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Kanrex 3.3 mgfe + 1 mafy rex 34'% e Ne L N T el e o
Calgel 3,3 mg/g + 1 mg/g gmgwal géf* L -19.

/MANOKAHHOB XHUIPOXTIOPHI, HETHHHHPHIIHHUB KHOPPW |
Aidocaine hydrochloride, cetylpyridinfum ehteridel i i

IpoyereTe BHHMATENHO NAJIATA IHCTORKA, IPEIH A4 3AN0YHETE A3 HIMOI3BATE TOBA IEKAPCTEO, Thil KaTO TH
cBALPKA BaxKHa 3a Bac andopmanus.

BHHATH H3OJI3BajiTE TOBA JIEKAPCTBO TOYHO KAKTO € OMMCAHO B TA3W JIMCTOBKA HIIH KakTo Bu e kazan Bammar gexap
Wid apMaleBT.

- 3amasere Ta3u TMCTOBKA. MoXe fa ce HaNnoXKH Ja S PpoYeTETe OTHOBO.

- AKO Ce HYX/IaeTe OT JOMbIHMTENHA HHPOPMAaLKA WK CHBET, ToNMUTaliTe Baums dgapManesT.

- Axo cnex 7 aru BauleTo Aete He ce 4yBCTBA [0-106pe WIH CbCTOAHHETO My C€ BIIOIIH, TPAOBA 13 IOTHPCHTE
NIEKaPCKa MOMOLU.

- Ako MEcnTe, e Baiero aete e noay4mio HAKAKBH HeXelaHH peakuyH, yseaoMeTe Baius nekap Hiv
dapmauenT. ToBa BKIOYBA H BCHIKH BBIMOXKHH HEXCMAHH DeaKuuM, HEOTHCAHH B Ta3H AMCTOBKA. Brxte T. 4.

Kakpo ¢CbAbpHAKa TA3ZH JHCTOBKA:

Kakeo npencrapnasa Kaiaren u 3a KaKBo €€ H3NON3Ba
Kakeo Tpabea aa 3Haete, npeau ga vinon3pate Kanren

Kak aa uznonseare Kanresn

Bb3MOKHHN HEKEJIAHW PeakKlnn

Kak pa cpxpaHasare Kanren

CbOBpikaHHe Ha OMAKOBKATA H AOIBIHHTE/NIHA HHOpMALIMA

A S i

1. Kakeo npencraBasisa Kaaren u 3a Kakso ce H300/1383
Kanren € ren 3a BeHUM.
Kanren e nogxonsin 3a MankH Jiella ¥ KBpMadeTa Ha Bb3pacT Haa 3 Mecela.

Kajiren ce mpwiara npH KbpMadeTa B NepHoja Ha HuKHeHe Ha 3u0ku. Kanren Onp3o obnexuasa OonkaTa,
TIpeAM3BMKAHA OT HOHHMKBAHETO HA 350KH H YCMOKOABa BeHeua. Kanrea nputexasa H cnabo aHTHCENTHYHO AEHCTBHE.

2. Kaxkso TpaGsa na 3Haerte, npean Aa manoassare Kanren

He n3nompaite Kaaren
- ako Bauleto Jere e aJeprMiHO KbM aKTHBHHTE BELIECTBA WK KbM HAKOS OT OCTAaHAIIMTC ChCTABKH Ha TOBA
nekapcTro (H30poeHH B To4uka 6).

ITpeaynpekaeHHa H NpPeANAIHA MEPKH
["osopete ¢ Bamusa nexap win apmanest npear Bamero aete na uznomssa Kanren
- aKO CHMIITOMHTE Ce BJIOIIAT, MOABAT CE HEXKEJNAHW peakUuuH WNU ce [104BH Npel0o3HpaHe, NPHIOKECHUETO Ha
JIEKapCTBOTO TpAOBa [1a Ce CMpe W Na ce M3BbPIIN MEIHIIHHCKH MPETTIel.

Apyru aexapersa u Kaaren
Tpabea na kaxere Ha Bamma nekap wny ¢apmauest, ake Bamero nere mpHeMa, HACKOpPO € IpHEMAlNo WIH €
BBh3IMOXHO 13 MpHeMa APYTH NEKapCTBa.BKTIOYHUTENHO H TAaKHBa 0€3 JIeKapCKo NMPEANHCaHKUE.

Kanren ¢ Xxpana H HAOATKH
Jla He ce npunara Kanresn ¢ XpaHH H HANKTKH.




BpeMeRHOCT, KbpMeHe PepPTHAKTET
JlexapCTBEHUAT MPOAYKT € MOKa3aH 3a ynorpeda mpH Manki Aeua H KbpMaueTa, CIeAoBaTeIHO HE € IIPHIIOKHM TIPH
OpeMeHHH H KbPMELLH JKEHH.

lHlogupane a pabora ¢ MAMHHH
HenpuinokuMmo

Kaiaren coabpxa cponTon

Toga nexkapcTBo chiabpika 29,4 mg copburon ppB Beekd 0,2 g (JIeHTHYKA ¢ pa3Mep Ha ITpaxoBo JbPHO).

