
I. HA3BAHHEJIEKAPCTBEH}IOTONPEIAPATA

Ta6erc@ 1,5 urra6nerru, norpllrbr€ nreHo.rHofi o6onoqxofi
Tabexo 1.5 mg film-coated tablets

":! t^' :., ! i i,',l 1lil*

2. KAqECTBEHHbIfrrIKOJII{ITECTBEHHI,TfrCOCTAB

B xaxinofi ra6lerxe coAep)*nrcq qHTH3HH (cytisine) 1,5 nrr (e rloprvre l0o%) .

BcnoMonareruHsre eeulecrga c Hesecruu[,{ nefcre]reN{: JraKro3a u Apyrue.
Ilonusrfi cnncox BcnoMorarerbr.tblx Beulecrg npeAcragJrex a nyum:e 6.1.

3. "IEKr\PCTBtrI]I{ATIOOPMA

Ta6,i erxa, no Kpbtrafl nr erloq Hoii o6oroq xofi .

I(pyr,rsle, .&BortioBbtnyK,rste 6exesste'ra6,tetxlr, noKpbn'bre o6oaoqxofi, gNauerlrov 6 r.tt.r.

4. I{JIIIHIITIECIfl{EAAI{IIbItr

4.1 Tepanenru.recKuetroKa3arrufl

Xpouxuecxufi r'ruxorn nusru (ra6arusrur ) *,an, orrca3a or ra6axorypeHHr.

4.2 !,o:lrponra u cnoco6 fipulreHenlrrr

4osHposxa

Bspoctue
fipenapar npHl\'IeHrerc, no crery],onter"r cxeN{e: o'r I lo 3 ,lns - no I ra6lerxe qepe3 Z ,wca (6
ra6lerox e Aeuu)' B reqetrue :rux AHeit o)Karaercl nocreneHHoe yrvrer{btueHHe qucJra BblKype;rsbrx
cHl-aper. Ecllt pe:y,rrrar HeyloB.flerBopxTerbHbrfi, leueHHe npexpauaercfl H rrepe3 2-3 rvrecsqa
lvloxHo Haqarb ero cHoBa. flpr,r xopou.rel,t eo:aeficrel.lu JrerreHHe fipoAon]Kaercs no cleA)iroulefi
CKEME:

or 4 lo 12 lns - no I 'ra6rerKe Lrepe3 2,5 uaca (5 ra6lerox B AeHb);
or i3 ao i6 lus - no I ra6rerKe qepe: 3 qaca (4 ra6nerxu B AeHb);
or l7 eo 20 gu.s - no I ta6lerxe qepe3 5 qacoa (3 ra6,relxn B Aer.rb);
or 2 I ao 25 tns - no l -2 ra6lernn B AeHb.

[f cduu n? u u e cxcw n o t t)t tn utn
Ee:onacnocru u e$rlexrnBHocrb Ta6exc y Aerefi H noApocrr(os ao I B-rernero Bo3pacra He
)'cTaHoBneHa.

l7 u t 1tre t t t tt t t c ttt up utc 6 5 -. tc D t r te,,o Goip.tc n ta
Ee3orracuocrr, u arfQenruBHocrb Ta6ercc y nauueHroB crapue 65 ,rer He ycraHoBnehra.

Cnoco6 npumeHeuxx
Ta6lerxu npHHHMalor BH)T pb ueJ'rl,lr\,rH, 3anHBag aocraroqHbrr{ K0JIH(recrBol\{ r(Hnxocrlr.

flpcxonxr ltreJr bHocrb relleHH rr (corlacHo cxem e),
OxosqateluHoe npeKpaueHHe KypeHlrfl ror)riHo npor3or-rrri K nrroi\ry Alro c HaqaJIa J,leqer-rHr, llocne
3aBeptIIeHltll leqe6noro Kypca) naqHeH"r'Aon)r(eH ttpoflBxrb Bonlo !t He pa3per.xaro ce6e BbtKypHBaHl,te
nn orgorf cHrapertrl.

