JJACTOBKA: HHO®POPMAIINA 3A ITIOTPEBHUTEJL
[TATTABEPHH CODAPMA 20 mg/ml HHXEeKLHOHEH pa3TBOpP
PAPAVERINE SOPHARMA 20 mg/ml solution for injection

nanasepuHoB Xuapoxaopua (papaverine hydrohloride)

HPD‘IETBTE BHHMAaTEC/IHO MAJIATA JIACTOBKA NPEAH a4 3AII0MHETE & NIPH/JAArare 1obBa

JERAPCTERO,
- 3anasere Ta3u nuctoBka. Moxke aa ce HaJToXKu aa 4 npoucTeTC OTHOBO,

- AKO UMaTe HAKAaKBU JOITBJIHUTETHN BBOPOCH, ronyTalire Bamus gexap win
dapMaLIeBT.

- Toga nekapcTBO € npeAnucaHo JHYHO Ha Bac, He ro npeoTcThnsalTe HA OpYyry xXopa.
To moxke aa UM HaBpeAH, HE3ABUCHUMO OT TOBA, Y€ TEXHUTE CHMIITOMH Ca CBIIHUTE KaTO
Bauwure.

- AKO HAKOSI OT HEXKEJIAHHUTE JICKAPCTBEHN PEaKIIMi CTaHE CEPUO3HA, HITH 3abenexure
APYrd, HEOITMCAHU B TA3HU JIACTOBKA HEXENAHU peakLiMy, MOt yBegomeTe Balus

nexap wWiM papMaLeBT.

B Ta3u gucToBKa;

Kaxk na cexpausBare Ilanasepun Codapma
HomenaurenHa nHGOpMAaLKA

1.  Kakeo npeacrasnasa Ilanasepun Codapma H 3a KakBO ce M3TON3BA

2,  Ilpemu na Bu ce npunoxu [TanaBepun Codapma i

3.  Kak ce npwiara [lanasepun Codapma N3MbAHUTEIHA Ar LHiS 110 J]EKAPCTBATA I
4, BB3MOMCHH HEKENaHH PCAKIINH Mcmoaka - ﬂpurr IME e !
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1. KAKBO l]PEJ_[CTAB.JIﬂBA INATIABEPHH COPAPMA H 3A KAKBO CE
A3II0JI3BA

[Tamasepur CogapMma HamansABa TOHycCa Ha IM1agKaTa MyCKyJlaTypa B CTCHUTE Ha
KPBBOHOCHHTE CBJAOBE, CTOMALIHO-YPEBHHS TPAKT, HUTBYHHTE, MHKOYHHTE ITETHILA
martkara. U3nonsyBsa ce 3a NOBIMsIBAHE Ha KOJIMKH HA CTOMAaxa U YepBara, JITbYHHTS H
NMUKOYHMTE ITHTULIA, ITPH CMa3MH Ha LEHTPANHHU K nepHPEepHH KPBBOHOCHH CHAOBE, HAKOU
CNy4aW Ha HMIIOTEHTHOCT.

2, IIPEAA TA BH CE ITPHJIOXKH ITATTABEPHH COPAPMA

Hanapepan Codapma He TpabBa Aa ce npHiara B CJICAHATE CIy4aH:

- aKoO CTe AIEPru4HH (CBPBXUYYBCTBUTE/IHH) KbM aKTHBHOTO BEIIECTBO WM KbM HAKOA OT

OCTAHAIIUTE CHCTABKH Ha NMPONYKTa; |

- TIPH Jela Ha BB3pacT Noj 2 'OJIUHH U MONOBHHA,

- NPH PUTBMHH H NPOBOAHH CHPACYHH HapYIICHHS,

- 1pH HHQAPKT Ha MHOKAP/a B PAHCH CTa/{HH;

- IpPeceH MO3BUCH MHCYIT,

- IPH TIOBULICHO BBTPEHEPEITHO HANSraHe,

- [PM [IOBHIIEHO BLTPEOUYHO HAAT2HE,

- ApH HapyllieHa YepHOAPOOHA QYHKIHS,

- npu nauueHTty ¢ Gonecrra Ha ITapKUHCOH, JIEKYBaHH C JIEBOAONA — ThH KaTO
MOJKe Ja CE& BIIOLIH;

- npH geua oA 15-roguinHa BE3pacT He e NpHiara HHTPaBeHO3HO.




O0npuere coennanHo BHAManue npn ynorpedara na Ilanasepun Codapma
INanasepun Codapma ce npunara BHUMATETHO NP NAUMEHTH C YSPHOAPOOHH YBpEXXAaHHS.
[TosBaTa Ha XBJATEHULIA, OTKIOHEHHUE B XEMATOJIOTMYHHTE NOKa3aTenu, 3abaBeHa
NEPUCTANTHKA HAJIArAT MPEKPATABAHE HA JICUCHUETO.

