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JIHCTOBKA® HH(I)OpMﬂIlHﬂ 32 l]ﬂl],HEHTa .......................... fiirsiasaiiissstidasevarsoneas
Tpamanon CTAJIA 50 mg/ml nHKeKIHOHEH PASTBOP .. .../

Tramadol STADA 50 mg/ml solution for injection S ——————— e
(Tpamanonos xuapoxiaopua/ Tramadol hydrochloride)

IIpoyeTeTe BHHMATENHO UAJIATA JHCTOBKA, NPE/IH 2 3aN04HETE 1A MPHEMaTe TOBA JIEKaPCTBO, Thil KaTo

TS ChAbP2Ka BaKHA 32 Bac nundopmanus.

- 3anasete Ta3u JMCTOBKA. MOXe /1a ce HaJIOXKH J1a s IPOYETETE OTHOBO.

- AKO MMaTe HKaKBU JOITBJIHUTEIIHU BBIIPOCH, nonutaiite Bamus nekap win ¢papMaueBT

- Tosa nexapcTBo € npeanucano nu4Ho Ha Bac. He ro npeorcrbnBaiite Ha Apyru xopa. To Moxe /1a uM
HaBpeH, HE3aBHCHMO Y€ MPU3HALUTE Ha TAXHOTO 3a00sABaHe ca chluTe KaTo Bamure.

- AKO MoJIyunTe HAKAKBH HE)XEaHH JIEKApCTBEHH peakilny, yBeaoMete Baiuns nexap WiH gapMaiesT.
ToBa BKJIIOYBA U BCHYKH Bb3MOXKHH HEXEJIaHW peaKkl[ii, HEONHCAHH B Ta3H JIMCTOBKA. BixkTe ToukKa 4.

KakBo cbaABbpKa Ta3H JJHCTOBKA

Kakso npeacrasnasa Tpamagon CTAJIA 50 mg/ml nHXKeKIHOHEH pa3TBOP M 3a KaKBO C€ H3I10JI3Ba
KakBo Tpsa6Ba aa 3naere npeau na npueMere Tpamanon CTAIIA 50 mg/ml unxekHOHEH pa3TBOP
Kak na npuemare Tpamanon CTAJIA 50 mg/ml uHxeKLMOHEH pa3TBOP

Bb3MOXHH HEXeaHH peaKUu

Kak na cexpansiBate Tpamagon CTAJIA 50 mg/ml uHkeKkiMOHEH pa3TBOP

CpabpxkaHue Ha ONakoBKaTa U JOMbJIHUTENHA HHMOpMaLIUs

O et 9

Kakso npeacrasiassa Tpamagoa CTAJIA 50 mg/ml unkeKnHOHEH Pa3TBOP H 32 KAKBO Ce
H3110./13BA

Tpamanon - aktuBHOTO BewecTBo Ha Tpamanon CTAJIA 50 mg/ml wHxekLHOHEH pa3TBOp € 00e3001BalI0
JIeKapcTBO, MPUHAAJIeXKALLO0 KbM Kjlaca OMHOKIM, KOWTO JIeHCTBAT BbpXY LIEHTpajHaTa HepBHA cucTeMa. To
oOnekuyaBa OonkaTa, Kato JieicTBa BbpXY crieHyHH KIETKH KIETKH Ha TIIaBHUS ¥ rpbOHAYHMS MO3BK.

Tpamanon CTAZLA 50 mg/ml vHXKEKLIMOHEH pa3TBOP ce U3I0JI3BA:
- [IPH YMEPEHH 110 CHIIHH OOJIKHU.

2. Kakso Tps6Ba n1a 3naere npean aa npuemere Tpamagoa CTALA 50 mg/ml nuKeKIHOHEH pa3TBOp

He ynorpebtsaBaiite Tpamanoan CTAILA 50 mg /ml uHkeKnHOHEH pa3TBOp

— aKO CT€ aJIEpri4yHH (CBPbXUYYBCTBUTEIHH) KbM TPaMaJ0J10B XUAPOXJIOPU HIH KbM HAKOA OT OCTaAHANIUTE
CbCTaBKH HA TOBA JIEKApCTBO (M30poeHH B TOUYKa 6);

— TIPH OCTPH OTPaBSHUA C aJIKOXOJI, CbHOTBOPHH CPEACTBA, ONMOUAHN WM JAPYTrH NCHXOTPOIHHM JIEKapCTBa
(JlekapcTBa, KOMTO 3acsiraT HaCTPOEHUETO U EMOLIMMTE);

— ako npuemare MAO-uHXHOUTOPHU UK cTe yNnoTpeOsBaIM ChLIUTE NPEe3 NOCIEAHUTE ABE CEAMHLH Mpeau
3arnoyBaHe Ha jnedyeHuero ¢ Tpamanon Craga S0 mg/ml HHKEKLHOHEH Pa3TBOP;

— AKO cTpajare OT eNHJISNCHs, KOSTO He MOXe J1a Ob/1e ONTHMAITHO KOHTPOJIMpaHa OT JIEYEHHETO;

— KaTo 3aMEeCTHTE]l B CXeMa 3a OTKa3BaHe Ha OMHATH.

Ilpenynpexaenns H npeana3Hy MepKH
["oBopeTe ¢ Bawus nexap wiu ¢papmauest npeau aa npuemere Tpamanon CTAJIA

e AKO CcTpajare OT €NUJIENCHs HIIH CTE NPeApas3noyioKEeHH KbM I'bPYOBE, PUCKBT
HapacTHe;




HopMmanuu repaieBTHYHEA H03H TpaMaZon Moxe Aa peAU3BHKAaT KOHBYJICHH (IppuoBe). IIpHeM Ba BHCOKH

o341 Tpamagon Crajsa Moske 1a YBENHYH PHCKA OT KOHBYJICUH. PUCKBT OT KOHBYJICHMH MOXKe J1d HapacTHe H

npu npueM Ha Tpamagon Crana ¢ Apyru nekapcra (BuxTe ,,Jlpyru nexapctsa u Tpamanon Ctana’);

¢ AKO UMaTe TpaBMH HA I11aBaTa;

¢ AKO MMaTe [IOBHUICHO HaNATaHe B Yepena, MOJyYeHo [IPpH TPABMa Ha riiaBaTta Ui 3a0osBaHe, WIH APYTH
MO3BYHY 3a00NABaHHUS - HAIPUMEP MO3BYEH TYMOP;

