
0gra gora (0,5 rrrn) co4epxrr
AKmueHde Beu-rccmeo: pexol,t6uuarrrbre aHT!4reHbr - Lr 6elrox Brlpyca nan[nnoMbr qeroBeKa
BCreAyoulrxxonr4'{ecrBaxrln6-20MKtrxn il -40MKtTr,,'n 16-40i,ri;',an 1A_Z0MKr. 

-' --'
Bcnouozomenanwe eeqecm^,: ailoMn.ui4 a erpe inor^ar,rr rrgfio*.r0o.fiii;"cyru0ara
auopgH-oro - 225 r.txr, H-a]ilr xnoprA _ g,so ui, tliouaux _ g,ze ,,ii ,o;;J"p6'.;_80 l;6'ni*,;
xarpun 6opar - 35 r,itxr, eoga gnR uuierqrri go 0,5 un.
KoHcepBaHToB il aHTn6nornxoa le co4epxur
on!tcAH!tE
Henporpavlan cycnetrun 6eroro qaera.
OAPMAKOTEpAnEBTt4TtECKAf, [?ynnA: Mt46It, eaxquxa
KoAATX: !07BM0tl

, 1,tMMyH05!t0,I0n4qEcK1,tE CBOI,|CIBA
3QQerrrarocru eaxqnH_u [a?.ry_clle gloqeAoaara Sopr,ar.rpoaarreM 3aqr4THoro tlMMyHt4Tera
c pa3Bur[eM ryM.panbHoro , KreroqHoro [MMyHHbrX Oraerba nponae eupyca nanmlouur u6aoaexa.Pucx rxSraqupoeaHiln Bl*{ s reqesue xr:xu, O.: ,u*qrriqrr, y ceKcyanbHo axruerorx nogeficocTaBlf,er 6olee 5006, 14,oH nocToFHHo pacrer llpoaegetre Kypca BaKqxHaLUr npenapaToMlap4acun. nprsogr.rr x npoQr.rnaxruxe ra6deaaHru, dbBi;;^aux anq.
ll,llHlqecxar rooet(rtBHo(Ib
Ha ocLr-ogaxun npoBe[eHHlx r.CCnegoeaHfii-y 24 35g xen,lnn x AeBo'{eK or 16 AO 45 nerx y 4055 Myrs,H u Maruvraxoa or 16 4o 26 nei 6in nogrBepxn.* ro,.o*i,,i npo[rro ,Oi&;r;;o;
u 6e:onactocru aaxqrlu lapgacun..
Y 4eeorex r xeHqriH or 16 Ao 26 fler BaKL.UHa lap-gacun' aQ$exrraano npeAorBpaqafla paKu npeApaKoBHe Aucnnacrr,lecK[e cocrof,Hr4, uetixr,t uarxn, eynueor, anaranuqa, a raxxe
aHoreHrTanbHbte xoxgrrouur a 98-l00yo cnyltaeB. AHanil3_nepexpeoiori ,aqrrHo,i jOl.i"rrJ.lii
i311Lyllll^ll9.rj:l:ll._:1qrl, rap4acrn"_ cnoco6crbyer cHrxeHrp pr.rcxa pi:aurrn ctN(TLUI^ul!ry BHyrpxrnrlerl4anblou reonmguu) 1/2/3 r aAeHoKapqxHovur in jrtu (Ar5i, aurHaieu;x
Hf,!|00n-sgpaenpocrpaHeHHEMroHKoreHHbrsvnrnamn AmFe gxo;fiiryMr,.ffiffi--""'"''
Xerqrr or l6 go 26 ne1 BaKql,,xrpo'aHHbtx aaxquuofr fapgaixnd, *oArrr^ r.nonynrqror$$erruexocrr no npoToKony (ppE) a ocxoaxoN-r,r.go;;rru fufUnf-iigrr.. ffi;;;;
B AOnOflH[TenbHoM AonrocpoqHoM Krl!4H]rqecKoM r4CCreAOSaHr4X B TeqeHxe g net 3a lror npnuon
re, 6uno :aperucrpxpo.aHo HI4 oAHoro .,yqa, ra6ondaxr.* ttil ffi ;; i.nl,i; ;o]#;#lBnq 6 11, 16 u l8 T,nnoB. Bnalror.,r rccnegoearrx Arxieroroao ra,4rro,6ura craruofiqecxh
noArBepylleHa nplMepHo Ha 6 net
Y xeuulrr or 24 Ao 45 ner.aaxquta lapgacra@ 6urna rQQexruaua gnn npoQunaxrllxunepcrcrrpyoqeti r,tndexqur,l,_ClN (nro6ori crenexu) t,tnr aHoreHrlTanbHbrx nopaxerufi, Bbr]BaHHbrxBll9 6, I l, 16 r,r I g rr,rn6a, a g8,70lo cnyvaee.

- 

xerurr',r or 24 go 45 ner BaKqr4Hr4poBaHrurx aaxquroi rapgacrr' ,r BxoAl4B*rrx B nonynrql4ro

- 

rggex,aaHocru no nDoroKony (ppEi e ocHoeno;;,;;A;ilr* FUTUREIII, A-r;.; ;;il;;;;;

=if iiilr,'tT:#n";umu,:H;t2:*.,:,mim:mg:;;TiH,ff 3XtrE KoHArnoM, sH:saxHoro Bnq 6, 1 l, 16 14 1 
g runos.I yronouerlnNyxuxeaxqura-lapgacu,npegorapau]ana3apaxeHueBnq6, 

ll, 16rlgr[no&

- 
::3.i?:I:e Hapyx(Hbre reHrra,qbHbre nopaienur (iroreruraio*ure KoHAx,loMbr u nepxHeanbHyro,

- 

nep[aHanbHvto BHvrDItnlTe,.,anbHylo Heonna3.,'o, BHyTpt4)l,tlTenua,btyr,c 
.Heonna:ilro

r nsn463 t/2/lcrenenrai a 0s,6.;c,,y,r;;;;; ,;;;;;#;;f iryrpr3nrre,rranbHy,o Heonna3rro

- 

(A|N) 1 I2I3 r:;enetr a775% cryvaee.

