.r KoA orAenbHoro Br{Aa roBapa, pa6oru, ycnyrl4
(xo4rr or4enrHbrx Br.rroB ToBapoB, pa6or, ycnyr), BKJrrorreHHhrx B fleperleHb, flpeAy-



cMorpeHHbrfi qacrLK) 6 crarr'u 3 @e4epanuroro 3aKoHa Ng 491-@3;

8) uxar unQoprr.raqra.a, o[pe.qenteMas flpasltTenrctrot''t Poccuficrofi @e.qepa-

@oplruporauue riJrrr LI3MeHeH[e sJlexTpounoro ceptuQvtKara, a raKxe Irc-

loJrb3oBaHr.re 3atrBr.rreJreM gJIeKTpoHHoro cep:rrQzxa:ra ocytuecrBJullorct B coorBer-
crBr,ra c @e4eparsnrrlt 3aKoHoM Ns 491-@3.

1.3. Meprr coquaruuofi rIoAAepxKIr, flpeAocraBn eMble sa cqer cpeAcrB pec-

ny6ruxaucxoro 6roAxera Pecny6ru.rxlr Trrna c Ec[oJIb3oBaHIreM gJleKrpoHHoro cep-
ruSr,rxa'ra:

neKapcrBeHHbre flpenaparrl An, MeALIqIrHcKoro npxMeuenr.rq s o6rel4e He Me-

Hee, qeM 3To [peAycMoTpeHo [epeqHeM xllt3lreHHo neo6xoAuurx u saxHeftmlix re-
KapcrBeHHbrx lpeflaparoB, cSoprrar.rpoaanHrrM B coorBercrBnl{ c @e4epamxrru sa-
KoHoM or 12 arlper,t 2010 r. Ns 61-O3 <06 o6parqexr{r.r JreKapcrBeHHrrx cpeAcrB),
I1o peqenTaM Ha neKapcTBeHHLre fipeflapaTLr;

MeArrrl[HcKr.re v34elrvs, IIo peqelTaM Ha MeAErIr.rHcKVe u34eJrufl;
cleq[irJrrr3rrpoBaHHbre rrpoAyKTEr re.re6Horo vtrarrprr 4nr gerefi-uuBiIJII,IAoB,

onpeAeJrreMbre flparnrenrcrsol,r Poccuftcxoft (De4epaqr.rn.

1.4. llo nrr6opy rpaxAaH r43 skrctra ra, eropufi, yKa3aHHErx B crarEe 6.1 @eae-
parrbHoro 3aKoHa or 17 r.rrcnq 1999 r. }.{b 178-03 <O rocygapcraeHHofi coqualrnoft
roMorr1u) (aa:ree - (Degepanruufi saxou J\! 178-(D3), nonyqeur.re coq[arbusrx
ycnyr, npeAycMorpeHHbrx rryHKroM 1.3 nacrorrqero llopxgxa, Moxer ocyrlecrB-
Jlrrr,c, c HcrroJrb3oBaHrreM 3neKTpoHHoro cepra$uxara c f{eroM uonoxeuzft @eAe-
parrr,Horo 3aKoHa Ns 491-@3.

1.5. Ilpano Ha [onyqeHr{e gJrerTporHoro cepruSuxara flpeAocraBJrrercfl !t-
uaM, yKa3aHHbrM B rryrrKTe 1.4 nacroxulero floprgra, qptl HErnr{qtl]r aeficrsyroqei
6aHxoscxoft Kaprbr, [oAKJrro.reHHoft K HaUr.roHaJrbHoft nlarexnofi clrcreMe uMrp>.

1.6. llpe,qemurrfi pa:ruep 3JreKTpoHHoro cep:ru$mara orpaur.rrreH pa3MepoM

flpeAocraBnqeuoft rreprr coquamnofi rroAAepxKrl, ycraHoBneHIIbIM 3aKoHoAareJrE-

crBoM Ha coorBercrByrorqufi tpunanconufi rog r4 Ha rrJrauoBBrfi nepuog.
1.7. O6ecne.reHrre [peAocraBJreHu;r Mep coqramnofi noAAepxKr,r c ficloJrr3o-

BaHr4eM gJreKrpoHHoro ceprzSuxa:ra, yKa3aHHBrx B nyHKre 1.3 uacrorulero flop.r.4-
Ka, ocyulecrBnsercs Muuuc'repcrBoM 3ApaBooxpaHeur.rr Pecny6lura Trrsa.

1.8. 3rerrponarrft ceprn$uKauBJurercr oAHr,rM r,r3 cnoco6os nonfreur,rrr Mep
couaa.,rr,noft rroAAepxrrl r{ HclonB3yercs 3iurBr.rrereM np}r ero nrr6ope B paMKax

npeAocTaBJreHr{, cooTBeTcTByrcrrlr{x rocyAapcTBeHHhrx ycry.r.
1.9. Cpor<orr.r HaqurJra r.rc[oJrL3oBaur{, 3nerTpouHoro cepru$r,rrara gnr npr.ro6-

pereHr4f, ToBapoB, pa6o:r, ycrryr B paMK€rx flpeAocraBneur.rrr rocyAapcrBenHhD( ycnyr
no MepaM flogepxKrr, yKa3aHHbrM B rryHKTe 1.3 nac:rosuero flopaAxa, flBr,flercfl.
I rHnapx 2025 r.

1.10. Cpoxorrr 4ei4crsvfl 3JreKTpoHHoro cep:rn$uxara ,BJr.f,erc.tr cpox AeftcrBurr
BbrrrprcaHHoro peqelTa Ha neKapcTBeHHbre flpeflapaTBr AJUr MeA[rlrrHcKoro [pr{MeHe-
HLII, MeAr.rqrrHcKr.re rr3AeJrr{rr, a TaKxe clerlrlaJrlr3}rpoBaHHbre [poAyKTbr leqe6noro

v'rauul. glr ge:rei r{HBaJrrrAoB.

1. 1 1 . tr4uQoplaaqfiq o flpeIocraBnexr.rr.r 3JreKTpoHHoro cepruQr.rxara pa3Merrla-

erc, B rocyAapcrnennoft uuQopnraquounofi crcrervre <EArnuaq qeHTpanr.r3oBauHarr



ulr$poBaq rnar$opMa B coqlr€urrHofi c$epe>.
Parnaeurexue H nonyqeHr.re yxaraunofi r.rntpoprraaqurl B rocyAapcrBennoft us-

$opuaqraouuofi cucrenre <EAHnas rleH'rpanr43oBaxnax qu(pponar uattfoprr,ra B co-

uua,rruofi c$epe> ocyuecrBJrflrorcr B coorBercrBr.rur c OeAepanbHbIM 3aKoHoM

l,{! 178-O3.
1.12. Ilpegenruufi parrraep orrJrarbr orAeJrsHbrx Br.r.qoB ToBapon, pa6ot, ycryr,

npuo6peTaeurrx c rrcnonb3oBaHr.{eM gJreKrpoHHoro cepru$urata 3a cqer cpeAcrB
6rorxera Pecuy6rurr.r Trrna, onpeger.flerc, B orHorueHr,ru Mep rroA,qepxKlr, ycra-
HoBJreHHbrx nyHKToM 1.3 nacroqqero llopr,4xa, B KoJrlrqecrBe u no ru6opy flonfra-
TeJrq r{ orpaHurreH [peAenbHbrM pa3MepoM gneKTpoHHoro cepruQuxara, ycraHoB-
JleHHoro rryHKToM 1.6 Hacrosuero llopr.qKa.