¢ AKO CTe B LIOK (NMPU3HALIMTE HA LIOK BKNIOUMBAT [I0ABA HA CTYAEHA NOT);

¢ AKO MMATE 3aTPYAHEHO JHIIIaHE;

¢ Ako UMare HapylleHus B Ch3HAHUETO (AKo YyBCTBATE, Y€ CTE CHIIHO OTMAHAJIH M MOXKE A 3aryouTe
Cbh3HaHHE);

¢ Ako cTpajaTe OT YepHoApPoOHO iU 6b0peuHo 3adonaBane;
e AKo cTpajarte OT JIeKapCTBEHA 3aBHCHMOCT H TEHIEHIMA KbM 310ynotpeda ¢ nekapcrsa (ONHOMIN),

Tpamaznon ce TpaHchopmupa B UepHUA Ipod upes eH3uM. J1pH HAKOH XOpa TO3HM €H3HM € IIPOMEHEH H TOBa
MOX€ [1a UM NOBIHSAE MO Pa3NHW4HKE HAa4MHKU. Hakon xopa MOraT Aa He IOJIYYaT JOCTaTh4YHO ODJIeKYEHHE Ha
OoJikaTa, HO IPH APYTH XOpa MMa MO-TOJIAMA BEPOATHOCT OT NOABA HA CEPHO3HHN HEXKENaHH peakHH. AKO
3abesiexnTe HAKOS OT CIIEIHNTE HeXelaH! peaklvy, TpsOBa Aa clipeTe npueMa Ha JeKapcTBOTO H HedabasHo 1a
MOThPCHTE MEAHLUMHCKA NOMOIIl: O2aBHO WK NOBBEPXHOCTHO JHIIaHe, 00BPKaHOCT, ChbHIMBOCT, CBHBAHE HA
3€HHIINTE, raaeHe UK MOBPBUIAHE, 3aMeK, JTUICA HA All€THT.

AHXaTeIHH HAPYIICHHA IO BpeMe HA CBbH

Tpamanon CTAJA MoXe Aa NpUYMHU AUXATENHH HapyILCHHUS TI0 BPEME Ha CbH, KATO ChHHA anHed (CMHUpaHe Ha
AKLIAHCTO MO BPEME Ha CBH) H XHNOKCEMUA (HHCKO HUBO HAa KUCIOPO/] B KPBBTA) MO BpeMe Ha ChH.
CHMOTOMHMTE MOTaT Ja BKJIIOYBAT CIIUPAHE HA AULIAHETO MO BPEME HA CBH, CHOYXKIaHe npe3 HOLITa Nnopaty
HEJOCTHI HA Bb3AYX, TPYIAHO HOAABPKAHE HA ChHA MJIK NPEKOMEPHA CHHIMBOCT Npe3 JeHA. AKO BHE HIIM ApDYTO
NHUE 3a0eNexUTe TE3H CUMIITOMH, CBBKETE Ce ¢ Bamua nexap. Bamust nexap Moxe 71a oOMHUCHH HaMallaBaHe
Ha J034aTa.

HAena A pHOWH

Ynorpeba npu aena ¢ AUXaTeNHu npobieMu

Tpamanon He ce npenopbyBa IpH Aela ¢ AMXaTeaHd npobieMH, Thii KaTO CHMNTOMHTE HAa TOKCHYHOCT Ha
TPaMaJoJl MOTAT /ia C€ BIIOWIAT IIPH TE3H JIeLa.

Tosiepanc, 3aBECHMOCT H NPHCTPACTABaHE

Topa ekapcTBO CHABPAKA TPAMaA0, KOHTO € ONMHOHUIHO JIeKapcTBo. MuorokparHara ynotpeda Ha OITHOHAHH
DONKOYCNIOKOSBALH CPEJICTBA MOXKE Aa A0BE]E A0 NO-HHCKa e(PEKTUBHOCT Ha NEKApCTBOTO (IIPHBHKBATE C
JIEKapCTBOTO, KOETO € H3BECTHO KaTo ToNepaHe). MHorokpartHarta yrnorpeda Ha Tpamanon Ctana Moxe aa
JOBEIE M 0 3aBHCHMOCT, 3ioynoTpeda U NpUCTpacTABAHE, KOSTO MOXKE Aa J0Bele A0 KHBOTO3acTpallaBallo
npenosupane. PHCKBT OT Te3U HEXENAHH PEAKIIHU MOKE 1a CE€ YBEJIHYHM TIPH NMO-BHCOKA 1032 H NO-TONAMA
NPOABIDKUTENRHOCT HA yIoTpeba.

3aBHCHMOCTTA WIH NPUCTPACcCTABAHETO MOXe a Bu Hakapa ha YyBCTBATe, Ue TIOBCYE He MOXKETe /Ja
KOHTPOJIUpATE KaKBO KOJIHYECTBO JIEKAPCTBO TpaOBa Aa NpHeMeTe UITH KOJIKO YecTo TpsAOBa Jia ro npHeMare.
BB3MOXHO € Ja uyBCTBaTE, e TpaOBa Ja NPOALIKHTE a IpHEMaTe JIEKapCTBOTO CH AOPH KOraTo TO HE IToMara
3a oOnexuyaBaHe Ha 0oJskaTa Bu.

PHCKBT OT TOBA Ja CTAHETE 3ABHCHMH HJTH NIPUCTPACTEHH € Pas/iHyeH NPH BCEKH OTAeNICH uoBeK. 3a Bagmoke:..

Ja HMa MO-roJigM PUCK [a CTAHeTES 3aBUCHMMU HAHW [a ce NpUCTpacTHTE KBM 1paManon Crtaja, ako; ‘-?“F‘ Yy, J,..“‘ \\:;
- Bue nin nako#t apyr B ceMeiicTBoTO BH ¢TE 3m0ynoTpebapaiu cuC WK CTE OHIH 3aBHCHMH O XOW, T A N
NEKAPCTBA 110 JIEKAPCKO MPEANHCaHHE WM HE3AKOHHH HAPKOTHUHY BELIECTBA (,IPHCTPACTABAREL). /| fui¥t s <

- CTe mymav(ka).