4.3 llporuoonoKmaHrrrr
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rHnepqyBcTBllTerbl'locTb K al{'ltlBHOlvy HJI14 Jlt()6ON{y H3 tsCItoMOraTe,IbHblx BeUeCTB,
nepeqHcneHHbrx B nyHKre 6. I

ocrpbrfr HHQapK'r rvl uoKapAa;

Hecra6HrbHafl cTeHoKapaHr;

apHTMH' CepIUa:
I-re1aBHo nepeHeceHHbrfi uepe6poBacKy.[lpt-r6rr:i r.rr.ruuAeur;
aTepocKrepo3;

TrxeJlaJt apTepHarr bHag rHnepTcll3ld,
6eperueunocTb H fl ep H o/:t rpy/r H orc, Bct(a p tvt,rl rr Ba H H r.

ii

4,4, Oco6ure II peAyIIpexiAeurrfl u [repbr rrpeaocropoiftixoclu tt pu rrprr]vtel{en rrn

Ta6exc cneAyer Ha3tiarrarb rolr,Ko ror.qa, KorAa y nauHenra cepbe3rJoe Hal,repelJHe orKa3arbcrr
or ra6axorypeLIHq. JIeqeHrte npe[aparoi\l u nponor)r(enHe KypeHa, Nro)r(er [pHBecrH r( ycrlJ"reHH]o
no6o.rHrr x Ae-iicrsu fi r{H Korn Ha ( H u xorrnoaar N Hroxc urcaqna).

He nneercs AocraroqHoro rulHHHqecxoro onbrra npHN.leHeHHfl Ta6exc y [auueHToB c
HIUeMH[{ecKo}"I 6o,le3Hbto cepAUa, cepAeuHoit HeAocraralrHocTb}o, aprepHanbHoir runepren:xefi.
cocyAHcTo-N'lo3loBblNrH ea6o.nenaHllqlta, o6nHrepHp),rcl]lHMH apTepHanbHbr:vH:a6o,leaaHHfii\,rH,
rtlneprupeonAH3rlror\,r. nertruqecKoli r:soii,.qua6eroM, noqeqnofi H.nr{ neqeHo.tjoil
HeAocraroqr{ocrbro. llpuneueuue Ta6erc y 3THX 6o,rtssrx AoJr)K}lo npoHcxoal.trb nocre
BHHrltaTettLHOfi OUeUXU JIer{aUIefO Bpaqa.

Hr-ra orcyrcrBu, l4ccJ'leAoeaHptfi Ha 6e:onacnocrb npeilapara y nauueH'roB c Heroropbrr\{g
$opmatwll urasor.ppeuun, nauueHl'oo c xponrarlrlulrHblr\rr ofiyxorrriv{H HaAnoqeLrLrHKa r"r

racrpo::o(larea,rrHoii petfr,rrcrtcHoii 6oletstro, cto nllr{MeHeHHe )/ DrHx naur.reHroB Aonrcto
npoficxo.rluTb nocre BHHt\larerrrbHoli oucurur coortloueHllt no,ru:a"/pHcx.

He nuteercx aocraroqHoro K,'IHI-rHLrecKoro onbrra no oriroueHuro 6e3onacnoro ilpHMeHeHHrr
Ta6exc y .terel't MIIa.{ue l8 ,rer H y B3pocnbrx crapue 65 ler, B pe3ynbrare rlefo He peKoNreHAyeTc,
ero npnMeHeHHe y 3Tr-rx B03pacTt.rbrx rpynn.

JlexapcraeHuutfi npenapar coAep)r(HT BcrroMorare,rbHoe BeulecrBo .TaxTo3a. flaunesral.r c
pe.u,KHi\'t[t HacJIeAcrBeHHutun npo6lervtaNr]t HenepeHocHMocrH raJaKTo3br, c J,raKTa3HbrM 4erf uqr.rrorrl
Lapp u,rr,r rlKlKo3o-rararcro:HoI rvralra6cop6rlHeii ne cr€;ry,s1. npx]\,'eHr.r.b ne]iapcrBeHHurit npenapa.r.

