JIncroBka: undopManus 3a noTpedHTesd
[Mapaueramon b. bpayn 10 mg/ml audy3HoHen pa3TBop
napaneTamoll
Paracetamol B. Braun 10 mg/ml solution for infusion
paracetamol
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IIpoueTeTe BHUMATEIHO UM/JIaTA JINCTOBKA, MPEAH 1A 3aM0YHETE Aa H3NOA3BATE TOBA

JEKAPCTBO, Thil KATO TA ChbAbpKa BakHa 3a Bac ungopmanmus.

e 3amnasere TasH JHCTOBKA. MoXe a ce HAIOXKHU Ja S MPOYETETE OTHOBO,

® AKO HMaTe HAKAKBH JIOMBIHUTCIHH BHIPOCH, nonuTaiite Baug nekap unu gapMaiiesT.

e Toga nexapcTBO € npeAnucano nu4Ho Ha Bac. He ro npeorcTelBaiite Ha apyry xopa. 1o
MOXE [1a KM HaBpeIy, HE3ABUCHMO Y€ MIPH3HAIMTE Ha TIXHOTO 3aboygBaHe ca ChIMUTE
KaTo Bamure.

e Axo Noay4ydTe HAKAKBH HEXENaHH JICKAPCTBEHH peaklvy, yBeroMeTe Balus nexap uin
dapmaneBT. ToBa BK1IOYBA H BCHYKH Bh3MOXHH HEXE/IAHH PeaKIUH, HEOMMHCAHH B Ta3y

JTACTOBKA. BHXTe Touka 4.

KakBo chbABPXKA TA3H JHCTOBKA:

Kakso npencrasisisa [lapareramon b. bpayd u 3a Ka
Kakso TpsiOBa na 3HaeTe, npeayd ga usnonssare Ilap
Kax na wanomssare [lapaneramon b. bpaysn
BB3MOXXHHU HEXKENaHH peaKuy

Kak na cexpanssare Ilapaneramon b. bpaysx
CrappxaHie Ha OIIaKOBKaTa ¥ JONBJIHUTENHA HHPOT
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1. Kaxso npeacrasisnBa [Iapaneramon b. bpayH M 3a KaKB0O ce H3NI0/I3BA

ToBa nexapcTBo € aHanreTHK (obnexdaBa O0JIKH) M aHTHIIUPETUK (ITOHKXaBa IOBHIICHA
TeMIIEpaTypa).

HAznonssa ce 3a
e KpaTKOTpalHO JeueHHe Ha yMepeHa DoJiKa, 0COOEHO ClIejl XUPYPTrUYECKH
HHTECPBEHIIHH.

e KpaTKOTpaiHO JICYCHHE Ha (HeOpHUIINTET.

2. Kaxso Tpa6Ba aa 3HaeTe, npean aa uinoassare [lapaueramon b. bpayn

He nsnoussaiite [Iapaneramoa b. bpayn

v ® aKko CTe aleprivyHy KeM napaleraMolI HiIH KbM HJAKOA OT OCTAHAIATC CbCTaBKHM Ha TOB4

aeKkapcTBO (M30pOEHH B TOUYKa ).

® 2aKO CTe aJepruyHM (CBPBXYYBCTBUTEIHM) KbM IIPONALETAMO (JPYT aHANI€THK, KOHTO B
opranusMa Bu ce npespblia B IapaucTaMol)

® aKo CTpajaTe OT TEXKO 3abojiABaHe Ha HYEPHHUS Apod.

[pexynpexaenus H NpeanasHN MEpKH
'oBopere ¢ Bamus nexap, npeny aa npueMete [lapaneramon b. bpays




OO0BpHeTE CnelUaIHo BHUMaHUE NpH ynorpebara Ha [apaueramon B. Bpayn

®  aKo CTpajgaTte OT YepHOAPOOHO Wi TexXKOo OnOpeyHOo 3ab0NgBaHe, HIIH XPOHHYHO
3JIOYNIOTPEOABATE C ATKOXOJI

® aKO pUeMare APYTH JIEKapCTBa, ChAbPXKally napaueramol. B Takse cnyyait Bammusr
JeKap e Kopurupa Baiuara gosa

® B CJIy4a# ¢ mMpobieMHU ¢ XPaHEHETO (CHCTOSHUS ¢ HEJOMMBYHO XpaHEHe, MATTHY TPULIHS)
WM NEXHOpaTalus

®  aKO CTpaxaTe OT FCHETHYHO 0OYCIOBEHO HapyLICHHE Ha €H3HMA IoKo30-6-pocdar-
aexuaporerasa ((paBH3ILM)

Hudopmupaiite Bains nekap npejd JIeYeHHETO, aKO HAKOE OT TOPENOCOYEHHTE Ce OTHACH 32
Bac.

Ilo Bpeme Ha nreuenue ¢ Ilapaneramon b. bpays yBemoMere Heszabasro Bamus nexap, ako
MMaTe TEHXKKH 3a00ABaHMUS, BKIIIOUYHTENIHO TEKKO OB0peYHo yBpexXIaHe MM cencuc (Koraro
OaKTepHUTE H TOKCHHHTE UM LUPKYJIHPAT B KPBBTa, KOETO BOIH JI0 YBPEXKIAHE HA OPraHHTE),
HJIH aKO CTpajaTe OT HEAOXpaHBAHE, XPOHHYEH AIKOXOIH3IBM, HIIH aKo IPHEMATE
$ryknoxcanunus (aHTHOKMOTHK). CHOOIIABA CE 33 CEPHO3HO CHCTOSHHE, HAPCYEHO
MeTabOIMTHA anKa03a (HapyILUEHHE Ha KPBBTA U TENIECHHTE TEYHOCTH ), IIPH NMAlUEHTH B
CIy4aMTe, KOraTo apareTaMoll ¢€ NpHeMa ¢ IIOCTOSHHYU J03H 3a IPOABIDKHTENICH IEPHO OT
BpPEMEC HJTH KOraTo napaLeTaMol ce IIpHeMa 3aeaH0 ¢ paykiokcallwivd, CUMIOTOMUTE Ha
mMeTabOJIMTHa aliM/103a MOTaT Ja BITIOYBAT: CEPHO3HH 3aTPYAHEHHs MPH IULIAHE C IbJIGOKO
Y4E€CTE€HO JMIIaHEe, ChbHINBOCT, FaZICHE H MTOBPBIIAHE.

He ce npenopbuBa NpoALIKHTEIHA HITH YecTa yroTpeba Ha nmapanetamon. Ilpenoprpusa ce
TOB2 JICKapCTBO Ja C€ H3N0JI3Ba CaMO JOKATO OTHOBO CTE B ChCTOSHHE J1a IIPHEMATE
00JIKOYCTIOKOSIBALIM JIEKAPCTBA NPe3 yCTaTa.

Bamwusr nexap me rapantapa Aa He By ce aaBaT no-BHCOKH OT NPENOPBUYBAHKUTE T03H. TOBA
Or MOINo [1a JOBEAE A0 TEKKO YBPEXKIaHe HA 9epHHUS Ipo0.

Apyru nexkapcerea u Ilapaueramoa b. Bpayn

TpsabBa na kaxere Ha Bamus nekap unu dpapmaliesT, ako IpUeMare, HaCKOpO CTe IIPHEMAIIH
HIIH € BB3MOXHO ja pUEMaTe APy JIEKapcTRa.

ToBa e 0cOO€HO BaXKHO, aKO IpHEMaTeE:

® JIEKapCTBO, HAPECUYECHO Npobenuyuo (3a IedeHHe Ha Nojarpa). MoXe 1a ce HaJIOXU
HaMaJIsBaHE Ha A03aTa Ha IapancTaMoll.

® OONMKOYCNOKOSBAILIHM JIEKAPCTBA, ChABPKALIH CATUYUAAMUO: MOKE [1a CE HAIOXKHU
HaMaJIsIBAHE Ha [03aTa Ha napaleraMol.

® JeKapcmed, KOumo akmusupam YepHoopobrume en3umu: HeOOX0IHM € CTPOT KOHTPOJI
Ha J103aTa Ha NapaneTaMo, 3a Ja ce H30erHe yBpexJaHe Ha YepHus apo0.