1.13. @oprr.rr.rpoBaHue n yrBepxleHr.re neper{Hefi JreKapcrBeHurrx flpeflaparoB
.UL MeAIIIIHHCKOTO npr,rMeHeHr,rfl, MeAT,TqUHCKHX r{3Aenr{}r, a TarOKe Cleqr,rErnr.r3Hpo-

BaHHbrx flpoAyrcroB leqe6uoro truTaHr.r, Als Aerefi-usBaJruAoB, npuo6peraeurrx c

HcrroJrL3oBaHHeM oneKTpoHuoro cepruQr.IKara, ocyqecrBJrrerc, Muxncrepcrnovr
3ApaBooxpaHeHr4r Pecly6nuxa THsa B coorBercrBrril c llpaBr.uaMre Soprr.ruponanux
I4 yrBepxAeHlrx nepeuuefi orAenbHbrx Br.rAoB ToBapoB, pa6or, ycnyr, flpuo6perae-
Mr,rx c HcrroJrL3oBaHr.reM gneKTpoHHoro cepruQuxa'ra 3a cr{er cpeAcrB 6rcAxeros
cy6rexron Poccnficrofi @egepauuu n 6rcgxeron reppr.lropua.flbHbrx rocyAapcrBeH-
urrx ure6o4Nerurx SougoB, yrBepx,qeHHErMH nocraHoBJreHr.reM llpanrl:relrcT na
Poccraficxofi (Degepaqran or23 ailpeu202l r. Jtl! 63 1.

1.14. On.nara neKapcrBeHHbrx flpeflaparoB An, MeAr,rqrrHcroro [pr.rMeHeHur,
MeAr4ulrHcKHx uzaer,uit, a raKxe clerlr4rrJrr.r3r.rpoBaHHbrx npoAyICoB JIeqe6Horo [r.rra-
Hufl Arrfl Aereft-ungaluAoB ocyulecrBnsercfl Ha ocHoBaHHLt cBeAeHufi, coAepxaq[x-
cf B sneKTpoHnortr cepru$uKaTe, B pa3Mepe, He npeBbrrrruuouleM npeAenbHyro cror.r-
MOCTb JreKapCTBeHHbrX flpeflapaToB .qn, MeAIruI,IHcKoro [pHMeHeH[s, MeAr.rqr.rHcKEx

usyetui,t, a raKxe clerlr4anu3lrpoBaHHbrx flpoAyrcroB neqe6Horo fl TaHfia An.t Aerefi-
r.rHBiuruAoB, ycraHoBneHHofi a erertponuou cepraQuxa, e.

1.15. B cnyqae, ecJrH cror.rMocrb JreKapcrBeHHbrx npelaparoB AJu MeAr{rIuH-
cKoro rrpuMeHeHrlr, MeAnrIHHcKr.rx r.r3AeJII{fi, a raxxe ctreql,tarnr.r3r.rpoBaHHbx npoAyK-
ros reqe6Horo nr.rraHru Ans Aerefi-usBaJII,tAoB, flpuo6peraeMbrx c uc[oJrb3oBaHueM
3JreKTpoHHoro ceprnSuxara, npeBbrrrraer [peAenbHylo crollMocrE neKapcrBeHHbrx
npenaparoB An, MeAr{rlr4Hcxoro [pr.rMeHeHur, MeALIq[HcKLIx H3AeJII{fi, a raxxe cne-
rlI.riurr43r,rpoBaHHblx [poAyKTog reqe6noro nHTaHI{, An, Aerefi-r.IHBaJrrrAoB, ycraHoB-
neHuylo B gnerTpoHHolr cepru$uxa, e, rpaxAaHlrH, BK;rroqeHHbrfi n @e4epanraufi
perncrp rpaxAaH, unrerourufi npaBo Ha o6ecne.IeH[e JIeKapcrBeHHbrMr.r npeflapara-
MH, MeAHUr,lHCKr,rMr,r H3,{en}r.SMrl U CIeUU€UILI3I.IpOBaHHEIMI,I IpOAyKTIMU Ie.Ie6HOrO
[I.ITaHI4, 3a cr{er 6rcANernux accurnonanufi Qegepa-nrnoro 6roAxera u 6roAxeroe
cy6rerron Poccuficxofi (De.qepaqur.r (ero saroHnufi npe4craoutenr) (4anee - rpax-
AaHHH, BKrloqennsrfi e (De4epalrnsrfi perucrp), B[paBe ocyulecrBr,rrE Aorurary Ao r,rx

Qaxrravecxofi cror.rMocrlr 3a cqer co6crBeHHbrx cpeAcrB.
1.16. B cnyqae, ecJrrr crouMocrb nexapcrBeHHElx npenaparoB Aru MeAurlEH-

cKoro rrpr,rMeHeHrrrr, MeA[ur.rHcKr{x a3Aen}rfi, a raxxe crrerluanr.r3r.rpoBaHHbrx [poAyK-
rog reqe6Horo III4TaHr.r, A.[s Aerefi-uHBzrnr4loB, flpuo6peraeMbrx c [cloJrb3oBaHr.reM
3nexTpoHHoro cepruQuxara, Huxe npeAeJrbHo[ croLIMocrLI JrerapcrBeHHrrx rrperra-
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3upoBaHHErx [poAyKToB Jreqe6Horo vffa]..prs Ar-s AeTefi-r,rHBaJru.uoB, ycTaHoBneHHofi

B gJreKTpoHHoM ceprr{0r{Kare, rpaxAaHrrH, BKJrroqeHHbrfi n @e4epa.nrnrrfi penrcrp,
ocyqecrBnrer orrnary no ux Qax:rrvecxofi crourraocrt,r. Pa-sHLIqa MexAy Qartuve-
cxofi crottrr,rocrEro [r ycrauogreHHoft B 3JreKTpoHHorra ceput$arate npe4emuofi cto-
HMOCTbTO JreKapCTBeHHbrX flpenapaToB Ans MeAurILrHcKoro [pLIMeIIeHI{s, MeALIqITH-

cx[x usAerr,rft, a raKxe cleqr{aJr[3r.rpoBaHHbrx [poAyKToB re.Ie6uoro r:r,4Ta:alas. Anfl,

4erefi-unnarraAoB, tpax,qaHr,rxy, BKJrroqeHHoMy B @e4epanrNufi perllcrp (ero sa-
KoHHoMy [peAcraBr{TeJrro), ne noarrrerqaerca.