4.5 B:auntoAeiicrBIIe c Apyrlllttl nerapcrBenrrbrurr rrperrrlpara]rrrr u Apyrrre eopnrur
n3aElroAeircrsltR

Bo apeiltlt KypeliHfl ua6,rloAaerc, IloBUtUeHrrarr aKTrlBHocr-r, CYPlA2. iloc-rye [peKpaueHH,l Kype]r14,
aKTHBHogrb :roro ltsorfepMetlra l\,lox(er 6uITb cutorceHa, qre l\.tolKer Bbt38arb yBerlt.teHHe
KoHUeHTpaUllH B n"la3Nre reKapcTBeHHLIX npenapaToa, iltera6o,rlr3lipyeNrbrx CYP lA2, raKr{x KaK
reo$u,rluH, ponHHupon, x;Io3anHH [t orlaH3arH]r. B arux cryqarx Hx Hex(erare,ru,Hbre srprfrexrr,l
Nloryr yBenLtqHBaTbcrl, nocKonbKy 3TH neKapcTBa ll[,re]or y3Kyrc TeparreBTHrrecKyto uIHpory.
flpN ogHoupeMeHHoM npHNIeHeHHil Ta6exc c xoJ.rr.rHoNrHLrerHKaM!{ r aH-rHxo.rrHH?crepa3Hblr\,r}i
IeKapCTBeHHbIIUH npenapaTaMH BO3rvl0)l(HO yCHr'leHHe xor"t!tHO[,t14[{eTHqecKHX nO6OqHtrx Aeiicretrfr.
oAxospeMexHoe nptJNteHeHr're c aH'rutrHnep.r'rHnlueNrlqecr(H1\1u.'teKapcrBeHHbrr\u{ npenaparaN,rH
(craruuaiu rr) noBbr uaer pr.icK nofl BneH r{rt r\{ HaJlrH }r.

OguoapettexHoe npltN,eHeune 'l'a6erc c aHlHrunelp're H3nBHbr[.rH rreKapcrBernrr,lMH npenaparal,r]r
Nioxer ocla6Nrr, rlx orp(iexr.

4.6 @eprn,rullocr, 6eperrerrrrocrb rr rpyArroe BclcaJlrlJrrrBaHlte

Ta6exc ne npnMeHsercfl Bo npetrn 6eper,relrnocrH !i B nepnoA rpy!,Horo Bcr(ap[,lJrnBaur.t!.

1,7 3$Qexrul lla cnoc<t6ttocrb yttpasnsrr, Tpaueloprur,r]nr cpeacrBanrt u pa6oraru c
ilalulltraiulr

Ta6exc He BJrlirer Ha cnoco6Hocrb BoAlrrb rpaHcnoprllbre cpeAcrBa a pa6orars c lvtatut4HaMH.

4,8 llo6oqutrereiicrsusl
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A. PegmL{e npocpuJr.s 6eronacHocru
flponegeHuue KrEHHqecKHe HccJIeAoBaHHfl- H nocrMapxeruHroBbre ria6lnAenus noxa36rBaror
xopotuyto nepeHocnMocrb npenapara. Ha6rrcAaeprue no6oqHtre.(eficrsut - cla6o,[o yMepeHHo
BbIpokeHHEte. Eoluuuscr:Bo H3 HHx norBrrlerc, B HaqaJre JreqeHHrr r{ npoxo,{Hr B reqeHHe reqeHHr.
t{allle ecero oHH cBr3aHbI c t{Hl(o'r'HHoBofi 3anucurvrocrbto H nporBJlf,rorcfl c ronoBoKpyxeHHervt,
ro,roeNofi 6onrrc u 6eccoHuuueft.
llocxo-nsry I{HrH3HH HMeer crpy}$ypy, cxo.[Hylo e crpyKrypc)ir suxoruHa H ,BJrrercr qacrtrr.rHblM

