
OE.IIEPAJIb}IA' CJIYXEA TIO HM3OPY B COEPE 3,ryABOOXPAHEHI4'I

Peueaue Ko,ruteeua

r. Mocxsa t7.12.2020

3acnyuas u o6cyAzn AoxJIaAsI )FIacrHlrKoB KoJUIeruu, 3aMecrr,rreJrt
pyroBoAnreJrr, Eatra[Enu(oB ynpaunerui PocsAparxagsopa, KoJrJrerur orMeqaer.

Coapeueunufi 9Ta[ pa3Br{Tnr clrcreMbr 3ApaBooxpauenue rpe6yer [epexoAa or
KoHTponr KaqecrBa n 6egonacnocru Me.mqnncKofi Aertenrnocrn K ero o6ecneqennro.

Yqurrrsar floJloxuTeJlbHrrfi ourrr BrreApeHrtr prrcK-opueuTlrpoBarrnoro [oAxoAa
flprr ocyqecrBireru]r Oe4eparnnoft crryx6ofi rlo HaA3opy a cQepe 3ApaBooxpaueHr{t
KoHTporrbHo-Hqgsopnofi aesretBnocru, onEIT pa:pa6otxn, anpo6aunu r.r BaeApeHlrt
cncreMhr Buyrpennero KoHTpoJrr KaqecrBa n 6egouacnocrrr MeA[rl]tucrofi 4errelrnocru
B MeAurlurrcKux opranrr3arlnn< Poccnicrofi @e.uepaurrrr Ha ocuoBe flpeAroxenlrft
(nparrn.recrux peromenAaunfi) Pocs4panna4sopa rro oprar {3arrxrr Bn)rrpennero
KoHTpoJrt KaqecrBa n 6egouacnoctu rrre4uquncrofi AerreJrbrlocrlr, a raKxe coBpeMerruhle
Bbr3oBbr, crorlque uepe4 pocctrficKrlM 3ApaBooxparreurreM, o6ycnoanexnue uangeunefi,
sbrssanHofi xosofi roponanupycnofi uxr[erqreft Sars-Cov-2, neo6xo,ryruo

Qoprranponaxue Haqr{oHaJrbuoi cucrerrau ylpaBneHuf; KaqecrBoM u 6egonacnocrrto
ueAuquncrofi AetreJlbuocr!{ n Poccuficrofi Oe4epaqun Ha ocrroBe eAr{Hhrx
MeroAuqecKtx, Msro.[oJroruqecKnx u oprasr{3arlsourrbrx rro4<oAoB. (Dopuuporanue

AaHHof HaqI{oHaJIBHo[ cuc'reuu [peAcraBrqerct Bo3MoxlrbrM c r{cnoJrb3oBarrueM

rrpoeKrrroro [o.e<oAa B lpopue qelerofi se,qoMcrBeHuoft uporparramu.
IIo nroponry Borrpocy KoJurerus crr[Taer Heo6xo,eaurru orMer]rrb, vro r 2020 roay

B coortsercrBnu c [yxKToM 4 uocranosrenr.rx llparurenrcrsa Poccuficroft @e4epaqnn or
27.12.2019 ll!I9I5 <O peann:aqnn r cy6rerrax Poccrficroft Oe4epartuu rr.rrrorHoro
Itpoercra rro BoBJreqeHr{K) rracrHhrx MeAr lr.rncKltx oprasugaqrft B oKa3anl,re MeAuKo-
coqu{ur6ubD( ycJryr rnrlaM B Bo3pacre 65 rer r{ crapue, rBJrrKrrq}rMcf, lpaKAarraM}r
Poccr.rficrofi (Deaepautn, B ToM rrucne flpoxnB€uorqnM B ceJrbcKofi uecrNocrro 14
reppnroplriurbnbx oprauoB Pocs4parxagsopa (Pecrry6anru Eypernx, Mop4onne u
Tarapcran, Alraftcrcnfi rpaft, BonrorpaAcrar, Boponexccrae, Ker,reporcra.e,
Kocrpoucxar, Horropogcrar, Horocu6npcxan, Pxsancrar, Tanr6orcrae, Tynrcrax
o6nacrn, ropoA Mocrra) ocyrqecrrnrnu B TetreH[e roAa Mogr.lropr,rgr orarauur 40
tracrHhrMlr Me,q[q]rHcKr.rMr{ opraHrr3arl[rlMr{ MeAr{Ko-coq}r{urbHhrx ycnyr 6oaee 6,3
TEICrrraM TIOXUJIbIX rpaXAaH.