- cTe ©¥Many npodaeMy ¢ HaCTPOSHHETO (ACIPecHs, TPEBOKHOCT HAH JHYHOCTHO Pa3CTPOHCTBO) HIIH CTe
JIEKYBAHH OT IICHXWATHP 3a JAPYTd NCUXHUHU 3a00/19BAHMA.

Axo 3abenexuTe HAKOH OT clIe HITE IPH3HALM, A0KaTo MprueMarte Tpamajaon Craga, ToOBa MOXKE J1a € IPU3HAK,
Yye CTE CTaHAIM 3aBUCHMH WJIH NMPHCTPacTEHMU:

— HMMarte HyXza Ja npdeMare JeKapcTBOTO II0-TBJr0 OT NpenopbyaHoTe OT Balng nexap;

— MMate HyKaa j1a npueMare MoBpeye OT NperopbYaHaTa K03a;

— Miznon3parte J1ekapcTBOTO MO NPHUYMHHK, PA3JIHYHKH OT MPEANHCAHNTE, KATO HAMPHMED ,,Ja OCTAHETE CTIOKOHHU ™
UJid ,,5a Bu noMorse aa sacnure’;

— IipaBuiK cT€ MHOTOKPATHH HEYCHELIHH ONUTH 42 CIIpeTe WK Ja KOHTPOJIMpaTe yrnorpedara Ha 1eKapcTBOTO;
— KoraTo cnpete na npuemare nekapCTBOTO Ce YYBCTBATE 3JI€ H Ce& YyBCTBATE MO-100pe 1WOM B3eMeTe
JEeKapCTBOTO OTHOBO {,,&(PEKTH Ha OTHEMaHE ),

Ako 3a0enexuTe HIKOH OT Te3M NMpH3HALH, pasroBapgiite ¢ Bamus jekap, 3a Aa odchauTe Haii-nobparTa
Tepane€BTUYHA MLTEKA 33 Bac, BKIIOYHTENHO KOra € MOoAXOAAI0 Aa CNPEeTe NpreMa M Kak Ja ro crnpere
OesonacHo (BX. Touka 3 ,,AK0 ¢Te cripesu npueMa Ha Tpamagon Craga®™.

JlekapcreeHa 3aBHCHMOCT

Tpabea na uMare npeaeun, ue Tpamaaon CTAJIA Moxke 12 nopeae A0 PU3HUECKa 1 MCUXHYECKA 3aBUCUMOCT,
Ilpyn nmpoabKUTENSH NpHeM, eheKThT HA JIEKAPCTRBOTO MOXKE Ja HaMaJiee U Ja ¢¢ HaJIOXKH IIPHEM Ha NO-BHCOKH
1034 (Ppa3BHBaHE HA TONEPAHTHOCT).

Ako BaruaT nexap MHCIM, Ye npy Bac MMa CKIOHHOCT KbM 3aBUCHMOCT OT JIEKAPCTBA, TOH LUE BH NPCANHIIE
Tpamagon CTAJIA 3a kparbk nepuoq Ot BpeMe. BalluaTt Aekap NepuoJUYHO WIE NPEIEHABA aKo HMATE HYX/a
OT npoabaxaBane Ha nedeHuero ¢ Tpamaaon CTAJLA.

Apyru aekaperea B Tpamagon CTAJA 50 mg/ml HHKeXIHOBEH pa3TBOP
HMudopmupaiite Bawns nekap uinu dapmanest, ako IpyeMaTe, HACKOPO CTe NPUEMATH HIIH € Bb3MOKHO Ja
npueMare Jpyru pekapersa.

HE TTPUEMAUTE Tpamanon CTAJIA ¢ MAO-HHXHGHTOPH HIH [BE CEAMMIY MPEAH WK CJIEZ MPUEMa Ha
Te3U exapcTBa. MAO-HHXHOHTOPHTE ca NeKapeTBa, U3NI0N3BAHH 32 IEYEHHE HA JSTPECHA.

'oBopere ¢ Bawus nexap gapmalieBT, ako npueMare eqHoBpeMeHHo ¢ TpaMaaon Craaa:

— TabanenTnn uny nperabanun 3a Jevenne Ha enuiaencud WK npobieMH ¢ HEpBHATa CHCTeMa (HEeBpONAaTHA
00mKa).

['oBopeTe ¢ Bainua nexap gpapMaleBT, ako NOJIYYHTE HAKOH OT CIEAHUTE CUMIITOMM, JOKATO [IpHEMATE
Tpamagon CTAJIA:

[IpexomepHa yMopa, 3arydba Ha aneTHuT, CUJIHa KopeMHa O0ika, rajese, NoBphlaHe HIH HHCKO KPBBHO
HajArane, ToBa MOXe Ja 03HAYaBa, Ye WMaTe Haa0ROpeuHa HeIOCTaThYHOCT (HICKHA HUBA Ha KOPTH301). AKO
HMaTe Te3d CHMITOMH, CBBPKeTe ce ¢ Bamug nexap, koiiTo e pelny Aaiy Tpadpa aa npuemare gobaska
ChABPKAIA XOPMOH,

EdextsT Ha Tpamagon CTAA Moxke ga Obae 3acHNIEH aKo:

— MpUEMETE APYTH JIEKAPCTBA, KOUTO ACHCTBAT BEPXY LIEHTPATIHATA HEPBHA CUCTEMA, HATIPHMED
TPAHKBUJIM3ATOPH, CBHOTBOPHU JIEKAPCTRA, APYTH ONMOUAHM aHANTeTHLH KaTO MOP(HH ¥ KOJAEHH
(M3IIOJI3BAH MIPH KallNHUA);

—~ ynorpebasare aaxoxon {(Buxre ,Hlodpupane n pabora ¢ MamuHn”).

