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Coser ro BerepuHapHbrM nperaparaM
nporoKon or < 30 > oxrr6pa 2020 r. Ne I 1 I

llncrpyxqrq rro npuMeHeHrrro
BereprrHapHoro [penapara <<Aprx.novracr DC>

I O6urne cBeAeHHfl
1.1 Arvmnouacr DC (Amclomastum DC).
Mex4ynapo.{Hoe HenareHToBaHHoe HalrMerloBaHr.{e: KnoKcarllrJrJrrrH, aMnuqr.rJlJlr,rH.

1.2 llpenapar rlpeAcraBrqer co6oft cycneH3uro or 6eroro Ao xenroro rlBera. Jlerapcrnenuax Qoprr.ra:
cycneH3uf, Anq BHyTpr.rrlHcTepHanbHofo BBeAeHHfl .

1.3 Olna aosa (5 r) npeuapara coAepxur 750 Mr KnoKcarluurprHa 6eHsaruHa, 300 ur aM[HuvnnrlHa r]

(popue rpl4rllApara, BclloMorareJrbHbre Berrlecrna (arrcnuHrzr creapar, Tpr{rn[qeplrrbr cpeAuefi uenu,
6yrunrla4poKcr.rronyoJr, MerrrJrrrapa6en, upouuntapa6el) u uacrxuyrc ocHoBy (rvracno naseluuonoe).

1.4 llpelapar yrraKoBbrBaror B rxlplrr-Ibr-ro3a'ropbr v3 flonr{MepHbrx Marepv a-]roB Anrr
BHyrpr.rqucrepHuurbHoro BBeAeHr.rs HoMr,rHilJmsopi uaccofi 5 r.

1.5 llpeuapar xpaHrr B ynaKoBKe npeAlprrsrr.rs-[porr3BoAurenfl rro cnrzcKy E n cyxou,3aulauleHHoNf
or cBera Mecre npu reMneparype or rrJrroc 5 oC ,ro flnrcc 25 oC.

1.6 Cpox roAHocrlr - ABa rola or Aarbr rrpou3BoAcrBa npu co6lroglenvrvt ycronufi xpaHeHlr.s rr

TpaHcnopTHpoBaHlrr. He upurraeurTb rro [rcTeqeHr.rr4 cpoKa roAHocTt4 npenapaTa.

2 OapuarcoJroruqecKlre ceoilcrea
2.1" flpeuapar npe.qcraBnqer co6ofi rou6usaquro nonycprHTerr.rqecKr.rx rreHr.rqrrJrJrr4Horl

aMrrr4rlr{JrJrr{Ha v KJroKcarILrJIJIHHa, Koropaq o6raAaer srrcoxofi auruulrxpo6uofi aKTr4Brroclbro rl

orHorrreHr4r{ ocHoBHbrx no:6yAnrereft Macr[rroB y KpyrrHoro poraroro cKora, B ToM tl]t,tcJre

neHuur{nnv uoycrofi uuBbrx rrrraMMoB.

2.2 Korra6uuarluq BxoAflxlr{x B cocraB npenapara anrz6uoruxos o$$ercrunno geficrayel Ha

rpaMnonoxr4TeJrbHbre H rpaMorpr{rlareJrbHbre Mr{KpoopfaHr{3Mbr (Streptococcus spp., Staphylococcus
spp., Corynebacterium pyogenes, Escherichia coli, Pseudomonas spp. u apyrue). I(rroxcaqurJll4H rurxlxe

flporBnfler aKTVBHocrb B orHoureHr.ru rrrraMMoB, nporyunpyrouux 6era-larcraMa3br.
Earcrepuqu4uoe Aeficreue npetrapara 3aKJrroqaercrr B yrHereHfir.r cr.rHTe3a rrenru,{ot.[IrKar].a

MyKolelruAa Kreror+rofi o6oroqKr{, rrro npI4BoAI,IT x uuru6upoBaHuro cHHTe3a Krero.IHofi creHKIl

Mr.rKpoopraHrr3Ma, H KaK pe3ynbrar no,qaBJreHr{ro pocra r4 pa3MHo}Itenur 6axrepufi.
2.3 Cuequa,rsuarr ocHoBa nponoHrr4poBaHHoro Aeficrsuq n coJrr4 a:atuluoruxos o6ecnequBaut

rrporr4BoMr{npo6uoe Aeficrsue B MoirorrHofi Nere:e H oKpyxarcruflx rxaHflx B Teqe]I[Ie 45-49 Aueft tocle
rrpr.rMeHeHrrfl npen apaTa.