® BCAKAKBH JIEKAPCMEA, HAMANABAIYU COCUPEAHEMO HA Kpbema (ARTUKOAry TaHTH ):
BB3MOXHO € Jla C€ HAJIOXKH MO-CTPHKTEH KOHTPON Ha e(peKTa Ha TE3H JIEKapCTBa.

® (IYKINOKCAUHIHH (QHTUOHOTHK) [TOPAaAH CEPUO3CH PHCK OT aHOMAJIHH B KPBLBTA H
TEYHOCTUTE (HapeUyeHU MeTabOIMTHA alu103a), KOUTO TpAOBa 1a 6b4aT NOUTOXKEHH Ha
CIIEHTHO JIeUeHHE (BX. TOUKa 2).




Tosa nekapcTBO ChABPKA MapaleTaMoa U ToBa TpsOBa 1a ce OTUMTA, aKO CE IIpUEeMaT U
Opy2u ReKApCmeq, CoObPICAWYU RAPAYemamon uru nponayemamosn, 3a aa ce u3derue
ripeAo3upaHe (BUXKTE TOUKA 3).

BpeMeHHOCT H KbpMeEHe

AKo cTe 6peMeHHA UITH KEPMUTE, CMATATE, YE MOXKE J1a CTe OpeMeHHa WM IIJTAaHUPATE
OpeMEHHOCT, MOCHBETBANUTE ¢¢ ¢ Bauus jekap npeau yinorpedara Ha TOBA JIEKAPCTBO.

® bpeMEHHOCT

Ako ¢ HeoOxonumo, [lapaueramon b. bpayn Moxe a ce nmpuiara nmo BpeMe Ha OpEMEHHOCT.
Tpabra ga u3nmoa3BaTe Hall-HUCKAaTa Bh3MOJKHA /1033, KOATO HaMalisBa Gosikara u/vim cBays
TEMIIepaTyparta U 3a Bb3MOXHO Hall-KpaTko BpeMe. CBbpieTe ce ¢ Bamug nekap, ako
Oonkara W/uau TeMnepaTypara He ca HaMaJICIIH MIIK ako TpAOBa 1a rIpHEMAaTe JIEKapCTBOTO
MO-4ECTO.

e KobpMeHE

[Tapaneramon b. bpayH# Moxke Zia ce H3M0J3Ba 10 BpeMe Ha KbpPMEHE.
IHapaueramoa b. bpayH cbappxka HATpHH
ToBa nexapcTiro chabpxa no-Maiko oT 1(mmol) Harpuit (23 mg) Ha onakoBKa, T.€. MOXe Ja

CE KaXe, 4Ye IIpaKTHYECKU HE CHABPXKA HATPHUH.

3. Kak na manoaszate [lapaneramon b. bpayn
IIpenopbunTeanaTa A03a e:

Bawwusam nexap we onpedenu npasurnama 0o3a u zoremunama na bymunxkama 3a Bac uzysno
8 3asucumocm om Bawemo mezno.

HauuH HA NpATOKEHHAE

Tosa nexapcTro e Bu 6bae npUtoKeHo OT JeKap Upe3 KallkoBa CHCTEMA BbB BEHA
(HHTpaBEHO3HO NpUIoKeHue), Topa me oTHeMe 0komno 15 MUHYTH. I1o BpeMe Ha U 0cobeHO

KBbM Kpas Ha HH(Y3uaTa e 0b/AeTe BHUMATENIHO Habo1aBaHu.

AKO HMAaTe BriedaTiaeHue, 4 ehekTsT Ha HHDYy3noHHNA pa3TBop Ilapaueramon b. bpays ¢
IpexaleHO CHJIEH MITH MpeKaneHo ciad, rosopete ¢ Bammg nekap.

Axo Bu e npuiioxxena nopede otr HeoOxoaumara no3a [lapaneramon b. bpayn

MaJiko BEpOSITHO € Ja HACTHIIM IIPEJO3Hpane, Thil KaTo TOBA IEKapCTBO e Bu Ovae
APUIIOKEHO OT MEIMIIMHCKH CHELIHATHCT.

Bamrudar nekap e rapaHTupa Aa He BU ce JaBaT 0-BHCOKH OT IPENOpbYBAHHTE K03H. TOBa
OH MOrJIO Ja JOBeIe 0 TeXKKO YBpeKIaHe HA YepHHUSA OpoD.




B ciydas Ha npefo3HpaHe CHMIITOMHTE OOHKHOBEHO Ce NMOSBABAT B PAMKHTE Ha IThPBUTE
24 qaca ¥ BKIIIOYBAT: rajcHe, MOBPBIXaHE, aHOPEKCHA (3ary0a Ha aleTHT), MacTHO3HA KOXKa H
DosnKa B KopeMa M PHCK 3a YBpeX/JaHe Ha YepHUs Apod.

AKO cMATATE, Ye ¢ Bb3MOXHO 1a BH e OMia npunoXxeHa 03a Mo-BUCOKa OT HeoOxoaAuMara,
He3abaBHO yBefoMeTe Niekapa cH. B ciydaii Ha npenosupane Tpa6Ba 1a ce ThpcH HesabaBHa
JeKapcKa moMolil, JOPH aKo ce YyBCTBaTe A0Ope, Mopaky PHCKA OT OTNIOXKEHO BEB BPEMETO
TEXKKO YBpEXKAaHE Ha YepHHUs ApoO. [Topany BEpoATHOCTTA OT HEOOPATHMO yBpEXKIaHe Ha
yepHHUs Apob e HeoOxoaHMa He3abaBHA XOCTIMTAIM3AIUA H JICUCHHE C aHTHOT.

AKO UMaTe HIKAaKBH JONBIHUTEIHH BBIPOCH, CBBEP3aHU ¢ yriorpebara Ha TOBA JIEKapCTBO,
nonuTaiite Baimnas nexap uiu dpapMalleBT.

4. BbIMOKHM HeXeJAHH PEaAKIHH

KakTo BCHYKM JIeKapCTBa, TOBA JICKApCTBO MOXE J1a IPeJU3BHKA HEXeNlaHH peaKIHH,
BBLIIPEKH Y€ HE BCCKH I'M IOYy4aBa.

CleqHHTEe HeXeJAHU PeaKIHH MOTaT Aa 0LaaT TexXKH: AKo MpH Bac ce pa3BHe KodTO H
Ja € OT TaX, cnpeTte npHeMa Ha IlapaneraMoa b, bpays u norspcere MeaAHIHHACKA
NOMOIH.

Muoro peaxkH (Morar Aa 3acersar A0 1 Ha Bcexn 10 000 nekyBanu):

® aNepruyHH PEAKIMH C Pa3IUMIHA TEXECT, BApHPALIH OT KOXKHH PEaKIHH, MOAOOHH Ha
OIIapSHM OT KOIIPHBA, 0 aJlepruyeH IHoK

CEPHO3HH KOXHH PCaKLHU

BB3MOXHH ¢a HEHOPMAJIHO HHUCKH HHBA HA HAKOU KPHBHH KIETKH (TPOMOOILIHTH, OeH
KPBBHH KJICTKH.

Jpyrure HexKeJaHH PeaKIHH BKJIOYBAT:

Penxu (Morar aa 3acersar a0 1 Ha Bcexn 1000 nexypaumn):

® IIPOMEHH B pE3Y.JITATUTE HA J]aDOpaTOPHH TECTOBE: HEHOPMATIHO BHCOKM HUBA HA
YepHOAPOOHHTE EH3UMHU NPH KPBBHH H3CJIEIBaHHS

® CNaja Ha KPbBHOTO HaJIATaHe

® [IPHIIOUIABAHE

C HeM3BE€CTHA YeCTOTA (0T HAJTHYHHTE NaHHH He MOXe 1a 0bA¢ HANpaBeHa OLICHKA HA

JeCcTOTATA)

® 3auepBgBaHe Ha KOXKaTa, 3a9epBiABaHE WIH CHPOeK

® HEHOPMAITHO YYECTEH CHPJCUYEH ITYJIC

® CEpHO3HO CBCTOSHHUE, IPH KOSTO MOXKE J1a H¥Ma HATPYTBaHE Ha KHCEIIMHA B KPbBTa
(HapedeHOo MeTaboNMTHA alK03a) PH NMAIHEHTH ¢ TEXKO 3a00/IBaHe, KOUTO H3IMOJNI3BAT

napaneTamoJ1 (BX. TOYKa 2)

MiMa chOOLIEHMS 38 YECTH HEXeJlaHH PEaKI[MH Ha MACTOTO Ha HHXKCKTHpaHe O BpEME Ha
KJIMHHYHY DPOyUYBaHHA (ycelnaHe 3a 00JIKa 1 napeHe).




