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MAU ToA HTIONG DAN
Td hudng ddn s,fr dqtng thudc

PARA.CODEIN 10
fffAXff PHAN: Cho mQt vi6n n6n bao phim.

Paracetamol
Codein phosphat
Tinh bQt mi
Lactose
Povidon K30
Talc

Magnesi stearat
Colloidal anhydrous silica
Hydroxypropyl methyl cellulose
Polyethylen glycol 6000
Titan dioxyd
Mdu Tartrazin
Miu Erythrosin

500 mg
10 mg
10 mg
10 mg
13 mg

l6 mg

4mg
3mg

9,4 mg
1,8 mg
1,8 mg
0,8 mg
0,2 mg

c6 ho4t tinh cria phenacetin, li thuiSc gi6m dau ha s6t

du6i <l6i gAy ha nhiQt, t6a nhiQt tdng do gi6n mach vi

DUgc LtI. c HQC:
* LiAn quan ddn Paracetamol.
- Paracetamol li ch6t chuy,3n ho6

hiru hiqu. Paracetamol tric <lQng l6n vtng
tsng luu'J"T3#il"lTff:l;i 

th6n nhiQt 0 ngudi bQnh si5t, nhrmg hi6m kni lim gi6m th6n nhiQt

o ngudi binh thudng. Thu6c t6c dQng l€n vtng du6i d6i gdy hqnhiQt, t6a nhiQt tdng do gi6n m4ch

vi tdng luu lugng m6u ngopi bi€n.
- V6i li6u diAu tri, Paracetamol chi t6c tlQng d€n cyclooxygenase/prostaglandin cta hQ

thAn kinh trung uong, ittic tlQng dtin hQ tim mpch ve hO n6p, ttrOng ldm thay dOi cdn bdng acid -
base, kh6ng g6y kfch (mg, xu6c ho{c chdy m6u d4 ddy.

* LiAn quan ddn Codein.
Codein ld mQt thu6c giim dau trung uong c6 tdc dgng y6u. Codein co tfuc dgng thOng qua

c6c thp th6 p opioid, mflc di v{y codein c6 6i lyc th6p d6i voi citc thr,r th6 ndy vd t6c dpng gi69r

dau cria thuiic .O doq" lir do codein dugc chuy6n h6a thlnh morphin. Codein, dac biQt khi ph6i

hqp v6i c6c thu6c giim dau kh6c nhu paracetamol, dd duoc chrlng minh ld c6 hiQu qu6 trong

gi6m dau do cAm thg thdn kinh c6p tinh'

DITqC DQNG HQC:
* Lien quan ddn Paracetamol.
- paracetamol dugc h6p thu nhanh ch6ng vd hAu nhu hodn todn qua ducrng ti6u ho6. N0ng

rlQ dinh tiong fruyet tuong.d4tirong vdng :O - OO phtt sau k*ri u6ng v6i li6u di6u trl. Paracetamol

,rra, ua nnain ua oorg Eeotrong prrAn ron c6c m6 cta co thc. Khoang25% paracetamol trong

-a, ti5t hgp v6i proteln huytit tu*g. Nira ddi huytit tucrng cta Paracetamol ld 1,25 - 3 gid, c6

th0 k6o aai vOi liCu gay dQc hoac d nguoi bQnh c6 t6n thuong gan'
* LiAn quan,ddn Codein.
- Sau khi u6ng, ntra ddi thai tru litz -4 gig, t6c dgng gi6m ho xuAt hign trong vdng I - 2

gid vd c6 th6 k6o deiT - 6 gio. Codein dugc chuy€n h6a 0 gan vi thii trir o thpn du6i dang tu do

fioa. t6t hqp vdi acid glucironic. Codein qua du-o. c nhau thai vi mQt luqng nhd qua du-o. c hdng

riro m6u - n6o.
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cHiDINH:
Para-codein l0 tlugc chi dlnh cho bQnh nhin tr0n 12 tu(ii d6 gidm dau cdp tinh & mric dQ

trung binh khi c6c thu6c giAm dau kh6c nhu paracetamol hay ibuprofen (don dQc) kh6ng c6

hiQu quA.

CHONG cHi DINH:
- Phq nt cho con bri (xem phin Sf dqng thui5c cho phu nft c6 thai vd phlt nfr cho con b ).
- Nhiine bQnh nh0n mang gen chuy6n h6a thu5c qua CYP2D6 si6u nhanh.

