JlucToBka: uHdopmanna 3a norpeduTens

[Tapaneramon KadGu 10 mg/ml undysnonen pasTsop
Paracetamol Kabi 10 mg/m! solution for infusion
[lapaueramon {Paracetamol)

IIpoyereTe BHMMATEJHO IAJATA JJUCTOBKA, IPEAH Ja 3a0YHeTe Ja H3N0JIIBATE TOBA JIEKAPCTBO, Thil
KAaTO TH CbAbPKA BaXKHa 3a Bac uHopmMauus,

KakBo ChAbpKA Ta3u JUCTOBKA:

N

1.

3amnazeTe Ta3¥ TUCTOBKA. MOXe Aa C€ HaIOXH Ja 8 NPOYETETE OTHOBO.

AXO0 MMaTe HIKAKBH JIOMbJAHUTENHH BbIIPOCH, ONKTaliTe Bainusa nexkap niau gapMaiesr.

Tosa nekapctBo € npeandcado JU4HO Ha Bac. He ro npeorcrensaiiTe Ha Apyru xopa. To moxe aa
MM HaBpeIH, He3aBUCHMO Y€ MPU3HALMTE HA TAXHOTO 3a0014BaKe ca ChIUUTE KakTO Bamure.

AKO NOJyuHTe HAKAKBH HeXeNaHH peakUuH, yseaomere Balins nekap win ¢apMauesT. Toea
BKJIFOYBA U BCHYKH Bb3MOXKHH HEXeEJIaHH pPEaKIIMi, HEOTTMCAHU B Ta3u NMUCTOBKA. BUXKTE TOuKa 4,

Kakpo npeacrasnsapa Ilapaneramon Kabu u 3a KakBo ce U300
KakBo TpsabBa na 3Haere, npeau Aa usnonseare [Napaueramon
Kax aa u3nonzeare Ilapaueramon Kadu

B1b3MOXHHU HEXENaHH peakinu

Kaxk aa cbxpansare [lapaneramon Kabu Paspeiere Ne

Cobabp)KaHHE Ha OMAKOBKaTa W JOMBJHUTENHA HHGOpMaLUS BGAAME - Z?_O ,2 _5" L 07 -10- 2005
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Kakgo [IpeacTaBJIHBA HHpﬂHET&MﬁJ’I KabH 1 3a KaKBO ce H3MO0JI3BA

Tosa nekapcTBO € aHareTuk (0bnexkyaBa OoNKaTa) U AHTHIIUPETUK (ITOHHKABA TEMIIEpaTypara).

Toit e noxazaH:

2.

3a KpaTKOCPOYHO JieueHHe Ha yMepeHa 60Jika, ocobeHo cnel orepalms, 1
33 KPAaTKOCPOYHO JICUEHUE Ha NMOBHUILEeHAa TeMnepaTtypa (Tpecka).

Kakpo TpsifBa na 3uaete, npeau aa minonspsate Ilapaueramon Kadou

He n3nonzsaiite Ilapaneramon Kabu

ako CT€ ajieprHyHM (CBPBXUYYBCTBHUTENHH) KbM RApaueTaMos HJIH KbM HAKOS OT OCTAHaIMUTE
cheTaBkK Ha Ilapaueramon Kadbu (M30poeHu B ToUYKa 6).

aKO CTe aJIepruyiu (CBpbX4YYBCTBHTENHH) KbM nponaueTaMon (Ipyro obe3bonssaio cpeacTBO H
NPELISCTEEHUK HA MapaueTamon).

aKo CTPafaTe OT TeXKKO YepHoApoOHO 3abo/isiBaHe.

IIpeaynpexcHUs H NpeANa3Hd MepKH
['osopete ¢ Batuumsa nekap, npeaun na uznonzsarte Ilapauetamon Kabu.

[Io BpemMe Ha neueHue ¢ [1apaueramon Kanu yseaoMere HezabaBHo Balus nekap, ako:

AKO UMaTe TEXKH 3a00NABaHUA, BKIIQUUTEIHO TEXKO 0B0peyHO YBpEXAAaHE UITH CENCUC (KOraTo

OakTepuHTE ¥ TOKCHHUTE UM LWHPKYJIHPAT B KPBBT2, KOSTO BOAH A0 YBpPEXKAaHE HA OPraHUTE
cTpafaTe OT HeAOXPAaHBaHe, XPOHHYEH AaNKOXONH3bM HIIK aKO NMpHeMaTte GayKJIoKCall
Cpo0laBa ce 3a CEpHO3HO ChCTOAHHE, HapeyeHo MeTaboNnuTHa alao3a (HapyLieHH
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TENECHUTE TEYHOCTH ), IIPH MALMEHTH B CAYHAUTE, KOraTo napalueraMol ce MpHeMa ¢ MOoCTORHHH A03H 3a
BPOABJKHUTENEH MEPUO] OT BPEME UJIH KOraTo MapaleraMo ce npuema 3a€Ho ¢ Iy KIOKCALUINH.
CrMOTOMHTE Ha MeTaDONHMTHA alK103a MOTaT [a BKNKOYBAT. CEPUO3HHU 3aTPYAHECHUA NPH AHILIAHE C
AbAOOKO YYECTEHO AULLIAHE, CbHIKWBOCT, MaJIcHe U NMORpLLUIAHE.