CpobmaBane Ha HeXeJIaHH PEAKIHA

AKO MOJIy4HuTe HAKAKBH HEXeJIAHH JICKaPCTBEHH PEaKIHH, yBeaoMeTe Balus iekap Hiu
dapmanent. Topa BKIOUBa BCHYKH BE3MOXKHHM HEONHCAHH B Ta3K TMCTOBKA HEXE/IAHU
peakiny. MoxeTe cplio Aa CHOONIMTE HEXEIAHH PEAKIIHK JHPEKTHO 4Ype3
HU3nbIHATENIHA areHUMA 110 JeKapcTBara

ya. ,,JlamsH [ pyes” Ne 8

1303 Codus

Ten: +35 928903417

yebcaiiT: www.bda.bg

KaTo ¢no01aBare HeXXeNaHH peakliui, MOXXeTe 1A JaJCTe CBOS IIPHHOC 34 NOJy4YaBaHe Ha
noseue HHopMallusa OTHOCHO 6€3011aCHOCTTa Ha TOBA JICKapCTBO.

5. Kak na coxpanssate Ilapaneramon b. bpayx
Ila ce cpXpaHaBa Ha MACTO, HEAOCTHITHO 32 Aclla

He usnonssaiiTe TOBa JEKAPCTBO CjIeA CPOKA HA TOOHOCT, OTOENA3aH BhPXY €THKETA CJIC
,,EXP*. CpOKBT Ha rOAHOCT OTTOBapA Ha MOCICAHHA A€H OT NOCOYECHHA MECEIL.

Ila He ce cuxpansBa Hajg 30 °C.
CpxpaHaBaiiTe ollakOBKaTa B KapTOHEHATa ONaKoBKa, 34 Ja ¢e Npeanasy oT CBETJIMHA.

6. CuabpaxaHHe HA ONIAKOBKATA U JONbLJIHHTEIHA HHPOPMaALHA
Kakso ceanpxa Ilapaueramon b. bpayn:

AKTHBHO BEIIIECTBO: lapaneraMoJl

Eaux MUTHIHTED ChaspXka 10 mg nmapaneramont.

Bcesxa amnyna ot 10 ml csaepxa 100 mg napaueramont.
Bcgka 6yriika ot 50 ml ceappka 500 mg nmapaneramon.
Besxa 6ytiika ot 100 ml ceaspixa 1000 mg mapaneTaMon.

JIpYTH ChCTaBKM:
MaHHTOI, HATPHEB HUTPAT AUXHMIIPAT, NeieHa olieTHA KHCeNnHa (3a Kopekuusa Ha pH), Boaa
338 HHXKEKLHH.

Kak maraexiaa Ilapaneramon b. BpayH undy3noner pa3TBop B KaKBO ChbAbpiKa
OMAaKOBKATA

I{BersT Ha [Iapaneramon b. BpayH uH(y3HOHEH pa3TBOP MOXKE Ja Bapupa OT NIPO3pajcH H
Oe31BETEH 10 JIEKO PO30BO-OpaHXKEB.

[Tapaueramon B. BpayH ce mpemara B miactMacoBs OyTHiakd oT 50 ml u ot 100 ml v
niacTMacoBa amMnyJja ot 10 ml.

OmnaxoBku: 20 x 10 ml, 10 < 50 ml, 10 x 100 ml

He BCHYKH BHAOBE OMAKOBKH MOrar Ja ObpjarT [yCHaTy Ha Iasapa.




IIpuTekaTe HA pa3peHIeHHETO 32 YIIOTpeda

B. Braun Melsungen AG,
Carl-Braun-Strafie 1,
34212 Melsungen, ['epmanns

Tenedon: +49/5661/71-0
daxkc: +49/5661/71-4567

IIpon3soauTe]

IIpon3BOAHTET:

B. Braun Medical S. A.

Carretera de Terrassa 121

08191 Rubi (Barcelona), cnanus

[IolneHCcKku aapec:
34209 Melsungen, ['epmanns

ToBa JeKAPCTBO € Pa3penieHo 3a ynorpeda B ALPXKABHTE — WICHKH HA
EBponeiickoT0 HKOHOMHYECKO ITPOCTPAHCTBO H B O0eAHHEHOTO KPAJICTBO

(CeBepna Hpaanaus) noa cJ1eJHHTE HMCHA:
brarapus, Yemka penmybnuka, EctoHns,
Ounnanaus, Cpannus, Uranns,
JIroxcemOypr, Iopryranusa, CnoBaxus,
[IIBenns, XosaHaus

benarus

ABcTpus, [ epManus

JlaTBus

JInTBa

PyMBHHSA

CnoBeHus

HUcnauusa

Upnanaus, O6enquneHo xpajictso (CeBepHa
HUpaaaausg), Manta

Jlanus, [lonma, Hopserus

Paracetamol B. Braun 10 mg/ml

Paracetamol B. Braun 10 mg/ml solution
pour perfusion, oplossing voor infusie,
Infusionsldsung

Paracetamol B. Braun 10 mg/ml
Infusionslésung

Paracetamol B. Braun 10 mg/ml 3kidums
inflizijam
Paracetamol B. Braun 10 mg/ml infuzinis

tirpalas

Paracetamol B. Braun 10 mg/ml solutie
perfuzabila

Paracetamol B. Braun 10 mg/ml raztopina za
infundiranje

Paracetamol B. Braun 10 mg/ml solucién
para perfusion EFG
Paracetamol 10 mg/ml solution for in

Paracetamol B. Braun



JlaTa Ha nmocJ1e/IHO npepasrJexkaane Ha aucropkara (01/2025.

[/la ce mombJIHU CBHIIACHO HAIIMOHAJTHUTE U3UCKBaHHUA |
Apyru u3TouHHIM HA HHPOpMAaLHHA

[loapoOna unpopMalus 3a TOBa JIEKAPCTBO € NpeJocTaBeHa Ha yebcalita Ha {Ume Ha
areHIMsTa Ha JIbp)kaBaTa wieHka (JIMHK)} .

ITocoyenara no-10.J1y HH(I)GPMH[IHH € IpeJHa3Ha4ucHa CaMoO 334 MEIHIITHHCKH
CIICHHAJJIHCTH.

Jlo3upoexa

e llosmernsienoBara OyTuika, cpabpzkama 100 ml e npenasnadyena camo 3a

BB3PACTHH, IOHOIIH U Jiela ¢ Terjo Hax 33 kg.

e llosmmerniienoBara OyTuiika, csabpxkama S0 ml e npeiHazHayena camo 3a jena B
siclieHa Bb3pacT M aeua ¢ rerso Haa 10 kg u 10 33 kg.

e [llosmmerniienoBara ammnyJa, ceabpxkama 10 ml, e npenazHayena 3a JJOHOCEHH
HOBOPOJIEHH KbpMaueTa U Jiena B sciieHa Bb3pacT ¢ teriio 10 10 kg

Obembvm, Koumo uie ce npunaza He mpabea 0a Hadguuiasa onpeoeieHama 003a. Axo e
[IPHIIOKUMO, JKEJIaHUAT 00eM TpsOBa J1a ce pa3pexaa B MOAXOASU] pa3TBOP 3a HHPY3Hs
[Ipeau MPUIIOKEHUE (BUXKTE MO-10J1y "HauuH Ha NpUIIOKEHHUE U paspexaane’) uiu Tpsosa na
CE€ M3I10JI13Ba HHKEKTOMaAT.

PUCK OT I'PEILIKU HA JIEKAPCTBEHATA TEPAIIUA
[lorpuxere ce na u3dernere rpeliky Mpy J03WPAHETO, AbJDKAIIH C€ Ha 00BbPKBAHE MEXK/TY
MUJIMTpaMH (mg) ¥ MUJTWIMTPH (ml), KouTO OMXa MOIJIM Jia JOBEJAAT 10 HHIIUIEHTHO

NpeI03HpaHe U CMbBPT.

He ce npernoppuBa 1poIb/DKUTEIIHA HIIH YecTa yrnorpeda Ha napaneramoll. [lpenopbsyusa ce
TOBA JIEKAPCTBO /la C€ U3M10JI3Ba CaMO JIOKATO OTHOBO CTE B CbCTOSIHHUE JIa TPHEMATE

00JIKOYCMOKOSBAIIIM JIEKApCTBa Npe3 ycrara.

