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Ha.rolrcoH WZF 0r4 mg/ml rrmnenrlr{oHen irasrndp
Har oKc o HoB xudpoxttopu d

Naloxon WZB 0,4 mg/ml solution for injection
naloxone hydr ochloride

Ilpouerere BHrrMareJIHo IIflJIara JII{croBKa, rIpeAI{ Aa 3a[oqHere Aa rlpr{eMare roBa .nenapcrno, rtfr
Karo rq cbAr,pxa Barr(Ha:a Bac nHeoplraqun.
- 3ana:ere ra3r4 Jrr{croBKa. Moxe Aa ce HaJro)KV Aa fl nporrerere orHoBo.
- Arco HMare HflKaKBII AoIIJIHI4TeJIHI4 Bbnpocz, lonlrrailre BannsJreKap r4Jrr.r Qapmaqeer.- Tosa JleKapcrBo e rlpeAnlrcaHo eAHHcrBeHo r4 JrrrqHo sa Bac. He ro npeorcrrneaiire Ha Apyrr4 xopa.

To uoNe Aa I4M HaBpe ALr, He3aBlrct{Mo qe nprr3Harlr4Te Ha rrxHoro sa6or.ssaHe ca cbrqr{Te Karo
Bauure.

- Arco IloJlyqure HIKaKBI4 He)KenaHr4 JreKapcrBeHr{ peaKrl}rr4, yBeAoMere Baurus JreKap nJru
Qaplraqenr' Tosa sKnloqBa 14 BcuqKu Bb3Mo)KHrr He)r(eJraHr4 peaKur4rr, Heorrr4caHr4 B Ta3urrrrcroBKa.
Buxre roqra 4.

Karcno cbAr,pxa ra3u JrrrcroBKa
1. Karceo [peAcraBlqBa Halorccon WZF n 3a KaKBo ce r43rron3Ba
2. Kaxno rpx6sa.4a 3Haere, npeAr4 Aa [pr4eMere Hanorccon WZF
3. Kar 4a [pr4eMare Hanorccon WZF
4. Br,sN{oNHraHe)rceJlaHltDeaKurru
5. Karc 4a cbxpaHrBare HanorccoH WZF
6. Cr4r,pNauue HaorraKoBKuravAont,JrHzreruraraH$opuaqzr

l. Karceo [peAcraB'qsa HaJonconwzF H 3a KaKBo ce u3rroJr3Ba
HalorccoH wzF e MoqeH aHTafoHr4cr Ha o[uor4AHrrre HapKorrrr{Hr4 opeAcrBa.
llpo4yrmr ce ynorpe6rBa npr4:
o OnuouAHar4HToKcuKaur4q.
r I4sseNAaHe or o6l1a auecre3l4.s I4HAyrIHpaHa a onvoLtl.Lr (cne4 o6u1a aHecre3r4r c HapKorurrHr4

aHanferr4rlu).

zsnex4aue or.4ellpecl4t Ha.ql4xarenHr4r qeHTbp rrpr4 HoBopoAeHr4, BcJreAcrBr4e Ha npllJroxeHnero Ha
HapKorrrqHr4 aHanrerrlrlr4 npr.r lraftrcara rro BpeMe Ha pDKAaHero.

[rz$epeHquzurHa Ar4afHo3a Ha orr14or4rHa ]rHToKc]rKarr]rfl .

2. Kaxno rpn6ea Aa 3Haere, rrpeAr{ Aa rrpueMere Hanoncon WZF

He ynorpe6ssafire HalorccoH WZF, axo:

' CTe aIepfI4tIHI4 KT,M H€UIOKCOHOB XltApoXJlOpI4A LIIV K'L,M HtKOt oT OCTaHZUII4T9 CbcTaBKI4 Ha ToBa
JreKapcrBo (r.rs6poeun n rouna 6).

