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JIncroBka: Undopmanus 3a nanmnenTa

Pemudentanna-Yaiikagapma 5 mg npax 3a KOHIEHTPAT 32 HIKEKIHOHEH/AHDYIHOHEH PA3TBOD
Remifentanil-Tchaikapharma 5 mg powder for concentrate for solution for injection/infusion

(pemugpenmanur/remifentanil)

IIpoyeTeTre BHHMATEIHO UAATA JHCTOBKA, PEAH 12 3aMI0YHeTe J1a NpHeMaTe TOBA JIeKapCTBO, Thii
KATO T ChAbPKA BakHa 32 Bac undopmanus.

® 3anasere Ta3H JUCTOBKA. MOXe /1a ce HaJIOXKM J1a s Mpo4YeTeTe OTHOBO.

9 AKO UMaTe HAKAKBH JOIMbJIHUTEIHU BBIIPOCH, NnonuTaiTe Baluus nekap, ¢papMaueBT WK
MEIULIMHCKA CecTpa.

® ToBa nekapcTBO e npeanucado JH4HO Ha Bac. He ro npeorcTbnBaiite Ha apyru xopa. To moxe na
UM HaBpeH, He3aBHCHMO Y€ MPU3HALIMTE Ha TAXHOTO 3a00/1sBaHe ca ChluTe KaTto BawuuTe.,

® AKO MOJIyYHTE HIKAKBH HEKEJIaHHU JIEKAPCTBEHH peakuuH, yBeaoMere Bawusg nekap, papmaueBT

WJIK MEJMLIMHCKA cecTpa. ToBa BKJIKOYBA U BCHYKH Bb3MOXXHHU HEXKEJIaHW peaKLMi, HEONMHCaHH B
Ta3y JIMCTOBKA. BuxxTe Touka 4.

KakBo ChABbPiKa TaiH JIHCTOBKA

KakBo npeacrasnssa Pemudenranun-Yaiikadapma U 3a KakBO ce W3Mnos3Ba

KakBo Tps0Ba jaa 3Haere, npeau na Bu 0bae npunarad Pemudentanun-Yaiikadapma
Kak ce npunara Pemudenranun-Yaiikapapma

Bb3MOKHHN HEXKEIaHHU peaKLHH

Kak na cbxpansBare Pemudenranun-Yailikadpapma

CbabpkaHue Ha OnakoBKaTa U JA0MbJIHUTEHA HH(pOpMaLIUs

il -l ol o

1. KakBo npeacrasiasia Pemudenranna-Yaiikadgapma u 3a KakBO ce H310.13Ba

Pemugenranun-Yaiikapapma cbabpxka JekapcTBo, HapeyeHo pemudeHTanu. To npuHamiexu KbM
rpyna jiekapcTsa, U3BECTHU KaTO OMUOU/IH.

Pemu¢enranun-Yatlikagapma ce U3nosi3Ba 3a€iHO € JIpyTrd JeKapCcTBa, HapeuYeHH aHECTETHLIH, C LIeJI:

® na Bu nomorHe 1a 3acnure npeau onepaims;

@ na Bu npucnu ¥ Aa npeaoTBpaTH ycelaHeTo Ha 00Jika o Bpeme Ha onepaiius, J0KaTo AHIIaHeTO
U cbpaevyHara Bu geiHocT ce HaOmoaaBaTt v NoAAbpIKaT;

® na By Hakapa aa ce 4yBCTBaTe ChbHAMBH M J1a peJ0TBpaTH yceulaHeTo Ha 6oJika, 1okaTo Bu

JICKYBAT B HHTCH3HUBHO OTACJICHHUC.

To3u nekapcTBeH NPOAYKT € npeaHa3HayeH 3a 001Hu4YHa ynoTpeda.

2. Kakgo TpsiOBa 1a 3naeTre npean Aa Bu Obae npuaaran Pemudenrannn-Yaiikagapma

He TpsiOBa 1a Bu Obae npuiaran Pemudgenrannia-Yaiikadapma, ako:

® CTE ale€pruyHM (CBPbXUYBCTBUTEIHH) KbM peMU(EHTAHN UK KbM HAKOS OT OCTAHAJIMTE
CbCTaBKH Ha TOBA JIeKapCTBO (M30pOEHH B TO4HKA 6);
J CT€ aJIEPru4HM (CBPbX4YYBCTBHTEJIHH) KbM JPYTH Ji€KapcTBa 3a obieKkyaBaHe Ha 0oJikara, KOMTO ca

MoJA00OHH Ha peHTaHNIT M ca U3BECTHH KaTO ONMUOMUIH.

AKO HE CT€ CUI'YPHH JIaJIH HAKOE OT ropenoco4YeHuTe ce oTHacs 3a Bac, rosopere ¢ Bamus
(papMaLeBT WM MEULIMHCKA cecTpa, npeau aa Bu o0bae npunoxen Pemudenrannn-Yaiix

[IpeaynpekaeHHs H NpeANa3sHH MEPKH



["oBoperte ¢ Bawuus nekap, GpapMaueBT UM MEIULMHCKA CeCcTpa, npeay aa Bu 0bae npunarau
Pemudentanun-Yaiikadpapma, ako:
CTe alneprHiHH (CBPbXYYBCTBHTENHH ) KbM JPYrH OMHOMIHHU JI€KAPCTBA, KaTO MOPQUH HIIH KOJEHH;

* cTe HaA 65-TOAHIIHA BB3pacT;

