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I,IHCTPyKUl{fl
[o [prrMeHeHrrro BereprrHapHoro rrpe[apara <<K.rrauonerrrH>

I 06Illue cBeAeHrrfl
1. 1 Knauonerun (Klamovetinum).
Mex4ynapoAHoe HerIareHToBaHHoe Har,rMeHoBaHr,re aKTr.rBHrrx Sapr'raqeBTuqecKr.rx c

aMoKcr{qlrJrJrr.rH, KaJrr{s KJraBynaHar (amoxicillin, potassium clavulanate).
1.2 JlerapcrBeHHa.s Qopua: roporuoK Anfl rpr{eMa Buyrpb.
1.3 B 1 r npeuapara B KarlecrBe ,qefic:rnyrcqlrx BerrlecrB coAepxurcs 500 Mr- aMo1crz

TpI4rI'IApara,725 Mt KiuII4.s KJIaByJIaHara, BcrroMorarenbHbrx BerrlecrB: Harpr4fl $oct|ar r:pex
:aarpufl SocQar oAHosaMerqeuuufi , AeKcrpo3a.

1.4 llo BHeIrrHeMy BIIAy Ilpeuapar [peAcraBJrrer co6ofi rroporur)K ot 6eloro Ao cBerno-Kopr.r
rlBera.

1.5 llpenapar BblrlycKaror B naKerax r,r3 MeranJru3r.rpoBaHHofi u,cJrugrureHosoft rrJreHKr.i ro
1.6 Ilpeuapar xpaHrr B ynaKoBKe npeAnpr.rflTufl,-trpon3BoArdre)rrr [o c[prcKy B. e sarqLr

cBeTa I'I BJIalI4 MecTe npLI TeMnepaType ot 2 "C rc 25 oC. XpauuTb n MecTax, HeAocTynHhrx Ant
1.7 Cpor< roAHocrLI npenapara - ABa roAa or Aarbr npou3BorcrBa upu co6nro2Leluu

xpaHeHl{fl. He npunreHf,Tb no I,Icrer{eHurz cpoKa roAHocrr4 [peflapara. Hercnorrr:]oBaHHrrfi
yHutrroxarcT B co orBercrBr{I{ c rpe6 o nan uflMu 3aKoH oAareJrbcrBa.

1 . 8 Oruycr< aer cfl, 6 es peqenra Berepr..rHapHoro Bparra.

2 @aprvraroJrorrrrrecKne csofi crsa
2.1 llpenapar orHocl{Tcr r (fapuaKorepaneBru.recxoft rpyflre rreHr.rquJrJrr{nu s xou6uuaur{rr
2.2 Axrusuogeficrnyrolu[e BeIIIecrBa, BxoAsrq]re B cocraB rrpenapara, [posB.rrtrror cr.r

llpeuapar o6naAaer [rI4poKLIM crrexTpoM .qeficrsus B orHorxeHuu do.mruuHcrBa rpaMrroJroxr.rre
rpaMorpl,IqareJlbHbx Ml{KpoopraHr.r3MoB, BxJrroqas rlrraMMbr, npo,4yrlupyrcuue rpepueur p-
(Streptococcus spp., Staphylococcus spp., Corynebacterium spp., rllostridium spp., Actinomyc
Escherichia coli, Salmonella spp,, Campylobacter spp., Klebsiella spp., Proteus spp., Paste
Fusobacterium necrophorum, Bacteroides spp., Haemophilus s12p., Moraxella spp., Acti,
lignieresii Ia 4pyrux), aspo6Hrx u anaspo6nrx no:6yAurereft, B roM rrucre u re [rriaMMbr, y
cQoprrazponilJlacb yctofiuunocrr x B-raxraMHbrM auru6uorurau (alruuqr.rJrnprHy H aMor:crrquJrJrpr

2.3 Auoxcr.rqurrr.ru ,BJrflercfl noJrycl{HTerr,rqecKr.rM auru6u'cruxou r,r3 rpynnbr [eH]rx:
rxupoKoro cneKTpa Aeftcrnuq. Amuseu B orHorrreHHu rpaMnoJrr)xr.rreJrbHbD( 14 fpaMorptr
Mt4xpoopraHr43MoB. I,luru6rapyer rpaHclenrh4il3y, Hapyuaer cur{Te3 nerrrr4.qorJr}rxaHa KJ

creHKI,I (onopnrrfi 6eror rrteroquofi creuru) B [epraoA AeJreHr.rr u pocra Mr.rKpoopremr.BMa,

TEM CAMbIM JII,I3I,IC.