Ilpe4ynpexAeHrq r.r [peArra3Hrr MepKrr
fonopere c Baurur JreKap, [peAr4 Aa nplreMere Halorccou WZF npu:
- [aIIHeHTH C OI]UOI4AHa 3aBI4CI,IMOCT HJII4 [aIII4eHTI4, noryqllJru BI4COKII AO3]r OIUOI4 Ar1, VrrV TaKI4Ba C

QI43r4qeCKa 3aBHCT4MOCT OT Orrr4Or4AZ, KaKTO rr HOBOpOAeHU lHaM'aitrcu c aHaMHe3a
3aBr,rcrrMocr. B resn cnyqar4 BHe3arrHoro, KoHKypeHTHo rr3BexAaHe or H

nailpul{I]H}j ocTT,p cr4HApoM Ha OTHeMaHeTO;



- JIeqeHI4e Ha IIoTlIcHaTo AI4IxaHe, I'I3IIcKBarIo npHno)KeHne HalyilpeHopQr4H, oTIoBopbT KbM
HalorccoH WZF rr'roNe Aa e Henr'JIeH. llpu no4o6uu cryqavo"-tpiO"ano 4ace ynorpe6ga
r43KyCTBeHa BeHTlrnauus:

- ilaIII4eHTI4 cbc cr,pAeqHl4 ga6orqsaul4r (nanp. HapyrxeHr.r.s Ha cbpAer{Hu flpvrr,M, Br4co6o KpbBHo
ualmane);

- naur4euru c 6r6perrHa HeAocrarbqHocr r{nr4 qepHoApo6Ho sa60[ssaHe.

Heo6xogt.tr'to e 4a 6r'4e ocl4fypeHa Bb3MoxHocr 3a rr3Br,prxBaHe Ha Kr{cJroponHa reparfirfl 14
peaHuMaIIHoHuIl 4eficrrrzq, KaKTo pr I'ace ocl4fypl4 Aocrbn Ao anaparypa, [o3BoJrrBarrla
KapA14orrynMoHaJrHa pecycrlr4rarl14{.
Tr,ft naro npoAbnxl4TeJlHocrra Ha geiicrnue ua Halorco :nWZF e ilo-Kbca or ra3r4 Ha orlnouAr.Te.
cbrrlecrByBa pr4cK or }r3rraAaHe B pecnuparopHa AenpecHr.
Bseganeu o6par n onl.ol4AHara aKTHBHocr cneA xr4pypfr4r{Hr4 r4HTepBeHur4r{ Moxe Aa npuqr,Ha faAeHe,
noBpT'qaHe, n3[or.sBaHe' TpeMop, [poMeHI,I B nyJlca (ycr<opeH ulu ga6aseu), noruureuo KpbBHo
Han.sfaHe n ilpyru cI4MrITOMtr.

Apyru rreKapcrBa n Halorccon WZF'
fonopere c Ba''ruq JIeKap, aKo rlpl4eMare, HacKopo cre npr{eMilJr u r4lrkr cMflTure Aa npv eMere Apyrt4
neKapcrBa.

flqKou JleKapcrBa Morar Aa B3al{MoAeficrsar c Halorccos WZF, rcoero 3Har{r4TeJrHo Aa rrpoMeHr4 TrxHoro
.4efi crer4 e. B q acruocr u u Soprvrrapa itr e B anns, JreKap, aKo rrpr4eMare :

- cLlrHU O6eS60nxrarqrl JreKapcrBa rcaro 6ynpeuopSzu r4 neHra3ouuH;
- cbHoTBOpHr.r;

- JreKapcrBa, KOHTO Morar railoBjtrrLflflT Cbprlero I4nr,I KpT,Boo6paqeuuero (Hanp.
aHTI4xI4rIepreH3IzBHI4 JleKapcrBa, KOKaI,IH, uerav$eraltl4H, rII4KJrr4qHH aHTI4AenpecaHTI,I, 6lorcepu ua
K€uIur4eBI4Te KaHuurH, 6era-6lorcepu, AI4toKcrrH u rloHaluH).

Bpelreunocr, Kr,pMeHe n eeprulurer
Arco cre 6peveuua I4nI4 KbpMI4Te, noAo3l4pare, qe cre 6pevenHa ulz JraHrrpare 4a sa6peueHeere,
KoHcyJrrHpafrre ce c Baruz.fl JreKap, npeAr4 Aa npr4eMere roBa ireKapcrBo.

floreuqzalur4qr pucK 3a xopa He e n3BecreH.
HalorcoH WZF He tpxlsara ce [pI4JIara npr4 6penreuuu )KeHH, ocBeH aKo He e or aoco:rgua
ueo6xollzrr,rocr.