Jlo3upoBkara € Ha 6a3a Terj10To Ha namueHTa (MoJist, BUKTE TabjMIaTa 3a J103MpaHe 1mo-10.1y)




amnyJa ot 10 ml

Ternro Ha
NAlHEHTA

o3a
32 €AHO
IIPHJIOKEHHE

Obem 32 eqno
APHJI0KEHHAE

MaxkcumMaJien
o0eM
Ilapaneramoun
b. bpayn
(10 mg/ml) 3a
e1HO
[IPHJIOKEHHE,
Ha Oa3aTa Ha
rOpHHATE
rpaHHLHA 34
TerJ10 Ha

rpynara
(ml)***

MakxcaMaJjIHa

JHEBHA n03a**

<10 kg*

7,5 mg/kg_

0,75 ml/kg

7.5 ml

30 mg/kg

oyruaka 50 ml

Ters10 Ha

HNanHCHTA.

Ho3a
3a €AHO
MIPUI0KEHHE

Obem 3a eqno
IPHI0KECHHE

MaxkcumaieH
odeM
IHapauneramon
b. bpayn
(10 mg/ml) 3a
eIHO
NPRJIOKEHHE,
Ha 0a3aTa Ha
TOPHHUTE
rpaHHOH 3a
TerJio Ha

rpynara
(ml)***

MaxcrMaJHa

JHEBHA 103a**

> 10 kg no
<33 kg

15 mg/kg

1,5 mi/kg

49,5 ml

60 mg/kg
I1a HE ce
Ha/BHINaBa 2 g




oyrrmiaxa 100 ml

MaxkcumaJjieH
00em
ITapaneramon
b. bpayn
(10 mg/ml) 3a
TerJio Ha Aosa Obem 32 eaHo CAHO MakcaMaaHa
NMALHEHTA: (3a exsio NPUHIOKEHHE PPRTOACHE, AHEBHA J03a**
' NPHIOKEHHE) Ha 0a3aTa Ha
ropHHuTE
rpaHANA 38
TerJio Ha
rpynara
(m])***
60 mg/kg
>33 kg no 15 mg/kg 1,5 ml/kg 75 ml Ja He ce
<50 kg
HajJBHlIasa 3 g
>50kgc
IOMBJIHUTEIH
11 PHCKOBH 1 g 100 ml 100 ml 3g
daKkTopH 3a
XEMaToTOKCHY
HOCT
> 50 kg u 6¢3
IOMBJIHUTEIH
M PUCKOBH
baxTopy 3a 1 g 100 ml 100 ml 4 0
XeMaTOTOKCHY
HOCT

*HenonoceHu HOBOPOICHU:
Hama nauHH 3a 6e30macHOCTTa H ePHKACHOCTTA IPY HETOHOCEHM HOBOPOJEHH

**MakcyuMaiHa THeBHa /1034a;
MaxkcuManHaTa JHEBHA J03a, KaKTO € NpeJAcTaBeHa Ha TabiMiara mo-rope, € 3a nalueHTH,

KOWTO HE IMOJIy4YaBaT JPYTH NpOILYKTH, ChAbPXKAIIHK Napaleramor,  Tpsabsa na Obae
CHLOTBETHO KOPUTHPaHa, KaTo C€ B3eMaT IIpEe] BH TaKHBA IPOTYKTH.

***[TarHeHTUTE C [TO-MAJIKO TEIJIO, LIE UMaT HyX/a OT MO-MaJIKH 00EMH.

MUHHMAaTHHAT HHTEPBAI MEXAY OTIACTHUTE NIPUIIOKEHHUS TpsaOBa na Obae Hail-manko 4 vaca.
MuUHUMaNHUAT HHTEPBAI MEXY OTASITHUTE NPUIIOKEHUS IIPH NAllMEHTH ¢ TEXKa ObOpeuHa

HeJocTaThuHOCT TpaOea aa 6pAe Hall-Manko 6 4Jaca.

He TpabBa ja ce naBat noBeue OT 4 1034 B pAMKHTE Ha 24 vyaca.

Texxa 0L6pedyna HeAOCTATBEYHOCT:

[IpenopsuBa ce pH NpUnaraHe Ha MapaieTaMol Ha MalHEHTH C TEXK0 OB0peyHo yBpexaane

MHTEPBAT OT BpEME MEXIY BCEKH JIBE IIPHIIOKEHHUS HO 6 Jaca.




BE3pacTHH C XenaToueayilapHa HeAOCTaThYHOCT, XPOHHYEH allKOXOMH3bM, XPOHHYHA

MATHYTpUUKA (HMCKHM 3allacH Ha 4epHOApoOeH rIyTaTHoH ), AeXHApaTalHs:
MakcHMaTHaTa JHEBHA 1034 He TpaOBa Ja Haasuimasa 3 g (BHKTE To4Ka ,.lIpexynpexneHns

H IIpEANa3HH MEPKH ™).

Hauun na npunodicerue u paspexcoane

[Tapaueramon b. bpayH Moxe chINo Taka Jia Ce paspex/a B HH(pY3HOHEH pa3TBOpP Ha HaTPUCB
xopust 9 mg/ml (0,9%) uau uny3uoHeH pa3TBop Ha rmokosa 50 mg/mi (5%), unu
KOMOMHAIIKS OT JIBATA pa3TBOpa A0 eHa Aecera (eauH obem Paracetamol B.Braun B geser
obeMa paspeauren).

Camo 3a eqHOKpaTHa ynotpeba. Tosa nexkapcTso TpsaOBa Jia ce H3I10/13Ba BeJHaAra cjica
oTBapsaHe. Heuznon3saHuAT pa3TBop TpAOBA Ia e H3XBBHPII.

[Togo6HO0 Ha BCHUKH HHQY3HOHHH pa3TBOPH, NIPEANaraii B KOHTEHHEPH ¢ BB3YIIHO
IPOCTPAHCTBO B TAX, He TpIOBa Aa ce 3abpaBs, 4ye € HeoOXOAHMO BHUMATEIHO HAa0MOEHHE,
Haif-Bede B Kpas Ha HHPY3HATA, HE3aBHCHMO OT HA9HH Ha [IPUIIOKEHHE. 10Ba NpociieadBaHe
B Kpas Ha HH(QY3HATA ce OTHAcCA 0COOEHO 3a HH(PY3HH 110 LEHTPATEH BEHO3EH ITBT, 32 Ja CE
u3derte Bb3AyIHa eMOOJIHA.

Cpox Ha 2cooHocm creo nvpsomo omeapaxe Ha onaxoekama
Nudysusara Tpacea aa 3an04He HENOCPEICTBEHO Clie/l CBhp3BaHe HA KOHTEHHEpa KbM
CUCTeMaTa.

Cpox Ha 200HOCM CRe0 paspexcoane
XuMudeckara ¥ GU3HYecKa CTAOHIHOCT 32 MPHIIOKCHHE (BIJIIOYMTENHO HHGY3IHOHHO BpEMeE)

ca JoKasadud no 48 vaca npu remneparypa 23 °C.

OT MEHKpOOHMOIOrHYHA TIIEIHA TOYKa MEAUKAMEHTBT TpA0OBa Ja ce H3non3sa He3abaBHO. AKO
He ce M3MOJ3Ba He3abaBHO, BPEMETO M YCIOBHATA Ha ChXpaHEeHUe Mpeau ynotpeda ca
OTTOBOPHOCT Ha NMOTpeOUTENA.

[Ipeas npuioxkeHHe TEKapCTBOTO TPpAOBa la c€ MPOBEPH BH3YaJIHO 33 €BEHTYalHH BUAHMH
4aCTHIM U MPOMEHH B IiBeTa. Jla ce H3I0J3Ba CaMO ako pa3TBOPBT € OHCTHD, Oe3LBETECH HITH

JIEKO po30BO~OpamkeB (BB3npHaTHETO MOXKE [a BAPHPA) H KOHTCHHEPHT U 3aITyIlIAIKaTa My
He ca MOBPEACHH.
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JIncToBka: HHpOpMALIHSA 34 NOTPeOUTE 1A

Ilapaneramoa b. bpayn 10 mg/ml undy3nonen pasrsop
MmapaueTamMo
Paracetamol B. Braun 10 mg/ml solution for infusion
paracetamol

IIpoqeTeTe BHUMATEIHO USJIATa JHCTOBKA, MPEIH Ja 3aN0"HETE Aa H3M0JI3BATE TOBA

JIEKaPCTBO, Thil KaTO TA ¢bABbPAAa BaxHa 3a Bac nndopmanus.

e 3anaseTre TasH JIMCTOBKA. MoXe 1a c€ HATOXH Ja s MPOoYETETE OTHOBO.