- CTe ASXUAPATAPAHU WM CTe 3aryOriin MHOTO KPbB;

. qyBCTBATE CNabOCT WM HEPAIIIONOKEHHE;

. CTe C HAAHOPMEHO TETJIO;

. HMAaTe TeXKa HapyllieHa YepHOApoOHa QyHKLHA;

- CTpalaTe OT TEXKO CHCTEMHO 3a00/iaBaHe, KOETO OrpaHu4aBa aKTHBHOCTTAa Bu H Moxe za
NpeAcTaBNsABA 3aIU1axa 3a XXHBOTa Bu. BaluuaTt nekap e npeueHH Jan ToBa NEKapCTBo €
noaxoanaimo 3a Bac;

. kazaau ca Bu, ye uMare 3a0aBeH UM HEPABHOMEPEH ChPACYEH PUTBM WIH HHCKO KPbBHO
HaNgraHe;

. HMate npobnemu ¢ Genute apodoBe (HapylleHa AuxatenHa GyHKIH);

- Buie niny Hakoit oT BailleTo ceMelicTBO HAKOra € 3/10ynoTpedaBan ¢ WiH € UMall 3aBHCHMOCT OT

aNIKOXO0J, JIEKAPCTBA, OTNYCKAHH 110 JIEKAPCKO NPEANHCAHHE, HIIW HE3aKOHHH HAPKOTHYHH
BelllecTRa (,,3aBUCUMOCT *);
Bue cTe nmyinay;

HAKOra CT€ UMaNH NpobieMH ¢ HACTPOSHHUETO (AENPECHS, TPEBOXHOCT HIIH JIHYHOCTHO
pa3CTpONCTBO) HAHU cTe OHIIH NEKyBaHH OT NMCUXHKHATHP 34 JApYrH NCUXU4YHM 3abonssaHus.

ToBa IeKapCTBO ChbAhPXKa peMHPEHTaHW, KOWTO € ONTUOUAHO JlekapcTBO. MHOorokparHara ynotpeba Ha
ONMHOHAHH GONKOYCNOKOABALIH MOXKe Ja JoBee 10 HaMaleHa edeKTHBHOCT Ha JIEKapCTBOTO (A2
MPUBHKHETE KbM Hero). Moxke ChILO Taka Aa AoBelle A0 3aBHCHMOCT U 310ynotpeda, KoeTo MoXe aa
NMPHYKMHH KHUBOTO3ACTPAILABALLO HPEaO3HpaHe. AKO UMATEe MPUTECHEHH, Ye MOXKe Ja CTaHeTe 3aBUCHUMH
ot Pemudenranun-Yalikagapma, € BaxkHO Ja ce KOHCynTupare ¢ Bauung nexap.

[Tonskora npu BHE3aNMHO CMpaHe Ha JTeYEHUETO ¢ TOBA NeKapCTBO, 0COOEHO KOraTo JieYeHUero

NPOABJIKY NOBEYE OT 3 AHM, ca ChOOLIABAHU PeakLNH Ha OTHEMaHe KaTo YCKOPEHO ChbpliedbueHe, BHCOKO
KPBHBHO HalsAraie 1 fesnoxoiicTro (BUXKTE M TO4KA 4. ,,B53MOXKHHU HEXENAHU peakluu‘ ‘). AKO MoaydnTe
Te3H CHMINTOMM, Batimar nekap Moxe OTHOBO 2a 3aMo4He Aa BH npunara neKapCcTBOTO M NOCTENEHHO 1

HaMaJli a03arta.

AKO HE CTe CAI'yPHM HaJid HAKOE OT rOpernocoMeHHTe C€ OTHACA 3a Bac, nonuraiire Baluns nekap,
MEULIMHCKA cecTpa NH dapMalleBT, npeau aa Bu npunoxar Pemupentanun-Yaiixadapma,

INankeETH HA MEXaHHYHA BEHTHJIANHA B RHTCH3BEBHO OTJE/ICHHAE

Ynorpebara Ha TOBA JIEKApPCTBO NPH MALMEHTH, YHETO AUINAHE CE NOANOMAra U3KyCTBEHO B HHTEH3HBHO
OT/AENEHHE, € MpeAHa3HaYeHa caMo 3a nauueHTH Han | 8-roauiina Bb3pacT ¥ TpAOBa Aa ce U3non3ea 3a
MAaKCHMaNeH nepHoa 10 3 JHH.

Hena sa sb3pacT o1 1 10 12 roagnnx
[Tpu neua Ha BB3pacT oT | 10 12 roauHH TOBa IEKAPCTBO C€ W3MNO0JI3BA, 34 Ja 'M NPUCHIH K Aa
NpeaoTBpaTH ycellaHeTo 3a Hoska 1o speMe Ha onepauus, Ho He TpAOBa Ja ce W3I0a3Ba 34 IPHCIMBaHe

peay onepaiHs.

Jdena noa 1 ronuna
Tora nexapcTBO He ce NpenoprUBa 3a ynotpeba npu aeua nox 1 roauHa.

JlekapcTBeHa NOHOCHMOCT e

Cnea ynorpebara Ha TOBA J1€KapCTBO CHIIECTBYBA Bb3MOXHOCT OT HAMAIABAHE HA eheKPE M\ JaRE -H&“--.\_\
MOXe 1@ CTAHETE MO-4yBCTBUTENHA KbM O0JiKa NpH npeanycadara A03a. Tosa e no-Bey) ;. RN
ciyuH, korato Pemuderntanun-Yatikapapma ce H31013Ba 38 NO-NPOABIDKUTEIEH HEPHOMC s




JlekapcTReHAa 3aBACHMOCT
Tosa nekapcTBO MOXKE Aa NpeAn3BUKa 3aBUCUMOCT, kapaitki Bu Ja YyBCTBaTe, 4e UMaTe HyXJa OT Hero,

3a 1a OYHKLUHOHHUPATE HOPMAJTHO.

