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Rx Prescription drug Box of 5 amp x 10 m| '

FALIPAN

Lidocaine hydrochloride 200 mg/ 10ml

Solution for injection. Intracutaneously, subcutaneously,
intravenously for regional anaesthesia, injected into the
tissues in a circumscribed region (infiltration)

1 mi solution conlains: Lidocaine hydrochloride 20 mg
(as Lidocaine hydrochloride.H,0)
Exciplents: Sodium chloride, Sodium hydroxide, water for injection.

Storage below 30°C in the onginal package in order 10 be
protected from light. Do nol freeze.

Indications, contra-indications, dosage and administration.
side-effects: See package insern.

KEEP OUT OF THE REACH OF CHILDREN.
CAREFULLY READ PACKAGE INSERT BEFORE USE.

Reg. No.: VN-18226-14

Manufaclurer:
Industria Farmaceutica Galenica Senese S.R.L
Via Cassia Nord 351, 53014 Monteroni d'Arbia (Sl), italy

Final release DELTAMEDICA GmbH
Emst-Wagner-Weg 1-5, 72766 Reutlingen, Germany

Importor & Marketing authonsation holder:
Cong ty TNHH Binh Vigt Boc (Bivid Co., Ltd)
62/36 Truong Cong Dinh St., Ward 14, Tan Binh Dist . Ho Chi Minh Caty l
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Rx Thude bdn theo don

Boc kP hirdmg din sie dgng triede khi ditng
Néie ciin thém thing fin, Xin il § Ridn bde 57

FALIPAN

THANH PHAN

Iml dung dich thube tiém chia 20 mg Lidocain hydrochlorid {(dudi dang Lidocain
hyvdrochlorid H:0)

T4 duge: natei elosid, natri hydroxyd, nude clt pla tiém (»@//

DANG BAO CHE )

Dung dich thude tiém.

DAC BIEM LAM SANG

Chi djnh

Falipan duge chi dinh trong gay € tai chd, gly 1& ving.

Liéu luyng va edeh ding

Sir dyng nang dp va lidw lugmg nha nhét e thé db cb duge higu qua digu tri mong mudn, Litu
lirgrmg: tiy thude vito timg cd thi

Lidocain hiip thu nhanh qua md, fiéu t&i da 13 300 mg lidocain hydrochlonid Khdng c6 chi co
myeh, hojc khdng virgr qua Hidu 300 mg lidecain hydrochlorid cb chit co mach. DS vai bénh
ohin lon i hade té con, phai didu chinh liéu,

Lidu Iegmgz s dyng dé ghy 1 s& duge tinh theo trong hingmg cor thé. Tiky theo phuong phip giy
12, ndng 4§ lidocain hydrochlorid H:0 trong dung dich thubc titm duge khuyén cdo theo bing

dudi diy:
Giy té bd mt (khong phi thude ning d3) dén 300 mg
Gy (2 iém ngdm dkn 300 mg 0,5-2%
E::ﬂléﬂimngimvadinwmmgnh& dén 300 mg 20
Gy té phong bé thin kinh ngogi bién dén 300 mg | 1%0-2%
Gay 1€ phong bé hach gizo cim den 100 mg %%
Gy 16 tiy shng dén 300 mg 1% [
Gy té ngodi mang cimg e dén 300 mg 0,5%5=2% 1
Gy té ving dén S mg 0,52
| Gay té finh mach ving 3 dén 300 mg 0,5%

Lidocain hydrochlonid co the kit hop i epinephring - ngogi i gly té tinh mpch ving, 8¢ kéo
dii tde dung vii t 1§ or 1100000 dén 1200000, D3c bift trong linh vye nha khoa, khi sit dung
thube gy t& tai chd co vic dyng ngin hay tung binh thi bit bude phii két hop vin tede co
mich. Lidocain hydrochlorid kit hop voi epinephiring chi duge s dung trén ving mat (rang,
migng, him).

