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'IME HA JIEKAPCTBEHI4fl nPO[vKT

Tera4n$ r{Hr(eKuuoHHa cycnen3nfl
A;tcop6nllalra BaKcLlr{i l  cpe[ty Alldrreplrr H'rerauyc c uaN{aJre }r() i l lr l l4r'etrHo crri lr-p;KonnC

'l'etadif 
suspension for injection

Diplrtlreria ancl Tetanus vaccine (atlsorbed. reduced antigcn(s) cq-49q1,)

u'! 3 flbJ] H t{TEn l|A ArEHUtifl ri0 It FKAP0TSATA
l .  Cr ,cras

E,rlHa ilo'a (0r5 ml) cbltr,pxa:

llpe,lrc.rctt [ 'claHrr,lerr 
' l 'olrc<lr,rt -- ne no-MilJrxo or 40 lU

Puri f  icd 
- l -ctanus - l 'oxoid

l lpeulrclclr /[u(rrcpuen 
-['oxcourx - He no-Manxo o'r 4 lL]

Puri llcd Diphtheria l'oxoid
A:rv,vn lt lres x r{,qpoKcHA
I'ltorrepca,r
l ' la lpncn xJlopr4,t
Boi la ' . la l rHl<eKunl l

{Dapnraro.tlot-u rr H rr rlan r fi
l lpevlrclettltrc 'r'et.tlulrrrel{ u /rHd)'feptteH ToKcolul4 ca IroJlyqeHy r{pe3 Ae1oKc}rKnpase c

dlopntanTrcxnll n lc)nJlnlra na ,[lrr[repnelr r.r rc'raHl.rqen roKclllr,r. [oiryrreuH ol K)'ltTypH rra
('or'.t,rtcbuclt't'ittrtt tliphtlu'iaa n Clostridium tclani. ToKcon,'1ure ca a.'tcop6npanu Bbpxy
a-rryN,nlnrcB xnilpoKcl4jl. Karo K()nccrl)Baur e H3floJr:]Ban ruoNrepca-fr.
[]ancnlta lit 

', '. 
ru,'1l.ttb oo{ryprBa 3au}r'ra cpeu}' la6o:nsaue oT"rc'ralryc u t(urbrepns Ha ileua Ha,I

7 l-rt.tltnlt lr Br,'3pilcruu. [,lrutytu.t' le'n r ce 3acurBa cre,ril peuN,tvrtl.r3aunl ,t ce cqnra, qe

l I l ) t t .r11,.r11i irOil  t t l  -(  t l f r  l0 t t tAt.t t l t t .

2. [Jorcataunn

l'c ra,rl.rrlr c npe.rtria:lraqeHa 3a:

2.1. Peurlynr,r : ]auuf l  cperr{y reranyc r .r ;1n$r 'epur [p]r .ncua narl  7 ro4r.ulr  u
I t1, ' tPac' i l |  t . t .

2.2. llbPrlrrrHa !rMvur.r3artr.re cpeuy reraHyc rr llnOlepHr. 3anoqHa'ra creA 7
l1),rl14 | ll iltl B b'lp€tC'l-.

2.3. BarcuHaunr cJle/l HapaHrBaHc vtJrr vlrapflHe c ()ilacHocl o'r'l 'e'r-aHyc. aKo e
neo6xo;1r.r tr a pelJ Nrv u n3auH fl cperuy llHQrepnr.

3. HuQo;ruauus., neo6xoAnMa nperur yflorpc6ala Ha remflpcrBen]rfl npoltynr'
a) [fpo'nrnollora:taHufl

(i ap'nx v ncl lr.{l'e,[ n()c:T KT,tlr H t Ko ]t ot' cl,craB KHTe u a Bat(c H llara.
Attalltteclrl lHtr .rlanltu '3it trp()tBH Ha cBt'xrtyBct BHt-g-qHoc f

He noBeqe ol 1.25 mg Al
0.04-5 mgl
4,25 mg
lo o6eu 0.5 ml

Kuu Pee. N,.,./:..L-.
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l rpltJ r())ticH r,re r ta BaKcH tra'I a.
l lprt  t tzutt t , rue Ha [por ' r iBonoKa3aHr4r reKyBaulurr neKap npeuelrrBa c' l ,orHoueHnern
pucn/rro.ir:a ot' npn.lo)Kcuuet'o ua "l'elagn$.