I1pH BEHO3HO MPHJIOXKEHHE HA JICKAPCTBEHHA NMPOAYKT € HeoOxoauMo Aa ce u3pbpiBa EKI -

NpoCAcAABaHE HA ChpACYHATA JCHHOCT. |
EdexTUBHOCTTA HA JIEUSHHETO C MPOAYKTA MOXKe Ja ObAe HaMaJIeHa ITPH MyIayH.

IIpaeM Ha ZPYrH JeKapcTBa

Mounsg, uHpopmupatite Bamus nekap WK papMaLeBT ako IpUeMaTe UK HacKopo CTe
fpHeMAaly APYrd NEKapCTRa, BIIIOYHTENHO H TAKUBA, OTIIYCKaHU 6e3 pelenTa.
EaHOBpeMEHHOTO MPUIIOKEHHE Ha NallaBEpUH U JIEKAPCTBA 3a JICYEHHE Ha BUCOKO KPBBHO
HAJIATAHE MOXKE 14 JOBENES A0 PA3KO H 3HAUYWMO NOHIDKEHUE Ha APTCPHATHOTO HANIATAHE.
[lanaBepuH HaMansBa egpekTa Ha Jepoaona (M3MOA3BaH 3a JieUcHHEe Ha Oonectra Ha
[TapkHHCOH), aKo ¢ yrnoTpeOsBaT 3a¢IHO. |
JIeHCTBHETO HA ManaBepvH CE€ HAMaNABA MPH CAHOBPEMEHHOTO MYy HPHIIOKEHUE CBC
cyndoBaMHIu.

EqHOBpEeMEHHOTO NPHIIOKEHUE HA MarnapepuH ¢ MOpGHUH HaMangBa CNa3sMOMATHYHOTO MY
neicrane, a npunoxeHueTo ¢ dapburyparu, aHaMreTHUM-AHTHIMPETHLM, HEBPOJICIITHHH TO
3aCHIBA.

bpeMeHHOCT H KbpMeEHeE

[TocneeTtBaiite ce ¢ Bawmma nexkap wnam papmauesT npeau ynorpedara Ha KOSTO U J1a €
nekapcTBo. HaMa aocTtaThbuHO AaHHM 3a ynoTpebaTa Ha HanasepyH MpH OPEMEHHH KEHH.
[IoTeHUMATHHUAT PHCK NPH XOpa HE € U3BECTEH. Jlexapar ule nNpeLeHH Jaiu Ja U3IoJi3Ba

MpOAYKTa aKo cTe OpemMeHHa.
KbpmeHeTo no BpeMe Ha jiedeHHe ¢ poAyKTa TpabBa Aa ce npeycTaHOBH, 3all0TO €

BB3IMOXKHO HPpCMHUHABAHETO MY B KbpMaTtad.

Illodpupane n pabora ¢ MAITHHA

IManasepun Codapma nosiHsBa B MaJIKa I0 YMEPEHa CTeneH crnocobHocTTa 3a wodupate H
paGora ¢ mamdHH. [Ipy npunoxkeHHEeTo My € Bb3MOKHA NOABA HA CHHIMBOCT, IOHH)KABAHE
HA BHUMaHUETO M 3a0aBeHH peaKLK, TIopaaM KoeTo AeHHOCTH kaTo modupaHe H padboTa ¢
MalllHHH TpAOBa Aa ce u3barear.

Baxna nEdopManug 0THOCHO HAKOH 0T cheTaBkuTe Ha ITanasepun Codapma
B chCTaBa Ha JIEKAPCTBEHHA NPOAYKT C€ ChABPIKAT HATPHEB CYN(HUT U HATPHEB
MeTabUCYR(PHT, KOHTO B PEAKH CIy¥ay MOTaT Aa MPHYHHAT TEXKH pCaKUHH Ha
CBPBXYYBCTBUTEIHOCT U OpOHXOCTIA3 M.

3. KAK JIA CE ITPHJIAT'A TAITABEPHH CO®APMA

Jlo3aTa ¥ NpOABDKUATENHOCTTA Ha fieueHue ¢ [lanaBepud Codapma ce onpenens ot

NIEKyBalIHs JIEKAP.
ITanasepun CodapMa ce Ipuiiara HHTPaBeHOIHO, MHTPAMYCKYJIHO HIH TIOJKOXHO OT JIMLA

¢ MEHIHKHCKO 00pa3oBaHue.

MOJIA onuTaiire Baiya nekap uiaM dapMaLiesT.

Axo Bu e npunoxkena nose%e or Heodxoaumara ao3a Ianasepun Copapm:




[Ipu npeno3upane ce HabIIOAABAT CIEAHHTE CUMITTOMH: MPOMEHJIHBO apTEPHANIHO HAIATAHE,
3ayepBsABaHe, CabocT, rafieHe, AMapus, NMOBPhIllaHe, NOTUCKAHE HA CH3HAHHETO, 3aMasTHOCT,
CBETOBBPTEX, HAPYLICHHS HAa ChbpAeYHHUA PHTEM. JIeyeHHETO € HACOYEHO KbM MOBITHABAHE Ha
OTHAENHUTE CUMIITOMM.

