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THUOC BAN THED DON

Lidocain 2 Adrenalin o0.001%
Thudc tigm

Lidocaine hydrochloride 20 mg/ml

Adrenaline 0.01 mg/ml
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Hoat chat: Trong mdi dng 10ml cd

200 mg Lidocaine hydrochloride va 0.10 mg Adrenaline.
Ta dugc: Potassium metabisulphite, sodium chloride, nude cat pha tiém.

Chi dinh, chiing chi dinh, ligu ding, cach ding va cac théng tin khac:
xin doc 1o hudng dén st dung kem theo.

Bao quan ¢ nhiét dd dugi 30 °C, trénh anh séng.

CHi DUNG THEO CHi DINH CUA BAC ST
DE XA TAM TAY TRE EM
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG

SBK: Tén vé dia chi cia nha nhap khdu:

Nha sén xudt:

EGIS PHARMACEUTICALS
A, Public Limited Company
EGIS
(' 1106 BUDAPEST, Keresztari (it 30-38.
HUNGARY
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Név: Lidocain 2%+Adr inj 10ml amp.cke V (ESA)
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Lidocain 2% Adrenalin 0.001%

Thude tiém

Rx Thudc bén theo don
Dac kj hudng dén sir dung trude khi ding.
Néu cdn thém thing tin, xin hai y kién bac si.

Lidocain 2% Adranalin 0.001% Thudc ném
Lidocaine hydeochionde va Adrenaling

THANH PHAN

Haat chat: Trang méi dng 10ml i 200 mg Lidocaine hydrochloride vé
010 mq Adrenaline

Té duge: Potassium metabisulphite, sodium chlonde, nde cdt pha tiém

DANG BAO CHE CUA THUGC
Dung dich ném
Ma ta: Dung dich trong sufit

CAC DAC TiNH LAM SANG

Chi dinh diéu tri:

Gy 16

Thudc ding dé gay 18 uém ngdm va phong bé thén kinh vé cing dwge
diing A8 gdy té 1y sing va gdy 18 ngodi mang ciing

Noi chung nén ding dung dich Lidocaine-Adrenaline trong ngoat khoa,
phu khoa va nha khoa

Liéu lweng va cach ding:

Ludn cd thé diing Lidecaine-Adrenaline v lidu cao han lidu Lidocaine don
thudn khi gy 18 131 chd. Liéu heong 1y thudic véo vi i ném va eac déc
diém cua bénh nhan Nén ding nfng d va lidy thap nhat ma van cd téc
dung, Cc thé |am gidm déic tinh bdng cach pha lodng dung dich 1ém, do
di nén ding dung dich pha lodng méi khi cdn ding liéu cac. 06 1hé pha

pdng dung dich ném v dung dich 0.9 % NaCl.

Phdi ding liéu thap hon cho tré em 10y theo lifa tudi. cén ndng vé tinh
wang cr thé

Liéu 167 da:

D31 vdi ngudt Ion khde manh hinh thuding thi [1éu mdt I4n 16 da cua
Lidocaine-Adrenaling |4 7 mg/kg cén ndng. 16ng héu tdi da la 500mg.
B v 106 em, by mat [dn 181 da coa Lidocaine-Adrenaline 13 7 mg/kg
cén nang Khang duac Iap lar hiéu thudc trong ving 2 gid sau héu dau
uén.

Chéng chi dinh:
Qud mdn vdi bat ky thanh phdn ndn cda thude.

Stic tim, chire ndng that gidm dang ké, bidc nhi - that dd || hay 11,
nhip um chgm ndng, hdi ching Adams-Stokes

Ca tién sit co gid1 kigw ddng kinh ln do Lidocaine gdy ra

Suy gan nang

Canh bao va Than trong:

« Chi cd the gdy 1é ngdn tay. ngdn chdn, mii, tal v duong vél vii dung
dich Lidocaing khdng oo Adrenaline ma thii

Khiing thé uém tinh mach Lidocaine-Adrenaline do dd khdng diing
thudc dé gdy 18 khu vyc qua dudng tinh mach.