aroHHcroM peuenropoB HHKoTHHa auerarrixonaHa, Bo3rr{o)KHue r}apuarcoA[HarvrnqeeKne
HexerrareJrbHrre erlQerru nporBnxrorc.fl ruIaBHbtM o6paso,lr B BHAe s{$erroa HHKorHHa.
B 6 nnalle6o xoHrpoJlupyeMllx KIIHHHqecKHx r{cnbrraHuflx (N = 2844) 1389 cy6texroB noryqrnr.{
IHTH3IIH. Haa6onee .{acro coo6uaeMbllvrH no6oqnur,l,r :$$exrartrn B rpynne unrr:xHa 6urlr,t
racrpol4HTecruHtrJlbHas cHcrerua: 6ons s xHBore, Torl]Hora, AHcnencHr, c]xocrr, Bo pry, pBora, 3anop
H Altap€l. Hepaaar cHcreMa H ncHxt4qecKue paccrpoilcrsa 6uun rarur(e pacnpocrpaHeHbr, qaqe
Bcero roJloBlla.s 6olu H ronoBot(py)l(eHHe, a raRlr(e coHJrHBocrb u 6eccorjur,rua. Oanaxo
crarl'lcrHLlecxsfi asa-nlt: He BbtrBl.{JI cyu{ecrBeHHrtx pasluuufi a no6oqnstx ,tBrreHr.rflx Hepanofi
cHcrelvlbr Menqy rpynnaMH UHTH3HHa u nlaUe6o (p = 0, l2).

E. Ilepeqesu no6oqHux aeficrarfi
Llacr-ora no6oqHrx AeficruHfi ynopsAoqeHa cneAyloulur,.r o6paaon: or{eHb qacrbre (>i/10), qacrbre
(>l/l00ao < l/10), Heqacrbre (:l/l 000 ao <l/100), peaKr.e (:l/10 000 no <1/l 000), oHer{b peAKHe
(<l/10 000), c xeHsnecrHoI qacrorofi (na ocnosatHH cyr.{ecrBy}oulHx AaHHbrx HeBo3Mo)r(Ho cAeJrarb
oueHKy).

Hapyurenrir -co cropousr o6r,{eHa scuecrn 14 nuralrnl:
C rreusaecntrcil qacntounu: nossrueHHoe noroor,qeJreHne, noxyaeHue

i

HapyueHsr co cropouur uepanofi crcrerurlr:
Vaunu e : ro;roBHas 60l s, ro,rouoKpyxeHHe
He rtctc tnue : 6eccoa gua IIJIH coHn nBocrb
C x e tso e c n ut oil q ac nto nt or.' no str uJeH Hax l)a3npilKtirerr b HocTr,

Hap.vLuenur co cropoHbt ceDAua:

C u e use e c m uo ti q a cm o m oi: raxu rcapAnr, naJr b nHTauHu

HapylueHnr co cropoHu coc-v.aos:

c tteznoecnutctit qacmomoil.' cna6oe noBbrueHhe aprepn&rrbHoro.naBJreHrrr,

,Ilstxate,n u ttlte. rpy n Hrte N N{ e {H acta H ar b urre Hapyruex H q ;

C u e trsee c n ut ot't qac mo ntor7.' 4r.rcnno:;

Hapyue H u.s co cropo H sr Nelyroq u o- x rr iu_gIliq;a Jpgga :

Vacnrute'. cFi.ora Bo pry, Totr.lt"lora, 6o,rr{ e sepxuefi qacrH )r(HBora.,r_lHcnencn,
IJe q ec iltu e: xoHcrltnauHa, Ar4aper. pBora
c Heuzeecntrtoi).tecntotnorT: ttglregeuue Bxyca H arfleruTa, 6oru a )KHBore

. t:
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C nercaecmuort ,tacmontor'i.. 6oln a rpy^{uofi KnerKe.

4.9 Ilepeqoruponra

Cuunrourr
TomHora, pBora, HapyueHue 3peHHr, TpeMop, noroorAeneHne, o6ulal caa6ocrr, TaxHKapAHrr,
KroHnrrecKHe cyloporH, napar!tLr AbrxaHHfl .

C netsoecmuoil qacmomori: muatruw



Jle_qeuue

flpouunanue x(eJryAKa, uu(iy:l.ror"tlroe neqeHr.re BoAr"ro-coJleBbrMH pacrBopaMH,
npOTHBOCyAOpOxiltbll\.tH CpeACTBaMH, KApALOTOHltKatrrH, IbrXaTeJrbr-tbtN.rH arraJrenTHKailtH r{ np.
clrlvnroMarHqecKHMH cpencrBaM!r. MoHnroprpyrorcq AblxaHHe, aprepHaJrbHoe AaBneHHe H qacTora
cepleqHLrx coxpauteulril