flo rpeueuy Bonpocy KoJUrerE o6panlaer BH[MaHue, qrc r 2020 roAy peaJrlr3oBarr
nonrri noprAoK BBoAa B rp€DKA€rHcKr{fi O6opor neKapcrBeHHbrx [penaparoB AJUr
MeAr,rqr,IHcKoro [pnMeHeHrlrr, ycraHoBnenxrfi (DegepanbHbrM 3aKoHoM or 2g xoe6px
2019 roaa J\|l 449-@3 <O gHeceHLM lrguenenufi B orAenbxhre 3aKouoAarenbHhre aKTbr
Poccufcrofi @eaepaAlrx ro Bonpocy BBoAa B rpaxgancxufi o6opor neKapcrBerrrrBrx
npelapaToB .uJrr Me,uEq[lHcKoro flprrMeHeHr{f,).



B panrrtar peaJr[3tr\tlt )ma:]aguoro 3aKolra MoAepH[3oBulHa rloAcl{creMa <<Bao4 n

rparAaflcKlrft o6opoo AIIC Pocs4paBrra,q3opa; [poBeAena uHTerpaqnt rloAcucreMbl

<BsoA B rpax.qaacrorfi o6opor) c unipopruaquoltuLlMu cucreMaMlt O|I4C M,{/trI u
|PJIC; cogAana KoMrccuc Pocs4pannagsopa rro KaqecrBy nuuyno6uoloruqecr]Ix
neKapcrBeHHED( rrpenapaToB; opraHu3oBarl noceprftxrrfi KoHTponb (aqecrBa

nuuyno6xonofltqecrorx neKapcrBeuHErx rlpelaparoB Ha 6age ncrIbITareJIbHbIX

na6oparopnfi Mocxoacxoro n Kpacnorpcxoro Qnrr alos @fEY (I4MII3yAOCMII>
Pocogpasn44:opa.

3a I I uecrqer 2020 r ota n AIIC Pocs4paaHaA3opa BBeAeHa uurpoprvraqux o 25 53 42

ceprrD( reKapcrBeEHED( rrpeuaparoB 14644 xanuewosaHdfi o6qnu KoJlrrqecrBoM

5918600549 )maKoBoK. BnAano 2570 pazpeutensfi na BBoA B rpax4ancrli o6opor
urrrrvryno6uonoruqecKEx JIeKapcTBeHIrhIx flpe[aparoB.

B 2020 roAy B pruKax rocyaapcrBeunoro KoHTpoJIfl KaqecrBa ne(apcrBerruhrx
cpeAcrB BHeAperr KoHTpoJrb KarrecTBa K[cJropoAa MeAI{q[HcKoro. Ha 6ase .flpocnancroro

Qunnana OlEy (I4MIISyAOCMIb) Poc:4pantagaopa oprzlrrn3onan I{en,p uacc-
anexTpoMErpl,rqecKoro auturrr3a rlo [3)nIeHLIrc npmaecefi B JreKaPcrBeHHErx fipeflaparax.