Higu qua cia thude gidm néu tiém vao viing da cd viém, nhiém triing.
Do cd chita Adrenaling nén phar thin trgng khi ding thudc nay cho
ng huyét ap, bénh um, rdi loan mach méw néo hay cd
1wyén gidp

0 Lidocaine nén phai than rgng kb ding thudc ndy cho
hénh nhdn by ddng kinh, 1 loan ddn tuyén, suy hd hdp, suy gan va
khi liéu ném vao cd thé ddn dén ndng dd thudc cao rong huy
Phéi trdnh v tinh tiém thudc vao tinh mach. do dd phai ludn the rit
dng cia bom ném tredce khi ddy thude ra, mic di wéc khang rdt duge
mau vao hom ném khing loa b hoén 10an khd ndng ném vao mach
mau.

= Phai ding hiu thap khi ném van viing diu va of. k€ ca khi dang thudc
sau nhan cdu va trong nha khoa cing nhy khi ding thufic d€ phong bé
hach sao. vi cac taéu ching nhifm dac 10dn thin cd thé xdy ra do
thudic di nguge vao twén hoan ndo.

« i vin dé vé tinh an t0an cda céc thudc gdy 1é loa amide @ cac bénh

nhan dé by sdt cao éc tinh, do dd phai tranh ding thudc cho nhing

tirdng hap nay

Khi gy 18 ngodi méng citng phai bdt ddu bng mft lidu niém thi dé

tranh tinh o vém vao dudi mang cing hay tém vao trang mach mau

Ph# theo ddi chat ché bénh nhan A& phat hién cac rac dung dc che

hé nm mach va hé than kinh trung wong, (Cdc liéu ngodl mang cd n:_;

in cao hon cdc lidu dud mang

finh ém vano tron qmach mau thi s thodng

qua [kéo dai khodng 30 gidy) ma chi phat hién ﬂuuc néy 1htn ddi chit

ché bénh nhén

Phé ra hanm;r.,m gay 18 6 vung lin cén vdi cit s6ng néu binh

nhén cd bénh vé thén kinh, bidn dang cét sdng. nhiém khudn huyét va

1ang huyér ép ngng.

KHI TIEM LIDOCAINE PHAI LUON C6 SAN TRONG TAY THUGC VA DUNG

oy Hoi suc.

Tuwng téc vai cac thudc khac, cac dang tuwng tac khac:

» Do cd chita Adrenaling nén phéi thén trgng khi diing thudc cho nhing
bénh nhdn dwoe didu 1 vii céc thudc chdng dm cém ba vang, thufic
ifc ché MAD hay cac thudc gdy mé 10dn thin.

('|mel dine, pethiding, bupivacaine, propranclol, quiniding,

de, =n"r'v|11|I| g, nortngtyline, chlorpromazine, 1mipraming
fng dd cia Lidocaine trong huy?t thanh do lam gidm_sy-
chuyén hda thudc d gan. \S

= Lam dyng nigu lam téng téc dyng e ché hi hip cia Ilﬁlnh}hr .
Thin trgng kh ﬂung dnng thai thudc nay vdi céc thudc gy, m&‘}am
1ang tac dyng gd
Phdi hgp vdi ca 111 logn nhip um nhdm |/a (quinidine,
procainamide, disopyramide, ajmaling] [am kéo d&i dogn 0T va trong
mit sé hiém 1nding hap, o6 1hé by bldc nhithat hay rung thar
Lidocaine ¢d the lam 1ang tac dyng ciia cac thudc chen thén kinhco vi
|am giam sy ddn truyén ¢ no ép hop thin kinh-co.

Phdi hp Lidocaine vdi procainamide cd thé géy o gidc vé hoang
twgng Ngudi ta cho réng ddng cdng luc vdi procamamide sé lAm téng
rae tac dung phy vé than kinh cia Lidocaine

.

.

Sit dung cho phu nif cd thai va cha can hi:

dc thit nghiém tién 1dm sang vé ddc tinh 1én sy sinh sdn & chudn
C i khing gdy dic cho thar tuy
nhién két qua nay khing dém bao dy dodn dwge ddp eng rén 1dm sang.
Cho dén nay chua cd céc th nghiém 1dm sang cd 461 ching tén cic ph
ng cd thai Lidocaine o thé & van nhau thar. Khing dwoe ding thudc khi

cd thai, nht 14 trong ba thang d4u cda thai ky, it khi d can nhic Igi ich

cia viéc diéu 1 va nguy oo cd the xéy ra. M lugng nhé thude duge vt
véo trong sia me. Gan nhu khiing guy hiém cho tré bu sita me, tuy
nhién cn than 1rgng khi ding thude cho céc phu nid dang cho con bu