T suy tim v hale gan, phai giam wng licu rgp ban diu wi ede & tdn tuyen de duy i,
ciing niur khi vém treyén kéo dai: Cln thuong suyén do nong & lidocain huyér eomg v diéy
chinh lidu dé bao dam néng 45 huydt trong vin o trong phymevi &b 1 (1.5 - § microgan/ml)
A& giam thidu doc tinh cin thude, MO sd ngutn bénh ed nhoi méu co tm cip ob thé ein ndag di
Tidocain byt neomg can hon bink thuimg 08 duy 10 Bigu Iee chdop logn nhip
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Trong g hgp bénh nhin suy thin, phii thea d0i thnh trgng binh nbdn sau thin gian ngln
ding thudk ply 18 g chd, do thude gdy 12 1gi chd duge chuydn héa whanh trong miu lam miy bj
nhidm toan v ting nhip tim,

Trong nrdng hop rbl lagn chite naing gan. khi nfing dung nap thade ghy 18 138 chi co goe amid bj
gidm. Sy chuydn hda qua gan cllng nhur sy gin k& vai protein huyét neong ctia thube 1@ cling b
gim, do &b chn phat giam Lk,

Trisimg hop bénh nhin bj ddng kinh. phil ting cwomy theo d0i cée ity chimg thin kinh tung
tomge. Ngay ¢ khi sib dung lidocain lidu khdng cao, ¢ the giy ting cie com ding kinh. Thuic
iy ti tpi chd cllog iy ra héi chimg Melkersson-Rosenthal, phin img dj img v de v&i b thin
kinh.

Phii gidm lidu & nhitng béah nhdn co ddu bidy suy tim hode ri ﬁrﬂi Toqn Lirm siing litn
quan 8dn i eye va dlin truydn xunp ding trong tim) vi phii didu i 8 cic chirc ning ndy w Lyl
&t dink. Tuy nhign, ¢6 thé lya chon phueng phip phong b thin inh tai chb hay ving.

Mén pidm khodng 173 lifu ding d5i voi gdy 18 ngeai ming cimg khi sinh do sy thay dbi vé dido
kign sinh 1§ co thi.

FALIPAN dirge six dyng bdi bac sF, Ty thude vio phuemg phip géy 18 tweng (ng, FALIPAN
duge tidm trong da, tigm dudi da, tiém b mach trong phiseng phap gly 18 ving. tiém vio md
{1i&m ngin) hege dvpe chi dinh ty thee vi iri dupe ghy 1& o€ tién hinh sink thié,

FALIPAN phii duge 41r dyng bai ngedi e6 dly a0 kinh nghigm v gy o

vl nguyin tic, phitt disng miing & thip idocain hydrochlorid khi tnayén lién e

Dung dich tiém ndy chi dugs ding mt iin. Thude phal disge s dung ngay sau khi ma dng/lg.
Phin dung dich cbn fpi nén duge logi bo.

Trwde khi tiém, dé dam bioan tedn phii xdc dinh ding vi o 1iém, trinh vd ¥ tiém vio mach,
Lideeain phii duge tidm v va ngit quing. Trong vA vai phill sau khi tiém, phii theo dbi binh
ahfin lién tpe. PRAI chi ¥ &dn ¢ tridu chimg dc tnh coz fidocain ddi vai hé thin kinh trung
womgz v hi tim mych,

Vi nguyén tic. chi st dyng lidu nhd nhdt thube gly 18 ma viln dgn duge hidu qua gly & mong
b, Lidu ditg ty thude vio timg cd thé,

Chéng chi djnk

Qud miin véi thubc (& nhom amid; ngwts benh ¢6 ki ciimg Adams - Stokes holie et 1di logn
xoang - nh¥ nfing, blbe nhi - it & it ci cde mie &9, suy oo tim ning. hoje blbe trong thit (khi
khong co thié bj tzo nhipk rdi logn chuyén hia porphyrin,

Npodi ra, ching ehi dink trong gly 18 tai ehl va gly 1& viing voi nhém binh nlidin:

< Thidu méi hode gibey thi teh méu chiza hbi phie

= R logn dang mbu

~ Tang dp has ndi sg ]

Khi gly t& & vimg 1y sbng (ghy té pedi méng cimg, ghy 1 ty sfng) phai didu i du phong
ding miu, xem myc Cdnah bio djc bigt va thijn trgng khi sirdpng.