PocrApaanaasop c l8 r,rac 2020 roaa npl{crytrfln K PeaJII{3aq[s nonoxenuft
nocrarroBJreHur flpanutenrcrBa Poccuficroft @elepaquu or 16.05.2020 Ns 697 (06
yrBepxAeu[r{ flpanun BbrAarr[ par3perrrexr.rr Ha ocyutecrBJleu[e po3Hl{vxoi topronnn
JIeKapcrBerrHLIMu rrpenapaTaMn AJrt MeAlrq[IrcKoro nprMeHeHl{t Al{crarrquoHHbrM
cnoco6ou, ocylqecrBJleunc raKofi ToproBnn u AocraBKI,r yKa3arrltED( neKapcrBeHHLIx

npelaparoB fpaDKAanaM rl Bueceur,rlr nsMeHeHI,Ifi B IreKorophre arru flpanureJrbcrBa
Poccnficrofi OeAepaqun rro Boflpocy posnu.rnofi ToproBnn neKapcrBeuHblM]r

npeflaparaMr{ Anr MeAIIIIEIIcKoTo rrpItMgEeH]It AI{craHIII{oEIILIM cnoco6otror.
flo cocroruuro sa 10.12.2020 a PocnpaBua,Il3op 3a noJryr{eul4eM pa3pelueanr Ha

Ar,rcraHquonqyro roproBJlp o6parr.rnocr 450 ante.nrux opraursaqnfi, 260 opralrugaqxfi
rIoJryquJIIr parperueune Ha Ar{craarl[olrxylo roproBJllo, 182 anteraru oT rcanaEo, 6 -

npeKparr{Jrn AerreJrbHocrb no co6ctseHHofi IdHuunaT[Be.
Bo rcnorrHeHne trpnKzBa Poca4panna4sopa or 29.06.2020 J\l! 5527 (06

yrBepxAeruu Kpurepner orIeHKr{ un$opruaqnu, neo6xoAru"roft AJrr npuusrr{fl
(De4epalrxofi cryrr6oi tro HaAsopy n crlepe 3ApaBooxpanenux pemexuft, .qBJurrorqrlxct
ocnoBannrMu AJtf, BKIIIoqeEE AoMeEHLD( rlMeu n (urm) yxararelei crpanuq cairon a
ux![oprvraqronHo-TeJreroMMytmaqnonnofi cetr.r "llnrepner", a raroKe cereBlrx aApecoB,
rro3BoJUlloqfix Irgentu@uquposarb cafiTEI n nnQoprraarlsorlgo-TeJleroMrvryrnraquonnoi
cern "I4HTepHer", coAepxaqlre 3arrperueHuyro nn(poplraquro, n eAr.rnyro
aBToMarrr3npoBarrnyrc nnrfoprraaunounyrc cr{creMy "E4nxui peecrp AoMerrrlrx r{MeH,
yrarareleft cTpaHtlII cafiToB r uuQopr'laqxoHno-reJreKouruyanraqnonnofi cerr{
"I4HTepHer" rl cereBsrx aApecoB, [o3BoJrrrorq[x agenra$uqnporarr caftmr B

unQopruarluoxHo-reJreKoMMyH u raquonnoi cerr{ "llxrepuer", coAepxaqre
uurfopruaqulo, pacflpocrparrenne Koropofi s Poccuicroft @egepaqr{r4 3aluperqeHo)
Poce4paana4soporvr npoarraJrrr3rrpoBaHLr 1781 o6pnnlenue rpaxAaH, a TaroKe
rocyAapcrBeuulrx opr{uroB o coAepxaunn sanperqeHuoi nni[opuaquu n ceru Llnrepner.

flprxrm peruenne o 6aorupoare 896 cafitos,
Pocrgpaauagsopou B paMKax KonrpoJrbrro-HqA:oprofi AerreJrbnocrrr sa

o6parqerurerra MeAuqEHcKr,rx lrs4erurfi upoBeAeuo 1290 nponepor. lloArorosreno cBhrme
700 rurQopnaaqnonnnrx nrloeM o $arlrcu$uqupoBarrnErx, ue4o6porauecreenHLrx,



oro3BarrHhrx MeAxrIr{HcKr{x u34enlaax. flo cocro.f,Hr,rto ta 16.12.2020 npoee4euu 444
eKcrrepru3Br KaqecrBa, st[rferraauoctt4 t,r 6egonacHocru MeAl.rqrtHcrt,rx us.ueflrfi B paMK€x
rocyAapcrtsexrroro KoaTponr oa o6pnrr{enueM Me4rrlr.rHcKr{x n3Aenr{fi .