Tic déng cia thudc khi ldi xe va van hanh mdy mac:

Thudc cd thé 1éc dur; trén re thdn kinh trung weng (xem myc Téc dung
( yéy 18 tai chd, mic dd gidi han

1 dinh cho tdng tedng hop mgt

Tic dung khing mong mudn cia thude:

Tén sy xdy ra céc tac dung khdng mong mudn duec dinh nghia nhir sau
Ré1 thwdng gap (21/10)

Thing gap {21,100 dén <1/10)

Khdng thudng gap |=1/1000 dén <1/100]

Hiém gap {=1/10000 dén <1,/1000]
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R4t hidm gap (<1/10000], khing biét {khdng th wic inh 1 céc sé ligu
hién e

4 58 cac 1dc dung khiing mang mudn 13 phu thudc du Cac véc dung
khiing mang mudn hay gap nhat la:

A7 logn bhé mign dich,

Rat him gdp: phan ling man cam. phan tng phan vé, phi. phan ing
1rén da

Rt loan hé than kinh,

Bufin ngu, ching mat1 18 ¢ ludi va méi 0 1a

Bdn chdn, séng khodi, tun, mat dinh hudng co gid1, mdty thiic, suy hd
hap sau khi ding héu can

Rdi loan hm.

Higm khi: nbip um chim, ha huyét dp, o loan ddn tuyén

Rt foan méu hos.

Thitdng gép: budn ndn, ndn

Rl loan taan than v 181 vi tri 1ém.

Khi gy té cdt sdng hay ngodi mang cing cd thE sdy ra phang b€ cdt sdng
mat ghdn hay hoan 10an dikém vii ha huyd ap. mar chie ndng cda trr
1éng, bang quang va tinh duc. ving day chdu mdt cdm gidc Kha ndng
xdy 1@ cac 1ac dung nay 1ang ldn néu ding liéu cac hay néu tinh cf 1ém
Lidncaine vao khoang trong edt sdng vi dy khi Hidu thudc dy tinh ndm
t1ang khoang ngedi mang cing lai 1t vao khoang wong cdr sdng). Trong
mit &f Wém truing hop 191 sy mat vin ddng, cac chic ndng cam giac
va/hoac thye vit sé phye hé chdm {trang vé thing) hay héi phye khing
hodn 1oan

Lutgng sulfiz chita trang thudc cd 1hé gdy cac phdn ing d) (ing {con hen
phan vé) o nhdng bénh nhdn nhay cam

Thing bao cho bac sinhitng tic dung khdng mong mudn gip
phdi kbi sit dyng thudc.

S« dyng qua ligu;

Cac ddu hiéu ddu nén cis dér tinh wén hé thin kinh trung vong cd 1hé 1
1é lud va mdi, bdn chdn, lo 1dng, O 18, ching mat, hoa ma, run, dm
cdm v budn ngd

Bac biér quan trong khi gay 18 121 chd 14 phé) thea dii chire ndng um
mach va hd hap cing nhy sg tinh 180 cda bénh nhdn. Néu céc thing s
11én thay 481 thi cd 1hé 12 by qud liéy Lidozaine va phai cha bénh nhén tha
ngay ony Phai ban dam | cae dudng hi hdp duoe thing sudt va néu cén
cha thd e gidp hay nhan 120

C thé difu 1y con co gidt bdng cac benzadiazepine {nhy diazepam), hay
cac barbiurate 13c dyng ngdn {nhu phenobarbital | trang khi vén nhd 13
cac thudc nay oo thé gdy ve ché hi hdp sau kb vém Tinh mach

Cac néu ching um mach cén dugc nén hanh diéu ity ching. Nhip
um chdm v cac 16 loan ddn wuyén cd 1hé duor xi i bang 051 my
atroping gua duing tinh mach va cdc thutic tdc dung gidng gran cam; néu
by ha huyér ép thi cd the ding cac thudc chuvén B Cé thé cn bd sung
dich truyén finh mach va cac chdt dign gié Phd) b siic ngay néu by
nguag nm Thim phén khing to tdc dung trong giar doan cdp tinh cda
qud hiéu Lidocaine

CAC DAC TiNH DUQC LY

Cac diie tinh duwwe lye hoc:

Nhdm téc dung duoc 1y 1 liéu thudc géy 18 ta ché, Lidocaine phé) hop
Mz ATC NOTB 852