O6nLpHeTE CNENHAJHO BHHMAaHKE NpH ynorpebaTa Ha [Iapaneramon Kabu

- aKO CTpaJaTe OT YepHoApoOHo uau OLOpeuHo 3a0onaBaHe, UK OT 3J10yNOoTpeda ¢ AIKOX0JI.

- aKO CTpajJaTe OT HACHEACTBEHO HapYIIEHUEe Ha PYHKUYATA Ha YepHUA Apob HapeUueHo
CHHApPOM Ha Mbonenrpaxr I'nunbdepr.

- aKo CTpajaTe OT AeUIHT Ha r1K030-0-dochaT AexHaporeHasa.

- aKo MpueMare APYrH JeKapcTsa, ChAbPKAIIH TapaneTaMollL.

- aKo CTpaJaTe OT OCTPA JIHNCA HA XpaHeHe (HeNOXpaHBaHe) UM NPHEMAaTE NapeHTEPaIHO XpaHEHE.

- aKko crpajgare oT 00e3BOJHsIBAHE.

- ropopeTe ¢ Bauina nekap uin gapMaueBT, aKO IPUEMATE HIH Lie NpHEMaTe PAYKIOKCAUUIMH,
ChIIECTBYBa PUCK OT HApYLIIEHUE HA KPBBTA ¥ TENECHUTE TEYHOCTH (MeTaboNUTHA alKa03a ¢
rongMa aHHOHHA Pa3NKKa), KOETO CE NMPOABABA NPHU MOBUILIEHA M1a3MEHA KHCENTUHHOCT, KOraTo
napaueTamo ce npueMa eJHOBPEMEHHO ¢ (PAYKNOKCAUHINH, 0CODEHO NMPU ONPEAECNCHH IPYIH
NalMeHTH B PHCK, HAMIP. MALMUEHTH ¢ TEXKO ObOpPEYHO yBpex1aHe, CeNcHC UAU HelOXpaHBaHe,
0COOEHO KOraTo ce W3MoJi3BaT MAaKCUMATHU 103H napauetramon, MerabonutHara auuao3a ¢ ronsMa
AHMOHHA pa3fiuKa ¢ CEpHO3HO 3a001BaHE, KOETO U3UCKBA CIELITHO IEYEHUE.

Hudopmupalite Bauins nexap npeiy 3ano4BaHe HA JIEUEHHUETO, aKO HAKOH OT ropecnoMEeHaTHTE CyyaH ca
MPAICKHMH 3a Bac.

Bue Tpabea na npeMHHeTe KbM TNpHeMaHe Ha OONKOYCMOKOSBAallKW TabGJETKH MJIH CHPON BMECTO
[Tapaueramon Kabu, BeiHara cieq KaTto TOBa € Bb3MOXHO.

dpyru asekapcersa u [lapaueramon Kabu

He tpabra na npuemarte Apyru JiekapeTBa, ChAbLPXKALIH NapaneTraMmol, ako npuemare IlapaieraMon
Kabwu, 3a Aa He ce npeBUILIY NpenophYBaHATA JHEBHA A03a (BHKTE Clie/IBALLMA pa3ae)). Y BEAOMETE
Baiuus nekap, ako npuemare Apyrd JeKapcTBa, ChAbpKalllk napaueTaMorn.

A KO u3nonssatre mpobeHeln (NEKapCTBO, H3MOJ3BAHO 3a JIEYeHHE Ha nojarpa), BawusT nexkap tpadsa

na oOMHCIIH Hamangasane Ha HeoOxoaumara 103a napaleTaMos, Thi KaTo nmpobeHelu NoBHillaBa HUBaTa
Ha nMapaleTaMol B KpbBTa Bu.

Caaununiaamun (,upyro 601’[1{0}’6"01{033&]].[0) MOXKC a NOBHUIKM HUBATa Ha NapaucTaMOoll B KPbBTa U [10
TC3HM HaA4YHUH lJd MOBUIUIH PHCKA OT TOKCHYHH EClJEETH.