E ffg:*gT,b. :1urLTbl-npoTr4B 
paKa aHanbHoro KaHana B Hacrorqee BpeMs Her43BecrHa.

-:dG:1,i,r4r,fl 
:il.T1'?il{XttiB:'.'#ilffi :Hfi X,:','#i,{;l#ff 'ffillH.Xffi elffi:X;

B AononHl4TenbHoM AonrocpoqHo' 
^,hH[qecKoM 

r4ccne4oaarur,,.'npr,r rril;'ft,;;. ;ffi*;;6uno :apenacrpupoeaxo ir.o4roro cayvan :a6ones'a-i'rar,-ronrrrroro Blrg (axoreurranurure
KOHAr4',rOMbr, Bbr3BaHHbre Bnq 6, r 1 T!4'OB, HapyxHbre [eHr4TalbHbre noBpexneHug, Ebr3BaHHbreBfltl6, ll,l6ul8,,'noe,nAlNro6otioene*,r,riuilea,HolBn,lO,f f,fOri6ilJ;l 

, **" ^
lfrryxorerxocrt
llpore^erue nonlgfo rrypca 

-BaxlluHaqlr4 
np[BoAr4r x o6pa:oearnm cneqrQuvecxrx arrmenx verupeu runaN B[19 (6,11 ,16 u I g) 6onee vei.l y 9b% BaKqr4Hl4pyeMblx.

'u'o 
noxailro Hanr'{ue xMMyHonorr'rqecxoi naMflTn nprir BaKq,nHaqn,, cepono3[Tr,rBHbrx(xa uouenr aarquxaqnn) 

111._1?ol! 
.p,r rrq, *iop"I"oryqrnr Aono,rHrrenbHyro Ao3yaaxqruur [apgacrr' qepe3 n:]:.T]..locne :ae6p,rernoro riypca aax[r,rnaqfl, ,aonog.;,;6ii,ipu;u eurpaxerHufi axanrecuqecrvrl.r,,,*,lynruri oiael np, *diopo, cpeAH[e reoMerpu,{ecKle r4TpbraHTilren npeBbruanil rlrpbl, noryqeHHbre vepe: r,necnq nocne riepaoro xypca saxqr,tiaqr,lr.y 

AeBoqeK 14 MarbqilKoB or 9 4b t5 ner rqQexrrexoou ,a*q-,,iro, or* roKa3aHa Ha ocHoBaHr4r4umuylHoro 6pu4xurra.
leaovex u ManbquKo8 or.l,no 15 reT, BaKql4HxpoBaHHbtx BaKquHor4 lap4acrl, B ocHoBHoMlccneAoBaHuu flporoxor 01g), Aanee la6nngant ,'4ororrrraroro, Ao,lrocpoqHoM KnuHlqecKoM
I9ff9499aHlil. llpn :rou xe 6uro :aperuopr,rpoBaHo Hr4 oAHor.o ,yuiii,.OJrerirrr;;;;il;;;
Bl-19 KrN flo6orl crenexu, sur:saHrori gnq o 

j r, r o u ta iu;;;,-ajktrreHuralbHbrx xgHAr4noru) nocreve4uaxura6aogenufl, rtTo cocraBnf,er oxono 6,9 r,r 6,5 nercoorgaa,rrarro.
Baxqura lapgacm" mxxe o6ecnequsaer rr,lrry y i.ro;;i'i.r,a^ a aorpacrb or 9 4o 26 neror:a6oneaaHrfi CIN (11213 qeneau) ununts, sbrjuiie;;x Bhq:i,:s, sz , sa rrnor.

70061115/00-1

14xcrpyxqln no npf,ileHeHxo rerapcrBe,Horo npe[apara Arf, meArqx,Cxoro npl,eHe'xf,

rAP[ACt4fl@

pErrcrpAqr4oH 
Hbr rl HoM Ep, nc 00!rG# 

R DAS I L 
@ 

)

TOPf0B0E HA3BAHtr,lE: [aoaaorn,
rPynil4POBotlHoE HmBhiuE: Baxqr,'Ha npous Bxpyca nanunnoM, qenoBeKa KBaAprBaneHrHaspexora6uxaHuan (rilnoB 6. 11. 16. l8). Human npiii6ianirii iipei o, tr, ro, isi!d1,.-i,;f.ii
recombinant vaccine.
n-EKAPCTBEHHAfl O0pMA: cycner:r,rn pfl BHyrpHMbtueqHoro BBeAeHufl
nBanp[BaneHTHafl BaKqxHa npoTxB BXpyCa nanunflorilbr renoaexa (BI1g) npeAcraBnfleT c060fr clreca
EbtcoKooquqeHHbrx erpyconogo6xtrx vacTl.lq (Bgg) pexou6utamtoro ocHoBHOrO KanclAHoro
.enxa (Ll ) Bllg ,4nos 6, 11, 16 v 1g. Eenxr,, Li npogyLirpyor," nyre, palgenuHori sepMeilairras pexou6urarnurx Socchoromvrps cerevrsiae clitAde 

