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Muuuurepcrno npoMbrrrJneHHocrr4

noATBep)KAaeT, rrTo
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v roproBJrr4 Poccuftcrofi @eaepauur

. (Degepa.rrbHoe rocyAapcrBennoe 6rc4xernoe yqpexAeHrre <<HaqnoHa.rrnnnrfi. "

. MeAuIIlIHcnnfi nccJreAoBareJrbcKrrfi qenrp oHKoJrorIII.I [rMeHr{ H.H. Enoxnna>>

MrrHtrcrepcrBa 3ApaBooxpaHeHus Poccnftcnofi @e4epaqnn

(OfEy (HMI4II onKorrorrrrr rrM. H.H. Eloxuua>> MuHstpana Poccun),

(nonuoe u coKpau,leHHoe HauJweHolaHue (npu uanuvuu) npousaodumerfl (uuocmpauuoeo
' npouseodumena)JryeKapcmseHuamcpedcmednnuedu4uHcKoeonpuvteueuun)

HaxoArrrlr4Frc.s no aApecy

115478, r. MocKsa. Karuupcroe rrrocce. n.24.

ocyulecrBr.alollll4ff rIpoI43BoAcrBo JleKapcrBeHHhrx cpeAcrB Anr MeAr4Ur4HcKoro

rrpr4MeHeHr4r no aApecy

oHKoJrofuu uM. H.H. EnoxrrHa)) Muua4pan a P o ccuvt,

3TTOHHbIX ECTBJICHI4I,I

rexapcrseHHrrx cpe.ucrn s coorsercrnrar4 c rr4uegsr4efi or 1,7 oi(rs6ps 2017 r.

I-JIC n c nrcrnolr P unu
rpotlren I4HcleKTrIpoBaHI4e B qacrr4 perucrparlzonuoro(-nx) yAocroBepeur4.rr(-wit),

yKa3blBaaIqero(-rax) [poLI3BoAI4Tereft, pacrroJro)KenHbrx 3a [peAeJrauu Poccnftcrofi

@e4epaquu, B coorBercrBr4r4 c rpe6onauuxur flpann.rr 
lggnexauleit

[poH3BoAcrneuuofi [paKTuKrr, yrBepxAeHHbrx [pr,rKa3oM NIir+wctepcrBa

rIpoMbIIuJIeHHocrI4I{ roproBnu Poccnficroft @egepatizu o'r 14 lrroHfl 2013 r. Ni 916,
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npourer uHcueKruposanple n par{xax rr4uengfiouH,oro xoHrporq Ha co6r]oneHr4e
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Ha ocHoBaHI4I4 zn$opuaquz, uoryueHuoft B xoAe rrHcneKTzpoBaHr4fl AaHHoro
npopI3BoArITeJIt, rocJleAHee vrc Koropbrx 6rrlo ilpoBeAeHo 2710812018,

cJreAyer, rrro oH coorBercrByer rpeoonauuxu llpanul uaAleNaurefi

Ilpol43BoAcreeHHoft npaKTI4KI4, yrBep)KAeHHbrx rrpt'rKa3oM Mrauuporuropra Poccuu

or l4 rroHn 2013 r. Ns 916.

Hacrosqee 3aKJrrorreHr4e orpoKaer craryc coorBercrBrrr [por43Bo.qcrseugofi

nJ'IouIaAKI4 rlpol43BoAvrreIrfl (rauocrpauHoro [pou3tsoAHTer.q) nercapcrBeHHbrx cpeAcrB

AJI{ MeAI4UI,IHcKoro rIpI4MeHeHufl Ha MoMeHT npoBeAeHnlr BbrrueyKasauuofr r4HcneKurrr4

vr He AoJDKHO BOCTIpI4HI{MarbCr B KarrecrBe AoKyMeHTa, CBIAAereJIbCTByrOqefo o

craryce coorBercrBl{t B cryqae r4creqeHr4r 6olee 3 (rpex) Jrer c Aarbr erofi

I4HCrIeKUrrr4.