Pudamnuuut, H30HHA3HA (AHTHOROTHIM), OapOuTYpaTH (YCIIOKOUTENHH), TPHUHKIKYHH
AHTHACNPECARTH H JIEKAPCTBA 324 JIeMeHHe HA eMHJIeNTHYHH NPUNagbUH (AHTHENUISNTULM KaTO
kapbamMazenuH, GeHuTonH, deHobapOuTan, NPUMHAOH) MOTraT Aa HAMANAT aHANNeTUMHUTE U
AHTHIIHPETHYHH €(EKTH HA NapaleTaMoa U MOPaT Ja yBEJINYAT, KAKTO H AIKOX0JXbT, HETOBHTE TOKCHYHH

eeKkTH BbpXY UepHHUA gpod.

E,ﬂHﬂBpEMeH HUAT NpHEM HA NapallcTaMOM H IJIOPRMII)BHHHOJI (ﬁHTHﬁHOTHK) MOXC Aa YODBJIKH IEHCTBHETO
Ha NMOCNCOHHA.

Mo, undopmMupaiite Balnsa nexap uinn dpapMalieBT, ako NpHeMaTe MepoPaJTHH KOHTPALENITHRBH, Thii
KaTO Teé MOraT Jia CKbCAT JAEHCTBUETO HA NMapalETAMONa.
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EnHoBpeMeHEH MpyeM Ha MmapaueTaMoi ¥ 3MA0BYIRH (1€KapCTBO, K3M03BaHO 3a neyeHue Ha HIV) moxe
4 ACBee A0 NOBUILEH PHCK OT HaManasaHe Ha Opod Ha onpeacncHH DE/TH KPbBHH KJIETKU
(HeyTponeHHA). ToBa yBennyasa pucka OT HHPEKLIHH.

Mouns, nadopmupaiite Baiuus nexap unu ¢gpapMaueBT, aKO MPHEMATE NEePOPATHH AHTHKOAIYIAHTH
(BeulecTBa, koUTO 3a0aBST CHCHPBAHETO HAa KPBBTA). Morar aa 6baaT Heo6X0ANMHU MOBEYE KOHTPOTHH
Mperyieay 3a OUeHKa Bb3/IEHCTBUETO HA AHTHKOATYJIAHTA.

YBenomere Batliys nexap Uiy papMaleBT, ako npueMare (payKnokcauHIuH (aHTUOKOTUK) nopaau
CEPHO3EH PUCK OT aHOMAJIMHK B KPbBTA U TEUHOCTHTE (HapeucHU MeTaDoNnuTHA auKMao3a), KOUTO TpsaHea na
OBJAT NOANOKERH HA CNEIHO NeveHre (B, ToYKa 2).

Mons, uHdopmupaiiTe Bauins nexap uny ¢papMailesT, ako MpHEMaTEe UAN HacKopo CTE NpUEMANy APYTrH
NEKApCTBA, BKAOUMTENHO W TaKMBa, OTMyckany 6e3 pelenta.

bpeMeHHOCT M KhpMeHe

A Ko cTe OpeMeHHa M/ KbDMHUTE, CMATATe, Ye MOXe Ja cTe HpeMeHHa WIH I1aHKupaTe OpeMeHHOCT,
MochBeTBaiiTe ce ¢ Bauius nekap npead ynorpebara Ha TOBa NEKapCTBO.

bpemMesHOCT

Axo e HeobxoanMo, Ilapanetamon Kabu Moxe aa ce uanonssa no speme Ha Opemenuoct. Tpsabea aa
M310A3BaTe HAl-HUCKATa Bb3MOXHA 1034, KOATO HaMmassnea 6ofkaTa /MM TEMNEPaTypaTa K 3a Bb3MOMKHO
Hali-kpaTko Bpeme. CebpxkeTe ce ¢ Baluus nexap, axko OonkaTta 4/uiIM TEMIIEpaTypaTa HE ca HaMaJlle/Id MITH
aKko TpsAOBa Aa NpHEMATE NeKapCTBOTO NO-YECTO.

Knpmede
[Tapaueramon Kabu moxe aa ce u3nona3Ba o BpeMe Ha KbpMEHeE.

Mlodupane u padoTa ¢ MALIAHH

[Tapaueramon Kabu He oka3sa BIHSHKE BbPXY CIIOCOOHOCTTA 3a WodHpaHe WK paboTa ¢ MallIMHH.

3. Kak ga manoniegare Ilapaneramon Kabu

To3u mpOAYKT € 3a HHTPABEHO3HO NPUNIOKEHUE,

[Tapanieramoa Kabu uie Bu 6B npunoxex ot Bauwns nekap. To# ce npunara upes pnusane (MHpy3us).