Kranyrauar KaJrH;r (r<arufiuaa coJrb KJraByrauonofi xucroru) ueo6paruuo cBrr3brBaer

B-rarrauasy (o6pasyer c Hr.rM cra6umnrrfi xounrerc), saquqas aMorcr,rqlrnnr.rH or ,fepueur
pa3pyureHr,r.rr r4 BoccraHaBJrr,rBaf, qyBcrBr,rrenbHocrb 6arrepufi K 6axrepuqu.rrHoMy l;,

aMoKcr.rrlr4JrJrr{Ha, B ToM qr.rcJre neHr.rqr.rJrJrr.rHpe3r,rcTeHTHbrx Mr4KpoopfaHr43MoB.

2.4 flocre nprreMa BHyrpb aMorcuqlrnnuH u KraBynaHar: lraJw$. xoporxo BcacbrBa

xenyAOr{HO-KI,I[IeqHOrO TpaKTa, npIIeM KOpMa He BJII{se]' Ha CTeneH}' BCaCbIBaHI,Lg. }laxCzN{
KoHrleHTpaur.rfl B KpoBr{ o6uapyxunaercfl qepe3 1 .rac rocJle IIpI{MeHeHLL I4 co
TepaneBTuqecKoM ypoBHe He MeHee 12 qacoB. Auorcuqnuun v KJIaByraHoBiuI

xapaKTepr{3yrorcfl Hr.r3Kr.rM cBr3brBaHr{eu c 6emaurl nJIa3MbL

Ilpeuapar BbrBo,U,rrcff r{3 opraH}r3Ma flpeuMyrrlecrBeuHo c uouoft rr qacrr,rqHo c :I(eJIrrbIo,

o6pa:ou B Her,r3MeHHoM Br{Ae.

2.5 llpeuapar rro creneHr,r eosAefictsu.,r Ha opraHH3M orH()cuTcs K BeIrIecrBraM

(4 rnacc oracHocrr.r uo IOCT 12.1.007-76).
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3 llopngor rrpuMeHeHus
3.1 flp,:uapar flpuMeHflrcT Anq JrerreHr.r.s cnuHefi il ceJlbcroxogsficrseHnofi nrI{IIbI c

I,IaJIbHtbrMI,I sa6orenaHwflM;vt AbrxareJlbHoft, nuulenapl,ITenbHofi tl Nroqeuorosoft cIacreM, MtrKI'Ix

efi v Koxr{ (a roM qr4cre a6cqeccon, $reruou, [Ho.(epMbI, ruurnnuron); npu BTopHr{Hr,Ix

HanbH5rx ranserqnxx r{ Apyr}rx nn$erqraoHsrx 6olegHqx, BbI3BaHHbIx MI{KpoopraHI{3MaMI{,

r4TeJrbrrbrMl,I K KOMnOHeIIT|IM IIpeil ApTa.
3.2 llperrapar npr,rMeHrror rrepopaJrbHo tl:npit4B:a1yanbHo LIJII{ rpyrnoBblM cnoco6ou c KopMoM I4nH

,eBofi BoAofi n teqenue 3-5 anefi B cJIeAyIou[Ix Ao3ax:
- ceJrbcKoxos.sficrseHHofi nruue (uunrxrau-6pofinepau, peMoHTHoMy MonoAHrKy Kyp, rycqraM,

orrrarar4 u yrrrarra) - 0,04-[1,08 r na 1 Kr Maccbr TeJra IITHIILI B AeHb, B 3aB[ICLIMOCTI4 OT T.'IXeCTI4

JICBAH14'

NT

C nrrresofi eolofi Ao3a An, nrr.rrlbr ao l0-luesHoro Bo3pacra cocraBnser 50 r ua 1000 JrltrpoB,

rle crapme 10-AHeeHoro Bo3pacra - 100 r na 1000 nr{rpoB. flpu rrNersrx Sopuax ga6oresanl4fl Ao3y
fiapara cneAyer yBeruqr,rrb B ABa pasa. B reprroA rrpr{MeHeHllfl flpenapara nprlroroBlensuft pacrBop