Haloncou wZF voNe Aa ce npt4Jlafa [pe3 Bropn.s era[ Ha paxAaHero 3a rrpeAorBp arsBaHeHa Ae,,pecuq
Ha AI4XareJIHlIt UeHTbp, BOJIeACTBI4e Ha OrrHOHAr4, rrprrJroxeHr4 npu aKyrxepcKa aHecre3ur.

flpaloNeuzero Ha HanorccoH WZF npu KbpMer{il Neuu rpr6e a ra araBac rroBr4ueHo BHr4MaHr4e.
Krpueuero rpr6ea 4a ce us6.rrn a 24 \aca cJreA ynorpe 6ara uaJreKapcrBoro.

IlloQnpane n pa6ora c Marrrr{Hn
flaqueutu, neKyBaHH c HaJIoKcoHoB xl4ApoxnopLrA sa anupaHe ua 4eftcrBlrero Ha orrno1rALr, rpt6na 4a6r4ar [pery[peAeHl4, r{e noue 24 qaca cJrer [pr4eMa ne rp.r6na Aa yqacrBar B nBr4xeHr4ero Ha 11br.rr, Aa
pa6or.ar c ManI4HI4 I4 Aa [peAnpveMar Apyrr.r 4efiuocrz, ,arrnuurqr Qusrzvecrco u ncuxuqecKo
Ha[pexeHlle, mil rcaro 4eftcrruero Ha oilLroprAure Mo)Ke Aa Hacrbnrj orHoBo.



Ha.torccon WZF crgrpxa uarpufi
Tona lerapcrBo cbAbpxa3,3!mg uarpufi (ocuonua cbcraBKa Ha rorBapcKara./rpanesuara con) nra
scsKI'I I ml pasrnop/aMrlyna' Tona rolnqecrBo e eKBr4BaJreHruo Ha 0, l7i/o or npanopr"rrerHr{.s
MaKcr.rMaJreH AHeBeH npueM Ha uarpufi 3a Bb3pacreH.
Tona lerapcrBo cr,rbpxa 84 mg uarpuit (ocuoaHa cbcraBKa Ha rorBapcrara,/rpanesuara col) sa
MaKcI4MzIJIHara IHeBHa Ao3a or 10 mg HarIoKcoHoB xl,IApoxJropua (25 ml). Toea rcorr.{qecrBo e
eKBI4BaJIeHTH o sa 4,2Y0 oT npenopbLlvTeJIHI4s, MaKcAMaJIeH IHeBeH [pI4eM ua uarpuit3a B.b3pacTeH.
Tona lerapcrBo Moxe Aa ce pa3peAl4 npeAlz [pl4JlaraHero u 0,90/oHarpr,reB xJroprdA. Koraro s
pa3rBopl'IreJlt ce cbAbpxauarpnfr,, ro rofi rpx6naAa ce I4Ma [peABrrA npr{ npecMrraHe Ha o6qoro
cbAbpxaHl{e Ha uarpuft B roroBllfl pa3rBop. 3a no-no4po6ua r.ru$opu a\krfl,3acbAbpxaHr4ero ua narpufi
B pa3TBopllTer's' orHecere ce Ao npolyKroBara IanSopuaql4f,, npeAocraBeHa or npor.r3BoArzreJrr My.
Toaa rpr6na Aa ce HMa npeABI4A npl{ [aIIIreHrI4, Kordro aaHa Aprerac KoHTpoJrr{paHo Korr4rrecrso Harpuft.

3. Kan Aa nprreMere Ha.rrorcon WZF

Halorcos WZF suHaru ce npunara or JreKap vrrr4 Mepu\krHcKa cecrpa.
HaloxcoH wZF n'roxe Aa ce IIHXeKTI{pa BeHo3Ho, r4HrpaMycKyJrHo r,rJrr4 noAKoxHo. MoNe cbrqo Aa ce
npr4JroxH npe3 cl.rcTeMa BBB BeHaTa.