Khing khuyén cio gy 68 wy sdag & thanh thifu nidn v aguoi lom & a8 woi khodng 30 do
thurbmg xcdy ra dau dlu sau khi choe dé tay 5&13 & nhimyg nhbny fudi ndy,

Cinh bio dfc bigt vi thiin trgag khi s dyng

Sir dyng this trgng véi Gie tarimg hop:

- R boan thin hodic gan

= Nhege cor

- Tiém vo vitng bi vidm (nhifm kinda)
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- Biénh nhlin cao tubi hoge bink nhin cé lnh trmg ste khés kém

« Biénh ahiin bj bilie tin: mfa phin hode hodn todn

Chil diing FALIPAN cho béah nhn réi loan chivén hda porphyrin khi o6 ¢hi dinh ¥1 FALIPAN
o thd iy vhi logn chuyén héa porphyrin.

Vil ngayén the, phiti dim bio bis khii hagng ruln hodn & trde ki ghy 8 1ol chd. Khi tigm bode
truydst tinh mach lidocain phai theo d6i hd whn bodn cdn thjn. Thi e cle phuomy iién 88 hd g
1uts b, difu trf co gt eiing nhir hii sire phii o6 sn,

N bh ihiin & img vii lidocaln hydrochlorid, thi vide dj img chéo véi cac thde gily 12 i chd
b i khie plii duge dy phong. e

£hi fiésm vinh mach phai theo 481 cn thin hé wde hein. Trsbe 1t migeh, dim bis chc
thiét bi i sire (nhir thife bi thdng khi v cung clip osy) vi thudc cfp cin dé didu trj ngd doe
phii ¢6 ngay

Sau khi gly 18 tnh mach ving 52 thdo garo mach miu ndn Fo gia Wig nguy oo xily ra ¢ dymg
phi.

Khi tidm lidocain vie ving dlu va of lim gia tng mguy co ohifm dfe b thin kinl tung vong,
Dé trinh 1 dyng phy, ciin chd § cic didm say:

- Vtri bénh nidn e nguy co cao ¥4 binh nhin dupc chi dinh ding lidu czo fcao hon 25% lite
dom 12 ti da dling mat 1in) nén wir dyng bing diimg truyén tTnh mych,

<Chon lidu thip nhir ca mé,

- Thing thudmg, phai si dyng thém thude co mach (xem mue Lidy lugmyg va cdeh ding).

- Chiie chin binh nhin Suge d5t dimg s thé.

- Trinre kehi tiém thude 16, phii chn thdn hie born tiém d2 kiem tra xem cb mdu trba ra (két hyp

xoay rulit bom titm & kifm tra)

~"Thin trong khi liém vio ving b ahifm khudn (e ting d8 hip thu thube, gitm hidu qui ghy
tE).

= Tién hanh titm chjm.

- Kidm tra oyt dp, nhip tim vi co giin ding vt

- Luns ¥ i cde chi din chdng obi dinh chung, ching chl din rigag vil nomg tio voi clc thude
khde eds FALIPAN.

- Phi dimg thude tién me rong mstmg hap gy 1€ ving (thuds tin mé tartrg s dyng 18 thude
an thiln st nher diazepam), Cluln bi atropin cho it £ che tnromg hop giy 8 tai chb,

Tty thude vio plurong Uiz ghy ¢ (3 chb, e dung khiong mong mubn nghiém trong cb th xly
ra:

= Phong bé thim kink trung wong <o thé ghy suy tm, &3 bidt rong wrimg hop gidm thé tich
i,

- Tidm thudc 12 i nhin clu o6 thé gy mb 1da tam this, tryy tim mach, ngumg U, chul it

- Trinimig hep 1iém Ihuﬁs:taunh!nd‘uhnécmmﬂhﬂﬂnnéudlgl}'&wichﬂ, r!gu)rmrﬁi lemgn
chirc ning co mit kéo dhicd (he xiy ra. Npuyén nhiin chinh-cda rdi logn chirc ning co mét 14 do
1 thuramg vihodt Anh budng cda dhe tinh t chi 1en co bogie thin kink.

- Sau khi thude dirge dua ra thi tsimg, 31 b béo cdo vl vige midt ob binh nhin sau khi phiu
lll.uitnﬁimikhﬂp-dnvcbuyﬁﬁﬂncﬁnmdﬂﬁg!ywuiﬂﬁbj Dﬂ-uhiwnkﬁﬂp'l’mtgﬁ
s trurtrg hap, hép vai bi dnh huimg. Falipan Kdng dirge phép trayén kéo dii trong phiu tht
i 301 khop.