;xeu 6urt eAr{HcrBeHHbrM r4croqH}rKoM nurrenoft BoAbI Anfl TITLIIIrI. Ilpenapar xopo[o pacrBopserct
ge. flprlrorosreHHrrft pacrBop roAeH B reueHlre 24';aLcos.
- cBr4Hb.rrM - 0,8-2,0 r na 100 Kr Maccbr reJra xr.rBorHoro ABa pa3a B AeHb, B 3aBLIcLIMocrI{ or rflxecrl,I
JIEBAHI4fl,

3.3 llpc,runonoKa3aHr{eM r( npr.rMeHeHr4ro npenapara ,BJlflercq [oBbI[IeHHaq I.IHALIBLI.UyanbHafl

)TBr,rreJlbrrocrb xprBorHbx LI nrlrtlsr K KoMnoHeHTaM npeflapara, a rarxe r auru6uou{KaM LI3 rpynnbl
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Ilpenapan 3anperqeu K rrpr.rMeHeHl,rro nruue,.me rfiqo Ilcnonrcyerc.f, B nrlrrly JIIoAflM.

3.4 Oco6ennocreft Aeficrsulr flpenapara rrpra ero nepBoM [plrMeHeHr,r]r rr orMeHe He ycraHoBJIeHo.

3.5 CuurroMbr [epeAo3upo]3Kr,I y xI4BorHbIx I{ nrI,IubI He BrUIBJIeHLI.

3.6 Cleayer ug6erarr nponycKa or{epeAHoro npr4MeHeHr{f, npeflapara, TaK KaK gro Moxer [pLIBecrI4

r{xeHrro repaneBruqecrofi s$$exrunuocru. Ilpnt nponycKe oAnofi Ao3bI rlperapara Kypc

MeHeHr4s rieo6xoArauo soso(iHonuTb B coorBercrBrar,r c Ha3HarreHHbrMu Aosofi u cxeuofi neqenIa.fi. He

IyeT KOM[eHCr{pOBaTb flporryrqeHHoe npHMeHeHr4e [penapaTa yBenHrIeHI,IeM Ao3bI.

3.7 llo6o.rHbrx ffBJreHufi u ocroxsenprfi y xr,{BorHbrx r.r rrrr.rqbr np}r [pr{MeHeHI,II4 npenapara B

a c Hacrorulefi uHcrpyxquefi, KaK npaBlrJro, He na6mo.uaetcg. V xI4BorHbIx Ia nrulrbl c
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mennoit r.rHAr,rBr{AyaJrurofi uyrcrBr.rreJrbHocrb}o K KoMrroHeHTaM [pelapara Bo3MoxHo npoflBneHl{e
prnqecKux pearquft. B srorra cnyqae nprrMeHeHrre npenapara npeKparqaror, IIpu ueo6xoAurraocrH

rlaqaloT aHTI{I'LICTaM[HHbIe CpeACTBa, npOBOAflT CLIMIITOMaTHqeCKOe rerleHue.
3.8 He ronycraerc.rr coBMeorHoe rrpr4MeHeHue npenapara c Apyrr.rMlr neKapcrBeHHbrMr{ cpeAcrBaMr4

n neHHrIr{JrJrr4HoB, qe(fiurocuopr4HoB, Terparlr{KnuHoB, alrQenurorauu, MaKponI4AaMIr tr

Ko3aMr,rAaMr.r B Br,rAy npo.rrBJreHr4a pearquft rr.rnepqyBcrBr{TeJrbHocru.

3.9 Y6oft xr.rBorHbrx Ha Mrco pa3perxaercq He paHee rreM qepe3 15 cyror,
5 cyror nocJre rrocneAHero npr.rMeHeHr4s flpenapara. Mqco ]Kr4BorHbrx

Tbrx Ao r,rcrerreHr4, yKa3aHHbrx cporoB, Moxer 6srrr ucroJrb3oBaHo Ang KopMneHLI.f, IIJIoTof,AHEIx

)K Ilo'I'Hbx.