3aKrrcqeHl4e tBJl.tlerct geficrnyrorquu [pr4 rrpeAocraBJreurrr4 Bcex ero crpaHr,rq

(rarc vacru 1, rax u uacru 2).

lloAluuuocrr AaHHoro 3aKrrorreHr.{r [poBeprercr B peecrpe saKnroqeHrafi o

cooTBercTBI4I4 [poI43BoAuteneit JIeKapcTBeHHbrx cpeAcTB I.rrfl MeAr4rlr{HcKoro

[pI4MeHeHI4t rpe6onaHzll,l llpanun Ha4reNaqefi lpor{3BoAcrnessofi npaKTr4Kr4,

pa3MerrIeHHoM Ha osuqualruou cafire http://www.minpromtorg.gov.nr,

http://www.Ml4HnpoMropr.p$. llpra orcyrcrBrru Hacro{ulero 3aKJrroqeHrrr B peecrpe

saKnlo'reHufi o coorBercrBl4l4 rIpoLr3BoAuretefi, JreKapcrBeHHbrx cpegcrB 1rrfl
MeAI'IIII4HcKoro [pI4MeHeHI4t rpe6onaHurnr llpanraJr HaAJre]KaUefi flpor43BoAcrnennofi

rrpaKTr4Ktr, coo6ulure n MuunpoMTopr Poccuu.

Hacroaqee 3aKJlloqeuze 4eficrByer B TerreHrre 3 ner c Aar6r oKoHqanr4r I4HcrrgKrII4I4.

Munucrpa C.A. tlrr6
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II lr3BoAcTBO rr KOHTpOJIb KaqeCTBa

I. IPOn3BOACTBEHHbTE OrrEpArIrIr{ - JTEKAPCTBEHHAS
TIPOXYKUI..IN

I. Cmepunuuan

n 1. npo.qysurs, rpl4roroBJreHHar acerrrr4qecKlrM ryreM (oneparluu o6pa6.arrcu

An.rr cJreAylo[Ir4x JreKapcrBeHHbrx 6opu)

n Nra.qxue rera uue dopr'rsl 6olnuoro o6reva
fl xunrne rera uue doprrrbr Miuroro o6rerua

- 
U Ar4cnepcr4r,r
D nprodranil3arbr

! rseplrre JIeKapcrBeHHbIe doonru 14 [MrrJraHTarbr
- 'f,| 

nsrxue JreKapcrBeHHbre 6opurr

n n
D 2. IIp olyKrlr.rr, r oAB eprarc uJas.c s. S ranuur uo ft cr epvtu3 a\wvr ( ouepaqu u
o6pa6orrra Ans aneAyrotur4x JreKapcrBeHHbrx

I xzlxue re uue dopuu 6orruroro o6reva

, ! xurrne re HHlile 6opvu Manoro o6reua

I rnep4ue neKapcrBegHbre 6opvmr r4 rzMnJraHTarbr

LJ M.f,IKI4C NCKA

E n arr npoAyKrlr4r, JIeKa

E 3. Bunycraroulufi

2. Hec

.W1'. HecreprrJrbHaq npoAyKqun (onepaqur o6pa6orrcrr Anfl .n*4yrur;i .
nexapcrneHubrx doppr

I rancy.nbr B TBepAofi odo.noqrce:
- ilpelaparbl, coAepxcaur4e BbrcoKoroKcl4rrHbre BeruecrBa (qurocrarraxr,r):

KarrcyJIhI;
- lpelaparbl, He rpe6yrorqne cleqrraJrbHoro BbrAeJreHr{r B orAeJrbHoe

T43BOACTBO: KarrcyJrbr

I rancvrbr B MlrrKoft o6oloqre

! NeearerBHbre TBEHHbIE OOPMbI

D uvrupernr4poBaHHbre JreKapcrBeHHbre dopnru

n xuAxne JreKapcrBeHHbre Soprrlnr Anr HapyxHoro rrptrMeHeHr.rt

I Nurxne JreKapcrBeHubre Sopl,ru AJrr BuyrpeHHero rtpuwewert\4x ...:..,..
n laeruruuncKrre fa3br

I npo.I[e rBep,rlbre JreKapcrBeHHbre dopnru

fI npeuap arbr, HaxoA-rrqrae c.rr rroA AaBJreHr4eM
n reueparopbr paAraoHyKJrHAoB

0003??  0
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fl uxrrrEe JreKapcrBeHHbre 6opuu

! cse.ru (cyuuosltropvu)