B rleltfl( AaJlbnefirtrero coBeprrrencrBoBarrur xoutpoarnof x na4ropuofi
aerTeJlbgocTE KoJrJrer[q peuEna:

1. IIo Borrpocy AexreJrbnocra Poc:4pauHaqsopa rro [peAorBparrlenr{ro
pacrrpocrpauexr,rs xoaofi KoporraBrrpycHoft nnt[eruuu n 2020 ro4y:

- noAroroB[Tb rlpeAno)KeH]rr o6 opranusaquoHrrhD( r{ MeroA[r{ecKr.rx no.e<o.uax
rpopurpoaanux Haqnoaanrnofi cucreurt )mpaBJregw KaqecrtsoM n 6egouacnocrrro
ue4uqr,rncxoi Ae{TeJrbuocrr.

Cpor zcuonneHur: Ao 30 anpe.nr 2021 rota (oraercrrennrre: A.H. Illaponoa, LI.B.
Kpynnon4 A.A. Tpanrona, M.M. Cyxanoaa, I4.B. I4nanon).

2. Konrpoar 3a peaJra3arlu efr s 2020 roAy rrlnorgoro upoeKra rro BoBJreqeHr. o
qacrHbrx Me,ryrqr{HcKr.rx opm.Hr{3arlEi B oKa3aHr{e MeAr{Ko-COqUaubHbrx ycJryr nr{qaM B
BO3paCTe 65 .ner n craprfle, rBrrro[u.rMr.rcs lptur(A{rurrIran Poccuicrofi (De4epaqr,ru, n rorra
qucJre flpo)KuB€uoullrx s ce.lrrcrofi Mecrrlocrr{:

Teppuropuamnrnra opr raM PocsApannaqropa ''o cy6rerrau poccuficxoft
(De4epaquu:

2.I. o6ecne.firr 4anrreirnrlfi xonrpoar oprarru3arllrfi o(a3arln{ MeAnu[HcKoft
rroMortr[ fiaq[errr€rM c noAo3peHneu, .nn6o [oATBepxAeHHLrM AUaXHOSO]i HOSOfi
KopoHaBupycHoi ltuQerquu COVID-I9 u nne6onuruqHoi uHenrr{ouur.r a cy6regax
Poccnfi crof (De.uepauuu ;

2.2. npo4otrxurrL Morrnropr{Hr AocrJrnnocrrir r cy6rerrax poccuicrofi
Meluqr,rHcKoft rroMorqrl 6o.urnrru c xpoHnqecxt4Mu sa6oregarusMr.r
pacrpocrpaner ls Hosot KoponaBrrpycuofi un$exqun COVID- 19;

2.3. oc)ruIecrBJrtrb exerraecsq'Hfi Moflnropr't peaJrlr3arllu qacrH'rMu
MeAI'Iqr'IHcKI{M opraHu3all}ttM}I rII{JIorHoro [poeKTa rlo oKa3arlrtrc MeALIKo-couliIJIbIIbIx
ycJryr JrurIaM B Bo3pacre 65 ner n craprue.