OaakoHbT WM cakbT oT 100 ml e npeaHa3Ha4yeH 3a BL3PAaCTHU, HOHOWIK U Aella ¢ Teryio Hap 33 Kg (okoJo
11-rogniliHa Bb3pacT).

Amnynata ot 10 ml u pnakoHbT HIK caxbT OT 50 ml ca npeaHa3HaueHH 3a AOKOCEHH HOBOPOJACHH,
KbpMayeTa, IpoxXoXJalid W Aclia ¢ TErjao no-Manko ot 33 kg.

BaiwusT nexap Tpabsa cTpukTHO Aa By npocnenssa Ao kpas Ha UHY3HMATa, 3a Aa ce u3berHe HapiM3aHe
Ha Bb3AYX BbB BeHure Bu.

JA03HpOBKA

Jlo3znpoBka Ha 6a3aTa Ha TErNOTQ HA NallHEeHTa (MONg BHXXTE Tabnuuarta 3a JO3MpaHe 1o




Teryo Ha Jlo3a Ha npHeM Oobem 32 Maxkcumanes obem | MakcuManHa
DalHEHTA npuiaoxkeHue | Ha Ilapaueramon AHEBHA A03a™*
Ka6u 10 mg/ml
HR(PY3IHOHEH
pa3TBOp 32
NpHIATraHe Bb3
OCHOBA HA FOPHATA

rpaHHIA HA
TEerJIOTO B rpynara
(ml)***
<10 kg* 7,5 mg/kg 0,75 ml/kg 7,5 ml 30 mg/kg
>10kgno<33 kg | 15 mg/kg 1,5 ml/kg 49,5 ml 60 mg/kg 6e3 na
HagBULIABAT 2 &
>33 kgno<S0kg | 15mgkg 1,5 ml/kg 75 ml 60 mg/kg 6e3 na
HaABULIABaT 3 g
>50kgec lg 100 ml 100 ml ig
AOMbJHUTE/HH
PHCKOBH GaKTOPH
32 XeNnaToTOK-
CHYHOCT
> 50 kg Ge3 1 g 100 ml 100 ml 4o
AOMbJHUTENHH

pHCKOBH daKTOpH
3a XenaToToK-
CHYHOCT

* HegoHoCeHH HOBOPOJAeHH: HAMa HaJTHYHH JAHHHU 32 6€30MaCHOCT U €PUKACHOCT NPKH HEJOHOCEHH

HOBOPOAECHH.

*¥* MakcuMajiHa JHeBHA A03a; MakcumanHara AHEBHa 1034, KAKTO € NpeAcTaBeHa B Tabnunara no-rope,

C¢ OTHACA 34 MALUEHTH, KOMTO HE Ca NPUEMANIH APYTH NPOJAYKTH, ChbAbPrKallUM napaleraMon H Tpadsa aa

Oblic KOPDUTHUPAHA, B3EMalKy B MPEIABHA H THAX.

¥** [TauHeHTUTE ¢ MO-HUCKO TEIJI0 e ce HYXKAAST 0T mMo-MaJIKu ofeMu.

-  MuHMManNHHAT HHTEPBAN MEXAY BCAKO NpHaokeHne TpaOBa Aa Obae He o-mMajko oT 4 yaca
NpH NANHEHTH ¢ HOpMAJIHA OL0OpeuHa QyHKI M,

- MUHHMATHHAT HHTEPBAJ MEXAY BCAKO NPHIIOKEHHE NPH NANHEHTH ¢ TeXXKa O6nLOpeuna
HEeAOCTATHYHOCT TPsiOBa Aa Objae He MO-MAaaKO OT 6 yaca.

-  MHHHMAJTHUAT HHTEPBAJ MEKIY BCAKO NPUIOKEHHE ITPH NALHEHTH HA XeMOIHAJIH3a TpadBa
Ja 0nae He MO-MAJIKO OT 8 yaca.

-  MakcHMaJHAaTa AHeBHA N032 He TPAOBa 13 NpeBHINABA 3 g NPH BL3PACTHH TIALIHEHTH C
XPOHHYHO HJIH KOMIIEHCATOPHO AKTHBHO YepHOApoOHO 3a00aaBane, XenaToueayaapHa
HEAOCTATLYHOCT, XPOHHYEH ANKOXOJIH3IBM, XPOHHYHO HeROXpaHBaHe (HUCKH 3AMACH OT
YepHOAPOOeH IIIyTATHOR), JeXHApATAUHA, CHHAPOM Ha MboJsienrpaxTt I'nndepr, Terno moa
50 ke.