Peaknau npH CNHpAaHE HA JIEKAPCTBOTO

[Tonskora ca cbo011aBaHK peaxLMH NTPH CIIMPpaHE Ha JIEYECHUETO C TORA JIEKAPCTBO, OCODEHO ako
JIEYEHHETO € NMPOIBJIXKUNO0 NoBeYe OT 3 AHU (BX. Touka 4 ,,Bb3MOXHHN HEXENaHU peaknun’),

AKO ITONy4YHTE TAKHBA CUMNTOMH, BallluAT nekap Moxe OTHOBO Aa 3aNnouHe JICUCHUETO H MOCTENIeHHO 4
HaMaJIu R03aTa.

Apyra aexkapcTtea H Pemudentanna-Yafikagapma

Tpabpa na kakere Ha Bawus Jekap unu ¢apMaleBT, aKO PUEMaTe, HACKOPO CTE IPHUEMATTH UNH €
BBL3MOXHO Ja NPUEMATe APYIH JIEKAPCTBA, BKNOUHTENHO H TaKUBA, OTITyCKaHH Oe3 penenra. ToBa
BKIOYBA H OunkoBH nexapera. Pemudenranun-Yalikadapma B komOMHALMA C APYTH JIEKAPCTBA MOXE
Jia NpeJU3BHKa HEeXENAHU TEKAPCTBEHU PEaKLiu.

[To-ciennanuo uHGopmupaiite Bammsa nekap nnu papMaLeBT, ako MpUEMATE:

o JeKapCTBa 3a Chple WM KPhBHO HanAraHe, kato 6eta-6noxepH (ToBa BKAKOYRA ATEHOIOI,
METOMPOJIOA ¥ OXU30MPoJ10J1) UK OIOKEPH Ha KAILMEBHTE KaKalH (T€ BKJIKOYBAT aMJIOAUITHH,
IUITHAa3eM H HUDEIUTIHH);

. NeKapcTBa 3a JiIe4eHHE Ha ACMPECH KATO CEIEKTHBHH HHXHOUTOPH Ha 00paTHOTO TIOEMaHe Ha
cepotoHUHa (SSRIs), HHxubuTopy Ha 0OPATHOTO NOEMaHE Ha CEPOTOHHHA H HOpENHHEPpUHa
(SNRIs) nna uaxubuTOopH HAa MOHOaMHHOOKCcHAa3aTa (MAOQO uuxubutopn). He ce npenopbysa aa
M3ION3BATE TE3H JiekapcTBa 110 eAHO U Chbllo BpeMe ¢ Pemudenrannn-YatikabapMma, Toit kato te
MOK€E Ja MOBUILAT PUCKA OT CEPOTOHHMHOB CHHAPOM, MOTEHUHANHO XKHBOTO3ACTPALIABALIO
CbCTOSHHE.

Tora nexapcTBO HAMAJIABA KOJHYECTBOTO Ha APYrH MeIHKAMEHTH, KOUTO 1€ ObAaT He0OX0AHMH, 3a 1A
Bu npucnsart, na Bu oTnycHarT npeau onepauys /WM Aa NpefoTBpaTAT YcelllaHeTo 3a 6onka
(xunuoTH1K). ToBa ce NMpaBH C Liesl Aa C& HaMalH PUCKBT OT HeXeNaHH peakliMi OT Te3H JIeKapcTBa.

EnnoBpemenHara ynorpeba Ha Pemudentannn-Yalikadgapma cbe CeJaTHBHH JIEKAPCTBA KaTo
OeH30aHA3CTHAK HIIH NOAOOHH Ha TAX yBENHYABA PUCKA OT CHHIMBOCT, 3aTPYIHEHO JHLIAHE
(pecniupaTopHa JenpecHa), koMa U Moxke aa OBze kuoTo3acTpawiaBaiia. [lopaau Tosa eaHoBpeMeHHATa
ynotpeba Tpabea ja ce uMa npeaBu] caMo KOraTto HAMa APYTH Bb3MOXHOCTH 32 JICHEHHE.

ConprcTBallata ynorpeda Ha OMHOUWAM U IEKapCTBa, H3NOI3BAHY 34 JIEYECHUE HA ETTHIIENCHY,
HEBPOJIOrMYHa HONKa WY TPEBOKHOCT (radaneHTUH U nperabanuy), MoBMLIABA PUCKA OT NPeaO3IUpaHE C
ONHOMIH Y MOTHCKAHE HA JUINAHETO U MOXKe J1a Ob/Jie UBOTO3aCTpallaBalLa.

Bonpexu ToBa, ako Bamusar nekap Bu npeanuuie Pemudentanun-Yaitkadapma 3aenHo cbe celaTHBHA
N1eKapCcTBa, J03ara U NPOABIKUTEHOCTTA Ha ChITBTCTBALIIOTO JleueHne Tpabra Aa Ob4aT OrpaHHYEHH OT
Bawug nexap.