- Chit § i didu trf gidm deu véi Falipan cing véi cie thube tc ché dong méu (thude ching
dbng miu nhur heparin), chc thube chilng viém khong seroid bege diude thay theé huyér nromg,
Kkhong chi tim wbn thuong mach mau mi cé thé din dén chiy miu nghitm trong, vi thirtmg ed
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-thﬁ;dun;kh&ng mong mubn cé thé xdy ra sau khi dimg Falipan tuong ty vii cie thude ply &

17 chid thudc nhdm amid khic.

Ciic tic dyng bt lgi c6 thé xdy ra néu ndng &5 lidocain trong huyét firomg virgt qué 5 - 10 pg/ml.
Ciic trigu chimg ndy lién quan dén b thin kinh trung wong (CNS) hoge bé tim mach (CVS)
Thn sb che tie dung khdng mong mudn 6 thé xay ra: G/{Fyf
Rilt thwremg, g3p (= 1/10)

Thuimg gp (= 17100 v& < 1/10)

it gip (= | 1000 v < 1/100)

Hidm gp (= 1/10000 v& < 1/1000)

Rilt higm gap (< 1410000 )

Khéng rd 1 18

Biénh merch myiu:

Thuomg gip: huyée dp thip, ring huybe dp.

Hidm gap: suy tim, rdi logn nhip tim.

Euningy Héu hda:
Thurtmg g3p: bubn nén, nin,
i thein kink.

Thudmg gap: dj cdm, chdng mit
It gap: trigu chimg nhidm &b hé thin kinh wung wemg (dau bung. ngira ran trong mifag. 18 hei,
rdi logn thinh gide v thi gidc, run riy, @ tai, rdi loan vinngdn va e ché thin Kinh trung wong),
Hiém gap: bénh thin kinh, tn thueng thin kinh ngoai vi.
Birth tim:
Thubmg gip: nhip tim chim.
Rebt toar b mil dich:
Hiém gap: phan img dj img nhu ndi mé day, phi né vi-co thit phé quin, sbe phin v (suy hd
hdp, phin img tim mgch).
Duccime b dp:
Hiém gap: suy hé hip,

g .
Hiém gjp: song thi:
Chch dy phong th nhit 14 phii tudin thi theo lidu khuyén che duge chi dinh biri béc 5§, Phai theo
dii chit chi cée the dung phu xay ra (quan sit ci hanh vi vi 1o ndi cia bénh nhén) va phii nit
hrgng dich chinh xdc tnede khi tigm.
Ming 4 lidocain wwong huyét nrong & lifu dibu trj thing thuimg cing dnh budng nhe dén huyé
dp do the dyng 1am tang co bdp cor tim vi anh hudmg a8 vai nhip tim: Ha huydt 4p cb thé 1 diu
higu ddu tién lign quan dén vide qui lifu do dnh hudmg gy di trén tim cda lidocain.
Gifing nhwr ede thube gy 18 khic, khong thé logi trir triéu chimg tang thin nhiét de tinh, Néi
chung, vige ding lidocain wii bénh rhin cd kha ning ting thin nhift ¢ tinh dugpe xem 13 an
todn, mic div di cé bio cdo vl vike xhy ra inrbmg hep ting thin nhift 4c tinh & bénh nhin ding
lidocain dé gy t& ngodi mang clmg.
Quid lidu vh xir trl
Lidocain hydrochlorid thé hign dic tinh kich thich thin kinh & lida thip nhit c6 thé gly déc, tim
suy chire ning thin kink trung wong & lifu gy die, Qui 1iéy lideeain hydrochlorid 6 thé dupe
chia lam 2 giai dogn:
Giai dogn kich thich:

I3 & &= 1=
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ed bii phue ol 5oi thin kink, Sau khi giy t&, ihir ip mdt din clm gise B mit cdn giic dag,
lnhindng, xie gide ndag vi xic gic s,