- B pamkute Ha 24 yaca He TpabBa Ja ce AaBaT noseye ot 4 JO3H.
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Kaxk ce npuaara [lapaneramon Kadu

PUCK OT JIEKAPCTBEHH I'PELLIKH

bbnaeTe BHUMaTENHH, 3a Aa K30erHere rpeilkd NpyH J03UPAHETO NOpaaH OOBPKBAHE MEXAY MHIIUIpaM
(mg) ¥ MUAKINTBP (ml), KkoeTo MoXe Aa RoBEAE A0 CIy4aHHO NPEeRo3UpaHe U CMBPT.

[Tapaueramon Kabu paszreop ce npuiara noj ¢opmara Ha UH(Py3ud (upe3 BiMBaHe) BLB Banlata BeHa B
npoabkeHue Ha 15 MUHYTH. FIHTepBan oT noHe 4 vaca, TpsOBa Aa ce OCTaBd MEXAY NMPUIIOKEHUSATA.

AKO UMare BrneyaTieHHeTo, Ye edekTsT oT [lapauetamon Kabu e npekaneHo CUNIEH WK npekaneHo ciaab,
chobileTe Ha Baluus nekap.

Ao Bu e npunoxena noseue o1 HeobxogumaTa ao3a Jlapaneramon Kadon
Axo Bu e npunoxeHna noeeve ot Heobxoaumara ao3a [lapaueramon Kabu, rosopere HezabasHo ¢ Baius

nekap UM papMaLesr.

B cnyyau Ha npeao3upaHe, CHMITOMHTE OOMKHOBEHO ce [TOABABAT Npe3 MBbPBHTE 24 yaca M BKNIOYBAT:
raJeHe, NOBpbllaHe, 3aryba Ha aneTut, 6negHocT M 6onka B kopema. HezabaBHo Tpabea aa ce ThpcH
KOHCYJITALIUA C JIeKap B clTy4ai Ha npefo3upaHe, Nopaau pHCcKa oT HeoOpaTUMO YBpEXIaHe Ha YEPHHUS

npoo.

AKO ¥iMaTe HSKAKBH JOIMLIHUTENHH BLIIPOCH, CBBLP3aHH ¢ ynoTpebaTa Ha TO3W MPOAYKT, MOJIA MOMUTANTE
Bamius nekap uau gapmMalesr.

4, Bb3M0KHM HEXeJJAHH peaKiluH

KakTo BCHYKH NCKApPCTBAa, l'lapaueTaMon Kabu Moxe na NpEAH3BHKA HOXKCIAHH pCaKUIHH, BBIIPEKH, HE HE
BCEKH A Mmojay4yaea.

YectTH (MOrar ia 3acertat 1o 1 Ha 10 aviiuu)
. bonka ¥ ycelane 3a napeHe Ha MACTOTO Ha HHXKEKTUPAHE.

Penaks (Morat na 3acerHat 10 1 Ha 1 000 ayun)

. [Tpomenu B pe3yntaTiTe oT NabopaTopHUTE U3cHeBaHUA (HeOOWYalHHO BUCOKHM HUBA Ha
YyepHOAPOOHUTE €H3UMHK, HAMEPEHH NPK U3C/ICABaHKA Ha KPbBTA). AKO TOBA CE CITYYH,
nHpopMupaiiTe Ballus nekap, Thit KATO MOXE J1a C€ HANIOXKAT PEAOBHH KPbBHH H3CJeABAHHA.

. Hucko KpbBHO HaNSIraHe (XUMOTOHUS )
° UyscTBO 33 AUCKOMPOPT (HEPA3NOIOKEHHUE)

MHuoro peaxkn (Morart aa 3acerdar 1o 1 Ha 10 000 aynin)

Hamanex 6po¥ Ha HIKOH KPBbBHH KNETKH (TPOMOOLIUTH, HAKOU OCNH KPBBHH KJACTKH ), KOETO MOXE
Jla xoBejie 0 KbPBEHE OT HOCA HITM BEHLIHTE YU MOBHUILUEH PHCK OT HHPEKLUMH, AKO TOBA CE€ CIIYYH,
uHpopMHupaiiTe Bawng nexap, Thil KaTO MOTaT J]a C€ HAJIOXKAT pEIOBHH KPBBHH U3CIICIBAHHA.