HudopMupaiite Bawmus nexap 3a BCHUKH C€JaTHBHM IEKAPCTBA, KOUTO NIPHEMATE H CJie/BaiiTe
BHHMaTENHO NMpenopbkara Ha Bamna nekap. Moxe aa 6bae nonesHo aa HHQOpMHpaTe MPUATEIH HITH
PORHMHH, 3a Jla ca HAACHO C MOCOYEHHUTE MO-rope Npu3Hald U cuMnToMu. CebpxkeTte ce ¢ Bamnsa nexap,
aKO UMATe TAKHBA CUMNTOMM.

Pemudenranun-Uaiixadgapma ¢ ankoxon
Cnen npuem Ha Pemudenranun-Haiikadapma, He Tpabsa 1a niere ankoxol, J0KaTo He CTe HAIIBJIHO

Bb3CTaHOBCHH.

BpeMeHHOCT H KBpMeHe
AKo cTe 6PEMEHH3 WJIH KbpMHTE, CMATATE, Ye MOXKE Ja cTe OpeMEHHA HIH [UTaHHpaTe Ja



Be3onacHOCTTA Ha TOBA IEKAPCTBO HE € HAN'bJIHO YCTarOBeHa Npu OpeMeHHHU xeHU. Tora aekapcTBo
TpsOBa Ja ce npunara Ha GpeMeHHH )KEHH CaMO aKo JIEKapAT CUMTA, Y€ NOJI3aTa 32 MaHKaTa HaJBUIIABa
BB3MOXHHS PHCK 3a IUIOAA.

AKO TOBa n1eKkapcTBO BH ce mpHnoxXy No BpeMe Ha paxAaHe HIH HeNOCPEACTBEHO Npeay paKAaHe, TO
MOJKe J1a MOBNUAE Ha AxilaHeTo Ha Balwero HoeopoaeHo aere. Bue u Bawero HoBopoaceHo AeTe e
ObJere HabMoAaBaHM 33 NPU3HALIM Ha MPEKOMEPHA CHHIMBOCT M 3aTPYAHCHO JUILAHE.

[IpenopbuBa ce Ja He KbpMmHTe O6e6eTo cH B NpoABIDKEHHE Ha 24 yaca CJie]] NOy4aBaHe Ha TOBa
JIEKApPCTBO, Thil KATO aKTHBHATA ChCTaBKa (peMHGEHTaHHI) MOXKE J1a Ce OTAENH C KbpMara.

[Hopnupane u paboTa ¢ MAILIHHH
He wodupaiite 1 He H3NON3BaiiTe MAIIKHY ClIe] MPUEM HA TOBA JIeKapcTBO. Bamuar nexkap me Bu kaxe
Kora e 6e30macHo Aa ce BbpHETE KbM Te3d AcHHOCTH. Bue He TpaOpa na ce npubupare 6e3 npuapyxuren

BKDBILH.

3. Kak ce npuniaara Pemadenrannn-Haitxadapma

Kak ce npnj1ara HHXXeKIAATA
Huxora HaAMa Ja ce oyaksa oT Bac na ¢ npuioxuTe caMH ToBa nekapcTBO. 10 BUHaru e Bu 6bae

NPHAraHo OT KBATHGHLIHPAHO JIHLE.

ToBa JieKapcTBO € NMpeIHa3HAYEHO CaMO 3a HHXXEKTHPAHE BbB BeHaTa. Pemudenranun-Yalikagpapma Hama
a4 C€ H3MO0N3Ba CAMOCTOATENHO, 3a Ja By npucnu npean onepauua. llle ce n3noa3ea B KoMOHHaLuA €

APYTH JIEKapcTBa.

Pemudentannn-Yalikadpapma Moxe Ja ce npunara:

. KaTO €AHOKPATHA MHXXEKIUA BbB BCHATa;

° KaTO NMPOABIKUTENHA HH(]Y3HS BBB BeHaTa, KbAETO JiekapcTeoro HaBHo e Bu 6bae qaBaHo 3a no-
IBITBT NEPHOA OT BpeEMe.

Ho3aTa, KOATO Ule NNOJYYHTE, 3aBHCH OT:

. onepaluaTa, KosaTo 1e uMare;
. KOJIKO CUJIHA e OoskaTa Bu;
° KONKO ynoeH TpadBa Ja cTe cnopel MEAULIMHCKHMA €KUIT B UHTEH3MBHOTO OTAC/EHHE.

Jlosara Bapupa nNpH pasIHYHHTE MALHEHTH 1 e 6bae onpeaeseHa or Bauns nekap.

ITanEenTH B HHTEH3HBHO OTAEJIEHHE ¢ MEXAHUYHA BEHTHIANUSA
YnorpebaTa Ha TOBA NEKAPCTBO MPH NAUMEHTH, YHETO AHLLIAHE C€ NOANOMAra H3KyCTBEHO B MHTEH3UBHO
OTAcJIEHHE, € CaMO 3a NanyedTH Haj 18 roannu v Tpabea Ja ce n3nona3ea 3a MAKCHMYM 3 JHHU.

Hena Ha Bh3pacT oT 1 10 12 rondnH
[Tpu gena Ha Bb3pacT OT | 1o 12 roJUHH TOBA NEKapCTBO CE U3MON3Ba, 33 1a M'M JbPAKHU B CbH U Ja
NpeJOTBPATH yCellaHeTo 3a 6oka 1o BpeMe Ha Onepallud, HO He TpaOBa Aa ¢e H3Moa3Ba 3a NpucnHBaye

Npeay onepalui.