2.4 llperrapar, 6:raro.4aps crpyKType Haflon]rureJr{, flocJre HHTpau[crepHanbHoro BBeAeHH, 6ucrpo
pacflpeAen.rlercq no ecefi Moro.ruofi xeJre3e, o6ecne.rusas sosAeficrsue Ha flarotertHble
r\rr4KpoopraHlr3Mbr. flpeuapar He oxiBbrBaer pirrpaxarourero Aeficrsflq Ha napeHxLIMy BrIMeHLI.

3 lloprgorc rpHI]reHeHlrr
3.1 flpeuapar flprrMeHf,ror Anq o,qHoMoMeHrHoro 3anycKa I4 J]er{eHl4f, KopoB rlpa MacrllTtlx B

cyxocrofiuufi nepuo.q, Bbr3BaHH6rMr,r Mr4KpoopraHr43MaMu rryBcrBI4TeJIrHbIMa K KoMnoHeHTaM npenapara.

3.2 llpenapar BBoA.,rr Bo Bce rrerBeprr,r BbrMeHu r{HTpaqrrcrepHaJlbHo, o.{HoKparlro, tIocJIe IIocJIe,4Helo

AoeHr.r, flepeA nepeBoAoM B cyxocrofinrrfi nepl4oA, Ho He IIo3AHee, r{eM 3a 49 cyroK Ao

rrpeArronaraeMoro oTeJIa, B Ao3e I urnpuq-4o3arop (5 r) ua I verneprr BIIMeHLI.

flepe4 rpvMeHeHpreM npelapara MoJroKo (cexper) u3 qerBeprefi esrN4eHI4 rtuareJlbHo cAaI,IBaIor, cocoK

o6pa6a6maror aHTr4cenruqecKrrM pacrBoporra (ovuutaroutefi ca,'rQerxoi). KaHro:to ulpl'Iua-/Io3aropa

iloMeularoT B KaHaJr cocKa I4 ocTopoxHo BbrAaBJIr4BarOT COAeplKIrMOe B KalI(AyIO qeTBepTb BEIMeHI4.

BuHuuaror KaHloJrlo u naJrbrraMu rrepexr.rMalor cocoK Ha oAHy MLIHyry. flpono4xr lerxufi Maccax cocKa

cHH3y BBepx Ans nyquefo pacnpeAeleHuq [penapara.
3.3 B cnyqae HusKoft reMneparypbr oKpy)Karoulefi cpeAbl nepeA npLIMeHeHLIeM rlpenapar cneAyer

rroAorperb ua soAquoft 6ane Ao 36 - 39 "C.



flpulreHeuae npettapara He acKn]oqaer r4crroJrb3oBaHHe ApyrLIx JIeKapcrBeHHblx cpeAcrB Anq

xr{BorHbrx, 3a rzcKJrroqeHrreM [peflaparoB An, IrHTpauucrepHanbHoro BBeAeHaf,. O4uonpeuenuoe

r{crroJrb3oBaHr{e TeTpaur4KJrr.rHoB, aMr,IHofJrr4Ko3rrAoB, MaKpOnilAOB MOXeT CHVXaTb aHTI{MI4KpO6UyrO

aKTI,IBHOCTE' rrpenapara.
3.4 flporunorroKa3aHraeM K rrpr.rMeHeHr,rro flBrrfle'tcfl,krn4vrBlr4yutbHaf, noBbIlIeHHarI qyBcrBI,ITeJIbHocrb

K KOMTTOHeHTaM [pelapaTa.
3.5 flp, rr,rflepqyBcrBrrreJrbHocrr{ Bo3Moxrro pa3Burue annepr[qecKr.Ix peaxqufi. B cnyqae

Bo3Hv KHoBeHr4-s anneptuqecKux pearqufi [peflapar orMeHqK)T 14 Ha3Harlalor aHTIrtIrcraMIrHHbIe

npelapaTbr r{ npenapaTbr KaJILU}rr.

