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LABORATORIOS INIBSA, S.A

Rx Thude bin theo don. Dung dich tiém
XILONIBSA 2%
Hont chat: Lidocaine hydroclonde 36,0 mg
Epinephrine tartrate 0,0225 mg Qui cich
déng géi Hop 50 éng | 8ml SBK: XX-
XXX-XX §&15 $X, NSX, HD xem Batch
No, MFG.Date, EXP Date trén bao bi. Bao
quédn’ tranh dnh sang, nhiét 4§ dué 30°C
NSX Laboratorios Inibsa, § A | Barcelona,
Tay BaNha DNNK CTY CP Y DUQC
PHAM VIMEDIMEX, 246, Céng Quynh,
P.Pham Ngi Lo, Q.01, Tp HCM. Chi dinh,
cich ding, chéng chi dinh va cic théng in
khac dé nghi doc t& hidng din sir dung
trong hop Pé xa
lurimg diin si duy
citn thiém thing tin
thiy thuie

. Sabadell 2 Granollers.
km. 14.5 08185
Llica de Vall, Barcelona
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Rx Thuéc bin theo don Poc kj huwéng din siv dung trueée khi ding

Dung dich tiém Néu can thém thong tin, xin tham khdo y kién tht’fy thudce
XILONIBSA 2%

Thanh phin: Ong tiém 1,8ml c6 chua:

Lidocaine hydrocloride..........oocviviiinecieicciiinincveinninnnnns 36,0 mg

EDIHEphiineIANITAE e csvumsiisimsassimmsmsssis v s 0,0255 mg

Té dwoc: Natri clorid, Natri metabisulphite, acid hydroclorid, nudc cht pha tiém vira du.

Duge lge hoe:

Ciing nhu cdc thude gay te tai cho nhom amid, c6 thoi gian tac dung trung binh, lidocaine phong bé
ca su phat sinh va su din truyen xung dong than kinh bang cach glam tinh thim cua mang 1é bao
than kinh v&i ion natri. Do dd, on dinh mang va (rc ché sur khir cuc, din dén giam lan truyén hidu
dién thé hoat dong va tlep dé 1a block dén truyén xung déng than kinh.

Thdi gian téc dung cita lidocain dugc tang [én khi thém adrenaline 1am co manh. Do vy, su hap thu
ciia thude gdy mé 14 cham hon, thu duge ndng do 16n hon va thoi gian tic dung dai hon. Pdng thoi
su phdi hop dé ciing lam giam nhiing phan ung bt loi do lidocain gay ra.

Duwgc dong hoc:

Lidocain dugc hap thu gan nhu hoan toan sau khi tiém. Tde d6 hap thu phu thude vao vi trf ding
thubc cfing nhu s cé mat cia cht gy co mach. Trong mau, khoang 70% lidocain gin két véi
protein huyét tuong. Lidocain bi chuyén héa nhanh & gan vé thai trir chii yéu theo dudng nude tidu,

trong dé ¢6 khoang 10% & dang khéng chuyén hoa. LABORA
Chi dinh: Q. S
Giy té tai chd trude khi kham nghiém, dat ndi soi, dat thiét bi k¥ thudt hodc tién hanh cée tha tue k
khac nham lam giam triéu chitng dau, dac biét trong nha khoa (nhb ring, viém loi,...) Llicd
Liéu hromg va cach sir dung: -~

Cdch dung: ™ N
Khong ding dwong tinh mach. Khéng ding dé giy 16 tiy sér ,‘F‘y 1é ngoai mang cung, hodc
khoang cang. =