5. OAPPIAKOTO|HLIBCKI{ECI}OIICTBA

5. 1 <Dapuaxo;rtt IInivlltrtecHIIc cBoI-tcrBa

OapttaxorepaneBTllqecKafl rpyflna: ,rlerapcrua. Hcnorrb3oBal.n{ble npH H!tKorHHoBoii lasncstlocru.
ATX r<oa:N07BA
MexaH H3_r'l aeiicrs r{ g

Lluru:un - €urKrlflouA, Koropbrr"r r.r3onHpyercrr ]l3 pacreH].irt cytisus Laburnunr.
Hueer xnlvtnqecKylo crpyxrypy, cxoAHyro c laxclaofi HHr(oruHa s lo6elriua. Ce-nercrnrso u
KollrnerHTHBHo cBg3blBaerc, c peuefiTopattr, o6raaafl ttacrHqHoii aroHnctrrqecrofi ax.rueHocrblo B

orHoueHHu HHKorllHoBbtx auerr.{JlxoJriHl-roBbrx peuenropoB }t B qacrHocrlr, sulcoxori ar.pclanuocrurc rc

noArHny 44B2, l-arulnr o6pa,:olt npeAo'I'Bpauaer cBrr3btBaHlre HgKorHHa c a4p2 peuenroparuH H ero
cnoco6Hocrl nocpeAcrBol\,t aKTHBHpoBaHr.rr 3TH.\ peqenropoB cruMynHpoBarb ueHTpaJtbHyro
Iue3oJItlM6HLlecKylo ,lo(taultnonvlo cHcrervtli, cBrt3aHHyro c NrexaHr,t3ivtalvlH Hl.iKorl,tHogori gagnclit\,tocrH.

O.apMaKoaH uaM u,{ec xye :00exrbg
B peryllrare 3Toro.qeicrBut, cHMnroN,rbr Hr"iKoruuoBoii :asucuuocrH nocreneHHo yr\{eHbua}orcfl H

Hoqe3alor..{pyrre t"papuaxoanaaM}1qecKr4e cnoiicrsa IIHT}{3HHa: rO:6y.rxraer rar{mHH sererarrjeHori
nepruofr crrcrervlbl, pe$nexroprro eo:6yxqaer.qblxaHHe, Bbt3brBaer BbrreJ.reHHe aApeHiLqurja
Nro3roBbrivl BeII{ecTBoru HaAnoqeqHHKa, nor}bluaeT apTepHiulbHoe AaBner.rHe.

I
L{rru:ur-t [oKa3brBaer HaMlroro 6o,ree Husrtylo roKCHLrHocrb. qeM HfiKor].rH,

. n,.\t'
\'ilJlM

5,2 (Dapuaxoxlluer[r{ecxue cnol"rcrsa

OapuaxoxnneruqecKue rrapaMerpbt qHTH3HHa onpeAenrrnHcb
ra6aexa c nrreHoqHbrM noKpbrruervr Ta6exc 36-rc uopoaurrua

rtocne oAHoKparHoro rrpuerua oAnofi
4o6poaolrqaMH - Myx(,.t nHaMH.

BcacrrsaHHe
I-{Hrusun.nerxo
Maxcxnalruat
a leuenNe 0,92
PacnpeAeleHue

IJer AaHHrtx y qeroBeKa.

O6teru pacnpereJleHna (Vd) y KpoirHKots .roc.re uepoparbnoro u BHy'rpHoeHHoro BBe,[e6r.18
cocraBrrler 6,21 stlxr n 1,02 r/xr, cooreercrBer{Ho. V xpurc nocne nepopzlrrbHoro H BHyrpllBeHrroro
BBeAellHs BLlflB,lrIeTC, BbICOKa, CbtBOpOTOtllJa, KOHUellTpaUHfl UH-II13HHa B 11elleHH, noqKaX tl
HaArIOqeqH[rKax.

Mera6oru:rvr n :xcxpeuHr
[-{urnrrn He flperepneBaer 3HaqHre.nuHoil Nrera6orHqecxofi 'rpauc$opMar-ll{H. 64Yo npnnnrofi Aogtr
BblBoAl{'r0rl B lieH3LleHeliHollt BLIAC noql(AMlt B TeLleHHe 24 qacoa, fiepuol nOJlyBL,tBeAetrHrr
cocraBJrfler npn6lurure,rsHo 4 vaca. Cpe;1nee Bpeivu ynepxnBaHHfl Ilnrl ulrr.l.r3Hl{a cocraBrrrer or(oJ,ro
6 qacon.