Hena nox 1 ronanra
Tosa nexapcTBO HE C& NIpenopbyBa 3a ynorpeda npu Aeua noj 1 roguHa.

Crnen Bamarta onepanns
HUudopmupaiite Bauing aekap viaM MEIULMHCKA CecTpa, ako M3nuTbare 6osnka. Ako u3

cien BaluaTta npoiieaypa, Te e Morart na Bu aanar apyru 60sakoycnoxkossainy.




4, BLiMOKHE HeXXeJIAaHH peakiiHA

KakTo BCHUYKHM N1€KapcTBa, TOBA JEKAPCTBO MOXKE Ja NMPpEeANU3BUKA HEXENAHU PEaKLMK, BBIIPEKH ye He
BCEKH IH nonyuasa. CneHuTe HeXENaHH PeakLiMK MOTaT Aa ¢e NPOABAT NpH ynotpedara Ha ToBa

IEKapCTRO.

Hsakou xopa Morat aa ca anepruduHi keM Pemudentanun-Yavikagapma. HezabasHo Tpabsa na ysegomure
Baiuusa nexap UiH MeJHLIHHCKA CECTPa, aKO NMOAYYHUTE HAKOS OT CACIAHUTE HEXKEIaHH PeakLIMH.

Peoxu (moxce 0a 3aceeram oo I na 1 000 oywu)

. BHE3aNHU XpUNOBe U O0MKA B FEPAUTE HIH CTATAHE B MbPAUTE;
° MOy BaHe Ha KNena4duTe, JIMLETO, yCTHUTE, YCTaTa UIIH €3HKa;
* HepaBeH OOpUB Ha KOXKaTa WM YPTUKapHA [0 TANOTO;

. KoJarc.

TexXKHTe aJIePrAEvHA PeaKIHH MOTAT 33 NPOrpecHpaT J0 sKHBOTO3ACTpaliaBaly anadRIaKTHYCH
IIQK; YECTOTATA HEe € U3BeCTHA (He MOXKe Ja C€ OLEHU OT HATMYHUTE NaHHH), KOUTO BKNIOYBAT
BJIOILIABAaHE Ha aJIEPrUYHUTE NPU3HALHY, CHIHO NTOHIWKABAHE HA KPLBHOTO HAIATaHe, YUYEeCTEHO
chpuebnese W/WIn MPUNagbK.

Yeenomere Bawus JIEKAP, KOJKOTO €€ MOXE ITO-CKOpPO, dKO 3a0eNe)UTE HAKOE OT ClIeHUTE:

Mnozo vecmu (moorce 0a 3aceznam nosewe om [ na 10 oywu)
. MYCKYJIHA CKOBaHOCT.

Yecmu (mooice 0a 3acezram oo 1 na 10 oyvwuuu)
° 3aTPYAHEHO AUllaHE.

Baluudt nexap niH MEAHIIMHCKA CECTpa L€ KOpUrupaTt ChOTBETHO J03aTa BH.
Lpyzu cmpanuunu eghexmu, Koumo mo2am 0a ce nposesm, cred cvoyIcoane om ynouxa eKuoyeam.

Mhnoco wvecmu (moxce 0a 3aceecnam noseue om 1 na 10 oywu)
* raJIcHe;

* IOBPBLIAHE;

* HUCKO KPBbBHO HaAraHe (XHNOTOHUA).

Yecmu (Moxce 0a 3aceswam 0o 1 na 10 oywu)
* NOBHLIABAHE HA KPbBHOTO HANATAHE;

* Chphex;

* TPEIIEpPEHE;

* MHOTO HapeH myJc;

* KAULTHLA.

Hevuecmu (moorce 0a 3aceznam oo 1 na 100 oywu)

* YYECTEHO AMILAHE, FOPELH U CTYAEHH BBJIHH, JIOHA KOOPAMHALNA, rl1aBobosine, ycelane 3a
U3TPBNBAHE, HAPYLWIEHO 3pEeHUE (XHIIOKCHA, HEOCTATRYHO CHAOAABaHE HA OPTraHU3Ma ¢ KHCIIOPO);
* 3aneK;

* DOMKH.

Peodxu (mooice oa 3aceznam oo 1 na 1 000 oywu)

* YyBCTBO H& CUJIHO CMOKOHCTBUE UM CbHAMBOCT (CEAAINA );

* aCUCTONNA (JIMICA Ha ChpAeYeH PHTbM ) HJIH ChPACHEH apecT;
* TEXKKA AJICPrd4Ha peakuusa no HAJIOTo T4.10 (aHaduakcus ).




C neuzsecmua yecmoma (vecmomama He Moxce 0a bvoe onpedenena om HAIUYHAMA URDOPpMayus)

. ¢u3nuecka Hykaa ot Pemudenrannn-Yaiikadapma (nekapcteeHa 3aBHCUMOCT);

. KOHBYJICHH (HEKOHTPOJMPAHO TPENepEeHe Ha TANOTO);

. HeoOXOAUMOCT OT YBETHYaBaHe Ha 1103aTa ¢ TeYEeHHE Ha BPEMETO, ¢ 1€ NoJyJyaBaHe Ha ChLUXA
e¢ekT (IeKapCcTBeHa TONEPAHTHOCT);

o 3aMasHOCT, TpUNagblUy, 0onka B repAUTE U 3aayX (aTpHOBEHTPHKYAapeH 0510k — 3abaBsiHe Ha
eJIeKTPHYECKHA UMITYIC KbM JAOJHHTE KAMEPU Ha CBPUETO);

o CHHAPOM Ha OTHEMaHe (MOXe J1a Ce NPOABH ¢ NOSBA Ha CJICAHUTE HEXKENaHHM PEaKUMU: YCKOPEH

MyJc, BACOKO KPbBHO HaIAraHe, 6e3nokoicTBo MM B30y 1a, raacHe, NOBpblIaHe, AMApHS,
TPEBOXKHOCT, BTPHCAHE, TPENEPEHE U U3MOTABAHKE);
o HepaBHOMEPEH ChpAeqeH Myac (AapUTMHA).