6) I l ; lc,rnasuu Meprn l lpn ynolpeGa
.Attll\ '"'tit.ra (tft.rtaxoltr,r') c garcnrra ce pa3KJtaqa ,to6pe Ao noJrvqaBane Ha xoMorenua
cYctrcH:t1Dt.
l,lrrNrex'lnpaHer'o ce lr3Bt,ptrrBa cbc cvxa HUra.
Kax'ro npr4 Bct{trKn t{n}KeK[(]ronuH BaKc]rHn, BaKcr{nr.rpaHur-l 'rpr6ar Ail oclaHo u()/l
.ucKapcKo rra6;rro.,lcuue 30 uunyru citc/I Hruyntl3au}tflla.
/la lre c:c r.r3rro.il ina anln,r,'.ira(drlaxon) Lr HapvueHa uflJloLrr nJrH H:]t'put' na4llnc!

{a uc ce npi l lar.a trnlpaBeHorno!
n) JlexapclBeun n /tpyrH ntallnroAeficrBtrfl

14uvul.t:latutrla (pcctteKlHBrro peHMvH143aunsla) c Te'raludr r\4oxe /,la ce u3nr,pnlrln
c,ltHoBpeNreHllo c /tpYfrr BitKcl{t{t4. KitTo uctKa H}{xcKtlHoF|lra BaKcHrra ce ilp].t_ltafa ]ta
pt l  ] jn l iu()  Mtcro r{  c l r i r3.r}rrura cnp}rHr(oBKa l , r  ut ' - ' la. ' l 'etal l r r f  e c 'r , r ]Mecr! l \ f  c BaKcuuH
cpcut)"t--vfiepxr.'.rto'la. ll()JrHoln,rcJrr..r'r. xcua'rnl Ii. nlop6ulu.r, py6eorra. nJltlruRo6lclra
BaKC[t]1i1. nptlnrROIpr.lnua Bar(c]r-rit, r]aKclrna cpcrq] )ril,.n'ra fpec-Ka n BaKcr.uta o'r K
inl luenzirc type b u l to6anra or gt.r laNl14n A.
llarctttta'lzt 6r.r uor-Jr;r Jta ce npr4Jtlra KaKTO eAlronpeMeHlto. T'aKa H B pa:rrnrrHo BpeMe c
nlt l t tor ' . r roiJ-\ ' . iu{n14. NfrcTolr  na nrr iKeKTr{paHe Ha }rMyuorlo6y"i tnHHre e pa3Jl! t ( tno or '
r-oBa lra n l)rJr())Ker Ir.rr'l 'e la21r,tdr.
I lpu .rrr.rna. no,rt.ft())Kcult rta uMyHocvnpecnBHa lepaflur e B'b3Mo)KHo Aa ce
lrolr\'(r t.r lto-c:ta6 nNt! Hcn olfoBop.
I-lnpra jlaHnl{ :n B3auMo,rt: r:ic-reue c ltpyril reKapc'r'BeHu rrpoAylfl 'r.t.
Vuc, ' rorurcre lJarrrHq JreKap: ' i l  BcuqKt.{ ,4p} ' r 'u JreKapclBenH npo/ ly l f l l l .  K(fr1To npneMalo r l
r\ t()NteII l ' i l .

r ) CrrerruaJrlru upe'Ay[pexcAeHufl o'ruocHo yuorpeba'ra H:t RaKcHHala
14uyttrt:titt1lttt a ce lt'SBlptttBo cneA Ha3HarlaBatte o'r JIeKap.
Jlrrrta uH(terrupauu c HIV ce r,rN{yHu:}r4par c Te'ral}r$, cbr.racHo yl'BbpAeHa'ra cxeMa 'la

l t  Mvr I  t i la l l r4 f l .

3a;utua c ur\rynlril ueAoc'la'rbrulocr ]riln [oAno)KeHu Ha -[eqeHHe. rro/'lrr.rcKal[o Hr\,r)'HHa'ra
c] |c reNra cc ul)cl t ()prDrtr la otJtat aue Ha HNt) nHlal l l f lTa/pcnr\ tvunauHrra. (axt l  e l l l i tuona)
llo tlpI4K"rrK)trBarrero vy. r'r,i i xaro e$errbr oT' HMylwr'rauHflTa MolKc Aa 6bre no-cjra6. B
c-rlv.tai;i lta HttpvtueHHe Ha Kpl,BoctctrpBaHeTo BaKclrFriil ' i l Mo)Kr) Ia ce lplnara _!A
I].l[{! r![gtrl! Q-l]J..itoq$o _l1u5a.cirlQ.
llaxna uuSollnrartur o'ruocn() unrorr o'r cr,c't'aBru'rc rra l-el':r4ur[.
'fotu 