,{osara rr Harrr4Hbr Ha rrpr4JroxeHr4e HaHaroKcoH wZF ce onpeAer.sr or JreKap.

Arco npueuere no-Br{coxa Ao3a Halorccos WZF or npeAnucaHara
Maruto Bepo.srHo e Aa npl4eMere rto-tort.{Mo KoJII4qecrBo, rbft Karo J]eKapcrBoro ce flprzJrara or JreKap aJ]I4
cecrpa. Arco uvare cbMHeHr.rr orHocHo Ao3ara, foBopere c Bauus reKaD.

4. BrsMoxHu Her(eJraHr{ peaxrlrru

Karro BcIIqKII JleKapcrBa Haloxcos wZF rr,roNe ra npr4rlrlHu HexeJraHr4 peaKrJuu,BbnpeKr{ r{e He BceKI{
fI,I rIOJrrIaBa.

Bcnqnu JreKapcrBa Morar Aa 
''p'nquHqr 

areprurrHr{ peaKrln', Ho ceprro3Hr aJreprnqH. peaKrIHH ca
peAKIr' BcqKo HeoqaKBaHo xpHrITeHe' 3arpyAHeHr{e B ArrrxaHero, rroAyBaHe Ha Kre[aqr{Te, J1{rlero
IIJIIT ycrHnre nlu crpdex (oco6eno aKo e 3acerHaro rlsJoro ra.no) rpn6na Aa 6rAar cro6uleun
Hesa6aeuo Ha Jrenapfl.

Ilpyret HexeJraHrr peaKrlurr, Kor4ro Mofar,{a ce nosBrr ca:
Muoro uecru (lroNe Aa 3acerHar rroBeqe or 1 ua 10 norpe6zrenz):

Hepa:nonoNenue (oua4ua.locr).

r{ecru (nroNe Aa 3acerHar [o-ManKo or I sa 10 norpe6lrrelz):
sauafinaHe;
rnaso6orue;
ycKopeHo crpqe6rzene;
rroBr4[reHo r4JIH TIOHI4)KeH O KpbBHO H aJlqf aH e ;
rroBpsulaHe;
6onru cneA orteparlu.s.

Aro cle4 Onepalluq ce npl4noxl4 rBspAe Br4coKa AO3a, MOXe Aa [oqyBcrBare nrs6yAa u 60nru (rrfi r<aro
ce nporr4BoAeftCrsa KaKTO Ha 60n<oycnorosBauJr4s, eQercr Ha nprzernre or Bac rer .Hanrs4eftcrnuero r,rM Bbpxy 4uurauero).

Heqecrn (rraoNe Aa 3acerHar no-MaJrKo or 1 Ha 100 norpe6urelz):



I43IIOTflBAHE;

npoMrHa Br,B QyHKUr4 flTa HA CbprIeTO;
noHI4XeH IIyJTC;

ycKopeHo At4 uaHe (xnnepeeHrulaqur);
Al1aprifl;
cyxora B ycrara;
uva clo6qeHVg' ga Bb3IlaJIeHI,Ie Ha creHr4Te Ha BeHI4Te, cneA IlHTpaBeHo3Ho npl,IJro)rceHI4e;
Iava cto6qeHvfl,3a Bb3tIuuIeHI4e Ha Mrcroro Ha I,IH)KeKTIzpaHe, [apeHe n 3arlepBrBaHe cJreA
14HrpaMycKyJrHo npr.rJro)KeHr4e.

PeArz (lroxe Aa 3acefHar rro-MiurKo or I ua 1000 norpe6urelu):
IIpnrraAsrIr4;
Harrpe)rceHae.

Muoro peAKr4 (rr,roNe Aa 3acefHar rro-MurJrKo or I Ha 10 000 norpe6ureln):
re)KKt4 npo6leuu cbc ctpuero (Qu6pr.rnaqnu r4 cbpAer{eu apecr);
rer{Hocr e 6enure Apo6oBe;
o6esqserqsaHe LI Jre3nr4 Ha Ko)r(ara;
uulepfl4qHl4 peaKIII,II4 (yprl4Kapn.fl, pprlll1'r, Ar4crrHefl, eAeM Ha Knuurce), auaonnarruqeH rrroK.