BL3MOXKHHE CHMOTOMH HA abcTHHEeHIHS

AKO MONMYUYHTE HAKOA OT TE3M HEKEIAHM PEaKLMU WIH JPYTH HEeXeNaHH peakluy, J0KaTo crupare
MpHEMA HA TOBA JIEKAPCTBO, MOJI, rOBOpeTe ¢ Baiuus nexap.

Cro0maBaHe HA HOXKEJIAHRA PeaAKIHH
AKO MONyyHTE HAKAKBH HEXKEJIAHH JIEKApCTBEHH peaklUHu, yseoMere Bauius nexap, papMaueBT Uiy
MEANLIHHCKA cecTpa. ToBa BKIKOYBA BCHYKH Bb3MOXKHH HEOTIMCAHM B TAa3H JIMCTOBKA HEXKENAHH PeaKLiMH.

Moxere CBiLO Aa CBHOOIHUTE HEXEaHH pPE€aKUUH JUDCKTHO 4MPE3.

HM3anbnHATENHA areHiuus no JeKapcTeara
yi. ,,JlamaH I'pyes” Ne 8
1303 Codus

Tel.: +359 28903417
yebcaliT; www.bda.bg

Karto crobiiaBaTe HeXeNlaHH peakldd, MOXETe Aa AANETE CBOA NIPUHOC 32 NOJYYABAaHE HA MIOBEYE
HHGOpMaLHg OTHOCHO 0€30MaCHOCTTA Ha TOBA NEKAPCTRO.

5. Kak aa chxpansBate Pemudenrannn-Yaiixadapma

Ja ce cbxpaHsaBa Ha MACTO, HEJOCTBITHO 3a Jela.

He n3non3saiiTe ToRa 1ekapcTBO Cllel CpoKa Ha roAHOCT, 0TOeNA3aH BbpXy (JIaKOHA U KapTOHEHaTa
onakosxa. CpoKbT Ha FOAHOCT OTrOBapsA Ha NOCNEAHHA AeH OT MOCOYEHHS MECEL.

Hsama cnneLHanHu yCIOBHA HA ChXpaHEHHe,

CobxpausaBaiiTe B OpHrHHAIHATA ONAKOBKA.

He u3xpppigidTe NeKapCcTBATA B KAHAIH3ALMATA WIH B KOHTEeHHepa 3a qoMauidi ornaabluy. [lonuraiite
Bamus ¢apMaLeBT Kak Ja U3XBbpAATE JIEKapCcTBaTa, KOUTO Bede HE U3NoJ3Bare. Te3n MepkH Lie
CMOMOTrHAT 34a OMa3BaHe Ha OKOJIHAaTa cpeaa.

6. Chabpkanne HA ONAKOBKATA H JONLJHHATENHA HRpOpMANHSA

Kaxso coanpxa Pemupenrannn-HYaiikadapma
. AKTHBHOTO BEIHECTBO € peMHPEHTaHH XHAPOXJIOPUI.
. Hpyrute CbCTaBKH Ca MNIHUKH K XJIOPOBOJOPOJHA KHMCENHHA (3a Kopekuus Ha pH)

Kak narnexna Pemudentanua-Halixadapma v KaKBO ChIbLPKA ONIAKOBKATA




Pemudentanun-Yajikadapma 5 mg npax 3a KOHLIEHTPAT 32 HHXXEKUHOHEH/ UH(Y3HOHEH pasTBop e 6an 1o
mourH 011 nmpax.

5 dnakona no 6 ml, B Oe3uBeTHHU cThiUICHH (THN I) dnakony, ¢ XxNopoOYTHNOBA 3aMyHIANKa C
aJiyMHHHEBA 00KaTKa K MPEANA3Ho Kanaye, IOCTaBeHU B KaPTOHEHA KYTUS C JIMCTOBKA 3a NAlHEHTa.

[pean Aa ce NpHIOKH NpaxbT TPAOBa Ja ce pa3sTBOPH C MOAXONAL pa3TBOPHTEN, IPH KOETO ce 00pa3yBa
OMCTHEP 1 Oe3lBEeTeH pa3TBOp.

IIpuTexaTen HA pa3pelleHHETO 3a ynoTpeba H NpPOR3IBOZHTEN

“Uatikadapma Bucokokauecteenure Jlekapersa” A/l
oyn. ,,I'. M. Jumutpos” Nel, rp. Codusa 1172, bearapus
Ten.: 02/ 962 54 54

dakc: 02/ 960 37 03
e-mail: info@tchaikapharma.com

Jara Ha mocJIeAH0 npepasriecKzane Ha Jucroskara: Mapr, 2026
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HHQOEMHEHH 34 MEAHNHHCKH CITCIIHATHCTH

PemrdenTanna-Yaiikadapma 5 mg npax 3a KOHUEHTPAT 32 HHXKEKIIHOHEH/RHPYIHOHEH Pa3TBOP
(peMudeBTAHAI XAAPOXIOPHA)

3a JOMBLIHUTENHA HHpOpMALIUA, MOJIA HanpaBeTe cnpaBka B KpaTkaTta xapakTepuCTHKa Ha TPOAYKTA.