3.6 flpelapar'3aflpeuaerc, [prrMeHrrb rrpoAyKlr4BHbrM BHAaM xr4BorHblx, qbe MoJIoKo I{cnoJlb:]yercq
B flhrrly n]oAf,M.

3.7 Y6oit KopoB Ha M.,rco pa3perraercs He paHee r{eM qepe3 30 lseft, flocne [pr4MeHeHr{q rpe[apara.
Mqco xr,IBorHbrx, BbrHyxAeuuo y6urrx Ao rrcreqeHll yKa3aHHoro cpora, Moxer 6rnr ucnoJlb3oBaHo

Anq KopMneHu.f, ruroTof,AHbrx x(rrBoTHbrx.

Mororo or KopoB, o6pa6oraHHbrx npenaparoM, 3a[peruaerc, r.rcrroJrb3oBarb B nuuy JI]o.{qM B

T'eqeHr{e 50 auefi rocJre BBeAeHr.rr. Ecru orer flpor.r3ouen paHee 50 anefi MoJroKo (uoro:uno) uoNno
HcrroJrb3oBarb Alq KopMneH14, x(r4BorHbrx rrocJre repMurrecKofi o6pa6orru.

4 Mepsr upot[unarcTrrKr.r
4.1 llpn pa6ore c rpenaparoM cne.qyer co6rrcAarb Mepbr ruE.ruoft rr.rr eHbr u flpaBr.rna rexHr4Kr.r

6e:onacnocrra.

5 lloprrgorc rpeAbqBfleHuq peKJramaquii
5.1 B clyuae Bo3Hr.rKHoBeHuq ocroxtsesufi rrocJre [pI{MeHeHI,Lf, flpeflapara, ero r4crroJrb3oBaHr{e

rpeKpaualor r4 norpe6nrem o6paulaerc.a n focyaapcrBeHHoe Berepr{HapHoe yqpex(AeHrre, Ha

repprrToprrr.r Koroporo oH HaxoAHTcf, .

BerepuHapHr,rMr.r crreuuaflucraMlr 3Toro yqpe)rqqeHr4q npou3BoAr4Tc, r43yrreHr,re co6mo4euu.f, Bcex
npaBun no npvMeHeHrrro flpenapara B coorBercrBr.ru c r4HcrpyKuaefi. flpz noATBep]r(AeHr.rr4 BbrrBreHr.r.f,

orpurlarenbHoro no:4eficrnu, rtpeflapara Ha opraHr.r3M )r(r4BorHoro, BereplrHapHbrMr.r clerlr4anrrcraMrr
or6uparorc.a upo6u s Heo6xolr4MoM KoJrrrqecrBe In, npoBelelrur:ra6oparopHbrx ucuuranufi, fluurerc,
arcr or6opa upo6 u HanpaBn-f,erc, B focy4apcrBeHHoe yqpexAeHrre <Eenopyccxzfi rocyAapcrBeuuufi
BereprrHapurfi qeurp)) (220005, r. MuucK, yn. Kpacuaa, 19,{) arlr noArBepxAeHzq coorBercrBr{q
rIopMaTr4BHbrM AOKyMeHTaM.

6 [IolHoe HarrMeHoBaHr.re [pou3BoAureflq
6.1 O6rqecrso c orpaHllqesuofi orBercrBeHr{ocrbro <EersKorexHlrKa), nep. llpor',ruurleuuufi, 9,

222823, r.n. Csucrovr, flyxonuqcrzfi pafiou, Muucxas o6lacrr, Pecuy6nuxa Eenapycs.

I4ncrpyxqut no npr.rMeHeHr4ro rpenapara paspa6orana corpyAHt4ranau YO <Bure6cxaq opAeHa <3nax
flo.Iera) rocyAapcrBeHHa, aKaAeMufl BerepuHapsofi rlreAuur4Hbr) (flerponrnr B.B., fryceBurreM A.C.) u
OOO <BenoKorexHr{Ka> (lluoryxona A.C.).
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