Cro6ulanane Ha HexeJraHrr peaKrlrru
Aro nolyuure HIKaKBI4 HexeJraHr,r JreKapcrBeHr4 peaKrlr4r4, yBeAoMere BanuqJreKap r,rnr4 $apvraqenr.
Tosa sltltrcqBa BoI,Ir{KI4 Bb3MoxHIl, HeoIII4caHI4 B Ta3I4 JILIcToBKa HexeJIaHI4 peaKIII4I,I. Moxere cbulo Aa
cro6qure HeireJraHr4 peaKrlr4r4 Ar.rpeKTHo rrpe3

I4gnuuurelHa af eHr{r{q rro JreKapcrBara
yl. ,,,{avaH fpyen" Nb 8
1303 Co$ur
Ter.: *35 928903417
ye6cafir: www.bda.bg
Karo cto6rqaBare He)I(eJIaHlI peaKIII4LI, Mo)rcere Aa AaAere cBo.f, npr4Hoc 3a [oryqaBaHe Ha noBer]e
LtH$opuaquq orHocHo 6esonacHocrra Ha roBa neKapcrBo.

5. Kax ga cbxpaHrBare Naloxon WZF

Crxpauraa ce ttptl reMneparypl4 rIoA 25"C. Crxpanssairce aMnyJrr4re B KaproHeHara onaKoBKa, 3a Aa
IIpeIIIa3HTe oT cBeTlrr.rHa.

{a ce crxpaHrBa Ha HelocrbrrHo 3a Aeua M.flcro.

He u:nongnaftre Harorccon WZF cJreA Aarara Ha r43Tr.rqaHe Ha cpoKa Ha roAHocr, [ocor{eH Ha
oIIaKoBKara. Cporcrr Ha roAHocr ce orHacr 3a rrocJreAHr4q .qeH or rrocor{eHr4r Meceq.

He usxrtplrfire ler<apcrBara B KaHaJIlI3arIr4flTavJrv n rcoHrefiuepa 3a AoMarxHrz orrraAbr{H. llonnrafire
Baruuq Qapuaqerr KaK Aa yHHIIIo)KI4Te HeHy)rGHre Bu lenapcraa. Tegra MepKr{ rle cnoMorHar 3a
ona3BaHe Ha oKoJrHaTa cpeAa.

6. Crqrpxaune Ha orrarcoBmara r{ AorrbJrHuTelna uHQopMaqrrr

Karceo cr,Abp)r€ Halorccou WZF



MUTIUJIUTLq OT IZHXeKIIT4OHHI4q pa3TBOp
LIA.

A, XJrOpoBoAOpoAHa KLrCeIrulHa, BOIa 3a

Karc u:ruexAa HaJoKcoH WZF uKaKBo cbAr'p)ffa orramoBnara

Haloxcou WZF e 6esqoerHa, ilpo3par{Ha TeqHocr.
OnaxosKara cbAbpxa l0 aunyrlrz o, t rnt u nupror"ru Kyrln

ff purexareJr Ha pa3perlenrrero :a ynorpe6a ra lporr3 BoArrreJr

Warsaw Pharmaceutical Works polfa S.A.
22124Karolkowa Str.; 0l_207 Warsaw, Uol_u

itfdfiitr^ffiFt"Jrffit, n, Morrno6rpHere ce KbM rrpercraBr4rers Ha rrpy n Eurapzx
6yn. ,,CnweoHoBcKo rtroce,,, No g5, er. 3, oQuc 3,
Cry4eurcru rpan,Co$ut1734' ) -1

www.polpharma.com

ffice.bg@polpharma.com
men. 02/4400843

[ar a na nocJreAH o npepa3rJre)KlaHe Ha JrrrcroBKara:

rocoqeHara no-Aorly uHQoprr'raqrar e ilpeAHa3HaqeHa caMo 3a MeAr4r{r4HcKr4 crrerluurJrr'crr4:

Ha qun Ha rrpuJrolxeHr{e

[.^ ;lm;Xl|Tffi HXXXJ 
o3Ho' t4 HrpaMvcKvIIHo' tI oAKoxH o I4 rla qp". I{HrpaBeHo3 na uusy zux