2. flopx4ox floAaqu rpaxAaHtHoM
3zrf, BJreHr,rrr Ha floJrfreHrle coquanrnoft ycJryrr.r

c ucloJrb3oBaHneM sJreKTponuoro cepru$urara

2. 1. OcnosanlreM AJrfl [peAocraBneHru Mep coquanrnofi noA.qepxrl{ c }rc-
rroJrE3oBaur.reM grercrpoHuoro ceptnSr.rrara 3a cqer cpeAcrB pecrry6rlrxarcroro
6ro4xera Pecrry6nrrr.r Trtna qgrqercr 3aflBlrenlae Jrrrqa r.r3 rrr.rcJra Jrr.rq, yKa3aHHbIx B

nyHKre 1.4 uacr:orrqero llopx4ra.
2.2. lpaxaaar.rH, BKJrrorreHnrrfi s @e4epanruuft perurcrp, o6parqaerca sa

Ha3HaqeHI4eM Mep coqtruurbHoi no,qgepxxlr, yKa3aHHhrx B rryHKTe 1.3 nacroxrqero
flopr4ra, rryTeM floAaqr.r 3aflBrerpra, oQopltlenuoro uo t[opnre conracHo flprrnoxe-
Huro K Hacroqrqer"ry llopr4xy, n MlrrrlrcrepcrBo 3ApaBooxp ameryra Pecny6nr.rxu Ttr-
sa rr.{6o MeA[rIr{HcKrre opraHr,r3arlrr[, [oABeAoMcrBenxsre Mnnr.rcrepcrBy 3ApaBo-
oxpaHeHr{rr Pecny6nuxu Trrna (Aanee - MeAr.rqrrHcKr,re opra}rr43arlnn), r ornourenuu
KaxAoro Ha3Har{eHHoro IIo peqelTy JreKapcTBeHHoro [peflapaTa AIq MeA[rIr4HcKoro
[plrMeHeHr.rq, MeAuur.rHcKoro u34elraa, c[erllranr{3t4 poBauHoro [poAyKTa leqe6noro

u"raurrs. Arq Ae:reft-uHBrrJrrrAoB, B ToM iu.rcre c t.rcrroJrb3oBauuerra $e4epanrHofi rocy-
4apcrneuuofi uuQoplraquonnofi cncrelmr <EAlrruft floprtur rocyAapcrBeHHbrx r.r

MyHrrrlurtrrrbHrrx ycrryr (Syrxquft)>.
B cnyrae floAairu 3arBJreHr4q Ha flpeAocraBneHr.re coorBercrBytouleft MepBI

noAAepxKrl B MeAr.rqr.rHcKr4e opraHr,r3arlfiIr, AoirxHocTHoe JII,Iuo, [p[IIrBIrIee 3arBJre-

Hrae, B TelreHr.re oAHoro pa6o.rero AHrr HarrpaBnf,er 3aJTBJIeHI{e AIL ttpllHrrrl]r{ peue-
HIaq s Muxr4crepcrBo 3ApaBooxpaHennr Pecny6nrru Trrsa.

2.3. 3asnneuue AonxHo coAepxarE cneA).rotque cBeAeHLrr:
I ) $anrunuro, uNtf,, orrrecrBo (npr,r na:rrt ruu) rpor(Aaxrrua, BKJIIoqeHHoro B

(Degepanrurrfi perr{crp ;

2) a4pec penrcrparluu tpaxraHr.rHa, BKJrroqenrroro n @e4epanurrrfi perucrp,
no Mecry xr.rreJrbcrBa r.rru no laecry upe6srnauux;

3) crpaxonoft HoMep rru.qrrBrrAyanbHoro nlrrleBoro crrera rpax.qaHr,rHa, BKJrro-
qeHHoro a @e4epa.nrnrrft perucr:p B cr{creMe o6qgaterlHoro ueHcr.roHHoro crptxo-
BAHUfl;

4) norraep rroJrflca o6qsarenrHoro MeA]rurrHcKoto crpaxoBaHns;
5) a6onen'rcxr.rfi uoruep rpaxAaHr,rHa, BKrrroqeuHoro n @e4epalrxrrft perac'rp,

eu4ereanrrft oneparopoM no4rraxuofi paAuoreneQonnofi cssg[ (npu uanrvlru);
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6) noruep HarIHoHErJrbHoro InaTexHoro IrHcTpyI!{eHTa rpaxlaH}rHa, BKJIIoqeH-

uoro r @e4epamnrrfi peruIcrp (ero saxouuoro HJII{ yloJlHoMoqeHHoro [peAcraBLITe-

nfl);
7) uorr,rep peUenra.

3. flopx4ox npeAocraBneHtrs. n olKa3a
or npeAocraBneHufl gJreKTpoHnoro cep:rrQuxara

BepKy:

3. 1. MunucrepcrBo 3ApaBooxpaueu[, Pecrry6nuxr Tuaa oclaqecrBJlrer rlpo-

HaI 4rr fl un0oprrraqr.rlr o nI{IIe, yKa3aHHoM B 3aaBre:rt:av!, B KaqecrBe rIoJI}n{a-

TeJu coq?rzrJrbnoft ycryrz, o (De4epanrroM perlicrpe rpoKAaH, I.IMeIoqIrrx [paBo Ha

o6ecue.reH[e JreKapcrBennbrMr,r [peflaparaMrr, MeArrrInHcKr{M}r r.BAeJrr{rMIr lr cfleq]I-
aJra3rrpoBaHHbrMlr [poAyKTaMu neqe6uoro vranufr 3a cqer 6roAxeurrx accurnoBa-
nuft $eaepanrnoro 6ro4xera a 6rogxeroa cy6terroa Poccuftcrofi (De4epaqru;

HOMepa peqelTa Ha JreKapcTBeHHLre flpeflapaThr AJr-f, MeAr{rluHcKoro qpr.rMeHe-

Hr4r, MeAr,rrlr{HcKr.re r43AeJrr{fl, a Taxxe clerIr4EIIII,I3I,IpoBaHHEIe [poAyKTEr re.re6Horo
t4"rarrs.4nx .qe'refi-ranBaJrr{AoB B perurouurrrbHoft un$opuaqnonnoft crrcreMe r c$epe

3ApaBOOxpaHeHr,rJr.