.uerapclBell npoAvr{'r-cbltbp-dl'*a T[oMepcaJr KaTo KoHcepBaHT l| e Br,SMo)|{Ho /Ia
fiprrrllnnr a.rrel)nrqua peaKunr rrpu Bac/Baurero /lere. Kaxce'r'e Ha Rarrrnfl .leKtpr
aro lll leiBalnelo /Ie"t'e nMale yclauoBena aJteprus.
Klarcle Ha Bautur Jrexnl), axo Bue/Banrelo Ael'e cre HilraJrfi tApaBocJroBnn
upo6.rrenrN c,,Ic.rl ItpltJrat'altc lta BaKcItua'fa .

Fpemeulrocr u Kr,pueHe
lle ca upotlexJraHr.r !r3nH'rBaHHr 3a pe[po.IlyKTr4BHara roKcHr{Hocl rra BaKcHHara, nopaAll
Koer()  r le cc npen()prrr{Ba HMvnu3at(Hl rro BpeMe Ha 6peveHnocr.
l-lsrrra .qartt{H 3a upt{,rraralte rJa BaKcHltara no BpeMe Ha KbpMene.
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It) lf"rlurHne B'bpx) cllocodnocrla !a urodnpaHe u pa6o'ra c Mautuur
l' lnva ilariltH. rte BaKcurta'r'i l nJu,rne Bbpx) aKTuBHoro BuhMitlrte" cnoco(jnocr'ta 3a
uro{lrparre lr pa6ola c Ntilunlm.

.1. l! ' 'xa'ranus :ta npaBn.nna yno'rpe6a
a) /lornporlra n fiartuH Ha [prf,loxeHue

l',. 'rnttnpal'tti l la.'lolil na 
-l'e'ra,rurrlr 

c 0.5 ml. Ilpean ynorpe6a aN,ulvJliul'a (rflaroutr') c
BaKcrlril 'r-el ce pa']KJrarrta,,to6pc /lo noJryqaBaHe Ha xoMoreHua cycnel{3}tl. 3a aclro lnrle
cc H'iilo.il,itl i l t,tH;lltBil,Iyalil la c'repHJrHa c[pt4Htlor]Ka tt Ht..'|a. 14uNexrnpane ro cc
l l  i l l l ,p l l t l l i l  c . l tp\ ' l 'a c ' reptul l ra u c!xa ulua MVC]KyJl l lO B t 'opl tala qacT' l ta IenTorUlH}tq
\f\crivir nil pr,Ka-ra. []r,:71y,xr,'r or cnpltHuoBKara lpubna Aa ce H3roH]t rrpeArr
nocTaBrilcTo lta cYxa Ht'.r|i l.

6) Jlexapc'rBeHa Qopn'ra tl KoJrrrqec'rBo B eilua ouaxoBra: l4uxexquollrra
cvcttetr l l t ' ]a r{ l t rpaMycKynl{o ( lM) npnloxeHHe B aMryJrn no 0.5 ml -  I  1o' la" {rraxour,r
rro 5.0 rnl  -  l0.r11r ' r , r  u drraronu no 10.0 nt l -  20,qo'ru.

l. l]axctHala ce npr4Jrara 4u6orco klUTPAMyCKyJltlO B ren-rrh4nHx MycKyrr
H?l pt)KaTil.

2. Ih,puurula uNrynn3attnff cpeqy re'raHyc H lln{trcpufl. 'ranoqHara c.nel 7
r()AuuJna Bb:tpacr ce n;BbprrnJa rplrKparHo .u.'r.n6oxo HfJ'f PAN4yCKyJIf {0 B
{eit-tol.t]tHlrr NrvcK\u Hlt pbrara: ru,pBrlre Ar}e /lo:tr.t no 0.5 ml nller I{HTepBaJl ot'ue no-
MaJlKo or 30, l l t l t  Nte)K/(. \ 'or l lc i rurfre / lo3r l  H rpera AO3a ol  0.5 ml -  or 6Io l2 Nteceua
cre,4 Itropala. [] c.lvqaii un lrpxxrycKaHe uaAo:]a,'rfl ce npr.tlrala rrpr.t Blr3Moxnoor.