Gdy té tai ché niém mac miii, miéng, hong, khi phé quan, thuc g ;Zﬁdwong ni¢u - sinh duc: Boi
truc tiép dung dich Xilonibsa 2%.
Gdy té timg l6p: Tiém truc tiép vao md Xilonibsa 2%.
Gay té phong bé vimg: Tiém duéi da dung dich Xilonibsa 2%.
Liéu diing:
Liéu diing phu thudc vao dién tich gay té, md gy té va k§ thuat gay té durgce sir dung.
~ Gay té tai ch va gy té phong bé than kinh liéu théng thuomg 1ml/ngay.
— Gay té trong phiu thuat liéu théng thudng 1,5 - 2,0ml/ngay.
Liéu téi da:
Ngwoi lon: Khéng qua 500mg lidocaine {cho ngudti 70kg), khéng vugt qua 7mg/kg cin nang/ngay.
Tré em. Lidu dung duge didu chinh theo d6 tudi va trong luong, ciing nhu loai phiu thuat thuc hién
cha tré. Khong qua Smg/kg cin nang/ngay.
Thube sir dung duoce cho tré dudi 4 tudi.
Chéng chi dinh:
— Xilonibsa 2% chéng chi dinh trong trudmg hop qua mén vai bat ky thanh phan nao cua thude.
— Xilonibsa 2% c6 chira lidocain nén chdng chi dinh trong céc trung hop:
Bénh nhén di irng hodic qua mén véi thube giy té nhém amid.
Ngudi bénh cé hot chirng Adams- stockes hoéic rbi loan xoang nhi niing, block nhi - thit & tat ca cac
muc 0, suy co tim nang, hodc block trong thit khi khong cé thiét bi tao nhip.
Réi loan déng mau ning.



Réi loan thoi héa than kinh.

~  Xilonibsa 2% c6 chira adrenalin nén chéng chi dinh trong cdc trudmg hop:

Ngudi bi bénh tim mach ndng, tang huyét ap (bau thét nguc khémg dn dinh, méi méc nhdi mau co
tim, méi phiu thuit dong mach vanh, suy tim sung huyét khéng diu tri hodc diéu tri khéng kiém
soat).

Diéu trj dbng thoi véi nhom thude IMAO, thude chéng trdm cam ba vong, thubc nhém
phenothiazid.

Than trong va canh bao:

- Vai Lidocain:

+ Diing hét sitc thin trong cho ngudi c6 bénh gan, suy tim, thidu oxygen méu nang, suy hd hip
nang, giam thé tich mau hodc shock, block tim khéng hoan toan hodc nhip tim cham, va rung nhi.

+ Dung thén trong ¢ nguoi 6m ning hoac suy nhuroe, vi dé bi ngd doc toan than véi lidocain.

+ Khéng duoc ti€ém thudc t& vio nhitng md bi viém hodc nhiém khudn va khéong cho vao nidu dao bj
chén thirong vi trong diéu kién nhu vdy, thude s& dwoe hip thu nhanh va gay phan tng toan thin
thay vi phan img tai chd.

- Vi chit bao quan natri metabisulfit:

Thudc ¢6 thé gay phan (mg dj img, hen phe quan nang ¢ nhiing bénh nhén nhay cam, nhét 1a nhing
bénh nhén bi hen phé quan. Khong diing dé gy 18 tiy sbng, gy té ngoai mang cung, hodc khoang
clng.

Phu nit ¢6 thai:

Khéng ¢é bing chimg céc nghién ciru trén ddng vat gy hai cho thai nhi. Tuy nhién, chi sir dung cho
phu nit mang thai khi thuc sy ¢dn thiét. Sir dung trong khi mang thai ¢4 thé gdy cham nhip tim thai
do tac dung gay té tai chd. Lam giam luu luong mau trong tir cung do tac dung ctia adrenalin.

Cho con bu:

Lidocaine c6 thé vao sita me, nhung lrong nho va khéng ¢6 nguy co anh hudng t6i tré. Nguoi 1a
khong biét adrenaline ¢6 di vao sffa me hay khong, nhung né khéng anh huong dén dira tré bu mRIOsH

Vi véy, day 1a thube duoc sir dung trong thoi ky cho con bu. dell » 545
Tace dong ciia thude khi i xe va van hanh may mée: 45 08
Thude c6 thé anh hudng dén kha ning 141 xe va vin hanh médy méc. : Valj, Rar
Qua lidu va xir tri:

Qua lidu:

Qua lidu do tiém ndi mach cfia thubc gy t& nhém amid c6 thé xuit hién phan img ¢6 hai sau 15-60
phat sau khi tiém. Bdc tinh duge thé hién trude trong he théngthan kinh trung wong, sau do, dén hé
théng tim mach. Cac triéu chimg qué liéu trén thin kinh trun Ing nhu: an than, 14 Ian nghiém
trong hon la con co giat, hén me, ngiing hé hép. D¢ tinh tré: théng tim mach bao gdm: gidm
huyet ap, block nhi - thit, suy tim, loan nhip tim. Nhitng tdc du 3hg;‘/nl:11r chéng mit, dj cam, run,
mét didu hoa va rdi loan tidu héa.