Co ché téc dung:

Lidozaine [4 mdt thudc gdy té tar chd thudc nhdm amide vé la mdt thude
ching loan nhyp nham I/b L4 thudc gdy 18 13 chd, Lidocaine cd thi gian
khdi ddu 13c dyng nhanh, thin gian 1ac dyng ngdn va dj manh tung bink,
Lidacaine cd 1ac dung ldm dn dinh mang Thude e ché su divan méng 1€
bda nhanh chang cia nat va qua dd hinh thanh dién thé dang Do do
thudc ¢c ché su hinh thanh [§n si lan truyén cia vin higu thdn kinh Téc
dung néy ci thé thudn nghieh Do tac dung lam co mach rda Adrenaline.
Lidncaine dige hap thu chdm han td ne ném. nha d kéo dai su xudt
tugn cing nhut thin gian 1ac dung géy 1€ tai chd

Cac dic tinh dwge ddng hoe:
Sau ki tém, Lidocaine duge hap thu hoan toan. Su hdp thy 1oy thugc vao
mat 6 yéu1d ahu v 1 vém. su cd mar hay khdng cia thudc ldm co mach

Ngoan 1t kb 1ém véa 11ang mach mau, ndng dd 1rang huyé wang 14 cao
nhat ki phong b# khodng gian suon va thap nhat la kb ném duti da Co
60-B0% lugng thudc duge gdn vao protein huyEt nrng. Trong ving va
phut sau ki uém, Lidocaine di qua nhau thal vé hang réo mawnda
Lidocaime dwge chuyén hda nhanh chdng ta: gan, chi yfu qua sy khyt
alkyl N oxy hia Cac chat chuyén hoa (monoethyl-glycinexylidide va
glycinexylidide) cd céc 1dc dung duge Iy va ddc tinh tvong 1w Lidocane
1wy 1de dung céa ching yéu hon Khodng 90 % liéu Lidocaine ném véo
e thal 1 dud: dang chat chuyén hod

Khodng 10% |1y ném vao dugc théi 1 qua thin dud dang khdng bién
a1, Thiti gian bén thi cia Lidocaing sau khi ném tinh mach 12 152 qig.
Tha gian bén thé: kéo da hon o bénh nhdn cd bénh gan Suy thdn khing
anh hudng dén dugc ddng hoc cla Lidocaing, tuy rdng cac chat chuyén
hda ¢ the b tich [y

Cic dif [i6u an todn tién ldm sng:
Khing thy Lidocaine cd cac tdc dung ody ung thy hay gay ddt bién 1rong
cac nghién ciu 1én 1dm séang

CAC BAC TiNH CUA THUBC

Tinh khéng teong ky:

[d thé pha lndng thuffc ném viir dung dich nude mudi {0 § % NaCi)
Khdng reang hop vé mdt hda hoc: Lidocaine by kEt tia khi pha vi
amphotencin, methohexiiane hay sulphadiarine

Tuy theo 08 pH cia dung dich mé Lidocaine o thé khing nng hgp vdi
ampicillin

Han ding: _ \_1‘\

36 thang k€ 10 ngay sén audt L gCE o8
S L

Nhiing lvu § ddc bigt khi hio quén: €06V e

Bda qudn & nhiér 4§ dudi 30°C, wdnh dnh sdng puthe '\.\\u“\_" E

D4 xa tim tay tré em. \\u‘-\““.:‘

Quy cdch ding gdi:
Hip 10 dng x 10ml.

Cach bhé dng tiém (cha ngudi thudn
tay phai):

Gilt fing thuds ném gita ngin céiva ngdn
14 clatay wdi Biém danh ddu 1fn dng
thude duge quay 1En wdn (hink 1))

Kep chat phén bdu 1ién cia dng thudc bang
ngdn cdi va ngon 1 coa ray phéiedn lai
Ngdn cdi phd dat vao diém danh ddu cia
dng thufic (hinh 2),

fin ngin cai cia tay phatwdi mét Iy nguye
chiéu vi ngin 1o cla tay rai va he dng
thudc ma khéng di chuyén hai 1ay fai gén
hodc xa nhau {hink 3),

L4 dng thudc ném cd thé bi bé gdy ngay khi
cd Ic 1ac déng vé cf 1hé ban khdng rdm
nhdn thdy ng 1hudc bi bé gay (hinh 4)
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