'fls 
trL,ranir-iaisti ,6p;ril;'BBii ;;;;cauoc6opxr,. BBg 4nr xaxgor6 rlna oq,,qaoTcs r,, agcop6,pynrcn xi anror,nr.rnri_co4epxarqera

agnoaame (anu.lru,rn rra4poxcuQocQara cynuQar ar,,ro[Qriuri)l'
COCTAB

ltumenoxocma un^yllozo omeema Ho ssedelue eo,rrluxu fopdacun@ 
410e

#lllyil^9:p lTIyHrTera 
nocre no,rHoro Kypca BaKUrHaqr.rn aaxqr,rrori lapgacyrr, neu3Becrua.

b Aonrocpor'rHbrx l4ccneaoBaH[flx vcTaHo8neHo, 
'{To 

xeHu]r4Hbr oT l6 AO 45 neT x MyxqxHbr oT I 6 AO 26 nel
xoropue 6uru auu-Bnq 6, aHT[-Bnq rr, anrn-Bn9 ror,' a,il-gn,rig iepooTprqaTenbHbrMr4, Bce paBHo
6urnu :aquqeru or xruHr4qecK, BblsBreHHoro mooresarrn, *eHqrri oi ro io z,: ,., ;,il;;6;;;
xeHUll4HUoT24Ao45rer-areqeue6nerilfi4fx,rlHbto]16Ao26ler_areqeHle6aer.
llnuyaawi omeem ua 2-x don.eyn eaxqanoqua npenapomon fopdocund- 

-

B xnitxraqeerorntcoeaeearnq Euno npopNorcrp[doearb, qro uMMyHHbtx oTger {Ha 7-i Merel
nocne BBeAeHus ne-psori 4oru) ypeeovex e aorpaire or s no r: ner (;=ii9), ;.rydffi iAi;;aaxquru lap4acrn@ (no cxervre 0 6.rvre.cJ 6o,n ,e ,r*e, ,{eM ,,rlryrriil, orr.i y *.;rl;;;;;;ir;;
:l.lf..{g^r,9-191g=310),nonyqrBu.l4x 3 4o:u eax4uriur iupaj.rn;inoi*re OZ_O r,rec.). Anneruiocri
l{Tyllg-r,l.3_1{!rry npu 2-x4o:osori aaxqrHaqur npenaparor,r lapgacrn, ne ycrarffi;;;;:;.-''-
n0XA3AHl,lR K nPIMEHEHIK)
Eaxqrra lap4acm' noKa3aHa K nplMeHeHxo AeBo'rKaM I xeHu.,{HaM B Bo3pacTe oT 9 Ao 45 ner
Anfl npeAynpex(AeHxff:

- paxa uetaxu lrarxr4, BynbBbr, Biararrula r aHarbHoro xaHana, eu:aarroro Bng r6 ,,, rg Tuno,;- aHoteH,ranbHbtx Ko,gunon(condilono acuminote),etneaHnux Bllg 6 r,,' 1 1 T[noB; 
- --,

- qepauxanrxorr B,rrpr3nfiTenfianbHori xeonrar,u 1/2/3 qeniau (crN) r,r are-noxapqunor,,ru
ueliKu MaTKx in Jitu (Al5), aulreaHHurx B[g 6 1 l, l6 r,r f glxnoe; 

-

- EHyrpurfl,'renfianoroi xeonraruu eyareu (VlN) u sraranurqa (varN) 1/2/3 crenexu, aulaaruoriBllg6, I1, 16rt8ilnoe;
- BHyTp[Snrrenilanr,ori reon.na:ur aHanbHoro xauana 1/213 creneH,,, BH3BaHHOTI Bnq 6, 11,16x 18TunoB.

ffXX1XiiiBti-?J;noKa3aHa 
K npuMe,eHuo ManbquKaM u MvxrrhHaM B Bo3pacre oT e Ao zo rcr !

- paKa aHarbHot'o KaHara, au*anxoro Bllg 16 [ lg rr,rnos; I
- aHoreH[TarbHbrx xosAmoN (condiloma acuminate), as.eaxxurx Bn9 6l 11 runoe; 

=;
- flpeApaKoBblx, AflcnracTuqecKux cocrorttrti, 14 BHyrpu3nxTenuanbHo[ Heonra3uI aHanbHoro :

__-KaHanal/2/3cTenexu,eulraarxorxB[1g6,ll,16,lgirinoa. - -"-"-'- I
NPOTI4BONOKA3AHl,IR

rrrnepuyrcrurreriroaio *r*trrro,, *onnnoHeHTaM I BcnoMoraTenbHbrM BeqecTBaM BaKI]rHbr. 
=

l-lpn qq:luuggeuux-gg16muoB-I4gpueg1p!{re4btocT[ 
nocne BBeAernR earqrnu lap4acr,ln' j

BBeAeHxe nocleAypqefr go:or aaxqutu nforrlaonoxa:ano.

!:.ry.r.-.L!l .r.prorBaeMocrrl xpo_eu-acregoane rerao[ranur, rporrr6oqrToneHr,, ,,nr,i Ha 6or. EnpleMa aHTUKOaryrflHT.B flB,flrorcfl om HocumenbHbtM nporilgonoxa:aH,,eN K EHyrpxMbruJeqHoMy
BBeAeHlm eaxqulul [ap4acrn., ecnr ronuxo noreHquanbHHe npurr,ityulecrea BaKqrHaqrlHe npeBuuapr s:xa'ri4renuxoli Mepe conpflxeH,bre c lefi pncxr,'. rtnr4 siroltp cAe"aH;;rrry
BaKq[Haq!4r, Heo6xogulao npuHflTb MepH no cHlxeHIo prcxa o6pamaar.,r, nocTr4HbeKquoHHol4
TEMATOMbI.