YCTHMTE, €34Ka UJIM Jpyr¥ YacTH HA TANOTO U HEAOCTUT HA BB3AYX, XPHIIOBE UNH 3aTPYAHEHO
JHILIaHe, BpeMEHHO CTECHABAHE HA AWXATENHHUTE NbTHIIA B benute Apodose (OpoHXOCNa3bLM).
Axo mucante, ye lMapaueramon Kabu npuunHsea anepruuHa peaxuus, He3abaBHO KaxeTe Ha
Bawus nekap.

o CbobieHH ca MHOTO PeliKH CNyyan Ha CEPHO3HH KOXHH PEAKLMH.

. CpobuleHy ca MHOTO peIKH CNy4Yad Ha OTKIOHEHHS OT KPbBHUTE NOKA3ATENH H AlKallHO-
KHCENHHHOTO paBHOoBeCHE (MeTabONMTHA auKr03a ¢ rojiiMa aHHOHHA pa3fIiKa), KOETO HaCThHIIBA
[MpY MOBHILEHA 11a3MEHA KUCENMHHOCT, KOraTO NapaueramMo ¢ U3Mo/3Ba eJHOBPEMEHHO C
(hykIoKCaMIMH, OOMKHOBEHO NIPH HAIMYKETO HA PHCKOBH (AKTOPH (BHXKTE TOYKA 2).

Hzonupanu ¢bobmenns (He € H3BECTHO KaKBa € TAXHATA YeCTOTa)

. YyecTeHO chpuedbueHe (Taxukapaus)

° 3auepBABaHE HA KOXAaTa, TOMJIM BbJIHH, ChpOexK

. CepHO3HO CBCTOSIHHE, TPH KOETO MOXE 1a MMA HATPYIIBAHE HA KUCENHHA B KPbBTa (HApE4EHO
MeTabO0IMTHA alu103a) MpH NMAaLUHEeHTH ¢ TEXKO 3ab0JisiBaHe, KOUTO M3MOM3BAT MapaueTaMmol (BUXKTE
TOYKA 2)

BansiHHe BbpXY J12a00pATOPHH TECTOBE
Jleuenrero ¢ [lapaueramon Kabu Moxxe 1a MPOMEHU PE3YJITATUTE OT HAKOU NabOpaTOpHH TECTOBE 34

MUKOYHA KUCENHHA, KaKTO U U3CJICABaHNUATA 3d KPBBHA 3dXxap.

AKO HAKOA OT HEXENaHHTE JEKAPCTBEHH PeaKUHH CTAHE CEpHO3HA Wi 3abenexuTe Apyrd, HEONUCAHH B
Ta3H JIMCTOBKA HEXKENaHH peaklul, MOl yBeaoMete Baluuna nekap unu gapmMaueer.

Cho0maBane Ha HeXKeJJAHH PeaKLIHH

AKO NOJIy4YHTe HAKAKBH HexXeJIaHH JICKAPCTBEHH Peaklivy, yBeaoMeTe Baliug nekap, papMaueBT UK
MERUIHHCKA cecTpa. 1OBa BKJII0OYBA BCHYKU Bb3MOXXHH HEOMUCAHHM B Ta3H JUCTOBKA HEXEJAHU peaKUHH.
MoskeTe chILIO Ja cChOOIHTE HeXKENAHM PEaKLMH JUPEKTHO Ype3 HALlMOHANHATA CHUCTEMA 3a ChOOLIIaBaHE
(nocouyeHa no-pony). Karo cbobiiaBaTe HEXKENAaHU PEeakL UM, MOXETE Aa AaAeTe CBOA NPHBOC 34
nojiy4aBaHe Ha noscye HHGopMaUHa OTHOCHO H6€30MacHOCTTa Ha TOBA JIEKapCTRO.

HanbanuTenHa arenuus no Jekapcraara
yn. ,,damsaH ['pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaliT: www.bda.bg

5. Kak aa cexpansaBate IHapaueramos Kabu
Jla ce chXpaHsBa Ha MACTO, HEAOCTBLITHO 32 Jela.

He usnon3paiite [Tapaueramon Kabu cnen cpoka Ha roqHOCT, OTOENA3aH BLPXY €THKETA U KAPTOHEHATA
onakoBka cieq ,, [ onex n0:“. CpOKBT Ha FOAHOCT OTroBaps Ha MOC/IeJHUS JEH OT MOCOUEeHNs Mecell.

Ha He ce CbXpaHsBa B XJIAAUIHUK U J]a HE C€ 3aMpa3fBa.
[Ipeau npuaoKeHHUE, NPOAYKTRT TPAOBA J1a C€ POBEPH BU3YyallHO.

He uznon3palite [Tapaneramon Kadu, ako 3abenexure KakBUTO U a € YACTULIH B pasTBoOp
B LIBETA, pa3jIHUCH OT JIEKO XKBJITCHUKAB.