5.3 .n(ox,rul xuecKltc IaH Hbre o 6e:on:rcnocrlr

HexlgHaqecxHe EaHHbte He noKa3aJIH KoHKperHblx pncKoB Alr ,lroAefi Ha ocHoBe 06ur.rHulx
I'tccreAoBaHHfi SapuaxolorHH 6esonacHocru, ToxcH!rHocru nonropsofi ao3bt, reHororcHqrJocrl,t,
IOTEHUHAJIA KAI{UEPOrcHHOCTI,I H TOKCHT{I{OCTH AJI' PA3MHO)i(CHH' H PA3B}ITH'.

BCaCbt BeTC' B )(en,vAoll Ho-KHlxe q HOI\,! ].pa t(Te I]p H nepopan bHolll npHeM e.
KoHueH'rpeuHfl B l-l.rla3Me KpoBlt, Koropafl cocraBJrrer onoJlo 15.55 nr/ru,r, AocrHraercl
qaca.



Torcuroloruqecl(He Hccre,(oBaHHt npenapara y reblc B TeqeHH€ 30 ra 90 AHefi noKmbrBaror
xopouylo perop6uuro fl orcyrcrsne roxcuqecKoro 4eiic'rnur Ha reMonog3 H BHyrpe6Hue opragbr,
Ilepopanrxoe npHMeHeHHe npenapara y nuurefi B reqeHHH 45 aneE H y Kp6rc nco6ax e reqeurar.l Ig0
aneft ne Bbl3blBaer roxcHqec(Hx agtueseuuft reNrono33a l,t BHyrpeHHnx opraHoB. 3a HcrurloqeH6eM
pa3nt4qHHx no creneHu aucrporlruuecKHx H3Mer{esHil neqeHu,
OAHorparnue nepopaJlbHble Ao3bl uHTH3HHa ( I u 5 rrlr/xr) H HHKoTHHa ( I r.r 5 rur/xr) ne nar:uruaror
nsuexesufi Hacrorbr aepAeqHbrx corpauenuft HJrH y.r-l,llHeli,e HHTepBa.[a QT y ca'rqoB H caMor(
MOpot(Hx cBHHOK.

I{nrNsrx B.[o3ax I ur/nr u 5 ur/xr o6.nagaer 6olee xoponl1r,l npo$lueN{ 6esonacgoer, r]o
orHoueHHlo clxsncrofi )KenlAKa B cpaBHeHHH c HHKorHHor., npu npHIMeHenns rarcofi )r(e Ao3bt y
Kpbrc.