Ecnu y naquetta orMeqaercfl ocrooe rfixenoe nuxopaAoqHoe ra6oreeaxre, ro BBeAeHue BaxquHbt[apgacm' cneAyeT ornoxuTb. Buicre c rer,.l, raruque nerxori rxQexqrr,r rrr re6oruuoro nogrelaaTeMneparypu rena He FBIf,eTC' npoTr4BonoKa3aH[eM K BaKUlHaUr4l4.
nprMEHEHr4E nplt rEpEMEHHbcrlt u B niiufi iirdiif6 dcffipnirnmnrffi
Her Aarau o rou '{To BBeAeHile ea*,.lffiu rapAadng;6iu;er;;;arerhfloelo3aefirrsue 

Ha
Qeprrnotoou,6epeMeHHocrb,/til Ha n,noA, Koropbte 3acraB[r, O, ycor,*io6r;.?ilffilr:
LneqxanbHo cnnaHupoBaHHbrx ,r xopouJo xonponr,'pyer.,urx r,raran6ru*r y Oapararrii**arq*He_npiBo.un,cb. fla,,urx o np[MeHeH[]r eixquiir lap4a.,nd ao epeir depenr;r;;;;';
noreHqrarbBoM so:Aeiosrr aaxqurur lap4acuno xa penpo4yxruexyro Oil_,]il;;ril;;;'r;
:l:{..y-.9:p-.I.rrrrx HeAocr?roqHo, vro6ur pexorrrer4baaiu r,icnonrioaaxile BaKqxHu Bo BpeMs
oepeMeHH0cTl4.

Gegyer npegynpegurb naqreHToK o reo6xogumocru flpeAoxpaHeH[f, or 6eper,aeuocru B reqeHfie
1t!1-11grr9urr, a np!4 HacrynneHnu 6epeuerubcru iaxqraxaquro cneAyer ornoxrrb Aoee 3aBepuJeHIfl.

[T.ll::*r. rcnbtraHrfl, B xoAe Koropbrx npoBeprnu aQQexruexocru, xMMyHoreHHocrb
u be3onacHocTb aaxquuu lapgacm@ y xopr,,trr4r,ti uareperi r ,r'uAer,lur, noKa3an14, qro BaKq[Hy
I apAa(un' MoxHo BBoAITb Kopirff ulxM xeHurHaM.
TTPIMEHEHl,|E B nEA]tATpl,t'{ECKOU npAKIUtc
v AeTeu B BO3paOe Ao 9 ner 6e:onacsorru r,r.r$$erruaxoou aaxquxu rapAacrl' re oqeHIBanilcb.
NPlIMEHEHI4E B rEPIATPXIIECKOT NPIXNhi<r
Her gatltturx no oqeHKe 6e:onacxocrr r,r r$$einaaxocrr,r eaxquxu [ap4acnl, y B3pocrrbx nt,lqcrapuJe 45 net
cn0c05 nPUMEHEHI4R 1,,t AO3bt
tsaxquuy lapgacrno 

-BBoAflT-BHfrplMUUeqHo B AenbroBl4AHyo Mblxqy l4lu BepxHeHapyxHyto
noBepxHocTb cpeAHei rperr 6egpa.
He ggo[[ru gHyrDugeHHo.

Pa:oaar go:a eaxquHbt AIfl Bcex Bo3pacrHHx rpynn cocraBnner 0,5 ilrn.
Pexouer4yemurri xypc BaKq!4Haqt,l14 cocrorr rjjAou nporoallic-n'nocxer,,le (OZ_O ruec.):. nepBafi Ao3a - B Harta,lexnui geto;
. BTopaff Ao3a - qepes 2 mec. nocle nepaori;

- 
. rperbn Ao3a - qepe:6 r.,tec. nocre nepaoi.

Aonycxaercfl ycKopeHHan cxeMa BaKqlHaqt,tt,t, npu xoroporl Bropan Ao3a BBoArrcf, qepe3 1 Mec.

,.0.:1.^l.prol 
nprri4BKn, a rpeTbfl - qepea 3 rrrec.'nocre siopoi;fi;;;.

nypc EaKLllHaqu14 c'rxTaercf 3aBepueHHbrM AaXe npr,n Hapyuerr,,i,r urTepBana Mexry nplB14BKaMI,
ecn14 ]pu nprBr4BKl4 npoBeAeHU B reqeHue I roAa.
ArbrepHaTrBHas 2-x Ao3oEaR *.r:^rll!rl_u!|, (0{ ruec.) npenaparom lapgacrn. AoflycKaercsyruq e ao:pacre 9-r3 neT. npr4 lToM B cnyqae sBeAeHxf, BTopoii noio, paree qeu qepe3 6 Mecf,qeBnocne nepaorl 4o:sl, ecerga leo6xo4umo aaecrr,r rperlo gory.
tcnx Mf, BaxquHaqnu 6una ucnom:osaT-IepBan go:a ,6xqrn, lapgacun@, ro r nonrurri xypc
3111i.ill.l1!1"{y", npoaoAxTb c rcnonb3oBaHreM BaKq},Hbr fap4acun;.
ne00x0AxMocTb npoBeAeH[f, peBaKqIHaLlxil He yctitHoBfleHa.
llepeA ynorpe6neHueu Qnaxon/unpuq c aaxrirnoi BcrprxilBaor Ao nonyqeHu, oAHopoAHoimyrroi e:eecu. yrpara rouorexrocr4, Hanuqile a*rpueHiri , noirJporr* qacrxq, r43MeHeHleqBeTa cycneH3ult cBt4AeTenbcTBypT o HenpxroAHocTl4 EaKqxHbt.
r lpeABapurenbH. :anonrexxurfr .Lnpnq c earqruoi npeAHa3HaqeH Tonbxo Anfl oAHo*parHorolcnonb3oBaHrfl ll ro/lbKo y oAroro.::19-r!f. Kax4oray eaxqrrrpyer,ro,,,ry co4epxrNbe $ra*oric eaxqnrori cneAyer BBoAr'rrb c r4cnonb3oBaHueM r,*'ar,iarayanu,dioJlHopa3oBoro crepunbHorouJnpxqa co crepr4nbloi urnori. Heo6xogrr,,ro aaogr,rrs iiro pelxoNengyeMyogoly O,S Mn,