® AKO KMaTe HAKaKBH JOIMBJIHHTEIHH BBIIPOCH, TonuTakre Bamua nekap unu ¢apMalesrT.

e ToBa nexapcTBo € npeanucano Au4yHo Ha Bac. He ro npeotcrenraiite Ha apyru xopa. To
MOKe J1a UM HaBpeJH, HE3aBHCHMO Y€ IIPH3HALMTE Ha TAXHOTO 3a00JIIBaHe Ca ChILUTE
Karo Bamure. |

® AKO NOAYYHMTE HAKAKBH HEXCIIAHHU JIEKapCTBEHU peaKkilMi, yBeaoMere Baniug nexap unu
¢apManeBT. TOBa BKIIIOYBA H BCHYKY Bb3MOXKHH HEKENAaHU peaKIiMi, HEOITHCAHH B Ta3H
nucToBKa. Buxre Touka 4.

KakBo cbABPKA TA3H JIHCTOBKA:
Kakeo npeacrasnsapa [lapanieramon b. bpayH u 3a kakBo ce H3oI3Ba

Kak na m3nonssare [lapaueramon b. bpayn

BBb3MOXHU HEXKENTAHN PEeaKiUu

Kax na cexpanssare Ilapaneramon b. bpayn
CobappKaHHE Ha OIAKOBKATA H JONBJIHUTETHA HHPOPM

A ol e

1. Kaxso npeacrasasasa I[lapaneramoa b. bpayH u 3a

Topa nexapcTBO € aHANTeTHK {00acKYaBa DOJIKH) M aHTHIIHPETHK (IOHU)KaBa ITIOBUIIIEHA
TeMIECpaTypa).

H3non3pa ce 3a
¢ KPATKOTpaiHO JICYECHUE HA yMepeHa DolIKa, 0COOEHO cea XUPYPrudecKH
WHTECPBECHIHH.

e KpaTkoTpaiiHO NeueHUue Ha GebpUNIHTET.

2. Kakso TpabBa na 3Haere, npean Aa usnoassare Ilapaneramon b. bpayu
He u3noa3Baiite llapaneramon b. bpayn

® axo CTC aNCpPrudHdy KpM NnapancTaMoll HJIH KbM HIKOS OT OCTAHAJIIATC ChbCTABKH Ha TOBa

nexapcTBo (M30poeHH B TOUKA 6).
® aKo CTe ajJlepruyHH (CBpBhXUYYBCTBUTECJIHH ) KbM [IpOMaLeTaMOoJl (ApYT aHAIITETHK, KOUTO B

oprann3ma Bu ce nipeBpbina B napanetamon)
®  aKO CTpajaTe OT TEXKO 3aboJisBaHe Ha YepHUS ApoD.

IIpeaynpexaeHnd U NpeaANa3HH MEPKH
["oBopete ¢ Bamug nexap, npeau aa npuemMere Ilapaueramoin b. bpayn




OOBpHeETE CieHATHO BHUMaHKUE NpH ynoTpedara Ha [lapaueramon b. bpayH

® aKO CTpajare OT 4epHOApOOHO UIH TexKKO 6BbOpeuHo 3aboisBane, UIIH XPOHUYHO
3MOYNoTpeOABaTe ¢ ANKOXO

®  aKo MpHEMaTe APYIH JIEKapCTBa, ChIbPKAlM napaneramoln. B Takes ciaydait Bamust
JeKap e kopurdpa Baiara no3a

® B cay4ai ¢ npobieMu ¢ XpaHEHETO (CBCTOSHUS C HEJOMMBYHO XpaHEeHE, MAIHY TPHUIINA )
HJIH JeXupaTaius

® aKo CTpajare OT reHETHYHO O0YCIOBEHO Hapylll€HHE Ha eH3UMa [III0K030-6-(pocdar-
nexuaporenasa (paBu3LM)

HUndopmupaiite Bauus nekap npeay J€4YEHHETO, aKO HAKOE OT M'OPENoOCOYCHUTE Ce OTHACA 34
Bac.

[To Bpeme Ha neuenue ¢ [lapaneramon b. bpayH ysenomere HezabaBHo Bainus sekap, ako
UMaTe TeXKH 3a00/sIBaHMsI, BKIIIOYHTEIHO TEXKKO OB0peyHo yBpeKIaHe UIIH CEeTICHC (KOraTo
OaKTepHHTE U TOKCHHHUTE UM LIMPKYJIUPAT B KPBbBTA, KOETO BOJAU 10 YBPEXIaHEe Ha OpraHuTe),
MJIM aKO CTPajaTe OT HEAOXPAHBAHE, XPOHUYEH aJIKOXONH3BM, WJIH aKO IpHEMATE
bayknokcauuauH (aHTHONOTHK). Cpo011aBa ce 3a CEpUO3HO CHCTOAHUE, HAPEUCHO
MeTabOoNHTHA ania03a (HapylICHHE Ha KPbBTa U TEJIECHUTE TEUHOCTH ), IIPU NMAIACHTH B
CIIy4YauTe, KOraTo fapaueramoll ¢ mpueMa ¢ OCTOAHHHU 03U 34 IIPOABIDKUTENEH IEPHOL OT
BpEME HJIH KOTaTO NapaneTaMoli e NpueMa 3aeqHo ¢ gpuyxnokcanunuH, CHMITOMHATE Ha
MeTabOoJIMTHA allM03a MOraT Ja BKIIFOYBAT: CEPHO3HH 3aTpyIHEHHUA [IPH JMUIaHE C IbJI0OOKO
y4eCTeHO JAMIIAaHE, ChbHIHMBOCT, I'aJICHE U NOBPBIIAHE.

He ce npenopbuBa NpoALIXKUTEIHA HIIM YecTa ynoTpeba Ha napaueramon. [Ipenopsyusa ce
TOBA JICKAPCTRO Ja CE€ U3M0JI3BA CaMO JAOKATO OTHOBO CTE B ChCTOAHHE 1a lIpHEeMaTe
OOJIKOYCIIOKOSBAIM NIEKAPCTBRA IIpe3 yCTara.

BainuaT nexkap uie rapaHTupa aa He Bu ¢ce JaBaT [10-BHCOKH OT MPENOpbYBAHUTE A03U. TOBa
Ou MOrIo 1a JOBEIe A0 TEXKKO YBPEXKAaHe HA YepHUs apobd.

Jpyru Jekapcrea M [lapaueramon b. bpayn

Tpa6Ba na xaxere Ha Bamua nexkap Wik gapMaleBT, ako NPHEMATE, HACKOPO CTE NpHEMATH
HITH € Bh3MOXKHO Ja IIPHEMATe IPYIH JEKapCcTBa.

ToBa € 0cOoOeHO BaXXKHO, aKO IpHEMATE:

® JICKapCTBO, HapedeHOo npobenuyuo (3a NCUECHHE Ha TI0Jarpa): MOXe Ja e HATOXH
HaMaJISBaHE HA J03aTa Ha napaneTaMoll.

e 00JKOYCHOKOSBALIM JIEKAPCTBA, ChAbPXKAIIN Caluyulamuo: MOXKE A C& HATOXKH
HaMaJIsIBaHEe Ha J03aTa Ha napaicraMoll.

® 1exapcmea, KOUmo akmusupam wepHoopobrume eH3umu: HEOOXOAHM € CTPOT: KOHTPO!I
Ha [103aTa Ha mapaleraMoJi, 3a Ja ¢e H3berHe yBpexiaHe Ha YepHusg ApoO.