Moxe 1a nodyscTBaTe 3amMasHOCT WM CHIIHA OThafHanoct. AKo ToBa Bu ce ciyus, kaxere




bonkoycnokossamuAT edek Ha Tpamanon Ctaga Moxe aa Obze oTCaHabeH H/HIIH ChKPATEH, aKo:
—  TIpHeMAaTe NEKapcTBa, ChbABbPXKAIlKM OHAACTEPOH {JIEKAPCTBO H3NOI3BAHO 38 CIIMPAHE YCCIIAHETO 34
rajgeHe);
—  pHeMare kapbamasefinH (eKapCcTRO 34 JIeUeHUe Ha eMHISNICHS H NCHXHYHH HapyLUEHHS )

He TpsabBa na npuemate Tpamagon CTAJIA cbe CleAHHTE aHANITSTHIIM:
* bynpenoppun
» Hanbydun
e [lenta3zonun

Pucka oT HexeNnaHH peakiyH e Mo-BHCOK:

* AKo npHeMare JekapcTBa, KOMTO MOIaT Ad MPHYHHAT KOHBYJICUMH (IPHIIAABIH ), KATO HAKOH
AaHTHUNCUXOTHLIH UM aHTHAECNPeCaHTH. PUCKBT OT npHIIaibK € [IO-T'0JISIM, aKO €JHOBPEMEHHO
npuemare Tpamagon CTAJA. Bamuar nekap e npeLeHH Jalu € NOAXOAAIO fa pHeMare
Tpamaaon CTAJIA.

¢ Axo npueMare onpeaencHy antuaenpecanti. Tpamanon CTAJIA Moxke fa B3aMMOJICHCTBA ¢ TE3H
JIEKapCTBa U Ja MOYYBCTBATE CHMIITOMH KaTO HEBOJIEBH, PUTMHYHU MYCKYJIHH CBKpaLlICHHA,
BKTIOYBAIH MYCKYJIMTE, KOHTO ¢a OTTOBOPHH 34 OBHXXEHHETO Ha KienauuTe; B30yaa, TpeMop,
YCHIIEHO MOTEHE, BAOUIABaHe Ha pe(pIIeKCHUTE, HAIPEerHAaTOCT B MYCKYJIHTE, TelleCHA TEMIIEpaTypa
Haz 38 ° C. Toea Moxke Aa ¢a MpuU3HalHy Ha T.Hap. ,,cEPOTOHMHOB CHHAPOM".

TpsabBa na ce 00bpHE BHAMAHKE TIO BpeMe Ha €IHOBPEMEHHOTO JIEYEHHe ¢ TpaMajion U JIEKapcTBa, KOUTO
HaMaJISBAT cNOCcOOHOCTTA HA KPBBTa Aa ce chbeupra ( Hanmpumep Bapdapun). Tpamanon CTAJIA Moxe na
YBEJIHYH BPEMETO Ha CbCUPBAHE HA KPbBTA U Ja NPEIHU3BHKA MOBBPXHOCTHH NMOAKOXHH KPBBOH3/IUBH I1pH
HAKOH MalHeHTH (€KXUMO3H).

AKO IpHEMaTe OHAACTEPOH - NEKAPCTBO, KOCTO CNUpa NOBPDHIAHETO (¥ YYBCTBOTO 3a FaficHe), MOXKE Aa Ce
HaJIOXKH Jla IpUeMaTte mo-Bucoka no3a Tpamaaon Craaa. Bamusrt nexap uie s onpeaend. ORJacTepoH ce
npujaara npH NeueHne Ha paxk (XHMHOTEpanHs) WIH NPEeIu, HIIH Chel OIepalius.

Enrnospemennara ynorpeba Ha Tpamanon CTAJIA ¢bC ceaTHBHH J€KapCTBa KATO OEH30/JHA3SIIHHH WK APYIH
noJOOHH Ha TAX, yBEIHYABAT PHCKA OT 3aMasiHOCT, 3aTPYIHEHO jiMlIaHe (peCIIHPATOpHA AeNpechs ), koMa H
MOXKE Ja JOBezle A0 XHBOTO3acTPAINABAIIO ChCTOAHUE, [Topaay ToBa eJHOBpeMEHHO JieucHHe TpAOBa na ce
[pHIara caMmo B cliyda, KOTaTo HiMa Apyra JieKapCcTBena anTepHaTHBa, AKo TakoBa nedeHue Bu 6n1e
[IPEANHCAHO OT JIeKap, TO A03aTa H NPOAb/BKHTEIHOCTTA Ha Tepanua Tpabea Ja ObaT CTPUKTHO ONPEACNICHH OT
Bamusa nekap.

Mous kaxkere Ha Balius nekap ako IpueMare ceaTHBHH JIEKapcTBa M clie/[BaiiTe BHUMATEIHO HETOBUTE
npenopekH. e 0s4€ oT nossa ako Bauiy npuaTenn wid 0aH3KH €a 3al03HATH CbC CHMIITOMUTE ONMHCAHH T10-
rope. Cebpxere ce ¢ Bamua nekap, ako mouyBcTBaTe TAKHBA CHMITTOMH,

Ilpnem Ha Tpamanoa CTAJA 50 mg/ml auxeKnHOHeH pa3TBOP ¢ Xpana, HAIIHTKH H AJIK0X0J]
He tpabBa na ynorpebsapare aakoxon o epeMe Ha nedenue ¢ Tpamagon CTAA 50 mg/ml uHXEKUHOHEH

pPa3TBOP, Thi KaTo €PEKThT MY MOXKE J1a Ce 3aCHJIH. XpaHaTta He BiIHAe Ha edpekTa Ha Tpamagon CTAJA.

bpeMenHoCT, KEpMeHe H PepTHARTET

Bpemennocm
Ako cte OpeMeHHa HITH KbPMHTE, CMATATE, Y€ MOKE JIa CTe OPEMEHHA WIIH IJITaHHpaTe OPEMEHROCT—==i .
NOCHBETBANTE ce ¢ Bamug nekap unu dapmauert npeau ynorpedara Ha TOBa AeKapCcTBO. ':::‘Af’:_g j“},-;- :\
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bpemennocm
Hsama nocraTbyno gannm 3a ynorpebata Ha Tpamagon CTAZLA no BpeMe Ha OpeMeHHOCT.

ToBa 1ekapcTBO MOXKe Ja 0B 00 YBPESKAAHES HA HOBOPOASHOTO. AKO ¢Te OpeMeHHA UNH Inagupare
OpemeHHOCT:

BawmuaT nekap e pemd Aanm aa Bu Obje npunarad Tpamanon CTALA.

Axo BamwsT sexap npeuenn, ye tpadbea 1a Bu 6nae npunaran Tpamagon CTAJIA no BpeMe Ha OpeMeHHOCT,
TO} e By npeanucsa eqHokpaTHH A03H. He TpabBa aa u3nonzeate npoanmxkutento BpeMme Tpamanon CTAIA
[0 BpeMe Ha OpeMeHHocT. ToBa Moxe a yBpeau Banreto 6ebe ¥ To a pa3sie CHMIITOMH Ha OTHEMaHe.