4. - BBb3IMOXHHU HEXEJAHH PEAKITHHA

Kakro BcHukk nexapersa, [lanaBepun CodapMa MoXke 1a npeiniBUKa HeXeNaHu PeaKkiuH,
BBLIIPEKH Y€ HE BCEKH I'M M10JTyJaBa.

[Ipn npunaraHeTo Ha NPOAYKTa B U30JMPAHH CITYYaH € Bb3MOXKHA MOABATA HA: ChpLebueHe,
PA3KO MOHW)KEHHE HAa apTEPHAIHOTO HAIAraHe; CyXoTa B yCTaTa, rajeHe, JMcKoM(QopT, 3amnex
M/ IMApHA, JIHIICA HA affeTUT, YMOPAEMOCT, 3aMaiiBaHe, ChHAMBOCT, IM1aBo00NHe, HapyIICHHUE

HA JMILAHETO, 33YEPBABAHE HA IULIETO, KOXKHU OOPUBH, H3NOTIBAHE,
[TpunoXeHHETO B KABEPHOZHUTE TeNa HA MIEHUCAa MOXKE []a peau3BHKa Hose3HeHa epeKim.

AKO HIKOS OT He)XKeJIaHUTE JCKAPCTBCHH PCaKLIHM CTAHC CCPHO3HA, UTH 3abenexure APYFH,
HCONMHCAHH B Ta3¥ JTUCTOBKA HCXKCIIAHH pCaKUMHA, MOJA YBCJOMCTC Bauus JICKap UK

cdapMarnesT.

5. KAK JA CBXPAHABATE ITAITABEPUH COPAPMA

B OpHIrHHaJTHaTa OrNakKOBKa, 3a Ja Ce Ipeafia3n OT CBCT/ITHHA.

Ha ce cexpansea nox 25°C.
Ha He ce 3aMpa3sBa!

CopxpaHABaHTe HA MACTO, HEIXOCTBITHO 34 AcUA.
He u3nonspaliTe ciien cpoka Ha rOJHOCT, 0TOENA3aH BbPXY KapTOHEHAaTa onakoBka. CpoxeT

Ha roHOCT OTropapia Ha nNocCJICAHHAA A€H OT [MOCOMCHUA MCCCLL.

JlekapcTBaTa He Tps6Ba /@ ce U3XBBPJIAT B KAHANIW3ALMATA WIHM B KOHTEHHEDA 32 AOMAIHH
ornagsly. [TonuTaiiTe Bamms ¢apmalieBT kak Aa YHULIOKHTE HeHY)KHHUTE BH nekapcraa.
Tesn Mepky me CNOMOTHAT 3a ONa3BaHe HA OKOMHATA cpeaa.

6. JOITBJIHUTEJIHA HHOOPMAIINA

Kaxso coabpxa [IanaBepun Codapma

AKTHBHOTO BELIECTBO € nanapeprHoB xuapoxnopua 20 mg 8 1 ml nekeKLHHOHEH pa3Tsop.
JIpyrute ¢hCTaBKH ca: aCKOPOMHOBA KUCENUHA; HATPHEB CYJI(HT, O€3BOACH; HATPUCB
MeTabHCyIhHT; XITOPOBOXOPOAHA KHCETHHA (32 KOPEKIMA HA KUCEIMHHOCTTA), BOJA

34 NHOKCKIIUHA.

Kak n3raexaa Ilanapepun CodapMa H KaKBo ChALPXKA ONAKOBKATA
Buctpa, He3uBeTHa 10 Gnenoxkbiara TedHocT. MHKeKUOHEH pa3TBOP B aMITyH OT He3LBeTHO
cTei10 ¢ BMecTUMOCT 1 mi; mo 10 6pog B 6nucrep ot 18BpAo0 PVC dosmo; 1 win 10

OMCTEpa B KAPTOHEHA KYTHA, 3aCAHO C JINCTOBKA.

IpuTexares HA paspelIeRHETO 32 YNOTpeda H MPOH3BOAHTE

CODAPMA ANl
yi1. MnueHcko woce 16, 1220 Codusa, benrapus




JdaTta Ha nocyaeano oaobpenne Ha aucroskara: woau 2008 r.

IHocodenara mo-go/ry HHGOpPMAIIHS € NPEeIHAZHAYEHA CAMO 32 MEAHIHHCKUTE
CIICHHAJIHCTH:

Jo3MpoBKa ¥ HAYHH HA MPHI0KEHHE:

Brapacrau: nosute Bapupat ot 20 xo 40 mg (1-2 ammynu) U morat ga 6B1aT NMOBTapsIHH
npe3 3 yaca. MakcHManHaTa €AHOKpAaTHAa 4034 MPH NMOAKO)KHO, HHTPAMYCKYJIHO H BEHO3HO
npunoxenue € 100 mg, a MakcumanHara AHeBHa noza € 300 mg.

Hdena nax 30-meceuna pb3pact: 1,5 mg/kg terno 4 mbTH AHEBHO MHTPAMYCKYJIHO.

[Ipu pena Haa 15 ropguam MOXe 1a Ce NMpUsiara NHTPABEHO3HO.