Cpor tcuoanerr.Ir - Ha rrocrroffnofi ocnoge.
3. Peaaugaqlrrr rrorroxenufi <De4epanrnoro 3aKona or 2g.11.201g }lb 449-@3 no

BBoAy neKapcrBenrbrx fipe[aparoB B rpa)KAaxcKr{fi o6opor:
- rrpoAoJDKr{Tb Mepo[pr{rrr.rr, aaupaBnerrHEre Ha puBB}rrr{e lfe4epa-nrnuxrocyAaPcrBeHurrx na6opatopHhlx KoMIrJreKcor Pocs4paaxa,q3opa rro KoHTpoJrro KaqecrBa

JreKapcrBeHrrbrx flpeEaparoB c rreroM nepBooqepeAHofi sa4a.ru: uoceprfinufi KorllpoJrb
(aqecrBa r{MMyno6uonoru.recKr{x neKapcrBexHbD( cpe.qcrB (narqnu).

cpor r.rcnoffreur.rr: B TerreHae 2021 roxa (or:nercraenurre: K.Io. Eenanoa, A.A,
Tpanrona).

npenapar€rMlr, pa6orbr
cafiron, coAepxarqnx
PocgApaaHaAgopa Eo

(De4epaqnrl

B nepnoA

4. flo aonpocy Ancr€turlrrouxoi roproaau JreKapcrBeHHBrMr.r
Tepp[mpn€urbnbD( opr€uroB pocgApasuaAgopa uo 6noxnporre
3{trpeqerruyro un(poprua4uro, TeppnropnarbHhrM oprarr.M
cy6rexrarra Poccnftcrofi @eAepaqus:

4.1. o6ecue.mrr Aanrureftruri xonrponr
<Hnrepner> rl coAepxerrlei xur[opua4uro o
IIpeIIaparoB;

4-2. axruslrs{poBarb (no rrrepe neo6xoAnuocnr) nponeAenae (oH'rpoJrb'hrx ,nHaA3opnhrx vepouprxmfi a lpoprue KorrrpoJrbrrLx 3aK)moK.

sa rnlpoprraaquefi, pasuerqaeMoft a cern
negaxonuofi pe:um3arlltlr JreKapcrBeHnlrx



Cpor rcnonneHtrt - Ea noctonrnofi ocHoBe.

5. Oco6ensocrlr Lt nepcneKTllBhl rocyAapcrBexlroro Kontporx la o6pnr\enneu
MeAEqrrHcKux us4enufi B nepl{oA TIaHAeMI{u.

TeppnropuanlnLrM oprarraM Pocr4paaua4sopa:
5.1. arurst,rs]rpoBarb pa6ory IIo BbIrIBJreHr.rro, B ToM qncJre B cerlt .<I,Inrepner>,

upegnoxenui K peaflr{3arlln MeAnrInEcKr{x nlgenrfi, cBc3aHHBrx c o6ecueseulev
Alra[HocTr{Kn E upeAyflpexAeHlr.s roponauupycrofi uuQexqru, Htxoffrqr,rxcf, B

o6panlenuu c Hapyrrrenuervr 4eficrnyrorqero 3aKouoAareJrlcrtsa n clfepe o6perqennx
MeArrqr{HcKrrx usAeru{fi ;

5.2. npo4ornxr,rrb KoHTponb rroarBepxAerur oc)rulecrBneur{r KoppeKT[pyorqux
naeponpurrufi B orrrorueuurr MeAnurlncKoro x3AeJIr[t <Annapar ncryccrnennofi
Berrrrrrurrnn rrerKnx <<AseEra-M)) ro Ty 9444-004-07509215-2010 c
rrplrHa,qnexHocTrMn) ;

5.3. ycnnnrr KoHTpoJrb 3a opraut3aquefi n nponegenueu
MeAr,rrluxcKux nagernft B paMKarx rocy.qapcrBennoro KoHTpoJrt
MeAr{rInHcKlx usAeJtrrfi .

flpe4ce4arenr KoJlJrertu,

PyKoBOAnTenb A.B. Carroinosa

oToopa oopa3rloB
3a ooparleHtreM