Kvpmene

Tpamanmon ce otaens B kbpmarta. [Topagu Ta3m npuurHa He TpaOBa aa npueMare Tpamagon CTAZIA nmoseue oT
¢IHH BT 110 BpeMe Ha KbPMEHE MIIM KaTO anTepHaTuBa, ako npueMere Tpamagon CTAJIA noBeye OT €AMH BT,
TpsAGBa J1a CripeTe Ja KbPMHTE.

Modupaue u pabora ¢ MRIUAHHA

Tpamagon MoXe Aa NpeAru3BUKa 3aMagHOCT, ChbHINBOCT M 3aMBIVIEHO 3peHHe, KOETO MOKe Ad NOBANsE
cnocobHocTTa BH f1a peardpate. Ako NOYYBCTBATe, 4e cnocobHocTTa BH 3a peardpaHe e HapylIeHa, He
modupaidTe B oTIOXeETe paboTaTa, ¥3UCKBAINA W3MON3BAHETO HA MEXAHWYHH HHCTPYMEHTH WM MAlTHHHU.

Tpamagon CTAJTA cxabpika HATPHM.
ToBa iekapcTBO ChAbPKa Mo-Mako 0T 1 mmol warpuii (23 mg), T.€. 10 CHIIECTBO € ,,HeChAbPIKAIL HaTPHH .

3. Kak na npaemarte Tpamagon CTAJA 50 mg /ml nEKeKIIHOHEH Pa3ITBOP
Bunaru npuemaiite Tpamanon CTAJIA 50 mg/ml uHkeknHOHER pa3TBOp To4YHO KakTo Bu e xaszan Bammar

Jlekap. AKO He CTe CHIYPHH B Hello, NonuTaite Bamusg nekap unu GapMauesr.

ITpeau na 3anovHeTe NeYeHUe U peIoBHO MO BpeMe Ha JieueHreTo BaluaT nekap we odcexia ¢ Bac kakBo
MOKe Aa odakBare ot ynorpebara Ha Tpamanon Craza, Kora ¥ KOJIKO IBJIro TpAOBa Aa ro npHeMare, Kora ja ce
cBBp3BaTe ¢ Bamms nekap u kora Tpa0Ba ga cnpere npuema {BIKTE CbIIO ,,AKO CT€ CIIPENH IIPHEMA Ha
Tpamagon Crazga”).

Jlozata Tpabea na Opae chobpazeHa cbC cunara Ha OoakaTa ¥ HHAWBUAYATHATA YYBCTBUTE/IHOCT HA ITALHEHTA.
[Io mpasuno TpdaOBa aa ce H3no0N3Ba HaW-HUCKaTa ePEKTHBHA Jlo3a 3a JleyeHHe Ha bonkara.

CpenHara NpoABDKHTENHOCT Ha AciicTBHe € 4 1o 8 yaca, B 3aBUCHMOCT OT CHJIaTa Ha OoJKara.

BauwuaT nekap we Bu npeanyuie kpaTKOCPOUHO JIeHEHHE C TPAMAaaoa v ako € HeoOX0AMMO ¢ IPEKbCBAaHE Ha
TeparnHaTa, 3a Ja ¢e HaMaJId PHCKa OT JIEKAPCTBEHA 3aBHCHMOCT (BUXKTe: JlpeaynpexaeHia 1 npeanaztu
MEpKH™).

Ynotpeba npu neua ot 1 o 12 roaAHHN:

BalHAT JeKap Wie onpeaAeny A03aTa U KakK T4 aa ObAe npuiarasa.
HO3UpOBKAaTA HPH Jiela 3aBUCH OT TejleCHOTOo Terio. ObHyaiiHara HavanHa ao3a e 1 mg 1o 2 mg Ha KHnorpaM
TENEeCHo Tero. MakcuMannarta JHeBHA 1034 € A0 8 Mg Ha KHJIOrpaM TeJIECHO TErTI0, WIH PECNCKTHBHO
MaKCHMAallHa 103a TpaMalonor xuapoxiopug ot 400 mg Ha geH, KOATo He TpAOBA Ja Obae HA/ABHIIABRAHA, OCBEH
ako BalmusT nekap He € nMpeanucan apyro. s

Bb3pacTHH ¥ AeHa HaA |2 TOJHHH
BanmusaT nekap e onpejeiid TouHaTa A03a U Kak Ja Obje npunaraHa.
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[[pennoprunTenHaTa eqHOKpaTHa A03a € 50-100 mg TpamManonoB XHAPOXIIOPHA, 3-4 TbTH AHEBHO. ToBa €
ekBHBAJIEHTHO Ha 1-2 ml Tpamanon CTAJA 50 mg/ml nuXekIMOHEH pa3TBop.

Axko bonkara He 6bae obnexkyeHa 30-60 MUHYTH ciiel NpunaraHeTo Ha S50 mg TpaMasoNnoB XHAPOXIOPH, MOXKE
na Bu Obae npunoxena ome eqHa equHAYHa A03a ot 50 mg Tpamamon CTAJIA.

B cnyuaii Ha cunHa 6onka, BammuaT nekap Mmoxke aa Bu npeanume 100 mg Tpamamon CTAJIA. Ako bonkata He
Obae odnexyena, BawuaT nekap Moxke na nosunasa goszara Ha TpaMamon CTAJIA no nmocTHrase Ha ITbJIHA
aHAJITe3H.

He 1pa6Ba na 6bae npunarada 1032 no-sucoka ot 400 mg TpaManonos XMapoxaopHy (eKBHBaN¢HTHA Ha 8 ml
TpaMaaoi0B XHAPOXJIOPHA UNHK 4 aMNyJIH), OCBEH aKO HE & H3PHYHO MNpeANUcaHa OT JieKkap.