3.2. MusucrepcrBo 3ApaBooxpaueHru Pecny6nuxu Tnrna uocpe4crBoM cr.r-

creMbr MexBeAoMcrBeHHoro gneKTpoxHoro r:azrrao4eficrwur rrepeAaer B rocyAap-
crBeHHyro r.trQopnaquonHyro c[rcreMy <E4uua.a rIeHTpirJrlt3oBannau quQponaa
nrar$opua r coqr.ramrofi crfepe> B cpoK, He flpeBErrrrllrorqzft cerrru pa6ovnx 4neft,
co AruI rroAaqu 3aaBrerufl rpaxAaHr.rHoM, BKJrroqeHHEru n (De,qepa-urnrrfi perucrp,
cneA,,roIIIr{e cBeAeH14, :

1) cae4enur, yKa3aHHbIe B 3arrBJreH[u B coorBercrBr,r[ c noArryHKTavu 1,3,5
u 6 uyuxra 2.3 uacromlero floprAxa;

2) rcr:.;. Haqiura rr oxoHlrauuir geficrsr.u gnerTpoHHoro cepu.r$urar:a;
3) r.rn$oprr.rauuro o6 opraue, [peAocraBJurroqeM Mepy rrogepxKn (coquanr-

ny,ro ycnyry), BKrroqarouyro KoA r,r Har.rMeHoBaur.re B coorBercrBrru c peec'rpoM
yr{acrHr4KoB 6roAxernoro [poqecca, a raKxe rcpu.quqecrr.Ix JTLIII, He flBJtf,Ioql{xc,
yilacrur.rKaMr.r 6roAxernoro [poqecca, ra4enrzQuxaquonurrfi HoMep HaJrororrJra-
TeJrr,ullrKa }r KoA rrpFrrrHEr [ocTaHoBKn Ha yqeT B HiIJIoroBoM opraHe;

4) npeaenrnyro cror.rMocrb eAlrHr.rrlbr (upe4enrnrrfi pa3Mep onrarrr) rexap-
CTBeHHOTO flpeflapaTa .qJr.rr MeALrrIr4HcKoro [p[MeHeH]rr, MeAr,rq[HcKoro 34elruu, a
TaKXe CIequaJrpr3r/rpoBaHHoro npoAyKTa neqe6uoro fftrTa].^vra Anq Aerefi-uHBaJIuAoB,
KOJrHrrecTBO eAr{Hr,ru JreKapcTBeHHoro npenapaTa An, MeAr4rlr4HcKoro [Pr{MeHeHr,rJr,

MeALtIrHHcKoro rr3Aenr{fl, a raKxe clequirJr}r3r.rpoBaHHoro [poAyKTa [eqe6Horo ru{-
'talr.Vr ltfl Aerefi-unsarr,rAoB, KoA JreKapcrBeHHoro flpeflapara AJU MeA[rI]rHcKoro
rlpr{MeHeHa.f,, MeAr4rlr.rHcKoro Lllr:,p.er,us, cfleqfiaJrr{3r.rpoBanuoro [poAyKTa reqe6noro
rrurarufl Arq Aerefi-uHBanLIAoB, Br;rroqeHHoro B coorBercrByrorqufi neperreHb,
lpeAycMorpeHnrrfi .rac'rrro 6 ctar: u 3 (Degepanruoro 3aKoua J,.Ib 491-03.

3.4. Caegeur,ra, pa:lMerrlenHbre B rocyAapcrseuHoft rrrrQoprr.raqraonnofi cucrervre
<EAunas rleHtpanr{3oBannar qr.rSponar nnaT Sopnra B corlrraJrbHofi c$epe)), flocry-
flalor B locy,uapcraeunyro unQoprraaqrrouHyro c]rcreMy oJreKTpoHHErx cepruQnraroa



B noprAKe, ycraHoBneHHoM floroxeHr.reM o focyAapcrBeHHofi uHoopMalll,IoHHoft

cucreMe gneKTpoHHErx ceprr.r0r,rKaroB, yrBepxAeHHbIM nocraHoBrleH eM llparr.r-
rerrLcrBa Poccuftcxofi @egepaur.rr or 23 anpett202l r. Ns 630.

3.5. MunucrepcrBo 3ApaBooxpaHeHLIrI Pecrry6nuxr.r Tstsa noJry.{aet uuQoprtaa-
quro o QopuupoBaHr.ru 3neKTpoHHoro cep:ruSuxara, [plIcBoeHHoM eMy perucrpaqn-
oHHoM HoMepe (aanee - HoMep 3neKrpoHHoro cepruQurara) nocpeAcrBoM rocyAap-
crseHHo[ nxQopnaaqr.roxxofi cucreuu <<Eauuat IleHrpanl,I3oBannax qu$poaar
nna, <foprr,ra s corlr4anrHofi cQepe>.

3.6. MranracrepcrBo 3ApaBooxpaHeHr4, Pecny6.nr.rrur Trrna, uoltyuuB HoMep

3JreKTpoHHoro cep, n$urara, B cpoK, He flpeBErrrrarouqafi tpex pa6ovrx .qHefi, $op-
Mr.rpyer pacnoprxeHr.re (aarnrcy na xaccosrrfi pacxoA I.IJIIT flJlarexHoe nopyrenr.re),
Ha ocHoBaHHu Koroporo o6ecuequsae'rc, HanpaBneHr{e AeuexHbx cpeAcrB tto 3JIeK-

TpoHHoMy cep'ruSurary, H HanpaBn er ero n YupaueHze @e4epa-nrxoro xalHaqefi-
crBa rro Pecny6lare Tuna.

3.7. MunucrepcrBo 3ApaBooxpaHeH[s Pecrry6ru.rru TrIsa s reqeHue oAHoro
pa6ouero AHfl co AHf, flonyqeHu, rauQoprraaquu o6 r.rcnonsenun pacloprxeH fl, t4 tto-
ryqeHr.r, craryca 3reKTpoHHoro cepru$uxara (aKrr.rBr-rpoBaH> r.rs focy4apcrsenxofi
uHQopr'raquonuoi clrcrerrau 3JreKrpoHHbrx ceprutluxaroB nepeAaer cBeAeHLIq o