Bcxpurl,re Qraxoroe I npoqeAypy BaKqt,tHaqru npoooAffT npt,l oporoM co6nrcgexru npaaun

acenrr,!Kr4 r aHllcen'ruxu. Mecro aaegetur o6pa6aruraaor 7096 cnuproM Ao x noorc [H]eKql4u.

l,lcnonuoaaue Snaxoxoa c paroaoi gosofi aaxqttu
Ha6epltre creprnuroi urnofi a ogropa:oesti crepurtxsti unpuq 0,5 Mn cycneH3,ltt r: $rarora
c paroeoi go:ofi aaxquru. Baegure acogoey.Onaxot c ocrarxatar eaxquxu aul6pocure.

[4cnorb3oBaHne unprqer c pamsoi AoSoi BatrqxHu
Baegrre copepxumoe unpuqa nonHoclbto

llxcrpyrqm no npltmexexro oAHopa3oBbrx creplnbxbtx npegBaPtrretrbHo 3a[olHeHHblx

unpuqea c ogxoi go3oi Bf,ornrefie c 3aqrrflburt ycrpoicBoM
l4cnonlryrlre gnR aseAeHilr Baxqr4HH Bnoxeuryrc urny. Ecnu Bbl xorl/re ucnonb3oaarb ApyryE xrny,

y6eAurecu, qro uura HaAexHo npucoeAuHf,eTcfl K unpuqy u qro ee ArluHa xe npeautuaer 2,5 cra.

)ro seo6xogr,u',roe ycnooxe npaB!4nbHoi pa6oru raqunoro ycrporicraa. lllnpr,rq cla6xex gayun

cleMHbrilrr1 lT[KeTKaM!4, KoTopbre MoxHo oTAen[Tb nocne flpoBeAeHfif, t4HbeKlltll4'

Crr,turre xonnaqox co unpuqa. Haxas o6a npenf,TcrBytottlrtx BpaqeH[o Bblcryna, 3aKpen[Te uJnpxq

I npficoeArH!4Te umyllorpa noaoporou no racoaofr crpelxe. Ylannte:auutsuti xornaqox c llrnut,

[lpoeegu're nogroroBKy K rHbeKqur! KaK onrcaHo sttue. HaxMure Ha flopueHb, KpenKo yAepxuBaff

uinp[Ll noA nanbqeBuMr4 BbrcrynaM[, t4 BBeAxre aco go:y.3aulrrxoe ycrpofroao urnur HE cpa6orael

eor re 6yger esegexa !er! Ao3a. ,l3Bnexure umy. Ornycrrre nopueHb u gafire unplrqy
nepeMecT!4Tbcfl BBepx Ao nonHoro 3aKpblrl4f Bcefi urnu. flnr AoKyMeHTupoBaHuE BaKqr'lHaqur!

orAenrre cbeMHbre r[,!(erKr, MeAreHHo xx norrHyB. Bur6poorre umpuq a xomeftnep AnE ocrpblx

npeArileToB.

n0SoqHoE AEICTBT4E
HexenaTenbHbte peaKLlx[, qacTora KoTopblx cocTaBnsna He MeHee 10/o y nuq, nonyvueuux BaKql4Hy

lapgacrn', u npeBbruana raKoByo y nuq, KoropbtM aeogunu nnaqe6o, nepeqxcneHu Ht,txe

B cooTBercrBu14 c cxcrelaoi opraroa/rraccoa.
Oqexu qacro (> 1 /1 0); qaoo (>l /'l 00, <1 /1 0); neqaoo (>'l /1 000, <1 /1 00); pegxo (>1/1 0 000, <1/1 000);

oqenu peAro (< l /1 0 000).

HlpyweHuf, co cmopoHu cKenemHo-Mbtweqnoi u coeduuumenasoi mxottu

9acro: 6ors e xoxeqxocrnx.
06que paccmpoicmeo u HlpyweHun I Mecme eeedenun

9acro: nnpexcun.

Cnegyroulne MecmHde peaKLluu BcTpeqanucb Llau.le B rpynne, xoropoli eeo4uracb Eaxwua
lapgacmt, no cpaBHeHup c nto6urlu npenaparaMr, coAepxaq[Mvl aAboBaHr anoMl4Ht4r

rragpoxo.rQocQara cynu$ar arr,topQxurir rrI no cpaBHeHuo c rpynnoi, xoropofi BBoAltncf, pacrBop

nraqe6o.
0,lexu vacro: noxpacreHre, 6oru u npunyxnocTb.

9acro: ryp relaaroNa.

6onsuuxcrgo Necnutx pearquti 6umu lerxofr crenelu tlxecru.
Hopyweuun cocmoponatdorxamenanoi cucmeuw, opzauoezpydHoi KnemKu u cpedocmeHun

Kpoirre roro,6ponxocna3Mbt, KaK cepbe3Hute no6ovlute:Q$exrut, 6uut,l o'lexl pegxutuu.