Tpamanon Ctaaa tpadBa na Bu Objae npuiaarad Ha Bcekn 4 Ui 6 vaca
* Karo HHTpaBeHO3Ha UHXKEKIMA (BbB BEHA)
* Karo MHTpaMyCKyHa HHXEKIHA (B MyCKyn)
" BiMBaHe: MHTpaBeHO3HA HHY3HA cliel HEOOXOAUMOTO pa3pexaane

Muxexunnte TpsaOBa Aa ce BbBEXIAT 2-3 MHHYTH
— Karo 0arHa HHTpaBeHO3HA WHXKeKLHA (BBB BeHa)

[TaumeHnTu B cTapyecka Bb3pacT
[Ipn nanuenTH B cTap4ecKa BB3PAcT (Han 75 roJHHH), ENHMHHHPAHETO Ha TpaMaaon Moxe Aa Opae 3abaBeHo.
AKO TOBa ce oTHacs 3a Bac, HHTEpPBATBT Ha A03MpaHe TpsadBa Aa Obje yaIbIKeH.

Texka yepHo/ApoOHa WK ObOpeyHa HENOCTATHYHOCT MM NALIMEHTH Ha JHANH34
[TanueHnTH ¢ Texka yepHoApoOHa /WK OB0peyHa HeJocTaThUHOCT He TpAdBa Aa u3noa3BaT TpamMano

CTAIA. B cnyuali Ha nexa 10 yMepeHa YyepHoapoOHa H/HIIH 0p0peyHa HeAOCTATEYHOCT HHTEPBAABT MEXKIY
OTACHUTE 403U TpaOEa a ObAe YABIIKEH.

AXo cTpajare OT TeXKO ObOpeuHO WK yepHoipobHo 3aboagaeane, BalluAT nexap Moxe Ja NPeLeHHy, 4e
Tpamanmon Crana He TpaOBa aa ce npunara npu Bac, Thit KaTo TO3M JIEKApPCTBEH IIPOAYKT HE CE NMPENOPHYBA NPH
TAKMBA 3a00N5IBAHHS.

HauuH Ha NpUAOKEHHWE
Tpamagon CTAJA 50 mg/mi HHXeKLIMOHEH pa3TBOp c¢ npujara noa ¢opMa Ha HHXEKIHS OT JIEKAp WM
MEJIMUHHCKA cecTpa. JlexapcTBOTO MoXe na Obae MpUIOKEHO!

— BbB BeHa (6aBHa MHTPaBeHO3HA HHIKEKI[HA )
~  HHTPAMYCKYJIHO (MyCKYyJIHA HHAEKI[HS )
—  NOJKOXHO (II0AKOXKHA MHKEKIHA ).

[1pOoABIHKUTENHOCT HA JICYEHHETO:!
Baumnst nexap we npeanuiie KoJIKo Abaro TpaoBa Aa Bu One npuiaarad Tpamagon CTAILA.

Axo BH e IpHI0:KeHA NOBeYe OT HeoOxonmmaTa no3za Tpamagoa CTAHA 50 mg/ml HHACCKIHOHEH
pa3TBOpP

Axo no norpeiuka Bu 6b/ie npunioskena easa gonsanurenna goza TpaMagon CTAJIA, ToB




IlpunaraneTo Ha MHOTO BHCOKH J03H OT JIEKApCTBOTO, MOXKE Aa NPE/IN3BHKAa CBUBAHE HA 3CHHLIMTE (MHO3a),
OBPBIIAHE, MOHHXKABAHE HA KPBhBHOTO HAITAHE, YCKOPEH MYJIC, UHPKYJIATOPEH KOJIANC, 3aMBITIABAHE Ha

Cb3HAHUETO 0 KOMA (CHCTOAHKME Ha AbAOOKO Oe3Ch3HaHKE), EMMIESNITHYHH KOHBYJACHH H 3aTpyAHEHO auiane. B

TaKHBa CAy4au He3abaBHO ce o0azeTe Ha Baluug Aekap WK OTH/IETE 10 Hal-ONU3KMA CrelIeH MeTHUHHCKH
LEHTbP.

AKO MOJIyYuTe HAKOH OT Te€3H CHMIITOMU He3abaBHO yBeaoMmere Baius nexap. Toil e npegnpueme
HeOOXOAUMHTE MEPKH 3a IeYeHHE Ha npefo3rpane ¢ Tpamagosn Craaa.

AKO ¢Te CIIPEJIH IPHEMA HA TPAMAZOJ

He TpabBa na cnivpaTe BHE3anmHO TPHEMA HA TOBA JIEKAPCTRO, OCBEH ako BainmuaT nekap He Bu e xasan aa ro
HanpaBHTe. AKO HCKaTe Jia CIpeTe NpHeMa Ha JISKapcTBOTO, ThpBO 00ChaeTe ToBa ¢ Bamud jiekap, 0cobeHo ako
CTe ro MpHeMaiyd AbIro BpeMe. BaluaT nexkap e By nochbBETBA KOra B Kak Jia CrpeTe NpueMa, KOeTo MOXe Ja
CTaHE Ype3 NMOCTENECHHO HaMaasABaHe HA J103aTa, 3a Ja C&€ HaMallH BEPOATHOCTTA 3a HEHYKHO PA3BUTHE HA
HEXENanH peakKliiu (CHMIITOMH Ha OTHEMAHE).

AKO ¥MAaTe HAKAKBY JONBAHUTENHH BBIIPOCH 3a ynorpedaTa Ha BaleTo nexkapcTso, nonuTtaite Bamus nexap,
dapMaLeBT WIH MeOHIHMHCKA CecTpa.

4. BL3iMOXXHH HeXe/1aAHH PeAKIHH

Kakro Bcuuku nekaperea, Tpamanon CTAJIA 50 mg/ml umkeKuMOHEH Pa3TBOP MOXKeE Aa NPENU3BUKA HEXKENaHH
peakiiH, BBIPEKH Y¢ HE BCEKH I'd MONy4YaRga.

CnpeTte npuemMa HAa TOBA JeKAPCTBO B C€ CBLPKETE BeHAra ¢ Bamns Jekap ak0 No9yBCTBATE:
CHMIITOMH Ha alleprudHa peakiui, KaKBHTO Ca:

¢ [loaysaHe Ha NMueTO, KpaHHHIUTE, €3HKa, YCTATA HH I'bPAOTO;

¢ 3aTpyJHEHO IOTTBINAHE,;

e 3arpyaHEHO AuUIaHe;

e KomnpupHa TpecKa H 3aTPYAHEHO AWIIAHE.