Soprrlrnponanr.rH 3neKTpoHHoro ceprr.rQuxara, coAepxa[ryrecx n rocyAapctaeuHofi
uxQopuaquonsofi cucrerue n c$epe 3ApaBooxpaHenru cy6rerra Poccvficxofi (DeAe-

paqr.rH, B @e4epaarnufi pe[rcrp rpaxAaH, [Meroulr]rx [paBo Ha o6ecueveuue nexap-
cTBeHHLIMT,I npenapaTaMH An, MeAr,rrlr{HcKoro IIprIMeHeHlIr, MeAI,IqEHcKI,TMII I,I3AenI{-

flM:z, a raKxe cneuuaJlll3rrpoBaHHbrMr,r npoA)aKTaMu reqe6noro fiurarul. 3a cr{er
6rcAxernrx accurHosaHufi QeAepamnoro 6roAxe:ra u 6ro4xe, or cy6lexron Poc-
cuficxofi @eAepauuu, a raKxe ocyuecrBnrer r.trQoprtrr.rponarure rpaxAaHr.rHa, BKJrlo-
r{eHHoro o {Degepa,rrusrft perucrp, o cr[opnrr.rponaHHoM gneKTponnolr cep'ruQuxare,
ero HoMHHaJIe H Bo3MoxHocrlr ero flpuMe laert:afl, c [cuoJrr3oBaxl{ena rr,{Horo xa6H-
nera $egepanrnoft rocyAapcreeunofi unQopl.raqr.ronnofi cuc,enau <E.qnuufi nopran
rocyAapcrBeHHbrx u MyHlrrluriurEHbrx ycryr (Qyrxuufi)> (4anee - eALruufi noprar)
r,rJrr{ nocpeAcrBoM BErAar{u rpaxraHr.rHy, BKrroqeHHoMy n (De4epalrnufi perncrp
(ero saxoxnouy npeAcraBrrrerro), eunucxu rrs peecrpa gJrercrpoHHbrx ceprr.rQuxaron
na 6ylraxnou HocHTeJre, noAnucannofi ycr.uenuofi xnannQl.rquposaxxoft gneKTpoH-

noft noAnucuo ynoJrHoMoqeHHoro Ha floAlr{caHr.re raKoro Aorcyrr.{eHTa AoJIxHocrHo-
ro Jrr,rqa.

3.8. fpaxgaunH, BKJrroqeHHbrfi a (Degepanruufi perucrp, BlpaBe orKa3arbcq
or npuo6pereHuc neKapcrBeHuLrx fipeflaparoB AJu MeArirlr.rucKoro [pr.rMeHeHuq, Me-

AllrIr4HcKHx usrenu , a raKxe c[erluirnu3r.rpoBaHHhD( [poAyKToB ue.{e6Horo fi TaHul.

.urs Aerei-[HBanlAoB c r.rc[oJrb3oBaHrreM 3neK'rponnoro cepru$I{Kara B TeqeHI{e

cpoKa ero geficraur, uo ne 6olee cpoxa 4eficrafi, peqerrra Ha neKapcrBeuHble npe-
napaTbl AJL MeAItIII.tHcKOTo npI,IMeHeHLIf, MeAIIIIIHCKLIe H3Aen[r, a TaKXe Cneq[a-
nH3I4poBaHHEIe [poAyKTbr re.re6Horo uranrr, Arr Aerefi -r.rxBaJrlrAoB.

3.9. Mranr.rcrepcrBo 3ApaBooxpaHeHr{f, Pecrry6nuru Trrsa Arr ocyqecrBJreHr.r,
BHeceHas r.I3MeHeHr.r, B paHee co3AaHHyro 3arrrlcE gnerclpoHHoro cepruSr.rrara (.qa-

nee - 6.noxupoBKa gJrerTponuoro cepruQuxara) nocpegcrBoM cr.rcreMrr MexBeAoM-
crBeHHoro 3neKTpoHHoro ssauN{oAeficrsut r,epe4aer B rocyAapcrBenxyro rnxQopr'.ra-



rlr,roHHyro crrcreMy <<Eautrat IIeHrpanLI3oBaHnar qulfpoaax nnattfoprrla B colll4anb-

Hoft cQepe> ArL rocneAyloueft repeAailra r focyAapcrBeHulrlo un$opuaqnonuyrc
clrcreMy 3neKTpouHlrx ceprusura:ror B ycraHoBJIeHHoM noprAKe cBeAeHI{r o6 or:ra-
3e rpaxAaHrtua, BKJrrorreHHoro r @e4epanrnrtfi peruc:rp, ot npuo6pereHnq Jle(ap-

crBeHHbrx flpeflaparoB AJrf, MeAI,IqlrHcKOrO [pI4MeHeHIrr, MeArrquxcrux flsAerlrfi, a
TaKxe c[eq[urJru3upoBaHHLrx rrpoAyl<toB leqe6noro ptraura 4nx 4etefi-unBaJ]IaAoB
c lrclorrL3oBaHr,reM gJleKTponnoro cepru$I{Kara Ha ocHoBaHI,I[ o6paqenlra lpaxAa-
Hr4Ha, BKJrroqeHuoro B (De4epaurnrrfi perlrcrp (ero saxonnoro rlpeAcraBlrtent), s

cpoK He no3Auee cneAyroruero pa6o.rero AIrx nocne flonfreHl,t raKoro o6parqeuu-4.

3. 1 0. Mr.rnlrcrepcrBo 3ApaBooxpaHe tua P ecrry6tmu Trrsa noJry^laer IanQop-

Marlr4ro o 6norr.rpoBKe eJreKTpoHHoro cep:ruQura:ra [ocpeAcrBoM rocy4apctnennofi
rx$oplraqr,rounofi clrcreurr <EAunas ueuTptullr3oBaHnax qra$ponax nnarQoplta a
coqua-,rr,nofi c$epe>.

3. I 1. Mznuc, epcrBo 3ApaBooxpaueur,rr Pecrry6ruxfi Trrsa B TerIeHI4e oAHoro
pa6ouero AH, flepeAaer cBeAeHr.rf, o 6rorr.rpoare gJIeKTpoHHoro cepru$uxa:ra, co-

Aepxauraec, B perr{oHaJrluofi uurpoprraaquonnoft c[creMe n cQepe 3,qpaBooxpaHe-

Har, e @egeparrnrrft perlrcrp lpaxAaH, r,rMeroq[x flpaBo Ha o6ecneueune nerap-
crBeHHbrMI{ rlpelapaTaMI{ An, Me.q[qrrHcKoro [pLIMeHeH[s, MeAr.rq[HcKr,rMI,I I,I3.qeJII{-

rMr,r r.r clelluaJrrr3t4poBaHuBlMr,r [poAyKTaMri neqe6noro vfiaupra 3a cqer 6ro4xe:r-
Hbrx accnrHoBanlrft rpe4epa:uroro 6rc4xera z 6rogxeror cy6rerron Poccttficxofi
@e4epaqua, a raKxe ocyqecrBJr{er uutf opruuporaHr.re rpaxAaHr.Ira, B(JIIoqeHHoro B

@egepamxrrfi perucrp, o 6roruponxe gJreKTpoHHoro cepru$urara c r{cloJIb3oBaHI{-
eM Jrur{Horo ra6uxera eAlrHoro [oprana rrJrr.r [ocpeAcrBoM BbIAaqu rpoK,qaHr.rHy,
BKrloqeHHoMy r @egepalrnrrfi peracrp, perxeHr{, o 6roxxponre gneKrpoHuoro cep-
ruSuxara r.r3 peecrpa sJreKrpoHHbrx cep:ruQuraror ua 6yrraxnou HocLITeJIe, rIoAlI{-
caHHoM ycurennofi xranra$r.rquposauHofi srexrponnofi floArrr,rcEro ylorHoMoqeHHo-
ro Ha noAfiucaHr,le raKoro AoKyMeETa AonxHocTHoro nuqa.