Bo epeNn nocTperucrpaquoHHoro npuMeHeHt,lfl aaxqnnu lapgacunt nocrynana cnoHTaHHaff

rr$opNaqr,tn o parB!4Tr4t,t y nplrBt4rblx cneAyor{t4x HexenaTenulux peaxqri, gocroBepHo oqeHI4Tb

qacTory KoTopbrx 14 cen:u c npuetaroi ne npeAcTaBnf,eTcfi Bo3MoxHblM.

lln$ex1uon nue u napotu mo pn ue n1oneeolul: $nentora.
Hopyweuun co cmopolw xpoeu u nun$amuqecxoi cucmeubr; n[MQaAeHonar[fl, t4A[onarlqecKafl

rpoN6oquronexuvecKan nypnypa.

Hopywerun co cmopouw nepanoi cucmeu6/: ronoBoKpyxeHle, ronoBHar 6onb, crlHApor,l [uiexa-6appe,

ocrpuri paccenxxutil rrqeQanoNnenfi o6rtaopox, rtorga conpoeoxgaeuutfr ToHt4qecK[-MoHl4qecKilMlil

cyAop0rai/ri,r.

Hapyweuun co cmoponot xenydouuo- xuweqHozo mpoKmo: rcuHora, pBora.

Hapywexua co cmopoHbt cKenemHo-Mbtwequoi u coedwumenauoi mxanu:aptpan rufl, Mlartrlf
O6que poccmpoicnll u HlpyweHufr e Mecme lle}eHufl: a:reHilfi, ycrarocrb, o3H06,gr'rcxotvtQopr.

Hopywenua co cmopoHbt uuuynuoi cucmeMd: peaKqt,tx t[nepqyBcrBurerbHocTt4, BKrloqafl

araQumrruuecrcre/auaQrnarrouplue peaxquu, 6poHxocna3M u KpanxBHl,'lqy.

NEPEAO3UPOBKA
lzluerucu coo6qerytfl o cnyLlaflx BBeAeHur eaxqunur [apgacnlt a polax, npeBuulaoqlx
peKoMeHAoBaHHHe. B qenola xapaKTep ,1 BupaxeHHocrb HexenareflbHblx ranexlli npn

nepeAo3tlpoBKe 6unn conocraeur,,tur c raKoBbrMI,r npu BBeAeHt.,lt,t peKoMeHAoBaHHblx pa3oBHx Ao3

aarquHu [ap4Bcun'.
83AUMOAEXCTBI,tE C APyTUM!l nEKAPCTBEHHbIM14 nPEnAPATAMI,I

llprmexexne c gpyrlMn BaKqrHaMlr

Bixrir,rxy lapgacun' MoxHo BBoAxrb oAHoBpeMeHHo (a gpyroi pexouengoeartuti yvacrox rena)

c pexoil6ltxanrrtofr aarqnrofi nporua renaltm B, c eaxquroti MeHrHroxoxxosoi, xoltnrrpoeannoi
c gr,rQrepr,lirutN aHaToKcIHoM. t4 c ilHaKIl4Bt4poBaHHoi eaxqrlHoi npon,la gu$repru, cron6rnxa,

xoxnoula (6ecx.neroqHurfr xoNnoHeHr), gaxqutotl nporne nonltol,tuelltra (rlarruaupoaaluoti)'

npt,lMeHeHne ( pacnpocrpaHeHHbrlrrx neKapfi Baiil
flpr,tllteneHr,le aHanbreT!4KoB, npol4BoBocnanuTenbHbrx npenapaToB, axr[6[otltxog 14 BuraMuHHblx

npenaparoB He Bnlrno ra :QQerrualocrb, uMMyHoreHHocrb n 6elonaclocru aaxqrnut.

llprrrrererue c ropmoHanbHbtlttt KoHTpaqenrlBaMl
Ipt,tMeHeHue ropMoBanbHbrx KoHrpaqenr!4808 He Brrtrrlo xa r$Qexruarocru, IMMyHoreHHocrb

r,r 6e:onacHocru saxqrrur [apgacun@.

llprmererrc co creporAa[x
ly'rranRquonnue, [4ecrHbte u napeHTeparbHUe crepouAbl He Bnxf,rll4 Ha [MMyHoreHHocTb

il 6e:onacHoou saxquru lapgacun".
llpnmexexne c crcreirHHMx xtnylocynpe(caHratrn
[awure o6 oAHoBpeireHHor,i nplMeHeHt,lt.t ctlcTeMHbtx xMMyHocyflpeccaHToB n BaKu!4Hbl [apgacm'
orcyrcrByor Y nuq, npuunuapqltx r4MMyHocynpeccaxrut (cucreurue KoprtlKocrepouAbl,

ll4roToKcilqHbre npenapaTH, arlauera6onrtt, anKunupyoqle npenaparur), rar4ltrnui rSQexr

uoxet 6uru crrxex (ovr. <0C06blE YKA3AHl4f>).