(-"rte, naulttre pcr.l\{vn}r3aunn ce cr,o6parfiBa cbc cxer\raa :ra penM},t{H'tauilu B
I Iart l rorra:rr I t . rr  ui \ tv l t14 rauuoneH KaneuAap

3. Barcl t t t i l r tHr cre/ l  l rapaHRBalre vnn n'srapsHe c onircuoc'r 'or ' ' r 'erarryc. aKr) e
llcotlxo.rll.nra pe14NrvrrH3;lril.tr cpefttv ilttdrreprtl. ce n:lt]t)pruBa c 0.5 ml Ar,160Ko
14 | l'l'l'u\ N,l ]/C l{ y J I | | () n 4elrorr/ll r H,t l\{vcKyn Ha pbr(ala.

5. Hexc.naHil .qenapclBenu peaKuHH
lla ntscltrto lra il lr)KeKTnpaHero Ha BaKcr,ruala 6lrxa M()fJrt,r Aa B'b3ltHKHirr JroKaJrHH

peaKl{tltl l{ltto: 6rr-rttta. taqepBtt}atte. iteKa rtoAylnHa H y[Jtr,THe''e. KoHI'o or:81'qng31 ru
l-2 ;trrrr. J Iotutxot'a Nroxe ,la nMa JleKo noB14nreHlre Ha T'eNrneparvpa'Ta, Koero npeNrlHaBa
' r a  | - 2 , r u r u .

I lprr ceputl3tl.l n,'t!t HeupeMr,tHaBauur peaKunu ce o6tpuele KT,N{ JleKirp.
I lpll uttnna ua pcaKry,ru, nc)-cHJruH or onncaHnre, cto6uee ua JlerKap r,r s 6VJI 6H0

- IIll3tlE, BOOA - rp. Co$uq 1504" 6yr." flnro C-aruon" J\t 26're.r. 02846 8l 55p
$axc: 0294 33 075.

6. Cpor Ha rorHocr rr HartHH Ha cbxpanenrle
a) Clpor na roAuoc't-

T'ptr ro4l,n*I rrpr.r rrocoqeHHTc- ),cJrollnl lta c:bxpaueHt{e.
Liaxcuuala B Nllror-o.[o'ioBr,r'r'e {rLlaroul.r ]vroxe ilit ce n3tr()Jr3Ba B llpo/l'bJr)r(errne na 4
ce,qNtHtl l l  c.rrct t  nr 'prr() ' r -o n:rrer ' . i r rrre (W[{O/V&BOO.09),  l r1l . r  cna3Ba}le Ha c.[eAHu]e
-vc. i tout.t f l :

-  Cpoxr,r '  l ta r 'o,t lHoct- He e H31'eKbJt,
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-  [J ' r . ' ra ' ,  c  cbxpaHrrr ]aHa B xnaAHJTHHK ' 'pu ' leMi lepa'y l t t t , - t  z ,g t1g g 01. .
- l ianaqero rta (l.rrarotra t{e e no.railqHo BT,B Bo/ra.
- l lpn tt3t'ctitqtiero Ha BcHqKn Ao3l4 e cna3Baua rexHlrKala lra acefrrr{Ka.

{a ne ce rr'}noJr3Ba cJle/l Aarara. Ha Korro r,I3'rnqa cpoKTi. Ha r.ollroc'r. rocoqeH Bbpxy
onaKOBKat'a (nreccq lr loAuHa). l lpo4ymtr e roAeH ;a ynorpe6a /lo nocJtelHnx /lerr ua
rrocoqet lhr  Mcccu.

6) ('r,xparrenue

/la ce 'rpi.llrc:lr()p'r'r,tpa }r cbxpanfiBa B xJraAHJrHr4K oT. 2 0C 
lo g ',C n opr{ruHaruirla

KilpT0Iterta 0ll i lKOBKa.

Aa ne ce /Iotf.vcra .laNrl)1,lBaHe na Rarcrrnar.a!
l l ; \VlP'b3tlA"rlA I lAl(( ' lJt lr \  F l  lL.t '()/ IFtA 3,4 yn(ff pE6A I
/{a cc 't,b\ll;lnluit cc n:.1 N,tecr€r" neloc-r,bnHn ra reua !

l lpu'rexaleJt Ha patpemetlrle't'o ta yuo-rJre6a
"Hy. l l  I ; l . lO - l  l l l ' t l  lB" frOol l .  l -504 Cor[Hr.  6yir . ' '  f l r rro Caxuron

flpou tnoaltle.rr, ot.r'oBopen !a ocno6ox;laRaHe Ha rraprfiAara
"ByJl [;l.lO - l-lI 13[ lf;" tro0/]. | -s04 Cocbnn. 6yr." .flnrco Can,ron'. JS 26

,.4antu no noclu)rtu peiuxqun Ha nucmonKama: (teep1,opa, 20t I z,