Bawust nexap ¥iaH BONHHUHUAT nepcoHan oOHKHOBEHO ChXpaHsaBaT Ilapanetamon Kabu u te ca
OTTOBOPHH 3a KaY€CTBOTO HA MPORYKTA, KOrato € OU)1 OTBOPEH H aKO HE € K3MON3BaH BeaHara. Brnpeku
TOBA, aKO HE ce M3MOJ3Ba BeJHara, 0OMKHOBEHO He TpsOBa Aa ce chxpaugBa no-gAbiro ot 24 vaca. Cnen
paspexjaHe, pa3TBOPBT He Tpsa0Ba Ja ce CbhXpaHsABa 3a MOBEYE 0T 6 yaca (BKIIHOUUTEIHO BPEMETO 34
HHPY3UR). Te ca OTTOBOPHH CHLIO TAKa 3a NPABUITHOTO W3IXBbPIAHE HA HEH3NOJI3BAHHA Pa3TBOP
[Tapauetamon Kabu.

JlekapcTBaTa He Tpa0Ba Jia ce U3XBBLPNAT B KAHANU3ALKATA HIIH B KOHTEHHEpa 328 JOMALUHN OTHANbLM.
Baiuusar nexap, MEAMLIMHCKA CECTPa MW (apMaLIEBT Li¢ W3XBBPNH IEKApCTBATa, KOUTO BEYE HE Ca
Heobxoaumu. Te3n MepKH 11ie COMOrHAaT 3a ONa3BaHe Ha OKOJIHATA Cpeja.

6. CobabpKaHHe HAa ONIAKOBKATA H AONLJAHHTENHA HHpOpMAUHS

Kakso ceabpxa [IapaneTamon Kaon

- AKTHBHOTO BelllecTBO €: napaunetamon. Eaun ml ceabnpxa 10 mg napaueramonn.
- Eana amnyna ot 10 ml ceappxa 100 mg napauetamont.

- Enun ¢nakon unu cak or 50 ml ceappxa S00 mg napaueramol.

- Enun ¢nakon unu cak ot 100 ml ceawspxka 1 000 mg napaueramorn.

- Jipyrure cbCTaBKH ca: UUCTEUH, MaHHTO (E421), BOJa 32 WHXEKIHH.

Kak uarnexaa [Iapaneramon Kabu H KaKBO ChAbLPKA ONAKOBKATA

Iapaneramon Kadu 10 mg/ml HHGy3HOHEH pasTBOp € OUCTBP M JEKO XXBITCHUKAB HHPY3UOHEH pasTROP.
[Mapauneramon Kabu 10 mg/ml nudy3uoHeH pasTBOp €€ npeaara B CTbKICHH aMnyiu oT 10 ml, cThkieHu
¢naxonu ot 50 ml unu 100 ml, 3aTBOopeHH Cbe 3ammyLlanky U aryMHHHeBH/ acTMacoBH flip-off kanauku

# B cakoBe oT 50 ml u 100 ml, 3aTBOpeHH CbC 3aNYLIANKH M ILTACTMACOBH 3ALUMTHH KaMa4yKH.,

OnakoBKH:

AMny .
10 amnynu

D aaKoHU:
1 ¢pnakoH
10 ¢pnaxoHa
12 ¢nakoHa
20 dnakoHna

Caxoge:
20 caka
50 caka
60 caka

He BCcHYKH BHAOBE ONMAaKOBKH MOraT Aa ObOaT MyCHATH HAa nasapa.
[IpuTexares HA paspelIeHHETO 3a YIIOTPedA H NPOH3IBOAKTEN
IIpuTexaTen HA pa3pelleHHeTo 32 ynorpeda

Fresenius Kabi d.o.0.
Radnicka Cesta 37a, 10 000 Zagreb




X bpBaTHSA

ITpouiBoauTeIH

Fresenius Kabi Deutschland GmbH
Plant Friedberg

Freseniusstrasse 1

D-61169 Friedberg

['epmanua

Fresenius Kabi Austria GmbH
Hafnerstrasse 36

A-8055 Graz
ABCTpHA

Fresenius Kabi France
6, rue du Rempart
F-27400 Louviers

DpaHuug

To3H JIeKAPCTBEH NPOAYKT € pa3peuieH 3a ynotpeba B anpxaBaTe-wienxu Ha EUII non ciaegHute
HMEHA:

ABCTpHA Paracetamol Kabi 10 mg/ml Infusionsldsung

benrns Paracetamol Fresenius Kabi 10 mg/ml oplossing voor infusie
Buarapus [Napaueramon Kabu 10 mg/ml undysuones paszrsop
Kunsp Paracetamol/Kabi