Lidocain cling cd tic dung ching logn chip. Lidocain cfing oo tse dyng khing hissamin vi Tsét
thdn kink i gise chrm abamg the dung yéu. Khéng gidng cbe thode gly 18 khic, lidocain ghy
gidn mach ot ém. B b=
Lidocain lm gidm tinh thidm cde cation, 452 bife W don 80" vh ion K- & nbig 85Eee, Bilu nby
e ehd dln sruylo s kink do to chl 42 khir cwe (gidm 1hinh thbm el fon Na"). Lidocain gin
i e receptor ola kénh natei & mdt tong ciia ming té bdo, ngln chn cic ion Na' di vBo 1 bio,
Him 1 biko kbdeg khir ey dunge, DE lidocain gin dupc v mit trong ming t béo, Hdocxin phii
thim qua dupe ming, diku nhy phy thuds vho gid e pKa cia thede va phl ¢ dich oo the, tic 1d
i ditu kil bink thuimg lidecain & dang khoag tich dido va e 1 oo e thin dha nin oF ding
thdm qua ming 18 bio kon 1 che cation (Ma'). Tai cie mb bi vidm, hidy el gly of b gidm, do
s thay d8i pH gi cde vi bl 86,

Sau khi duge tiém tinh mpch, lidocain phin bd nhanh dbn cbc oo quan {tim, gan, phdi) vi theo
st 15 sy phin bd thube &én mb co xuong vi mé md.

Hifu qui gy té cda lidocain kéo dii khodng 30 phit.

Dhrge dfng hoe

Thivi gian bin thai pha dlu 6 6 9 phat.

Sam khi tidm bip 400 mg Hdocain hydeochborid HyOr (nhar gy 18 thin kink Bién swim), nbng 8§
ditih trong buytt naong Gy 4 6,4% pg/ml Sau khi tim bip, thirl gian dat duge mbng &0 i da
Towa 15~ 15 phit. Sais khi trnupdn dich tromg thi gian did, nbig 6 trong huydt nomg dat rang
ki b dinh 53 6 50 (0 3 - 7 gi). Ty ahidn, nbag o6 & mj ligw phii dat dwoe sau 15 - 60
phibt. Sau khi tidm dudi da gib 0 Com 10 4,91 pp/eal (ving dm dgo) vh 1,95 pg/ml (viing byng).
Trong m{t nghién cina trén 5 ngid khe manh, 30 phit sau khi gly 8 tidm thim him wén v
libu 36 my lidocain hydrochiord HO trong dung dich 2% 1hi gl trj Cow trung bink 14 0,31
pg/ml Khe gy 1 npodi mang cimg, ndng & dinh trong buyét teemg Co kbing ruydn tieh v
e Tuomg Lidocain sir dyng. Khi sir dungs i 400 mp fidocain hydrochlorid. Hs0r thi gid i Cous
khodng 4,27 jig/mi hay 2,68 uyml, Khéag ob 4 idu vi cdc thing sb duge djng bos sau khi
tiém duriri nhén

swu;ummm;mgwmmumsammmﬁ chuydn hoa beve dhu 6 .
s ik -
The tich phin b & nganti ki rreanh 13 1,5 Ukg (thay ddi o 1,3~ 1,7 Ig). Vi bénh rhdn suy

tiem, i trj niy thp hom 0,8 - 1,0 Vg, bk nhiin sisy g thi khedng 2.3 Vg,

Lidocain vi chilt chuyén héa monocthylglycinexylidide qua dupe hing ro mdu n3o nkmg

chim. Lidocain wo lién kés v alpha-1-acid glcoprotzin nir 60 - &0k, H
Lidoeain bi chuyln haa nhanh hii enrym menoexypenase, Che bidm @bi gink hps niy phin lom 14

che phiin img oxy hida khit alkyl, hydraxy hoa viag thom, vi thily phin pham mid. Che nhém

Bydrony duge chng By & ¢3¢ v il khie mhau. Khodng 90% [ ding 18 b choydn bia sang et

dang d-hydroxys2 f-xyliding, -hydrexy-2 6-xylidine glucoronids, mi phdn nhé dudi dang
moracthyl glycin xylidide vi glycin xylidide vin cda hoat tish, cie in phim nky s2 giy tich 19y

b thii gian biin thii did, nhdt 1 khi sir dung duéd dang treybn dich kéo dbi vi binh shin bf suy
ihgn. D& vé! benh nhin rbl logn chife ning gan, the df chuyln hoa s& b] gidm i 10 - 50% so

wii binh thurbmg.

Lidecain va che ehlt chispdn hda bj dho thl & thin. Khadng § - 10% chis duge dda thil dudi

dang khbng ddi.
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