llpn uccneAoBaHHH I{HTH3HHa H HHKoTHHa B 3KBHMonspHbrx KoHqeHTpar.IHsx B H3ojr}lpoBagHbrx
renaToUHTax ycTaHaBJIHBaeTcr, qTo IIHTH3HH Bbl3l,lBaeT3HaqHTeJIbHo 6olee cna6yro ToKcHrtHocTb no
orHor.rlennm )r(H3Hec[ogo6Hocru renarouuToB H AenreuH].t GSH a cpaBHeHUH c HHKoTHHoM. B ro xe
BpeM, r"{HT}r3r4H noKtBbrBaer 60ree BbrprDr(eHHOe rot(cHqecKoe 4eficraae Ha npoAyKT nepor(cHAauHH
nHnHAoB - MDA.
I{urnruu (6,25-200 pM) norcasttraer qpe3obrqafiuo HN:xnfi ner}poroxcN.rec6ufi noregr{uan npn in
vilt'o uccne[oBaHarx Ha qeJloBeqecxnx au6paoHaur6Hbrx noqeqHbrx 3nfiTer6rurbHbrx Kflerxax B
cpaBHeHnH c HHKorHHoM H ApyrHMu ue0pororccr.rqecKnMH npenaparaMll.
IIpa S-cylo'rHoM npHMeHeHHlI KpbIcaM qlITH3HHa H r{HKorHHa oouapyN,eanrcff 3Haqr..rrerbHbre
H3MeHeHH,I B CreHKax noqeliHblx KpoBeHocHblx cocyAoB y rpynflbt c npHMeHeHHeM HHKOTHHa B ro3e
5 ur/xr, ra xoropofi cne,aylor rpynnbl c npHMeHeHHeM HHKorHtra B Ao3e I ur/xr, uurlr.tltaB Ao3e 5
rur/xr u Hg3HaquTerbHbre ,r3MeHeHH' y rpynnbr xHBorHr,rx c npHMeHeHHeM qHTH3HHa B AOre I irtr/xl,
CpaaxurelrHoe uccreAoBaHue reHoroKcHqeeroro noreHlrxana uHTH3HHa, HHKoTHHa H xoporuo
H3BecrHblK reHoroKsltqecKfix Beu(ecrn (runronnqus C u qur<loQoctlaMHA) noxarutBaer, q"ro uHTH3HH
B TepaneBTartecKux Ao3ax He npotBnser KJIacroteHHoii arrual{ocrN.
He uueercs r,aHgbtx o KaHueporeHHoM noreHur4rue qr-rrH3rlta.
I{utusun B Ao3ax 3 rrrr/xr u 4 r,trlxr He Bbr3r,rBaer slr6puororcxqecKoro eQ$exra y Kpbrc.
Y rcypnuux u'l6puonoo npuIvIeHeHHe q,Tr.r3HHa B TepaneBrr4qecxux.u,o3ax He BH3brBaer
stuopuororcnr{ecKoro H TeparoreHaoro s<}t}exra; B Bbrcoriux ro3ax, oAHaKo, npenapar o6a3brBaer
su6puororcxqecxoe Aerlcrsae. r ,. : ; ;i :.

6. OAPIVIAUEBTTil{ECKr4E AA}rI{brE
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6,1 CnucoxBcnoiuorareflr,Hbrx Beuec.rg

.Bapo ta6,rerrclt: J'rar(To3bt r{oHorHApar (ra6ler.ola 70). uen,rro,ro3a ruHKpoKpHcraJr;l{rrecKar (rnn
I 02). ransx, MarHHfl creapar,
norpunarcuas.oo onaapafi II xopnuueolui 8-5F 26948 (no;ruslaHrl,roerrii aJrKorolr, Hacrurrlio
rHAponll3oBaHsutli. rllraliaAHor(cIir (El7l), Maxporon 3i50. ra.nr,rc(E553b), rxe.ue:nurfi oKcu.[
Nelrurft (E112), xe,re:rrr,rfi or(cu.q xpacrruii (El7?), >xeae3Hlrr7 oKc,,l rrepHb rh (F,172)).

6,2 Hecoanecrnilrocru

He lr:secrusr.

6.3 Cpox roqnocru

2 rola

6,4 Oco6urc ycroBuri xpanelutrr

XpaHnrs B opHrHH,ulbtlofi ynaxoette Arrr 3au{HTbl or B.[arH. Xpauurr npu TeMneparype He Bbtue
250C.
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I no ZO ra6leror. nokpbrrbtx nleuoqsofi o6oloqnofi e 6lucrep H: 6ecusergori, npo:6ltr.rsofi flBX, nleHxn/aarctrHuHesor; Qoltru.
I no s 6,rllcrepoo ,\.rec.r.e c ,rl.lcrKoru-BK,rrallbruer{ noMeu{arcr B naLrKy KaprorrHyro.

6.6 Oco6sre ilrepbr rrt)cAocropo?rr'Hocrn rrprr nrr6pacuruaullrr

Her oco6urx rpe6oeaHufi .

7. AEP)TTATEJIb PA3PBIUEHH-tr I{A IIPT{IVIBI{EIII.IE

AO COOAPMA
yl. I,llueHcxoe uocce l6
1220 CoQur, Eo,rrapur

8. HOMEp(A) pA3pEIrrEHUn HA IIPnMBHEHIIB

AATA IIEPBOTO PA3PEruEHIUIMOAI{OBJIEHIIE PA3PBIU EHI,I'I I{ATTPI{MEIIEH}IE

10. AATa AKTyAJTLI3AIIpII TEr(CTA

Hoa6pr, 2017 rona.
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