® BCHIKAKBH 2eKapcmed, HaMAnAeauu CoCup8aremo Ha Kxpvema (aHTUKOAryJIaHTH):
BB3IMOJKHO € J1a Ce HAJIOKH HO-CTPHKTEH KOHTPOJ Ha ¢EeKTa Ha Te3U JIeKapCTha.

e ¢dayknoxcauuauH (aHTHOHOTHK) MOPaAH CEPHO3EH PHCK OT aHOMAaIHH B KPbBTa H
TEYHOCTHUTE (HapeueHH MeTaboIuTHA aliao3a), KONTO TpsOBa na 6bAaT NOAIOKEHH Ha
CIIEIITHO JIeucHue (BXK. TOUKA 2).




ToBa neKapcTBO ChALPXKA MapaleTaMoll H TOBA TpAORA /1a e OTUMTA, aK0 CE MPpHEMAT U
Opy2u nexapcmea, CbOBPHCAUU NAPAYEMAMO Wi NPOnAyemamon, 3a 1a ce u3derye
npeao3upane (BHXTE TOYKA 3).

bpeMennOCT H KbpMeEHE

AKo cTe GpeMeHHa WIIH KbPMHTE, CMATATE, Y€ MOXKE Aa cTe OpeMEHHA HITH IIaHHpaTe
6peMEHHOCT, IOCHBETBAlTE ce ¢ Baums Jiekap nmpear ynorpebdara Ha TOBa JIEKapCTBO.

® DbpeMEHHOCT

Axo e reobxoaumo, [Tapartetamon B. BpayH Moxe aa ce npuiara no speMe Ha OpEMEHHOCT.
Tpa6sa na u3nonssaTe Hall-HHUCKATa BB3MOXKHA 1033, KOSTO HamasaBa 6ojIKaTa H/HITH CBaJIA
TeMIIEPATYPATa K 3a BB3MOXKHO Haii-KpaTko Bpeme. CBBpxkeTe ce ¢ Bammus nekap, ako
Honkara u/uaHM TeMIepaTypaTa He ca HaMaJle/I4 HIIK ako TpsOBa Jia NpUeMare JIEKapCTBOTO
T10-4€CTO.

e KbpMEHE
[Tapatieramon b. bpayH Moxe Aa ce H3Mo3Ba 110 BpeMe Ha KbpPMCHE,

ITapaneramon b. BpayHn cbabpxa HATPpHH

ToBa 51ekapcTBO ChABPXa M0-MajKo OT 1(mmol) HaTpui (23 mg) Ha ONAKOBKA, T.€. MOXe JIa
ce Kaxe, Ue MpaKTHYEeCKH HE ChABPXKA HAaTPHiA.

3. Kax pa manoassare Ilapaneramon b. bpayn

IIpenopvuuTeNHATA J034A €:

Bawwam nexap we onpedenu npasuinama 003a u coremunama na ymwikxama sa Bac usysno
8 3asucumocm om Bawemo mezno.

HauynH HA NPHJIOKEHHE

ToBa nexapcTso e Bu 6b1¢ NPHIOXKEHO OT JeKap Ype3 KallkoBa CHCTEMAa BbB BCHA
(HHTPaBEHO3HO npunoxenue). Topa e oTHeMe okoiio 15 MunyTu. 110 BpeMe Ha u 0CO0EHO
KbM Kpast Ha HH(Yy3HaTa e 6bAeTe BHUMATENHO HAOMIOJaBaHH.

AKO BMaTe Brevyart/ieHue, ye edeKThT Ha HHy3uoHHHSA pa3Teop Ilapaueramon b. bpayH e
npeKajJcHO CHICH WIIH IIpeKaneHo cjiabd, rosopete ¢ Baumms rekap.

Axo Bu e npuaoxeHa mosede oT Heobxoaumara go3a Ilapaneramon b. bpayH

Manko BEpPOSTHO € Aa HACTHITH NpeNo3upaHe, Thi KaTo TOBa JIeKapCcTBo Lie Bu Obae
NPHIIOKEHO 0T MEULIKHCKH CTICIIHAIIHCT.

BaimusT exap L€ rapaHTHpa Aa He Bu ce JaBat mo-BHCOKHM OT NPENOphYBaHUTE 103U, ToBa
6H MOTJIO 14 AOBEJE J0 TEXKKO YBpEXKIaHe Ha YepHUH Ipo0.




B ciyuay Ha Ipelo3upaHe CUMITOMHUTE OOMKHOBEHO ¢¢ MOSBABAT B PAMKHUTE HA IBPBHTE
24 yaca ¥ BKIIOYBAT: rajicHe, HOBPbhIIaHe, aHOPEKCUA (3aryba Ha aneTHT), IacTbo3Ha KOXa H
foJKa B KOpEMa M PUCK 3a YBpEXAaHe Ha YepHHUS Apo0.

AKO CMATATE, Y€ € Bb3IMOXKHO Aa Bu e Ouira npiioxeHa a03a [10-BUCOKA OT HEOOXoaUMara,
He3a0aBHO yBeJOMeTe jeKapa cu. B ciryyail Ha npeno3upane tpabBa Ja ce TEpCH He3abaBHA
JeKapcKa MoMOLI, JOPH aKo ce 9yBcTBaTe A0Gpe, Iopaay PHCKa OT OTIIOXKEHO BEB BPEMETO
TEKKO YBpexaHe Ha yepHus npol. [Topanu BeposTHOCTTa OT HEOOPATHMO YBpEXIaHe Ha
yepHHs Apod € HeoOxonuMa He3abaBHA XOCMUTANIH3ANMS H JICYEHHE C aHTHIOT.

AKO UMaTe HAKAKBH JOITBJIHUTENIHH BBIIPOCH, CBBP3aHH ¢ yrioTpedara Ha TOBA JIEKapCTBO,
nonuraiite Bamnsg nexkap uim ¢papMalienT.

4. BBb3MOKHH HEXKeJIaHH peaKIHH

KaxTo BCHYKH JIEKapCTBa, TOBa JIEKAPCTBO MOXE Ja NpEeIU3BHKA HEXKEIAHH PEAKIHH,
BBLIIPCKH Y€ HE BCEKM 'Y NMOJIy4yaBa.

CieanuTe HEXKeJAHH PEAKIIHHE MOrar aa 0bJaT TexXKH: AKo nIpH Bac ce pa3BHe KOATO H
[a € OT TAX, cnpere npuemMa HA [Iapaueramon b. bpayH H norepcere MeAHIHHCKA
IOMOIIL.

MHoro pexkn (MoraT aa 3acerHat a0 1 Ha Bcexn 10 000 rexyBanH):

® a/fepTHYHH PEaKIMH C Pa3IMYHA TEKECT, BAPHPAHIM OT KOXKHH PeaKLHH, IOJ00HH Ha
oTIapeHH OT KOMPHUBA, A0 allEpruvCH HIOK

CEpHUO3HH KOXHH peaKIHH

BBE3MOXHHM €2 HEHOPMAJIHO HHCKH HABA Ha HAKOH KPBBHH KIETKH (TPOMOOIUTH, Oesu
KPBbBHH KJIETKH.

Hpyrure HeXxellAHH peaKIIHH BKJIIOYBAT:

Peaxu (Morat aa 3acerHar Ao 1 aa Bcexu 1000 n1exyBann):
® IIpOMEHH B PE3YJITATHTE HA JIaOOpPAaTOPHHU TECTOBE: HEHOPMAIHO BUCOKH HHBA HA

4epHOAPOOHHTE CH3UMHU [PH KPBBHH H3CJICIBAHHUA
® Cnaj Ha KpBBHOTO HansAraHe
® IpWIOLIABAHE

C HeM3BeCTHA 4ecTOoTa (0T HAJMYHHTE JAHHH He MOXe Ja 0bAe HaNpaBeHA OLICHKA HA

YeCcTOoTaTA)

® 3auepBsBaHE Ha KOXaTa, 3auepBABAHE UITH ChpOeX

® HEHOPMAJIHO YUYECTEH ChpACYEH ITYJIC

® CEepHO3HO CHCTOAHHE, TIPH KOETO MOXE J1a HMa HATPYIIBaHE HA KHCEIHHA B KDBBTa
(HapeyeHO MeTabOIHTHA alli03a) IIPU NAlHUEHTH ¢ TEKKO 3a00/1BaHE, KOMTO H3MOJI3BAT
napaueTaMos (BxX. ToUKa 2)

HMa cHoOImEHHS 33 YECTH HeXeJIaHH PeaKIlMi Ha MACTOTO Ha HHKEKTHPAHE MO BPEME Ha
KJIMHUYHY Ipoy4uBaHus (ycemaHe 3a 6onka u napene).