Cac tri€u chung qua liéu lién quan dén adrenalin gdy ra nhu: cam giac néng, ra md héi, tang nhip
tim, nhitc du, tang huyét dp, nhip tim nhanh hodc ngung tim.

Xt tri:

Bién phap co ban la dimg tiém ngay khi ¢ phan ong bit loi Xay ra.

Biéu tr{ chi 12 hd tre bing nhimg bign phép thong thudng va cin tap trung ngay vao cac bign phap
phue héi chitc nang nhu: truyén dich, dat tir thé thich hop, thude tang huyét 4 ap, thudc chéng co giat,
thdm phén mau lam tang thai trir lidocain,

Twong tic thube:

- Xilonibsa 2% c6 chira lidocain nén thin trong khi dung dong thoi véi cac thude sau:

Khi ding déng thoi vai cae thube giy 18 dan chét amid va cac thubc ¢6 cu tric trong tir s& lam tang
nguy co ddc hai va nguy co qua liéu.
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Thudc chen beta: khi dung ddng thoi ¢ thé 1am giam chuyén héa lidocain do giam luu lugng mau &
gan, din dén tang nguy co ngd ddc lidocain.

Cimetidin ¢6 thé irc ché chuyen héa lidocain & gan din dén tang nguy co ngd doc lidocain.
Sucinylcholin khi diing dong thdi c6 thé 1am ting tac dung cta succinylcholin.

- Xilonibsa 2% cé chira adrenalin nén than trong khi diing déng thdi véi cac thube sau:

Thubc chéng déng mau, thubec NSAID, thude thay thé huyét twong (nhu dextran), phenothiazine,
butyrophenone, cac thuc nay khi diing dong thdi ¢6 thé lam giam hodc ddo nguge tac dung cia
adrenalin, c6 thé lam tang kha ning chay mau.

Khi dung ddng thdi véi thube chdng trim cam ba vong, thude IMAO, ergotamine, cic thudc chen
beta nhu propranolol. Cac thude nay lam thay déi tac dung cia adrenalin, ¢6 thé xay ra ting huyét
ap va/hodc lam chdm nhip tim dang ké, nguy hiém téi tinh mang.

Téac dung khéng mong mudn (ADR)

Cung véi tac dung phong be dan truyén & soi truc tha kinh tai hé than kinh ngoai vi, thudc té anh
hudng dén chirc nang cua tat ca nhiing co quan ma sy yén xung dong t6i. Do do, thuoc co tac
dung quan trong trén hé than kinh trung wong, cac haa }j‘dong,_ld‘lop than kinh co va tit ca cac
dang co. Muc do nguy hiém ctia ADR ty 1& vdi ndng do Lt-hﬁ*c té trong tuin hoan.

Thwong gap, ADR > 1/100:

Tim mach: ha huyét 4p.

Thén kinh trung uong: dau déu.

Khéc: rét run.

It gdp, 1/1000 < ADR < 1/100:

Tim mach Block tim, loan nhip, truy tim mach, ngirng tim.

Ho hap Kho thd, suy giam hodc ngimg ho hép.

Than kinh trung uvong: ngu lim, hén mé, kich dong, lo 4u, ao giac.

Da: ngira, ban, phu da, té quanh méi va d?iu ludi.

Tiéu hdéa: Budn nén, nén.

Thén kinh - co, xuong: di cam.

Mit: nhin m&, song thi.

Théng bdo vai bdc sy cdc tdc dung khong mong mudn gdp phdi khi ding thudc.

Piéu kién bio quan:

Bao quan noi nhiét d < 30°C, tranh 4nh sang. Pé thudc ngoai tim tay tré em.

Quy céich dong goi: IBSA.
Hop 5 vi x 10 bng. 5°’fcm“; '

Han dung P ;
2 nam ké tr ngay san xuét. Khong dung thude qua han sir dung. Ona “j
Tiéu chuén: Tiéu chuén co so. P
Nha san xuét:
Laboratorios Inibsa, S.A.
Ctra. Sabadell a Granollers, km. 14.5 - 08185 Lliga de Vall (Barcelona) Spain
Phone: +34 938 609 500

PH® CUC TRUONG