[IpeacraBeHara HHGOPMALINA BKIIOYBA HHCTPYKLMH 3a NpUroTeaHe Ha Pemudentanun-Yaiikagapma
MpeaHd MPUIaraHe U yKasaHud 3a CKOpPOCTTa Ha MaHYallHO-KOHTpOJIMpaHa HHY3us.

HHCeTpyKIHHE 32 OPHIOTBAHE HA
PemndenTannn-Yaiikadapma 5 mg npax 3a KOHUEHTPAT 32 HHKEKNHOHEH/REPYIHOHEH Pa3TBOPD

(pemMBderTARAI XHAPOXIOPAA)

Pemudentannn-Yaiikagapma 5 mg npax 3a KOHLUECHTPAT 3a UHXKEKUHOHSCH/ HHPY3HOHEH pa3TBop € 64N A0
noyury 64 npax.

Pemudenrtannn-Yalixagapma 5 mg € onaxoBaH B 6e3uBeTHM cThKIeHH (TUR 1) (hakoHu ot 6 mi ¢
XJIOpoOyTHNOBA 3aNyLIaJiKa ¢ ATyMHHMEBA 00KATKA M NPeAna3sHo Kanave, NoCTaBEHHW B KAPTOHEHA Ky THS
no 5 ¢rnakoHa ¢ JIMCTOBKA 34 MALMEHTA.

Baxxno e fa npoveTeTe TE3N HACTPYKIOMH 3a NpHroTreane va Pemudentannin-Yalikapapma. Tazn
nadopManun MoXe Ja Obae HaMepena H B TOUKHE 6.4 n 6.6 or KpaTkaTa XapakTepacT

NPOAYKTA.




Pemudenranun-Yaiikadapma tpadpa aa Obie NOArOTBEH 32 HHTPABEHO3HO NpURarale ype3 Ao0aBsHe Ha
onpeaeaeH ob6eM pa3TBOPUTEN 33 NOJIy4aRaHe HA H3XOAEH Pa3TBOp C KOHLUEHTpaUusd OT NpUbau3uTenHo 1

mg/mi.

Cnen pazTBapaHe TpabBa aa ¢¢ OLEHH BU3YANHO (IOKOJIKOTO NO3BOIABA (PIAKOHA) 38 HATMYHE HA TEBPIH
YaCTHLH, NOTEMHSABAHE WM noBspeaa Ha ¢nakoHa. ITIpu oTkpHBaHe Ha nNoLgoOHM NTPOMEHH pa3TBOPBT
TpabBa Aa ce n3XBbPiaH. KpaiiHuaT pasTBOp € caMo 3a eAHOKpaTHa ynoTpeba.

Hensnonseanoto Konu4uecTBo TpAOBa 1a C€ H3XBBPJIH.

3a MaHyalHO-KOHTponupaHa HHy3us, Pemudenrannn-Yaiikagapma 1padpa fa ce npuiara cien
ROMBAHHTENHO pa3peKIaHe Ha H3XOAHHA pa3TBOp A0 KOHueHTpauuH ot 20 10 250 micrograms/ml (50
micrograms/ml e NpenopbYHTENHO pa3pexaaHe 3a Bb3pacTHy 4 20 1o 25 micrograms/ml 3a
negWATPHYHH NalHEHTH Ha ¥ HaJ 1 roauHa).

3a TaprerHo-koHTpoaupaHa uHdy3ua (TCl), Pemndenrannn-Yatikadapma Tpabpa na ce npunoxu cien
ROITBJIHHTENIHO pa3pexIaHe Ha U3XOJHHA pasTBop A0 KoHueHTpauua oT 20 1o 50 micrograms/mil.
Paspexaanero TpabBa aa ce amantupa KbM TeXHHUYECKOTO 000py/ABaHe HA UH(Y3UOHHATA CHCTEeMa U

OYaKBaHHTE HYXK/IH Ha Hal[AEHTA.
PaspeneHus pasTBOp € camo 3a eaHOKpaTHa ynorpeda.

3a paspexxaaHe TpaOBa Aa ce U3NOA3BAT HAKOH OT CIEAHNUTE HHTPABEHO3HHU Pa3TBOPH, ONTHCAHH NO-101Y:
. Bona 3a HHXKEKIHHY;

['moxo3a 50 mg/ml (5%) pa3TBOp 3a HHXEKLMH;

I'nmroxo3a 50 mg/ml (5%) u narpues xnopua 9 mg/ml (0,9%) pasteop 3a HHXEKLHH,

Hatpues xnopug 9 mg/ml (0,9 %) paztBop 3a nixeKuuy;

Harpues xnopug 4,5 mg/ml (0,45 %) pa3sTsop 3a HHIKEKLUH.

Cnen paspexxaaHe pa3TBOPET TpA6Ba 1a ce olieHH BU3YalHO, 3a Ja Ce rapaHTHhpa, ue € OucTsp, OesuseTeH
¥ NIpaKTHYeCKH 0€3 TBLPAM YaCTHIIH, KakTo U ue (rakoHa Hama noppeaa. [Ipu ycraHoBABaHE Ha
MPOMEHH pa3TBOPBT TPAOBA Na C& U3XBBPIIH.