3.12. MurtucrepcrBo 3ApaBooxpaHenur Pecny6nux[ Trrsa rroJrfraer unSop-
Marlurc o Saxte npno6perenufl lpaxAaurruoM, BKJrrorreHHbrM B @e4epanrnrrfi pe-
frrcrp, JreKapcTBeHHbrx flpenaparoB Anfl MeAr.rqrrHcKoro [pr4MeHeHr4r, MeAr.rq[HcKrrx
uzgelui't, a raKxe cnequanr.r3rrpoBauHrrx IIpoAyICToB leqe6noro ritrranprs. ar,t aereit-
HHBarr.rAoB c uc[oJrl3oBaHrreM gJrerrpoHnoro cep,u(fuKara [ocpeAcrBoM rocyAap-
crseHHot r.rx$opnaqraonxofi cucreurr <<Elunaa rleuTp,ur,r3oBannaa qu(ppoeax

nnaT $oprtra n coquamnofi cQepe>.
3.13. Munuc:repcrBo 3ApaBooxpaHeHr{, Pecuy6nuxu Trrna yBeAoMrqer

rpaxAaHrrHa, BKJrroqeHHoro n @e4epamurrfi perzcT p, Ha eAlrHoM rIoprEIJIe I{
HarrpaBnfler cBeAeHr4f, n (De4epa,rrnrrfi perr.rcrp rporqaH, rlMeroqlx npaao ua o6ec-
rreqeHue JreKapcTBeHHErMrr npelapaTaM[ Anfl MeArrrlaHcKoro [pI4MeHeHLrr, MeAI.r-

rlr.rHcKr.rMr{ t43[envaM r.r cflerlrrzurr{3ripoBaHHhrMr{ rrpoAyKTaM}r .ueqe6noro [r{TaHI4rI

3a cqer 6ro4xe:rnrrx acc nrosauzfi $egepanuoro 6roAxera u 6rogxeron cy6rerror
Poccuftcxoft (De4epaqnu o Saxte npuo6perenru JreKapcrBeHIIEIx [pe[aparoB AJLfl

MeAr.rrIr{HcKoro rrpr,rMeHeHr.rr, Me.q[qr.rHcKr{x lz.zaell.rtit, a raKxe cfleqnirJrr.r3rrpoBaHuhrx
npoAyKToB ne.{e6Horo ura:aul. 4nx 4e'reft-ranBanr4AoB c r,rcloJlb3oBaH[eM gneKTpox-

uoro cepru$lrKara B TerreHr{e oAuoro pa6overo AHfl co Arur ero up[HrITI.It.
3.14. Mlrru.rcrepcrBo 3ApaBooxpauenr.r-r Pecny6ruxu Trrsa [prrnrrMaer peue-



Hae 06 orKa3e B npr,ro6pereHr,rfl neKapcTBeHHbIx npeflaparoB, MeAI.rqI{HcKLIx I,I3Ae-

Lti4, a raKxe cleu[aJrH3HpoBaHHblx [poAyKToB neqe6Horo r.ura:aufl Ant Aeref-
I4HBAJII'IAOB C HCTIONb3OBAHI,TEM SNEK'IPOHHOTO CEPTI,IO :,1,KATA V BbIAAET TPAXAAHI,IHY,

BKIIOI{EHHOMY B OEAEPAIEHEIfi PETHC'IP, PEIIEHI,IE 06 OTKA3C B IPIO6PETEHI,IU NC-

KapcTBeHHErX npenapaToB, MeAr.rqr.IHcKLIx v3l.e ui[, a TaKxe cnequanr,r3l{poBaHHblx
lpoAyKToB neqe6Horo fiuTaliJ,1,fl I.Jrs. AeTeit-uHB€rJILrAoB c LrcloJrE3oBaHr.reM 3neKTpoH-

Horo ceprrlQrlKara c yKa3aHHeM [prrqr.rHbr raKoro orKa3a B Soprtre .qoKylr{eHTa Ha

6yuaxnon HocureJre r.rJrr.r yBeAoMlrer o6 orxase r $opue gneKTpoHHoro AoKyMeHra
c [crroJrb3oBaHr,reM Jrr4rrHoro xa6uuera eAHHoro flopranta B cneAyloqux cJrfrarx:

1) o6pauenr.re Jrrru, He oruocrulnxcq K Kareropr.rx sa.ssfireaefi (sa ucxnove-
Hr,reM cJrfraer o6paulenux 3a floryqeHr.reM coorBercrByroqefi rocyAapcrneuxofi
ycJryra qepe3 rrpeAcrarurenefi );

2) upe4ocraureHr4e coorBercreyrouefi rocyAapcrBeHnoft ycnyrn IlHErM ctro-
co6orrr (6e: r4crroJrb3oBaHH, gneKrpoHHoro ceprr$r.rxara);

3) nenpe.qcraBJreHr{e 3EUrBrrreJreM cseAenuft o HoMepe HaUr.roHaJrbHoro nJra-

rexHoro HHcrpyMeHTa, [peAycMorpeHHoro 3aKoHoAareJrbcrBoM Poccuficrofi @eAe-
paqr.ru o Haur.roHaJrbHofi uarexsofi cr4creMe;

4) cyr'arraa npeBbrrxaer KBory rro 3neKTpoHHbrM ceprr.r$uxarana;
5) o6pauleHr.re 3ErrBEreJr, 3a npeAocraBneHr,reM rocyAapcraeHHofi ycJryr[ rrpt.r

Ha;rv.rllu AeficrByrouero HJr[ peaJrr.I3oBaHHoro 3neKTpoHHoro ceprnQuxa, a Ha coor-
BercrB).rolllyrc rocyAapcTBeHHlro ycJryry;

6) npeacrasreHr,re 3uuBHTeJreM HeAocroBepHrtx r{ HenoJrHrrx cregeuufi.