4 Mepu upo{urarcTrrKrr
4.1 fTpu: pa6ore c npelapirroM cneAyer co6moAarb Mepbr ru.rqnofi rrnreHr,r H IIpaBI,Ina TeXHr{Kr,r

H36erarb IlprMoro
: rpu cryuafiuou

[acHocl'pr, npeAycMorpeHHbre npz pa6ore c Berepr4HapHbrMu npenaparaMr4.

iaraHru rrpelapara B opraHr43M r{eJroBeKa cneAyer HeMeAJreHHo o6parurscr n MeAr{rIr4HcKoe

exreHr{e (npu ce6e lrMerb r{rrcrpyrunro rro np[rMeHeHuro rrpelapara raru a:rurerxy).

ITLIIIbI - He paHee rreM

r4 IrTI,IrIbr, BbIHyIKAeHHO.Ie.

y6

4.2 lIllr.:.,qstvt c rr4nepqyBcrrlureJrbHocrbro K KoMrroHeHTaM npelapara cJreAyer
raKTa c npenaparoM. B cnyqae nporBrreHu, a.ulepruuecxoft peaKrlr,ru l,z'ltvt

4.3 llplt pa6ote c npenallaroM 3arrpeuaercfl rrr{Tb, Kypr{Tb, npr,rHuMarb nnr{y. flo oronqasuu
ueo6xo,4larrro rlrlareJrbHo BbrMbrrb pyKr.r c MbrJroM. flpz cnyuafiuou KoHTaKTe npenapara c roxreft

cJII,r3I{clLrMu o6oroqxav,u)):4x neo6xoAznto npoMbrrb 6olsruuu KoJlr{trecrBoM BoAbr.

4.4 llyc,ryro yrIaKoBKy I,I3-[oA npenapara 3anpeqaercr r{cnoJrb3oBarb Arx 6rrronrrx qerefi, oHa

yrr

HT yrr.rJlu3 aur,ru c 6rrros srNdr,r orxoAaMlr.



5 floprgorc rpeAbsBJreurs peKranlaqufi
5.1 B cryrrae Bo3HTIKHoBeHLIfl ocJloxuenufi nocne [pr.rMeHeHr4s npelapara ero ucrroJr

npeKpalqiuor I{ uorpe6utelr o6paqaerca n rocyAapcrBeHHc,e Berepr.rHapHoe
Teppr{Topr,rr.r KoToporo oH HaxoArTcs.

BerepunapHbrMlr cleulrirJrr,rcraMr,r groro yqpexAeHr.r, npor.r3BoAr.rrcfl Lr3yrreHl{e
npaBlln upI'IMeHeHI,Ifl sToro nperapara B coorBercrBr.ru c r.rHcrpyKrlrrefi. IIpu rroATBepx[eHr{r.r
orpl'IlarenbHoro eosleficrnus [pelapara Ha opraHH3M xuBorHoro u rrrr.rrlbr Berepr{
clequanfictaltr or6upalorcfl o6pasqsr s Heo6xoAuMoM KoJrr.rqec'rB e [nfl. npoBeleurr, ,ru6o1
l'tcusIrasufi, cocraBJlflerc.fl aKT or6opa u o6pa:qu HanpaBnflIor,lr B rocyAapcrBenHoe yqp
<Benopyccr<ufi rocyAapcrBeHHLlfi nerepuHapHsrfi rleHrp) (Pecnydluxa Eenapycr, 21t0005, i.
yl. KpacHaa, 19A) AJrr rIorrBepxAeHLI{ coorBercrBuq npeflapara H,]pMarr.rnuofi 4oxyMeHTarIVu.

6 flo.rrnoe HarrMeHoBaHrre rrpou3BoI(r.rreJrfl
6.1 O6rqecrBo c orpaHllqeHnofi orsercrBeHHocrbro <EEJI3KOTEXHI,IKA>, uep. llpolr

9,222823, r.u. Csucrovr, flyxonuqcr<uft pafiou, Muucxas o6racrr, Pecuy6rura Benapycr.
Aapec npoll3BoAcreeHHofi nJrorrlaArr,r: nep. flponauuueusuft,9l13,r.n. Ceucroqr.

I'lncrpyxqux ro TpLIMeHeHI{Io rperapara paspa6orana corpyAHr.rKrrMt4 'yO (B
opAeHa <3nar lloqeta> rocyAapcrBeHHa, axaAeMr4f, Berepr{Hapnofi ue4urlr.rHbr)) (.flerpou
hacxosuq A.A., Eapraronofi H.B.) pr OOO (EEJI3KOTEXHI,IKA> (fly6poncrnnr A.I[., qifr<o
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