3a uHrpaneHosua nnSysu" p*'"opu, rpn6na4a ce pa:pe4z c 0, arpr4eB xJropr4A uru SyorJrroKo3eHpa3rBop ro cJIerHI4f, HaqaH: 2 mg(5 ml or pa:rnopa, cbAbpxa1q uu Mr4*porp ava/mlHaroKcoH WZF) e500 ml or pa3rBopldrelr' rlolyvJ"'", 
"n.4 

pa3pexAaHero pa3rBop cbAbp)Ka 4 nzrcporpaua HarorconWZF n 1 ml. flplrrorBere pa3rBopa HerrocpeAcrBeHo npelu ynorpeOa.

:;Ht#:' 
flpenapa*r Harorcou wzF uerpx6na Aa ce rrpunara B c,creMa c rpyrr.r neKapcrBeHr4

{o:uponxa

'{osnponxarav HarruHT'T Ha llpuno)Ke Hue HaHarorcoH wZF sasucqr or cbcrorH vero Halarlr{eHTa,KOJrr4qecTBOTO 14 BLrAA Ha rrpr4no)KeHUTe oilH)]l.nl^.

c Onuoudna uumoxcuwauun
Br,spacrsu

3"rfi:::::ttr':Ii:T::T::11"j::1.: l9:4 ^* to^2^mgce npunara vHrpaBeHo3uo Aro ce Harroxr4
::3::::::13111::3'oxe Aa ce noBrap.n Ha BceKr4 z_t iuny,i;;;;;;J;ffi;
ff:;:'iif:j1#"T:t::.:::::T |lrxaHe Aro cre4 il;;";;;;;; ;; *;J;
:3;r,ij:J""::1y::,,:11Tn_.'o14Bb3craHoB""un.'u'.".;;;;"*;;;;;"*Bepo.{rHo He e oruotrAHo rrpeAo3rlpaHe. Ilpogyrcrbr Moxe cbrrlo Aa ae rrpurrrra v



Xlifl#Xl;rpu 
Nuaoro3acrpalxaBalrlli cl'Iryarrr4r'r' rreKapcrBeHrzrr rrpoAyK r 6u rpxfunalro Aa ce ilpr4nara

.IIeua

oBeHO e

AO3a or
sa Halo aca'

o l:IseurcdaHe om uudy4upanama c onuoudu o6u4a auecmesunBr,spacruu

3fffi"# l:fJffi:#crosrams 
(0,1 - 0,2 mg) r4HrpaBeHo3Ho, r.e. r,5 micrograms - 3 micrograms

B u.flrcou cny.vau Mo)r(e Aa ce Hano)KI4 IrH
Halorccos WZF cnea l-2 uaca,oaooa"o Ha AonT'JIHlIreJIHa 4o3a
Jlerapcrnoro Moxe Aa ce npr,rJro )Ku il qp npoAbnxl4TerHo Aeficrsze.

,IIeua

e Heo6xo4zlr,ro Mo)Ke Ia ce npr4Jrorrr4 AonbJlHtrreJrHa

a Halorcos WZF, tpuloxere JreKapc rBeHrrfl
.rl03It.

osHa rzHQysn.a.

o -rrzeetrcdaHe om denpecun na duxamuenHun 4eHmbp npu Hosopo*ena, ecnedcmaue Ha

ffi\ff:#* 
Ha HapKomuqHu aHutzemu4u npu Mailxama no speMe ua patcdaue.

f.lHHA;: 
x6sa Tace npoBepI4 rlpoxoAl4Mocrra Ha rr4xareJrHar a cr4creManpeA, nprzrro)KeHr4ero Ha

' grams (0,01 .reJrecHa 
Maca,

42-3 vuuyr ruo r.r

oricou WZF s (r.e. orolo

KcuK0qun

ce ycTaHoBI{

ca npnrlkrlJ)Hkr
ce Hs6.f,rsar

Bzcoxure Ao3H IlpeMaxBar B.IIqKI4 eQetcra Ha orr.onAa. BKJrroqI4TeJrHo aHaJlferuqHz.fl, KaKTo r{crI4MyJII4par c,MllaruKycoBara cr4creMa a cbpAerrHo-cT,AoBara crrcTeMa.