4. lloprgox onpeAeneHr.r, upegelrnofi crouMocru eAr,rHr{rlbr

(npe.uenlrroro pa3Mepa onlatrr) JreKapcrBeHHbD( [pe[aparoB,
MeAuur.rHcKrrx utgenuit, a raKxe cneqlraJIH3I,IpoBaHHErx
lpoAyKToB ner{e6Horo uratvt..un Aerefi -r,rHBurnr,rAoB

c ucnoJlb3oBaHr,reM 3JreKTpoHHoro ceprH$HKara

4.L MunucrepcrBo 3rpaBooxpaHeHrlff Pecny6auxu Trrna exerogHo rro cocro-
f,Hr{ro Ha I aera6ps reKyqero roAa onpeAenqer npeAenbnyro crorrMocrr JreKap-
crBeHHoro flpenapara An, MeAr,rur.rHcKoro flpr,rMeHeuax (galee - .nerapcrrenurrfi
npenapar), MeAautrHcKoro r,r3Aerr.rtr, a raKxe clequaJrr.r3npoBaHHoro [poAyrca ne-
qe6noro vrraHh* An Aerefi-r.rHBaJrl{.uoB, npuo6peraemoro c [cnoJIE3oBaHaeM 3JreK-

rpoHHoro ceprnQuxara.
4.2. flpegeil.,Htur crouMocrb neKapcrBeHHoro npeflapara, MeAurlr.rHcxoro r.r3-

Ae vfl, a raKxe c[equaJru3r,rpoBaHHoro npoAyrcra Jreqe6Horo fluraHr,la Aas Aerefi-
aHB€urr{AoB, npuo6peraerraoro c ucloJrE3oBaHHeM gJreKTpoHHoro cepra$urara, onpe-
Aerqercf, rro pe3ynbraranr nocleAuei tro BpeMeHr,r ocylqecrBneHr,r, 3aKylKr.r r.rAeH-

Tr.rqnoro (xour<pe'rnoro) ronapa, coorBercrByroqero HaLIMeHoBaHr.rrc neKapcrBeHHo-
ro npelapaTa, MeAr.rur.rHcKoro r.r3AeJrr.rr, a TaKxe cneq[aJILI3LIpoBaHHoro [poAyKTa
re.{e6Horo vratyrfl Anq Aerefi-[HBaJrr,rAoB, r.ruQopuaqnx o xoropofi pa3MerrleHa B

eAunofi r,rxQopmaqr.ronxofi cucrelre B c$epe 3aKynoK, flpoBeAeHxoft Mlruuc.rep-
crBoM 3ApaBooxpaHeHra, Pecny6nuxu THga e [oprAxe, ycraHoBJreHHoM 3aKoHoAa-



reJrbcrBoM Poccr.rficxofi @e4epaqIEu o KoHTpaKTHofi cucteue n cSepe 3alqmoK ToBa-

poa, pa6or, ycnyr AJL o6ecneqeuus rocyAapcrBeHuED( Ir MyHI'IqnnEUIbHhIx nyxA.
4.3. llocneAneft no npeuenu ocyqecrBJlenr.u saKyfixofi JleKapcrBexuoro rrpe-

flapara, MeAr.rqr.rHcroro v34elwtl., a raxxe crleuuanl{3l,rpoBauHoro npoAyx'ra neue6-

Horo rturaHrl.s Ars Aerefi-uxB€rnl,IAoB cql,ITaerc, nocJleAlrf,fl 3aBepIIreHHEUI flpoueAypa

ocyulecrBJreHE, 3aKylKI{ JIeI(apCTBeHHOrO npeflapara, MeALIIII4HCKOTO I'I3AenI',IJI, a

Ta6xe c[eqr.r2rJrr43r.rpoBauHoro [poAyKTa neqe6noro vtra6v!fr.qax ,qetei IIHBEIJII{A6B

(saxmoueunufi Mr,IuucrepcrBoM 3ApaBooxpaHeHlu Pecrry6nuxu Trrna xon, paxr,
o6.ssaremcrga [o KoropoMy IrcloJIHeHbI cropouaMl'I KoHTpaKTa B [onHoM o6reue
no cocroflHuro ua 1 4exa6px reKyulero roAa).

4.4.8 ctrytae, ecru MurltcrepcrBoM 3ApaBooxpaHeunx Pecny6nuru Trrsa ga-

KynKa neKapcTBeHHoro flpeflapaTa, MeALIqLIHcKoro vt3Aelrvtfi, a TaKxe cneq]Ianl,I3l,Ipo-

BaHHoro npoAyKTa reqe6noro ,rtan \ Ars Aetefi-unBaJII'IAoB He ocyqecrBn Jlacb,

ml6o nporleAypa ocyurecrBneullx 3aKyIrKIr I4AeHTLItIHoro (xonrpetuoro) ronapa, co-
oTBeTcTByIOUIeIO HaI'IMeHoBaHLIIo neKapCTBeHHOrO [peflapaTa' MeAI{qI'IHCKOTO I'I3,qe-

Jrr4r, a raKxe cleqr,rtlIrr{3r.rpoBaHHoro [poAyKTa ne.Ie6Horo rfirranutfr 4lx 4ereft uuna-
nllAoB, He cocroflilacl, nu6o saryuxa r.rAeHTr.rrrHoro (xourperuoro) tonapa, coorBer-
cTByroqero Ear4MeHoBaH[ro JreKapcTBeHHoro [peflapaTa, Me,4rIII,IHcKoro I,I3AeIHJI, a

TaKxe creq[ErJru3rrpoBaHHoro npoAyrTa re.{e6Horo \r4"rarrva Ans aerefi I4IIBauIIrAoB,

ocyurecrBJr{Jracr 6onee qeM 3a rpr.r roAa Ao AHf, floAaqr{ lpaxAaHrrHoM, BKJIK)rIeH-

uuru n @e4epamurrft perurcrp, 3arrBJreHrru o6 o6ecneqenl{Ll JreKapcrBeHxbrM Ilpefia-
paToM, MeArrqrrHcKuM r{3AeJrrreM, a Taxxe c[erIr4anH3r,rpoBaHHEIM npo,4yxrou reue6-
Horo rrirauru gnr 4erefi-r.mBirJrr4loB, upuo6pemerr.rbrM c I,IcloJIb3oBaHI{eM gJIeK-

TpoHHoro cep:ru$uxara, [peAeJrEHafl cror.rMocrE HAeHT[rrrHoro (rourpetuoro) roea-
pa, cooTBeTcTB),roqero Ha[MeHoBaH[rro neKapcTBeHHoro flpelapaTa, MeAlrqrrHcKoro

ug1erufl, a raKxe clerlr4 €InH34poBaHHoro [poAyKTa re.re6Horo t:.urauvll' 4nx 4erefi-
r4HBaJrrrAoB, oflpeAeJrf,erc, rlo pe3ynrTaraM nocneAnefi rro BpeMeH[r ocyqecrBJleul4,
3aKynKr.{ .rreKapcTBeHHoro flpeflapara, MeAr.rqr{HcKoro r.r3AeJrr4f,, a TaKxe cneqIrEIJIr.I3LI-

poBauHoro npoAyKTa ne.{e6noro rprra:uvra Arr Aerefi-nnBEIJIEAoB, wrQopuaqnr o ro-
ropofi pa:lteuleua s eA[Hofi r.rnQopnaaqraonxofi crcrelte u cr[epe 3aKylo(, flpoBe-

Aeunofi ruo6rrrnr ApyraM ynoruoMoqeHuErM oprauoM Cu6upcxoro ([egepa:rruoro
oKpym.