I ra6nerrcu
- npenaparbr, coAep)Karrlue BbrcoKoroKcr,rqubre BerrlecrBa (qnrocrarraru):
ra6rerrn Herro KpbITrr e, ra6l elKI4 rro Kpbrrrre o6ol ovxoft ;
- npelaparbl, He rpe6yrorque cleurla"rrbHoro B6rAeneHr4r B orAeJrbHoe

npor{3BoAcrBo : ra6lerrz HenoKpbrTbte, ta6lerKl4 floKpblrrre o6ono.rxofi

E rpanclepMaJrbHbre nJracrbrpr4

I ycrpofi crBa AJr.rr r{HrpapyMr4HaJrbHoro (nHyrpnpy6qosoro) nne4euua

I npovan npoAyKrlufl, JreKapcrBeHHbre Qop*ru:
- QapNralleBTr,rqecKr.re cy6cralelrJvrLr, uoJrln{aeMbre MeroAaMr4 xt4Mr4qecKoro

cvHTe3a

tr 2. Bntnvcrcarorqufi KoHTpoJrb KarrecrBa

3. Buonozwte cKan reKapcmqeHHafl npodyKuun

! 1, EuonorurrecKar JreKapcrBeHHar rrpoAyKrrr4t

n upo4yrcrbr KpoBpr

n nn,tnyHororr4qecKafl ilpoAyKunfl

n npolyxrbr Ha ocnoBe coMarr,rqecKr4x KJreroK

n renorepaneBTr,rqecKr{e [poAyKTbr

n upo4yrrbr rKaHeBofi rzuxeHepuu

n 6uorexHororr4rrecKar [poAyKrlr{t

I npo4yrrbl, 3Kcrparl4poBaHHbre r43 ]Kr{BorHbrx r{croqHr4KoB r4Jrr4 opraHoB
(rranefi) qeJroBeKa

I npovax rpoAyKur4t

[ 2. BunycKaroqrft roHrpolb KarrecrBa (uepeueub rr4noB upoAyxqnn):

n upo4yr<rbr KpoBr4

n uuuyHoJrorvqecKa.f, rrpoAyKur4t

E npolyxrbl Ha ocHoBe coMarr{qecKl4x KrreroK
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f] reuorepaneBTl4qecKue rrpo,uvKThr

fl n TKAHEBOI4 PIH)KC

n 6raorexHoJrorr4rrecKat

fI upo4yrcrrr, 3Kcrparl4poBaHHrle u3 xcrBorubrx r4crorrHr.rKoB raJrlr opraHoB

rraueft) qeroeexa

fl npovax rpoAyKur4t

. . 4. Iloovsn npodvrcuun unu nDouseodcmeennan denmenbHocmb

E l. flpou3BorcrBo:

I pacruremuoft [poAyKrlr4r4

n roueonaru.recxoft n KIIII14

I npovar rpoAyKunfl:

SapuaqeerrzrrecKpre cy6cramluu, noryrraeMbre MeroAaMr,r xnMr{qecKoro

cr4HTe3a (npou:eo4c:rno rpoMexyrorrubrx npoAyKToB Sapraaqenril.recrofi
cy6crauquu, orrr4crKa, Kp14craJrJrr4aauua/nepeKplrcruuravrcarf,r4fr, nuAerguue,
BbICYITTI4BAHI4E, I'I3MCJIbqCHTIC, IIEPB}IqHAfl YNAKOBKA, MAPKI4POBKA, BTOPI,IqHAfl

KOBKAI  .

[ 2. Crepwnvgaplvfl, aKTr,rBHbrx BerrlecrB, BcrloMorareJrbHhlx Beqec-TB, rorosofi

lrpoAyKur4r4

I dnru
t_l oBar cTepnnv3aLryrfl

tr III,l3AU}.Ifl IIAPOM

I xnaw.recKar crep[ nv3arrvrfl

fl crepur v3 arlvrfl, raM M a- r43Jryq eHr4eM

n crepur vg a\wfl, SneKTp or{HbrM r43ryrr eHr4eM.

fJ 3.l lpoqee

EI 4. flepnuqHaq (nHvrpeHnqq) yrraKoBKa

El rcancynbr B TBepAofi o6oflo.rrce:
- [pe[aparbr, coAep)Karrlr4e BbrcoKoroKcr4rrHhre BerrlecrBa (urarocrarrarcra):