Yeuika penybiuka Paracetamol Kabi

Hauus Paracetamol “Fresenius Kabi”

EcToHns Paracetamol Kabi 10 mg/ml

OuHNaHHA Paracetamol Fresenius Kabi

I'epmaHus Paracetamol Kabi 10 mg/ml Infusionsl8sung

I'spLus Paracetamol/Kabi

VHrapus Paracetamol Kabi 10 mg/ml]

Hpnanaus Paracetamol 10 mg/ml solution for infusion

Hranus Paracetamolo Kabi 10 mg/mi

JlaTBus Paracetamol Kabi 10 mg/ml $kidums infGzijam
JIutea Paracetamol Kabi 10 mg/ml infuzinis tirpalas
JIroxkcemOypr Paracetamol Kabi 10 mg/ml Infusionsi8sung
Hopeerusa Paracetamol “Fresenius Kabi” 10 mg/ml infusjons-veeske, opplesning
[Tonuia Paracetamol Kabi

[Topryranus Paracetamol Kabi

PymBHHA Paracetamol Kabi 10 mg/ml, solutie perfuzabil
Crnopakus Paracetamol Kabi 10 mg/ml

Cnosenna Paracetamol Kabi 10 mg/ml raztopina za infundiranje
Hcnanus Paracetamol Kabi 10 mg/ml solucién para perfusién
Lseius Paracetamol Fresenius Kabi

Hunepnanaus




(O06eaMHEHOTO KpaliCTBO Paracetamol 10 mg/ml solution for infusion

JaTa Ha NOCJeXHO NpepasriexiaHe Ha NHCTOBKaTAa

[TocoueHara no-gony HHopMaluus e npeaHazHaueHa caMo 3a MEAXRHNHCKH CIELHATTUCTH:

bopaBeHe
Camo 3a enHokpaTHa ynorpeda. Heusznon3ranusaT pa3Teop TpsOBa fa ce U3XBBHPIIH.

[peayn npunoxkenue, NpoAyKThT TPAOBa Aa ce MPOBEPU BU3YaNHO 33 HAJIHYHE HA YaCTULM M/HJIM IPOMSHA
Ha L(BETA.

DnaxoHsT WK ¢akbT OT 100 ml e npepHa3zHayeH 3a Bb3PACTHH, FOHOLWHK K Aena ¢ Terno Hax 33 kg.

Amnynata ot 10 ml 1 dnakousT unm caksT oT S0 ml ca npeagHazHadeHH 3a JOHOCEHY HOBOPOJCHH,
KbpPMaYeTa, MPOXoXKAAllM U Aela ¢ Terno no-manko ot 33 kg.

KakTo npH BCHUYKH WH(Y3UOHHH PA3TBOPH BbB (PJIAKOHM UJIM CAKOBE, CIE/BA A Ce [IOMHH, 4E €
HeOOX0AHUMO HenpekbCHATO HabmoaeHHe 0cobeHo B Kpas Ha MHGY3UATa, HE3aBHCHMO OT BT Ha
pbBeXJaHe. TakoBa HaboAeHHe B Kpad Ha HHPy3uaATa e oT 0cobeHOo 3Ha4YeHHE MPH U3MO0N3BAHE Ha
LIEHTpalleH BEHO3€H BT C 1en u3bsareane Ha Bb3AyIUHa eMOoaus.

CHLBMECTHMOCT

[Tapaueramon Kabu 10 mg/ml undysuonen pasrBop Moxe aa ce paspeau B 9 mg/ml (0,9%) pasrsop Ha
HaTpHeB xnopua uny B 50 mg/ml (5%) pa3TBOp Ha rjoko3a A0 eaHa aecera (enus odem Ilapaueramon
Kabn 10 mg/ml undyizuoned pastsop B AcBeT 0bema paspeaute). B To3u ciyyail, paspedeHUsT pa3TBop
TpsiOBa 1a ce H3MOJI3Ba B PAMKHUTE Ha 6 Haca cliel HEroBOTO MPHIOTBAHE ( BKIKOYHTEIHO BPEMETO 34

HHPY3HUA).

Paspenenusrt pastBop TpsabBa sa ce NPOBEPU BU3YaNHO W He TpAOBA Aa ce H3INON3BA NPH HANTHYUETO Ha
onajeclicHUHA, BUAUMH YACTHUM UNU YTaHKa.

HM3xXBbpJIsSIHE
Hensnon3paHUAT NPOAYKT UITH OTNAABYHHATE MATEPUANIH OT HErO TpsAOBa Aa ce U3XBBPJIAT B CbOTBETCTBUE

C MECTHHTEC H3HCKBaHHA.