Cnen pa3TBapsHe ¥ pa3pexjaHe € JoKa3aHa 24-4acoBa XHMHUUECKA H PU3KUYECKA CTAOUNHOCT NpH
temrieparypa 25°C. Ot MukpoOHOIOrHYHA ITeIHA TOYKA, NPOAYKTHT TPAOBa Ja ce H3M0NI3BA BeAHATA.
AKO He ce u3rmon3ea He3abaBHO, BPEMETO H YCIIOBHATA 33 ChXpaHEeHUe Npeau ynotpeda ca OTTOBOPHOCT
Ha TO3H, KOKTO 0 npuiara 1 HOpMallHO TO3H cpok He Tpadra na 6bae noseue oT 24 yaca npu
TeMepaTypa ot 2 1o 8 °C, OCBeH ako pa3TBapAHETO € HAINlPpaBeHO NPH KOHTPONKHPaHH H BATHAUPAaHH
acenTHYHH YCIIOBHA.

Pemudenranun-Haikadapma € CbBMECTHM ChC CEHUTE UHTPABEHO3HH PA3TBOPH, KOTATO CE npuiara
ype3 HHTPABEHO3EH KATEThP:

- PUHrep nakrar pasTBOp 3@ HHKEKLUU

* Punrep nakrat u ['mroko3a 50 mg/ml (5%) pasTBOp 3a HHXKEKIIHH.

Pemudenranun-Yailikagapma e ChBMECTUM € TPONoGo, KOraTo ce nNpuiiara Ype3 HHTPaBeHO3€¢H KaTeThP.
YKa3aHHSA 33 CKOPOCTTA HA RHPY3HSA
Cnenpauiure TabnMuu AABAT yKa3zaHUA 3a ckopocTra Ha HHQY3us Ha Pemudentaunn-Yaitkadapma npu

MaHyUTHO-KOHTpONHpaHa UHY3HuA.

Tabnuua 1. Ckopocm na unpysus na pemupenmanun (mi/kg/h)

Cxopoct na gocrasage | Cxropoct na urdpysns (mli/kg/h) 3a pa3TBoOpH ¢ KORNEHTPARHHA OT

HA IEKAPCTBRERS 20 25 50 250 micrigkaums
HPOAYKT _ micrograms/m! | micrograms/ml | micrograms/ml} 10 mg Qﬁ: |
(micrograms/kg/min) | 1 yg/50 m] 1mg/40ml |1 mg/?20 ml




Tabruya 2. Ckopocm na un@y3us Ha pemupenmanun (ml/h) 3a pasmeop 20 micrograms/mi

Cxopoer Ha-H_H_(l)y:lllil Teryio Ha DANHERTA (kg) _ . i
(micrograms/kg/min) 5 10 50 60

0,0125 ~ Jo,88 - 1875 [225 |
0,025 0,375 3,75 |45

0,05 0,75 3,0 7,5 9,0

0,075 1,125 11,25 |13,5

0,1 1,5 mm 150 |18,0

015 |225 90  |135 m 27,0

0,2 3.0 mm 36,0

0,25 15,0 300 45,0

54,0
63,0
72,0

0,3 - m
10,5 515420
12,0 36,0  |48,0

Tabauya 3. Ckopocm Ha un@y3us na pemugpenmanien (mi/h) 3a pazmeop 25 micrograms/mi

C;copoc'r HA HHDY3H Terso Ha nannenTa (kg)

(micrograms/kg/min) |7 o To Jo T T [w [
00155 03 [EN S N YO R
50

0,025 B 06 [1.2 3,0 42 |48 6,0

0,05 1,2 |24 12,0

0,075 |18 36 7 2 90 12,6 18,0

0,1 24 |48 9,6 12,0 16,8 21,6570

0,15 7,2 25,2 |28,8 ‘ﬁ@wﬂﬂ

0,2 T mmmmﬂ
H o< |

10



Tabauua 4. Ckopocm na unysus na pemuperimanun (mi/h) 3a pazmeop 50 micrograms/mi

Cxopocr Ha HEdYy3Hs | Terao na nannenra (kg)

(micrograms/kg/min) m
09  [1,2 1,5 1,8 {21 2,4
m 3,0 36 |42 4,8
7281 90
6,0 72 |84 96 |108 [12,0
120 144 [168  [19.2
30,0

89210
36 0 [42,0 60,0
90,0

05  [180 [240

36,0 540 [63,0
360 340 0

9001050 1200
54,0

108,0 |126,0 |144,0
175 63,0 |84, 126,0 {1470 ]168,0 2100
2,0 720 960 1200 [1440 [1680 |192,0 216,0 240,0

Tabruya 5. Cxopocm na undyzus na pemugpenmarun (mi/h) 3a pazmeop 250 micrograms/mi

Cxopocr Ha REDY3HNA Terno Ha nannenTa (kg)

(micrograms/kg/min) 30 40 50 | 90 100
0,1 o2 o9 1,92 2 16 |2,40
0,15 1,08 [144 |1,80 2,88 (324 [360

10.2 ' 1,92 |2,40 , 3,84 4 32 | 4,80
0,25 2,40 4,20 6,00
0,5 480|600 [720 [840_[9:60 _
0,75 720 |9,00 |10,80

16,20 3 00
1,0 720 9,60 12 00 14 40 24,00
1,5 10 80 8 00 21 60 25, 2 32,40 36 00
1,75 16 80 |21,00 29,40 33,60 37,80

2,0 14 40 19,20 |24,00 28 80 33,60 |38,40 |43,20 48 00