Muoro yeern: (MoXxe 1a 3acersgat noseye or 1 1o 10 nanueHTH)
+ [Ipunomasane (ragene);
® 3JaMasgHOCT.

YecTn (Moxe na 3acersart or 1 go 10 nannenTn)
¢ UyBcTBO 328 JucKOoMQOpT (IIOBPbBILAHE);
¢ 3anex;
» (yX0Ta B yCTaTa;
¢ ['napobomnue;
o [loTene;
e 3aMasHOCT;
* YMopa.

Hegectn (3acaraT or 1 go 100 naunenTn)
o [loBpriuane;

o CTOMAIHO-YPEBHO BB3NANCHHE (MYBCTBO 32 TEXKECT B CTOMaxa, NoJyBaHe); TOAUED e

* ChpredHO-ChAOBH e(peKTH: ycellaHe Ha COOCTBEHHS myIC (TANTUTAIIHH ), YCKOPEH Ny gmmpﬂuﬁ"} i;;

BHE3ANHO yCellaHe 3a 3aMAagHOCT IIPH pA3K0 Ha3npaBsgHe (IIOCTYpaiHa XUIIOTOHUA) E

perynatuaTa Ha KPpbhBOOOPaICHHETO (CBhPAICUHO CBHACB KOJANC);

A
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Te3n HexkenaHu peaklMK MOTaT Aa CE [POABAT TIPH MALMEHTH, [TONOKEHH Ha TEXKH GHIUYECKU CTPEC

Hanpumep ako TOKy-110 cTe OM1d NOAJIOKEHH HA onepallys
KOXXHHM peakiMH BKJIXOYBALIHN:

e CupOex;

e OOpHE;
® KOIPUBHA Tpecka (YPTHKapHi).

Al

Peaxn (Mmoxe Aa 3acernat ot 1 na 1000 nanuenTn)
® [IPOMCHH B allCTHTA,
* 0aBeH CbPASUCH PUTBHM (Opaaukap us );
¢ [OBUILABaHEe HA KPBBHOTO HANATAHE,
&

baBHO UK MOBBPXHOCTHO JUILAHE (pecnHpaTopHa Aenpecud). PecnipaTopHa nenpecns Moxe Ja
HacTBIH, aKo.

O

O

AKO npueMeTe MHOTO NOBe4e OT Npeanucanata Bu no3a (BHxTe Touka 3 ,,Ako Bu e
NMpUIOXKEHA NoBeYe OT HeobxonuMaTa Ao03a TpaMaaon Crana”) u

aKo CE MPHUEMAT MO BPEME HA JICUCHHETO APYTH JIeKapCTsa, KONTO JEHCTBAT BbpXY UCHTPAIHATA
HEPBHA cHcTeMa (BHxTe ,,Jlpyryn nekapcrsa u Tpamagon Crana™).

» EnunentHyHu KOHBYICHH. HacThnBaT rNaBHo:

O cnel ynotpeba Ha BHCOKH J03H TpaMaao/l WIIH

O €JHOBPEMEHHO NPWICKEHHE HA JIEKAPCTBa, KOUTO NPEAU3BUKBAT KOHBYJICHH UK
TOHWXKABAT TBPUOBHSA NIpar, HaMpUMeEp aHTHACNPECAHTH U AHTHNCHXOTHYHH
nexapcrTsa (suwxTe:” pyru nexaperea u Tpamajon Crajga”).

¢ Cria3MH B MyCKYJIHTE

®» YyBCTBO Ha M3TPBLNBaHE (ITAPECTE3HA)

® TPEMOP

® [lcuxuuHH HapylieHns: ciel IpUHiaraHe Ha TpaMaao MOraT Ja HacThIAT Pa3IidHH ICHXUYHH
HapylleHKHA,B 3aBUCHMOCT OT:

O HHAHBHAYANHHTE OCODEHOCTH

O NPOABLKHTEIIHOCTTA Ha NPHIIOXKEHHE.

Te3n Hexenann peaklii BKJIIKOYBAT:

NPOMEHH B HACTPOEHUETO N0-YECTO IPHIOBAKIHATO HACTPOEHHE, HO TIOHAKOTA H AHCHOPHA
MPOMEHH B IBUKECHUATA (OOUKHOBEHO 0-cjiabda aKTHBHOCT, B HAKOH CJTy4yad 3aCHJICHA
AKTHBHOCT)

NPOMEHH B NIO3HABATEIHUTE U CETHBHH (PYHKLHH KaTO:

HapyLI€HUE BbB BBIIIPHATHATA

3aTpyAHCHHE MPX B3EMAaHE Ha pelleHUs

BHXKJAHE HA Hellla, KOUTO He ChIUECTRYBAT (XAMOLMHALIVHK )

O6BpKaHocT

OeTHPHY M

HECMOKOEH ChbH

KOIIIMAapH.

® 3aMBINCHO 3pCHHE

® MYCKyJIHA caabocT

® 3aTPYIHEHO YPHUHHPAHE H 3a0bPKaHEe HA YPHHA
® HEKOOPAWHHPAHH ABH)KEHHS

® [pexoAHa 3aryda Ha Chb3HAHHE (CHHKOM )

¢ OE3MOKOMCTBO

o
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® aJepTHYHH PeaKiHH RAIpUMED:
- 3aayX (AUCIHes )OpOoHX0Cna3zbM {CTECHEHHE HA AHMXATENHHTE [TbTHILA, KOHTO NPHYUHABAT
3aTPYAHEHO AHUILAHE)
- XPHUIIOBE
- @HTHoelJeM (TexKa AllepriyHa Ppeaklud CBITPOBOACHA ChC 3ATPYAHCHO JHINAHE)

Cren neyeHune, 0coOeHo TIpH pA3Ko crpaHe npueMa Ha Tpamaaon CTAJIIA, Moke Aa MOJyYHTE CUMITOMH Ha
OTHEMAHE,

Mnoro peaxkn (Moxe na 3acerHart oT 1 na 10 000 nanuenTn)
® JlekapcTBeHa 3aBUCHMOCT;
e [ToRHILIEHH HHBA HA YEPHOAPOOHHTE €H3HMH.