OCOSbIE YKA3AH14f,

l/xQuqupoeaxue oHxoreHnbtMrt nanalu Bll9 - sro o6slarenuHoe ycnoBr4e pa3Burt4r paKa

ueixn Naxr (nrocxoxneroqroro u aAeHoKapqxHoMbt), paxa aynuau, Bllararlllqa, flpeApaxoBblx

A!4cnnacT[qecK]rx cocrossufr, KoHrq[noM. Kpoue roro, y Myxrlt4H 14 xenulal uxQuqupoBaH[e Blltl
nannercn npurrroi paKa HapyxHbtx nonoBbtx opraHoB u aHarlbHoro xanana. l,'lti$rqupoaalre B[ltl

3HaqurerbHo noabrriJaer pxcK pa3Burr4fl paKa opraHoB roloeu u ueu, oco6eHHo paKa poroflorKl4,

14 Bbr3uBaer peqfiAileupyoularl pecnuparoplui nanulnoraaro: y gerefi r a:pocnux.
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06wue. llpu peueHu[ Bonpoca o BaKq{Haquu leo6xoguuo conocraourb aoruoxttulti pncx or
npepu.recrayoqero :apaxeH[ff B[19 u norenquanuxyo nonb3y or BaKqxxaqur. Baxqura [apgacnn'

He npeaHa:Haqexa qrR neqeHltn creavoutux :a6oreeaHufi: pax ulefrxr MaTKrl, BynbBbl unil Bnaranuq4

ClN, VlN, ValN uru arrnsruti KoHAl4roMaro3 - x BBoAI4Tcf ,lcKIIoqureJlbHo c npo$unaxru'lecxoi
qenso. Baxquua narrercn npoQunaxtuqecxofr t,l npegHa3HaqeHa Aflf flpeAorBpaqeH[fl
r,txQuqupoaaHun TeM[ T[naMu 8fl9, xoroprrx Her y naqileHra. Barqula le oKa3dBaer Brl!4flHrlf

Ha ieqeHle axrusHurx utQerqufi, Bbl3BaHHbtx Btl9. Kax r npu aeegeruu no6oit 4pyrofr aaxquru,

npn nplrr,,reiexr,,ii,r npenapara lapgacun' He y acex aaxquHupyerudrx ygaercfl noryqtlrb iaquftrurfr

Irrll,,rynnurfi oraer [lpenapaT He 3au]ilqaer or:a6oreeaHui, nepeAanquxct nonoaurrvr nyreru, gpyrofi

3TfionoTnl. B cangfi c 3Tt4M BaKqhH[poBaHHbrM naqr'leHTaM cneAyer peKoMeHAoBarb npogoflKarb

ucnonb3oBaHue Apyrlx npooxnaKTuqecKllx cpeAcrB 3aquTbl.

IlogxoxHoe u exyrpuKoxHoe BBeAeHue BaKq[HH He [3yqanocb il no3roMy He peKoMeHgyercn.

Kax n npr,l aaegenr,tr,t flo60fi BaKquHbr, e leve6uo-npo$uraxrl4qecKoM xa6uxere acerga

HyxHo uMerb HaroroBe cooTBercrBylol.q[e neKapcrBeHHue cpepcTBa ua cryvafr pa3B[rl4f,

pegxofi auaQuraxruqecxofr peaKqtaI Ha BBeAeHile BaKqltHbl t4 cpeAcrBa HeoTnoxH0t4

u nporreouoxoaofr repanuur. HenocpegcTBeHHo nocre BBeAeHuf, BaKqilHbl B TeqeH[e 30 mrr ra

naq[eHToM ocyqecranne]cfi MeA!4q]4HcKoe xa6nogenue c qenbo cBoeBpeMeHHoto BblflBfleHuf,

nocrBaKqrlHanbHbrx peaxqui r ocrloxHeHl4fr !4 oKa3aHt,ln rxcrpexxofr lleguqulcxoi nouoqu.

flpr,t npoaegenrlr,l ro6ofr aaxqrxaqur ttoxer Ha6nogarscr o6uopor! oco6enso y noApocrKoB

u MonoAHx xeHquH
Peuexlre o BBeAeH[u npenapaTa [nt4 orcpo']Ke BaKlluHaLlt4rl B cBfl3l4 c TeKyqeu l,lnil HeAaBHe[

6one:xoo, conpoaoxgamqeicr nogutuLeslofi retrneparypoi, a 6oruuoi creneHu 3aB!4c!4T oT

;tt4ororuI aa6oresaHxr ]r cTeneHu rnxecril.
Y nru c napyueuroti peaKTuBHocrbto ultttyrtrlotl cucTeMbt BcrleAcrBue npxMeHeHflf,

!4MMyHocynpeccaHrtrori repanun (crcreNnute KopTl4Kocrepot4Abt, tlt4ToroKc14LlHble npenaparbl,

axrur',tera6onurut, anxilnfipyoLLue npenaparur), reHeTl4qecKoro 4eSexra, r,ru$exqrI BIpycoM

nr,,r|ryxogeQuqnra qerosexa (8119) t4 Apyrfix npilqxH :au1urHufi :$$exr Noxer 6uro cHuxen

(qu. 
"B3At/MOAEl4CTBl4E 

C lPyll4M14 fl EKAPCTBEHHbIMil nPEIAPATAMI/r.

Baxqr,uy [apgacm' cneAyer BBoArTb c ocropoxHocTbp nlqaM c TpoM6oqxronesuefi r no6utNt't

HapyuJeHilFMr4 cBepTUBaHr!fl KpoB[, nocKonbKy nocne BHyrprlMbluJeqHoli t4Hbexqr!t,t y raKilx nuq

MOXer pa3BrlTbCF KpOBoTeqeHUe.

Me4uqurcrrra nepcorar o6r:aH npenocTaB!4Tb oco teo6xonrrayro uHQopmarytn no.BaK{rlHaqfu

fi BaKq[He naqreHraM, poAlTenfM u oneKyHaM, Bxnoqafl uHQopMallt4lo o npe!4MyqecrBax

I conpfxeHHbrx pl4cKax.