KancyJrbr;
- flpgnapaTbr, He rpe6yroulue cllerlr4anbHofo BbrAeJreHr4N' : B,::.orAeJrbHoe

rrpor43BoAcTBo r r(a[cyJr br

I rancvnbr B MrrKofi o6ono.rxe

fl NesareJrrHbre JreKa

f] uvrnoerHlrDoBauHbre JreKaocrBeHHbre 6oouu

fl Nruxue JreKapcrBeHHbre dopvru A,'rr Hapy)KHoro [pvMeueHr4rr

n Nulrne neKapcrBeHHbre fropuu Am BHyrpeHHero rrpr4MeHeHut

fl naeAuutrHcKze ra3br

I upoqpre rBepAbre JreKapcrBeuHbre Soplau

tr Haxolrulr4ecr noA AaBJTeHVeM

I reueparopbr paAr4oHyKJrr4AoB

I Nrstrlae JreKapcrBeHHbre dopun

C r p a H u u a l u s l  0 ' 0 0 3 ' ? ? t r ' " '
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MnHucrpa

2018,fu:
uu 3aKrroueHun)

n ceeqz (cynnosuroprau)

Ex ra6rerxn:
- [penaparbr, coAep)Kaurue BbrcoKoroKcr4rrHbre BeruecrBa (qurocrarnxx) :

ra6rerxu HerroKprrrue, ra6rerKr4 noKpbrrrre o6orovxofi ;
- npeflaparbr, He rpe6yrcrqrae cleulraJrbHoro BbrAeJreHrl.rr B orAeJrbHoe

rrpor43BoAcrBo : ra6nerru HenoKpbrrrre, ra6rerKr4 noKpbrrrre o6 oroqxofr

n rpaucAepManbHbre flJracrbrpr4

I ycrpoftcrBa AJrr rrHTpapyMuHaJrbHoro (sHyrpupy6qosoro) sneAeuus

I upouar rpoAyKrlr4lr, JreKapcrBeHHble Sopvru

I 5. Bropuuuan (norpe6Hre.nrcnan) ynarconrca

HecTeplrJrbHbre JreKapcTBeHHbre npenapaTbl l
- npeflaparrr, coAepxaur4e BbrcoKoroKcr4rrHbre BerrlecrBa (unrocrarraru):

KancyJrbr, ra6rer:ru He[oKpr,rrrr e, :ra6lerKr4 rr oKpbrrrre o6 or ou rof ;
- [pelaparbr, He rpe6yroque clerlr4aJrbHoro BbrAeJreHrrr B orAeJrbHoe

rrpot43BoAcrBo: KarrcyJrbr, ra6rernu HerroKpbrrbre, ra6rerxn noKpblTble

o6oro.rKofi

E 6. Brrnycnaroutufi KoHTpoJrb KaqecrBa

n 7. Mrar<oo6uororr4qecKoe recrr4DoBaHr.re : creDunbHocrb

I 8. Murcpo6uo.nornqecKoe recrr{poBaHHe: HecrepuJrbHocrb

I 9. XnrunqecKoe (dnrnqecrcoe) recrrpoBaHrre

n 1 0. Bzorora.recKoe recrr4poBaHrre

II. KOHTPOJIb KAIIECTBA IIPN LIMTIOPTE JIEKAPCTBEHHOU
TIPONYKTTVNI

[ 1 . Kornporb KarrecrBa r4Mrroprr4pyeMofi lexapcrsenuofi [poAyKrlr.rr4

n vr.u np o 6r4oJr orr{qecKo e recrrro oB aHr{e : crep v JrbHocrb

I uurpo6vorornqecKoe recrr4poBagrae : Hecrepl,ulbHocrb

I xuuuqecKoe (62:uqecxoe) recrzpoBaHr.re

! 6uonorr4qecKoe recruooBaHr4e

[ 2 . B unycKaro ut4 fi xo urpom ( ceprra S vKa\vfl. c epui,t) r4Mrroprr4pye lr ofi

IIDONVKIII4I{

n CrepunbHa.rr [poAyKrlur:

n npoayxulr{, rrpr4roroBJreHHafi acetrTvqecKl{M nyreM

D np o4yxrlr4r, rr oABe prarc nlarcr S uHnurH o fi crepu Jril3aq:avr

CrpawuL\a6 uz1
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