Cro0maBane Ha HeXKeJJaAHH PeaKIHH

AKO NOTyYMTe HAKAKBH HEXENaHM JIEKAPCTBEHH peaKIMH, yBeaoMeTe Ballns Jiexkap Hiu
¢apmanest. ToBa BKIXOYBA BCHYKH B3MOXKHH HEOIMCAHH B Ta3H JIHCTOBKA HEXEIaHHU
peakiud. Moxere chIIo Aa choOIMTE HEXETAaHH PEAKIIHH THPEKTHO Ype3
M3nbnauTeNHa areHuMa no JeKapcersara

yi1. ,,JlamsaH I'pyeB” Ne 8

1303 Codus

Ten: +35 928903417

yebcaiiT: www.bda.bg

Karo cpob1iaBaTe He)XelnaHM peaKkiii, MOXKETE Ja JafeTe CBOs NPHHOC 32 MOJIyJaBaHe Ha
noBede HHopMalMsg OTHOCHO 0e301aCHOCTTa Ha TOBA JIEKapCTBO.

5. Kax na cexpanasare Ilapaneramon b. bpayn
J{a ce ¢hXpaHsABa HA MICTO, HEIZOCTHITHO 3a ACLA

He n3nonssaiite TOBa JEKApPCTBO CIEA CPOKA Ha TOAHOCT, 0TOENA3aH BEPXY €THKETA Clen
,EXP*. CPOKBT Ha TOZHOCT OTIOBaps Ha NOCJIEAHHS JEH OT IIOCOYCHHUS MECELL.

Jla He ce cexpangBa Hax 30 °C.
CrxpaHsBaiiTe omakoBKaTa B KapTOHEHATa ONIAKOBKA, 3a /14 C€ MpeJia3y OT CBETJIMHA.

6. CpbabpXaHHe HA ONAKOBKATA H JONbLJAHHTEIHA HHPOpMALHS
Kakso cuaspxa ITapaueramon b. bpayn:

AKTHBHO BEHIECTBO: lTapaleTaMoll

Eaua Mmummiaursp ceaspxa 10 mg maparietaMorl.

Bcska amnyna ot 10 ml ceappxka 100 mg napaneramoun.
Bceska 6yTtrika ot 50 ml ceabpxa 500 mg napaneramon.
Bcaka 6ytunka ot 100 ml ceaspxa 1000 mg napaneramont.

Hpyru CbCTaBKH:
MaHuTON, HaTPHEB LIMTPAT AUXHUIPAT, JIeeHa OUETHA KHCENHHA (3a KopeKuus Ha pH), Boja
33 HHKCKIIUH.

Kax nsraexaa [lapaneramo b. bpayx HHYy3HOHEH pa3TBOP M KaKBO CbHAbPXkKA
ONNaKOBKATA

[{BersT Ha [Tapaneramon b. bpayH nH(y3HOHEH pa3TBOp MOXeE Jla BapHpa OT NIPO3payeH H
Oe3lBeTEH JI0 IEKO PO30BO-OPAHKEB.

INapaneramon b. Bpayn ce npeanara B nnactMacoBH OyTHiku oT 50 ml 1 or 100 ml umm
nsacTMacoBa aMmnyna ot 10 ml.

OnaxoBku: 20 x 10 m), 10 x 50 ml, 10 x 100 mi

He BcHuUKH BHAOBE OMAKOBKH Morar Aa O0baar nmyCHaTH Ha Ia3sapa.




IIpuTexaTe ]l HA paspemieHHeTOo 3a ynoTpeda

B. Braun Melsungen AG,
Carl-Braun-Stralfie 1,
34212 Melsungen, I'epmanus

Tenedon: +49/5661/71-0
daxc: +49/5661/71-4567

IIpon3BoauTeN

[IpouszpoauTen:
B. Braun Medical S. A.

Carretera de Terrassa 121
08191 Rubi (Barcelona), Ucnauns

[lomeHckn anpec:
34209 Melsungen, [ 'epmanus

ToBa JjieKapcTBO € pa3pemeHo 33 ynoTpeda B IbpXKaBHTE — WICHKH Ha
EBponeiickoTo HKOHOMHYECKO NPOCTPAHCTBO H B O0eIHHEHOTO KPAJICTBO

(CeBepua Hpnanans) noa cjieHHTE HMEHA:
brarapus, Yeinka penyonuka, Ecronus,
dunnangnsa, Cpannus, Uramms,
JIioxcemOypr, Ilopryranus, Ciosaxus,
[IIenus, Xonananug

benrus

ABctpus, 1 epMaHus

JlaTtBug

JIuTBa

PyMbHUA

CnoseHHU#A

HUcnanusa

Hpnanaus, Obeauneno xpancteo (CeBepHa
Hpnanaus), Masta

Hanus, [Tomua, Hopserus

Paracetamol B. Braun 10 mg/ml

Paracetamol B. Braun 10 mg/ml solution
pour perfusion, oplossing voor infusie,
Infusionslésung

Paracetamol B. Braun 10 mg/ml
Infusionslésung

Paracetamol B. Braun 10 mg/ml Skidums
infizijam

Paracetamol B. Braun 10 mg/ml infuzinis
tirpalas

Paracetamol B. Braun 10 mg/ml solutie
perfuzabila

Paracetamol B. Braun 10 mg/ml raztopina za
infundiranje
Paracetamol B. Braun 10 mg/ml solucién

para perfusion EFG
Paracetamol 10 mg/ml solution for infusion

Paracetamol B. Braun




JlaTa Ha nmocJielHO npepa3srJexaaHe Ha qucroskara 01/2025.

[Jla ce nonsbIHU ChIIACHO HAIMOHAIHUTE U3UCKBAHUS |
JApyra u3To4YHHIH HA HHpOpMaHH

[ToapoOna nHpopmanus 3a ToBa JI€KapCTBO € NMpeaocTaBeHa Ha yeOcailita Ha {Mme Ha
areHUMATa Ha Jbp)KaBaTa wieHKa (JIMHK)} .
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IlocoyeHnara no-A0.1y HH[l)OpMﬂllHﬂ € lIpcaAHa3Ha"uYcCHa CaMO0 34 MCAHIIHHCKH
CIICIIHA/IHCTH:

Jlo3upoeka

e llosmmernsenoBara Oyruika, ceabpkama 100 ml e npejgnasnadena camo 3a
BB3PacTHH, IOHOIIIM H JIena ¢ Teriao Haja 33 kg.

e [llosmmerniienoBara Oyruika, csabpkama S0 ml e npeaHasnadyeHa caMo 3a jeua B
sICJIeHa Bb3pacT U jena ¢ reryio Haa 10 kg u 1o 33 kg.

e IlloamernienoBara ammny.ia, cabp:xama 10 ml, ¢ npeanazHadeHa 3a JOHOCEHHU
HOBOPOJICHH KbpMadeTa M JIela B sAcjieHa Bb3pacT ¢ teriio 10 10 kg

Obembm, Koumo wie ce npuiaza He mpabea oa Haodsuuwiasa onpeoeieHama 003a. Axo e

MPUIIOKHUMO, XKEJIaHUAT 00eM TpsOBa Ja ce pa3pex/ia B MOAXOIAA1 pa3TBOp 3a HHY3us
Npeay MpUJIoKEHHUE (BHKTE Mo-10.1y "HauynH Ha NpHIIOKEHHUE U pa3pex/iaHe” ) uim TpsOBa ja

C€ HU3I10JI3Ba HHXXCKTOMAT.

PUCK OT I'PEHIKU HA JIEKAPCTBEHATA TEPAIINS
[lorpuxere ce 1a u30erHere rpelliki MpU J03UPAHETO, JTIbJDKAIIH C€ Ha O0ObPKBAHE MEXKTY
MUJIUTpaMu (mg) ¥ MIJIHIUTPH (ml), KOUTO OMXa MOTJIM J1a JIOBEAAT JI0 MHITUJIEHTHO

[pCJ03UPaHC H CMBPT.

He ce npenopsyBa npoIbDKUTEIHA WK YecTa yroTpeda Ha napaueramol. [Ipenopbusa ce
TOBA JIEKAPCTBO J1a CE€ U3I0JI3Ba CaMO JIOKAaTO OTHOBO CTE€ B ChCTOSIHHE Jla TpHEMaTe

O0JIKOYCITIOKOSIBAIllH JIEKAPCTBA Ipe3 ycTara.