C HeH3BeCTHA 4€¢CTOTA (OT RAJTHUHHTE JAHHM He MOXe Ja ObJe HAMPABEeHA OUCHKA)

¢ B/IOHIaBaHC HA CBUICCTBYBAIlla ACTM4a, MaKap Y€ NPpUYHHHA BPb3Ka He & ouna yCTaHOBCHA JaH [IPHYHHATA
€ IIPHCM Ha TpaMalo,

® paslHPEHHE HA 3eHHUMTE (MHIpHA3a);

® HapyUICHUA Ha PCUTa,;

® [IOHWKABAHE HA HUBATa HA KPBLBHATA 3aXap (XMITOTJIHKEeMHS );
® XbILAHE.

Cro0maBaHe HA HeXeJJAHH peaKIHu

AXO NOAyYHTE HAKAKBH HEXeJaHH JEKAPCTBSHH peakllui, yeegoMeTe Baiuus nekap unn ¢apMaueet. Tosa
BIJTIOYBA BCHYKH Bh3MOXHH HEOITHCAHM B Ta3M JTHCTOBKA HEXxedaHH peakiyd. MoxeTe chLIO 12 ChOOLLHTE
HEXETAHH PeaklUi AUPEKTHO Ype3:

M3nnHUTeNHA areHuus 1o nexapeTsara

yi. ,,[Jlamad I'pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yeOcaiiT: www.bda.bg
Kato crodllaBaTe HexeNaHH peakud, MOXeTe Ja AaJeTe CBOoA MPHHOC 3a NOJly4aBaHe Ha [0Be4Ye HH(popMaIHs
OTHOCHO 0€30MacHOCTTa HA TOBA JICKAPCTRO.

5. Kaxk fa cexpaaaBate Tpamanon CTATA 50 mg/ml unxeKIHORER Pa3TBOP

Jla ce cChbXpaHsaBa Ha MACTO, HEJOCTBITHO 34 JIelia.

Ha ce coxpansiea nog 25 ¢ C. CoxpanssaiiTe ToBa J€KapCTBO Ha 3aKIH0UYCHO, GE€30NACHO ¥ CHIYPHO MSCTO Ha
CBXPaHCHHE, KBASTO APYTYd XOpa He MOraT jJa UMaT LOCTHII A0 Hero. To MOoKe a IIpUYHHH CEPHO3HA BpPEAa H A2
OBIe daTanHO 3a X0pa, HA KOUTO He e OUI0 NpeanmucaHo.

He uw3nonszpailiTe ToBa NeKAPCTBO ¢lie]l CPOKa HA TOAHOCT, oTOeNs3aH BbPXy KapTOHeHaTa onakoBka, CpoOKbT Ha
FrOJHOCT OTIOBapA Ha MOCHE/HHA JeH OT IMIOCOUYEHHA MECELL.

Tpamagon CTAJHA 50 mg/ml nexekunoner pazTeop € camo 3a €AHOKpaTHA yrnorpeda. (JCTaHaNnoTo KOAHUeCTBO
OT pa3TBOpa ciej ynorpedara My TpabBa 1a 6bae YHHUTOKEHO.,

CpOK Ha rOAHOCT Cli¢/l TbPBO OTBAPIHE:

Xumu4uHa H $u3nvuHa crabuiiHocT e AeMoHcTpHpada npu 25 Y C 3a nepuon ot 24 yaca. Ot
rneaHa Touka odave, TeKapcTBEHHA IPOAYKT TPAOBa Ja ce H3Moi3Ba BeaHara. AKO He ce
YCIIOBHATA 38 ChXPAHCHEHHETO CIEA OTBAPAHE U CPOKBT HAa MOJHOCT Ca OTMOBOPHOCT Ha IT
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AKO BLHIIHHSA BRI HA amnynara Tpamagon CTAJTA 50 mg/ml HHXeKHHOHEH pasTBOP € HAPYIUSHA WITH
YBpeJeHa 110 HAKAaKbB Ha4uuH, T4 He TpsOBa Aa Ce H3N0/I3Ba H TpAOBa Jja ce H3XBBLPIIH,

He u3sxpupasgiiTe nekapcTBaTa B KaHAIM3aUMATa HKA B KOHTEWHEPA 3a AoMalIHy oTnansuM. [lonuraiite Bamus
(papMaLeBT KaK 1a H3XBbPIATE JICKAPCTBATA, KOUTO BeYe He H3NONA3RaTe. Te3H MEPKH 1Ie CIIOMOTHAT 32
OIla3BaHe Ha OKOJHATA cpeja.

6. ChabpxanHe HA ONAKOBKATA H J0IbJAHHTEIHA HHbOpMALIHA

Kaxso coabp:ka Tpamanon CTAA 50 mg/ml HpkeKHOHEH Pa3TBOP

- AKTHBHOTO BELLIECTBO €:TPAaMAZIONOB XHAPOXIOPULL.

| ml umxekiMoHeH pa3Teop chabpka 50 mg TPaMaaoJIoR XHIPOXIOPHI.

| aMnyna ot 2 ml uHxekUHoHeH pa3tBop Chabpika 100 mg TpaManonoB XHApOXIOpHUIL.

ApyTrTe cpCTraBky (IOMOIIHH BELECTBA) CA: HATPHER all€TAT TPHXMUJIpAT, BOJA 3a HHKXEKIHH.

Kak m3raexaa Tpamanon CTAJIA 50 mg/ml nEsKeKIHOHEH PAa3TBOP H KAKBO ChABPKA ONAKOBKATA
be3nBeTHH aMImy i, H3padOTEHH OT HEYTPANHO GOPOCHIHNKATHO CTLKIIC OT | XUApONUTHYEH KIIAC, ChALPKAMM
OMCTDp, Ge3UBETEH Pa3TROP.

Tpamanon CTAJIA 50 mg/ml uH>XeKLIHOHEH pa3TBOP € HAJHUYEH B ONMakoBKH 0T 5, 10 4 20 amnynu, cbabpKally
2 ml UHKeKIIHOHEH Pa3TBOP.

IIpaTeskaTe) HA pa3pelleHHeTO 33 ynoTpeda
Stada Arzneimiitel AG
Stadastrasse 2-18

61118 Bad Vilbel
| epManug

IIpouspoanTen
Hemopharm GmbH
Theodor-Heuss-Strasse 52
61118 Bad Vilbel

['epmanug

Jara Ha noCJIeAHO NPepaAsrexXIaAHe HA JUCTOBKATA
04/2024
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