CopbutonsT € H3rouHuK HA PpyKkro3a. Axko Bamusat nexkap Bu e ka3san, e BalleTto qeTe¢ HMa HEIIOHOCHMOCT KbM
HAKOH 3aXapH WIH aKO € JHarHOCTHLMPAHO C HAacIeACTBEHA HeMOHOCHMOCT KbM (ppyxrosa (HFI), paako reHeTH4HO
pa3cTPOHCTBO, IPH KOETO YOBEK HE MOXKE Ja pasrpanH $pykro3aTa, KOHCYNTHpaiTe ce ¢ Bawua nekap npeau AeTeTo
Bu 1a npHeMe ToBa NEKAPCTRO.

Kaaren ¢babpxka aikoxo

Tosa nekapcTho ceanpka 18,20 mg ankoxon (eranon) 83 Beekd 0,2 g. KonugecTeoTo B 0,2 g OT TOBA IEKapCTBO €
EKBUBAJICHTHO Ha No-manko ot 1 ml 6upa unu 1 ml BMHO. MankoTo KONMHYECTBO ANKOXOJ B TOBA JICKAapCTRO HAMA J1a
1mMa 3abenexuMH edeKTH.

Kaarea ceabpxka KCHAHTOR
Kcunuron Mmoxe na uma cnadbureseH eexr.

Kanren CbIAbLPKA PHIHHOBO MacC.l0
PrupHOBOTO Maco MOKe Ja fpeau3BMKa CTOMALHO pa3Jpa3HeHHE, JHAPHA H KOXHH PEAKLHH.

Kanrea cbanLpxa HATpHIH
ToBa NeKkapcTBO ChABPMKA N0-Mayko oT 1 mmol Hatpuit (23 mg) Ha 0,2 g, T.€. HO CBIUECTBO ,,03 HATPHH ",

Kaaren ¢coaupxa 0eHIHIOB AJKOX0J

Tosa nekapcteo ceabpka 0,00019 mg GeHzuIoB anKoxos sbe Becexu (0,2 g. BeH3HI0OBHAT aNKOX01 MOXE 1a NPHYNHU
alcpruvyHK peakuuu. He uanonszeaiite nosede ot cegMHLA TPU MAJIKK AL (Ha BH3pacCT 1o], 3 TOAHHH), OCBEH aKO HE
€ TIpenopruane oT Bamms nexap wm apmanesr. [Tonuraiite Bawmms nekap wid $apManesT 3a CbBET, ako Bue nunu
Bawero gere mmare yepHoapobHe wiH 6p0peuno 3abGonseade. Tosa € Taka, 3aI0TO FOJIEMH KONMYECTBA OEHIUIIOB
ATIKOXO0JI MOI'aT JIa C€ HATPYNAT B TAJ0TO BY M MOraT Aa TIPUYHHAT CTpaHHYHU eeKTH (HapeueHu ,,MeTaboIMTHA
aLpa03a’), npobaeMu ¢ JUINAaHeTo (HApEeUYeHH , CHHOPOM Ha 3a[5XBaHe”) pH Manku Acna. He nasaiTe ToBa
NekapcTBO Ha Bamero noropoaeno 6ebe (o 4 ceaMuIli), OCBEH ako He € NpernopbyaHo OT Bawuus nekap.

Kauren cbanpxa 0eH30eHA KHCEINHA
ToBa nekapcteo ¢habpxa 0,00077 mg 6eH3zoeHa KkucendHa BbB BeekH 0,2 g. beH30eHaTa KHCEIHHA MOXKe 1a YBEIMYH
KBITEHHUATA (OXKBITABAHE HA KOKATA M OYKTE) TIPH HOBOpOJEHH Gebera (00 4-ce/IMHYHA BE3PacT).

3. Kax na manoaszsare Kaaren

BHHATH H3MON3BAiiTe TOBA NIEKAPCTBO TOYHO KAKTO € OMTHCAHO B T3 JIMCTOBKA WM KakTo B e ka3an Bammar nexap
WwiH apManesT. AKO He CTe CHTYPHH B Helllo, monuTaiite Bauus nekap uiu (papMauesT.

Malko KonuuecTBo - OKOAO 7,5 mm neHTHuka ot renaa (0,22 g) ¢e W3CTHCKBA BLPXY BbpXa Ha NPLCTa WIM BbPXY
MaMy4Ha KbpNU4ka 4 BHUMATENHO Ce HAHACA BBPXY 3a4€pPBEHATA YaCT HA BeHeLa.

AnnyxanyMTe MOrar ja ce nmpuiarat npH Hykna. M3vakaiite 2 waca fpeay na 1OBTOPHTE IPHIOKE
Ja He ce npuaraT nogeve OT 6 aAIVIMKAUKUHA JHEBHO.