BaxquHrpyeuurx cneAyer npeAynpeAuru o seo6xoAut'tocru coo6qaru Bpaqy unn MeAcecrpe

o no6urx sexerarenbnbx peaKq!4f,x, a raKxe o roM, qTo BaKqrHallrlff He 3aMeHfleT u He orMeHfler

py[4HHbrx cKp]lH!4HroBbrx ocMoTpoB. AnR Aocruxesrn :$QexrreHux pe3ynbTaToB Kypc BaKqxHaqMl

gorxen 6utru raeepueH norHocrbp, ecnI Anf, 3Tot'o He uMeercn nporuaonoxalatui.
Bnnnxre m cnoco6rocrb ynpaunrb rpaHcnoprlrbtmlt cpeAcraamn n pa6orat c ilexarrl3mau]t
ly'ccregoaanufi anurwm sa cnoco6xocru ynpaBnflTb aBroMo6nneN, a raxxe pa6ory c MexaHu3MaM[

He np0BoAunocb.

OOPMA BbIIIYCKA

0raxoH
llepeutaanynaxoexo:1 go:a (0,5 nn) e creprnuHoru QnaxoHe (altecrnuocruo 3 Nn) u:6opocunuxarxoro

rpy6qaroro crexna, nn l. Onaxor yKynopeH xflop6yr[noBoti npo6roi c noxpurueu Teflon' unu

FlJorotec'nog anror',ruxueeori o6xarxofi u 3aKpblT 3aqenKxBaoqeicR uacrnxoaofr xputttLxoti.

BnopuuxonynoKolKl: I unr4 l0 $raxoxoa a xaproHroti naqKe BMecre c rxcrpyxquefr no
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nprlMeHeH[rc.

0groparoaui unpnq
Ilepeiuuon ynaxoeio: 1 Ao:a (0,5 Mn) e oAHopa:oeoM crepfinbHolu unprqe (auecrumocruro 1,5 ttn)

r:6opocr,rnlrxarHoro cTeKna, Tnn l, liJnpr,lq c ycrpolrcraott gln 6e:onacxoro BBeAeH!4fl (r,tnr,l 6e: sero)

ocHaqeu nonrxap6oHarHbrM aAanTepoM, 3aq[THbltvl 6pola6yrunoautut KornaqKoNl !4 nopuHeM,

:axpurruru npo6xofr n: 6yrurxayvyxa, noKpbtr c[nvKoHoM,

1 ogxopa:oaui crepunuxutti npeABap!4TenbHo:anonsesnutfr uJnpILl B KoMnfleKTe

c1 vau2 cTepunbHbrMr4 urnattu (rnr 6e: urn) noraeu.lex B KoHrypHyro Rveixoeyro ynaxoaxy

c xpuruxofi.
BroptlHar ynaKoBKa: 1 mu 10 ognopa:oBbtx cTepi4rbHbtx L!np!4qeB,3aneLlaTaHHblx B KonTypHylo

nveraxoayo ynaroery c xpurmxorl, a xaproxHofr naqre avecre c uxopyxquett no np14ueHeHrlo.

YC'IOB],iIR XPAHEH14R

[1pr,t reuneparype or 2 go 8"C, s :aqnuleHHoM or cBeTa MecTe.

He eanopaxutaaru.
Xpanrru a negocrynnon gnn gerei mecre,

[apgacrn' cr]eAyeT BBoAr4Tb KaK MoxHo 6btcTpee nocrle u3BreLleH!4F n: xologu.nunrra. lapgacrn'
rroxer HaxoArlTbcfl Bxe xonogtutruxa (npr renrneparype 25"C rnr nrxe) se 6onee 72 qacoB.

cP0Kr0[H0cT]4
3 roAa. He ucnolu:oBarb no ,lcTeqeHuu cpoKa roAHocrll, yKa3aHHoro Ha ynaKoBKe.

vclt0B14f, 0TnvcKA
Ornycxaror no peqenry (ynaxoara no 

'1 
Qnarouyil unprqy).

Ornycxaror prin neue6uo-npoQurtaKTuqecKfix r,t cauurapxo-npoSuflaKTuqecKux yvpexgexufi

{ynaxoaxa no 1 r,llrr,r 10 $raxonoa/unpr,rqea).
loPl4Al,lqECKoE nUq0, HA 14Mf, K0I0P0r0 BblAAH0 PEr[CTPAql40HH0E yAoCTOBEPEH]4E

Mepx tlJapn r loyN 6.8., Hrgepnangut

nP0u3B0Al4TEIb
llpoureegero:
i\,4epx IJJapn u loyrrt Kopn., CtllA
Merck Sharp & Dohme Corp., 770 Sumneytown Pike, West Point, PA 19486, USA

Bunycxarcqnfi xorrporlb t<aqefi Ba:

Mepx tl.Japn u fioyu 6.8., Hugepnargut

Merck Sharp & Dohme B.V, Waarderweg 39, 2031 BN Haarlem, the Netherlands

nPEIEH31414 noTPESI4TE lEli HAnPAEJIfrTb n0 AAPECv

Pemar,,taqnr,r Ha KaqecrBo BaKLluHbr, a raxxe nHQopuaqrrc o6o acex cnyvanx noautuelnoi
peaKToreHHocTil t,rnil pa3BurilF nocTBaKLlilHartbHbtx ocnoxHeltlfr moxlo lanpaerrb no aApecy:

000 <MC! 0apltacboTilKa,lc)
yr. flaaroacxan,9.7, crp. 1, r. Mocxaa, Poccfifl 1 1 5093

rer.: (495) 916-71-00,0axc (495) 916-70-94
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