4.5. B cnyrae, ecJru yloJrHoMoqeHHErM opraHoM Cu6upcroro Se.qepanrnoro
oKpyra 3aKyII(a JreKapcrBeHHoro flpenapara, MeAr.rrlr4HcKoto vt34errr{[, a raKxe cle-
uuanu3npoBaHHoro [poAyKra neqe6noro rfifiaHus Arr Aeteft-unBrulrrAoB He ocy-
rlecrBJlf,Jracr, nr.r6o npoqe,4ypa ocylqecrBJreHlr, 3aKylKrr raKoro JleKapcrBeHHoro
flpeflapaTa, MeAr{rlr{HcKoro r43Aenvs, a TaKxe cleqLrEIJII{3HpoBaHHoro 4poAyKTa JIe-
qe6uoro vrauvs- A.nx Aereft-unBEUrHAoB He cocrof,racr, nlr6o 3aKyrIKa raKoro JIe-

KapcrBeHHoro flpelapara, MeArI{uHcKoro r43ler,la,. a raKxe cfleq}raJrr.r3r,rpoBaHHoro

npoAyKTa ne.{e6uoro rrlrranvr- Arq AeT efi-[HBaJII{AoB ocylqecrBnf,nacr 6oree .reN,I sa

Tpr4 roAa Ao Aarbr floAairrl rpaxAaHr{HoM, BKJrrorrexHbrrra e @egepa;rurrft perurctp,
3aflBJreH[, o6 o6ecue.{eHr,r[ neKapcrBeHHbrM rrpeflaparoM, MeAI{qEHcKLIM r.I3AeJIneM,

a rarxe c[eq[an[3npoBaHHrrM npoAyKToM neqe6uoro lzrauvr. Ar.fl Aerefi-
rrHBaJrrrAoB, nprao6peraerrabrM c ncrroJrr3oBaHr,reM gJreKTpoHHoro cepu(puxata, npe-

AenbHirf, cror4Mocrb coorBeTcTByrcrqero neKapcTBeHHoro [peflapaTa, MeAI{uI{HcKofo
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u31erlufl., a TaKxe cleqxaJILI3I{pOBaHHOTO [poAyKTa neqe6gglo r1;,7ltA6ufl AJI{ AeTe[-

uEBaJII,IAoB oflpeAeflseTcf no PE3YJIETATAM IIOCJIEAHEfi IIO BPEMEHI{ OCYqECTBJIEHI,I.f,

3aKynKr,r oAHopoAHolo JIeKapcTBeHHoro flperlapaTa, MeAI{III'IHCKOTO I'I3AeJII'UI' a TaK-

xe cneqaan[3lrpoBaHHoro [poAyKTa neqe6Holo flura'F.krfi. llt AeTefi-uIdBiuII'IAOB,

flpr{o6peraeMoro c [cloJIb3oBaH[eM 3JIeKTpoHHoro ceprn(bul(ara, ItrI(bopMalll,If, o

Koropofi pa3MelqeHa B eAI{Hofi uHSopMaII[oHHofi c]IcreMe B coepe 3aKynoK' flpoBe-

AeHHofi nIo6EIM y[orHoMorreHHblM opraHoM, pacloJloxeHHblM B rlpeAenElx TeppI'ITo-

puu Pocct4fi cKoft (De.qepaquu.

4.6. B cnftae, ecJILI 3aKyrIKa JleKapcrBeHHoro flpe[apara, MeA[ruI'IHcKoro I43-

trenua, a TaKxe c[eq[zIJII{3IrpoBaHHOrO [pOAyKra neqe6Horo fivffa]P, 5 Ar-s AeTeil-
r.rHBaJrrrAoB B qacrr{ neKapcrBeHHoro npelapara B flpeAenax reppllropl{ll Poccrfi-
cKofi (DeAeparl[r,r He ocyulecrBJl-f,Jlacb, To 3a npeAenEFr]'Io croltMocrB JreKapcrBeHHo-

ro npellapaTa rrpr.rHllMaeTcfi MaKcI{MaJIbHOe 3EaqeHI,Ie IIeHbI neKapcTBeHHoro IIpeIIa-

para no AaHHETM rocyAapcrBeHHoro peecrpa npeAeiIEHbIx orrryc(Hblx IIeH [pOI,I3BO-

Ar-rTenefi Ha JreKapcTBeHHbre flpeflapaTEl, BKJtrorIeHHbIe B flepeqeHb xI,I3HeHHo HeO6-

xo,4rrMbrx r.r BaxHeirlnx rreKapcrBeHHhrx rrpe[apaToB.
4.7 . B ctrytae, ecnr,r 3aKylKa crreqnaull3llpoBaHHoro [poAyKTa Jleqe6Horo [I{-

Tarus- l,Irs- gereft-uunaru.qoB B rrpeAentx reppl{Topl{rr PoccIEficroft @e4epaqr.ru ue

ocyxlecTBIqlacL, To 3a npeAenbHyro cToIIMocTE cleql4rurll3lrpoBaHHoro [poAyKTa
leqe6noro rvffarrr^ AJr-f, Aereft-r,rHBaJrr.rAoB npuul,IMaerc, flpeAenbHa, crollMocrb
clerlHanH3r{poBaHHoro [poAyKTa leqe6noro rrHTaHrnf, - aHaJrora.



flpranoxeuue
x flopx.qry rpeAocraBneuur Mep couuamnofi
loAAepxKr{ oTAeJrbHbIM KaTeropn M lpaxAaH
3a cqer cpeAcrB 6roAxera Pecny6nuxu Trrsa c
lrcrroJrE3oBaHr{eM sJreKTpoHHoro cepuaQrarcata

3A,f,BJIEHI4E
Ha rronln{eHr{e coq[ErJrbHhrx ycJryr, [peAycMoTpeHHbrx
rryHKToM 1 .racru 1 crarrr.r 6.2 <De4epamHoro 3aKoua

or 77 utotrs. 1999 r. Ne 178-O3 <O rocyAapcreeHHofi
coqua;rrnofi [oMour]D), c r{c[oJrb3oBaHr.reM gJIeKTpoHHoro

cep:rnSura, a c freroM noroxennfi (De4epanrnoro 3axoHa

oT 30 4era6pr 2020 r. }'lo 491-03 <O npuo6perenuu
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