4. BBLIMOKHH HeKeJJAHH peaKlBEH

KakTo BcHUYkM nexapcTa, Kanren Moxe 1a npeAM3BHKa HEXEIAHH PEAKUWH, BEIPECKH 4€ HE BCCKH K IOJTy4ana.

AKO HAKOA OT HEKECAAHHTE NEKAPCTBEHM pPeakUMH CTaHe cepro3Ha, WM 3abenexure Opyrd, HEOIMCaHH B TasH
NMECTOBKA HEXKEJTAHY PEAKIMH, MOJIA YBeaoMere Bamns exap Wi (papMalesT.

Cp0o0IaBaT Ce CIeQHWTE HEKETAHH peakuuMd ¢ HEH3BECTHA HECTOTA: CEPbXUYECMBUMEAROCM (BKIOYUMETHO
OepMamum), Peakyul Ha MACIHOMO HA NPUROXCEHNE (BTIOUUMERHO epumemay).

Chodmasane Ha HEXKETAHH PEeAKIHH

AKO NOIy4HTe HAKAKBH HEXEIAHU NIEKAPCTBEHH peakluy, yeeaoMete Baluns nexap wiu dapmaiert. Topa BrOYBA
BCHYKH Bb3MOKHH HEONHCAHY B Ta3H JIMCTOBKA HEXKENAHU peakuui. MoxeTe cbiio Aa ChOOUIMTE HEXEJIaHH PEaKIHH
JTHPEKTHO Ypes:

HM3nenHUTEIHA areHuds 110 JIEKapCTBaTa

yi. ,,Jlamsan ['pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yeOcaiT: www bda.bg

Kato chobijaBaTe HeXXENaHM peaknuH, MOXeTe Na AaJeTe cBOsA IPHHOC 3a MONyYaBaHe Ha noBeue MHGOpMaLH
OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak ga cexpanasate Kaaren

Ha ce cexpaHiaBa npM TeMmnepatypa nog 25°C.
Ha ce chxpaHsBa Ha MACTO, HEIOCTBITHO 32 Aena.
Ja He ce H3NMoMN3Ba cnel H3THYAHE HA CPOKa Ha FOAHOCT, 03HAYEH BBPXY ONMaKoBKAaTa.

He ynotpebspaiite Kanren cnen garata Ha M3THYaHe Ha CpPOKa Ha TroAHOCT, OTOENd3aHa BBPXY KapTOHEHATa
onakoBKa. CPOKBT Ha FOAHOCT OTrOBAaps Ha MOC/HeRHUAA AEH OT MOCOMEHUA MECELL

JlekapcTBaTta He TpAGBa Ja ce H3XBBPNAT B KaHANM3alUHATA HIH B KOHTeiHepa 3a noMallHy ortnagblM. Ilonutakire
Bamms ¢dapmanesT Kak a YHHUWOXHTEC HeHYXHWT¢ B nexapcTBa. Te3d MepKd LIS CIIOMOTHAT 33 ONa3BaHE HA
OKOJIHaTa cpeja.

6. CpanbpKaHHe HA OHAKOBKATA M JO0NBLJIHHTEAHA HAPOpMaLHA

Kakso ¢cuaAbpxa Kaaren

AKTHBHHTE BellleCTBa €a: JHUIOKAUHOB XHAPOXIOPHA H UETHAIIMPUIAHHOB XTOPHA.
Hpyrure CbCTaBKH Ca:

Cop6uron pasteop (70%) (E420)

Kcwruron (E967)

Etanon 96%

[ muuepon

Xuapokcuetunuesnyiosa 5000

Maxkporoarnuuepon xuapoxcucteapar (Cremophor RH 40) (pHUHHOBO MAcno MOAHOKCHI X HEPOT€HHPAHO)
MakporosoB nayput etep

Makporon 300

3axapuH HATpHid

JlesomenTon

(MapMalleBTHYEH TE4YEH apoMar, (ChbIbpKalll Naiika, OEHIUIOB AIKOXO0N U OeH30eHa KHCEIHHA (E210))
Kapamen (E150) (cbabpska 3axapu)
JIMMOHEHA KMCEMHHA MOHOXHIPAT
Harpues nuTpar

[Ipeuncrena sogaa.




Kak n3raexaga Kaarea # kakBo ¢bIbpiKa 0NaK0BKATA
AnyMuHueBa TyOa B KApTOHEHa KyTHA.
KonuuecTso B e1Ha onakorka — 10 g.

IIpuTexkaTren Ha paspellleRHeTo 3a ynoTpebda
McNeil Healthcare (Ireland) Ltd.

Offices 5-7

Block 5

High Street

Tallaght

Dublin 24

D24 YK8N

Hpnannus

IIponszBoauten

Delpharm Orléans,

5, avenue de Concyr, 45 071 Orléans
Cedex 2

Opannus

JaTa ua nocjedHo Npepasriexaane Ha JacTopkaTta: 11/2023