Jlo3upoBkara e Ha 0a3a TerJoTo Ha nanueHTa (MoJisi, BHXKTe TaldJIMilara 3a JI03MpaHe mo-10J1y)




amnyaa ot 10 ml

Tersio Ha
NalHEeHTa

Jlo3a
34 eTHO
NPHJIOKEHHE

O0eM 3a eHO
NPHRIACKECHHE

MaxcirmanieH
odem
Ilapaneramoan
b. bpayn
(10 mg/ml) 3a
eaHo
MPHJICKEHHE,
Ha 0a3ara Ha
rOpHMTE
IPAHHIIH 33
TerJ1o Ha

rpynara
(ml)***

MakxcHuMaJIHAa
IHEBHA 103a**

< 10 kg*

7,5 mg/kg

0,75 ml/kg

7.5 ml

30 mg/kg

Oyruaka S0 ml

Ter;10 Ha

NMAIHCHTA.

Ho3a
32 €HO
NPHJIOKEHHE

Ob0em 32 eTHO
MPHJIOKECHHE

MaxkcHMaJ1eH
00eM
Ilapaneramon
b. bpayn
(10 mg/ml) 3a
eNHO
NPpUHIOKEHHE,
Ha 0a3zaTa Ha
FOPHHUTE
rpaHHIH 34
TErjio Ha

rpynara
(ml)***

MaxkcuMaaIHa
AHEBHA 103a**

> 10 kg mo
<33 kg

15 mg/kg

1,5 ml/kg

49,5 ml

60 mg/kg
7ia He ce
HaJBHllaBa 2 g




oyTruaka 100 ml
MaxcumaJien
obeM
Ilapaneramo.
b. bpayn
(10 mg/ml) 3a
TerJsio Ha Aola O0eM 3a eqHO CAHO MaKkcHMAaJIHA
(3a eano NPHIOKEHHE, A
MalHeHTA: NPUIOKEHHE NHEBHA 103a
NPHWIoKEeHHE) Ha 0a3ara Ha
FOPHUTE
rpPAHHIN 32
TerJo Ha
rpymnara
(ml)***
60 mg/kg
>33 kg n0 15 mg/kg 1,5 ml/kg 75 ml Jia HE ce
<S50 kg
HajBHIIaBa 3 g
>50kgc
OOIBJIHUTEH
M PUCKOBH
daKTopH 3 1g 100 ml 100 ml g
XEMAaTOTOKCUY
HOCT
> 50 kg u 6¢e3
JOITBIIHHTEIH
U PHCKOBH
daxTopH 32 lg 100 ml 100 ml 4 g
XEMaTOTOKCHY
HOCT

*He1oHOCEHH HOBOPOICHH:
Hsma gaHHu 3a Oe30MacHOCTTa H €pUKACHOCTTA [IPH HEJOHOCEHH HOBOPOICHH

**MakcumManHa JHEBHA J103a.
MakcHMasiHaTa JHEBHA 1034, KaKTo € npejJcTaBeHa Ha Tabimuara no-rope, € 3a nalrdeHTH,

KOHTO He IIOJy4aBaT JpyrH [IPOAYKTH, ChABPXKAIIY Napaneramol, 1 TpsOBa Ja oObae

CBOTBETHO KOPHI'HpaHa, KaTo Ce B3eMart Ipe]l BUA TAKHBA NPOJYKTH.

* ¥ *[JanHeHTUTE C MO-MAJIKO TErJI0, Ule MMAaT HyXKAa OT [T0-MaJIKU 00EMH.
MHHMMATHUAT MHTEPBAT MEX/Y OTIAEHUTE NPHIIOKEHNS TpsOBa fa Obae Hal-MaNko 4 yaca.
MUHHUMATHHAT UHTEPBAI MEXKIY OTIAESIHHTE NPHIOKECHUA [IPH NALMEHTH ¢ TeXKa OBOpeyHa

HeJOCTATBRYHOCT TpOBa Ja Obae Hal-Masko 6 4Jaca.

He TpsabBa ja ce JaBat noBede OT 4 034 B PAMKHTE Ha 24 yaca.

Texcxka 6p0peyHa HENOCTATHYHOCT:
I[IpenopruBa ce MpH MpHUiIaraHe Ha napaleTamMol Ha MAUHEHTH C TEXKO OBOpedHO yBpEKIaHe

(kpeaTHHHHOB KIHpBHC < 30 ml/min), na ce HamaK f103aTa U Ja C€ YBEIHYM MUHAMATIH
HHTEPBAl OT BpEME MEXIY BCEKH JBE NPHIIOKEHH 10 6 Jaca.




B’BSQaCTHH C XenaroleayJapHa HEJOCTATRPYHOCT, XPOHHYCH QJIKOXOJIH3IbM, XPOHHYHA

MaJHYTpUUMg (HHCKH 3aNlacH Ha YepHOAPOOEH IIIyTaTHOH), NeXUAPpATALIKS:
MakcHMaHaTa JHEBHA 03a He TpAGBa Na HaaBullaBa 3 g (BHXKTe TouKa ,,IIpeaynpeixacHus

U TIpena3Hu MEPKHU ).

Hauun na npunodicerue u paspexcoane

[lapaueraMon B. BpayH Modxe CBIIO Taka Ja c€ paspexia B HHQY3HOHEH pa3TBOP Ha HATPHEB
xnopux 9 mg/ml (0,9%) win uHQY3HOHEH pa3TBOp Ha rMoKo3a 50 mg/ml (5%), uiu
xoMGHUHAIMS OT ABATA pa3TBOpPA A0 eaHa necerta (eauH obem Paracetamol B.Braun B neser

obeMa paspeauren).

Camo 3a egaokparHa ynorpeba. Toa nekapcTBo TpaOBa Aa ce H3M0/13Ba BEHara Cie/l
orpapsiHe. Hensmon3paHUuAT pa3TBOp TpsOBa Ja ¢e€ H3XBBPJIH.

[Tono6HO HA BCUUKH HHOY3HOHHH Pa3TBOPH, IPEAJIATaHA B KOHTEHHEPH ¢ BB3AYIIHO
MpOCTPaHCTBO B TAX, He TpAOBa Aa ce 3a6paBs, 4e € HeoOX0AMMO BHUMATEIHO HabnoneHue,
Hali-Bede B Kpas Ha uH}y3HATa, HE3aBUCHMO OT HA4UMH Ha NPUIIOXKeHHe. 1oBa npocaensBaHe
B Kpas Ha HH(}Y3HATa ce OTHAcH 0cobeHO 3a MH(Y3HH M0 eHTpalIeH BEHO3CH BT, 3a J1a C&

n3berHe BL3ayIHAa eMOOIHUS.

Cpox Ha 200HOCI C1e0 NbPEOMO OMeapsHe Ha ONAKoeKama
Hudysusra TpsadBa Ja 3amovHe HEMOCPEACTBEHO Cliell CBEP3BAaHE HA KOHTEHHEPA KBM
CHCTEMATA.

Cpox Ha 200HOCm Cled paspexcoane
XuMuueckarta ¥ ¢H3nUecKa CTabHIHOCT 32 MPUIOKEHHE (BKIIOYHTETHO HHY3HOHHO BpeMe)

ca JokazaHH no 48 yaca npu temnepartypa 23 °C.

OT MHKPOOMOJIOTHYHA IIIeHa TOUKa MeJHKAMEHTHT TpAOBa J1a Ce H3MOoN3Ba He3abaBHO. AKO
HE Ce H3I10/13Ba He3abaBHO, BpPEMETO M YCIIOBHSTA Ha ChbXpaHEHHE npeau ynorpeba ca
OTrOBOPHOCT Ha MOTpeduTEN.

[Ipeau npUIOXEHHE JIEKapCTBOTO TPsAOBA J1a ¢ MPOBEPH BH3yalTHO 3a €BEHTYa/THH BUIUMH
YACTHIM M MPOMEHH B 1BeTa. Jla ce M3M0I3Ba CaMo aKko pasTBOPET € OMCTHP, OC3LUBETCH HIH
NIEKO po30Bo-oparxeB (BB3npusaTueTo MOXKE Ja Bapyupa) i KOHTCHHEPHT U 3allyliajkaTa My

He ¢a MOBPEIACHH.
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