- Trd em ttr 0 d6n t 8 tu6i vla thut hi€n tht thuit cit amittan vd,/tro{c n4o V.A d6 <ticu tri
hQi chrmg ngung thd khi ngt li€n quan d6n tic ngh6n tluong tho do c6c bQnh nhdn ndy c6 nguy

"o 
.uo *i'y ra c6c phan ung c6 hai nghiOm trqng vi tte dqa tinh mang (xem ph6n Th|n tqng vd

cdnh bdo d(c bi€t khi sft dung thuaic)

CAcH Dt]NG - LIT,U DDNG:
* Ngrdi ttn: Khoing thdi gian itiAu tri giim dau nOn gidi h4n du6i 3 ngdy vi trong

t**g t qp-khOng tt4t fugc h"iQu qui ginm dau, bQnh nh6n/ nguoi chim s6c benh nhdn r51i dtin

sio b6c si d6 duoc tu vdn. \[
Ln i: Lidu dtrng t6i da cta codein trong ttidu tri gidm dau kh6ng qu6 240 mg/ngdy) t-iAu

ding n6ndo. c di6u.chinlh phr) hqp d6 Aap ung yeu c6u c1rih6 cta c6c ho4t ch6t kh6c phi5i hqp vdi

codein trong sdn phim.
* Trd em th t2 - t8 tu6i: LiAu ding cta Para-coein l0rrong didu tri giAm dau 30 - 60 mg

m6i O glo. Trong trudng h.qp cin thiiit, c6 th6 tang l€n tl6n t6i da240 m{ngdy. Li6u dtng tiy
thu6c vio kh6i luqng co th6 (0,5 - I mg/kg).- -- * iri r*'aia tz udit yara-i",:n l0 kh6ng dugc khuyi5n crlo d6 cliAu tri giim dau do

nguy co ngQ tlQc opioid bdi c6c thay d6i khOng th6 dU do6n-trudc trong quti trinh chuy6n h6a

.ia"in tt *t morphin (xem phdn ThQn ypng vd cdnh bdo eldc biQt khi sit d.tng thu6c)

THAN TRQNG VA CANH BAO D+C BIET KIII SIIDUNG THU6C:
Chuvdn h6a aua CYP2D6
- Codein dugc chuv6n h6a thinh morphin (ch6t chuY6n h6a c6 ho4t tinh) qua enzYme gan

CYP2D6 tai gan. N6u thi6u hut mQt PhAn ho4c toin b0 enzvme n dy, bcnh nhan sE kh6ng d4t duoc

higu qud didu tr! pht hqp. U'6c tinh c6 cl6n 7% din s6 da trdng c6th6 thitiu hgt enzyme ndY. TuY

nhi€n, n6u bQnh nhAn mang gen chuy6n h6a m o{c si6u nhanh, sC tang nguy co xAy ra c6c

phin ung c6 h4i do ngQ tlQc oPioid ngaY ci o ti don thudn dtng. Nhirng bdnh nhAn ndy c6

khd ning chuyi3 n h6a codein thdnh morPhin nhanh hon, d6n tt n6ng ilQ morphin trong huyiit

anh h
du k6

en

thanh cao hon so v6i du ki6n.
- C6c tri6u chtmg thudng g{P cta ng6 ilQc opioid bao gdm r6i lo4n i thrirc, buiin ngi, thd

n6ng, co il6ng tu, buiin n6n, n6n, t6o b6n vd ch6n dn. Trong ciic trudng hop nghi6m trgng, c6 th6

xu6t hi6n ciic triQu chtng cia suY giim ruAn hoan vd h6 h6P, c6 th6 de dga tinh mangvarat hi6m

- Tj lQ udc tinh ngudi mang gen chuy6n h6a thu6c qua CYP2D6 si6u nhanh trong

chtng tQc kh6c nhau du tlt tron bin du6i tld

29%N di Ch6u Phi/Ethio la
6,s%3,4%c PhiMN

1,2% d n2Y"N Chdu A
3,6%den 6,5%N da tr5n
6 0%N diH L

khi gdy tti vong.

t6m

Ch,ing
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Nguoi Hungary I,9 oh

Nguoi B[c Au I % ddn2%
nhdn ch*c h6

bao g6m
x t.gom rol

ph6i, da
c6c triQu chimg cria ng6 dQc morphin.
' S{c dung sau phdu thudt cho tri em:

- Dd c6 b6o crio trong c6c y vdn dugc c6ng b6 ring viQc st dgng codein dugc dtng sau

ph6u thu4t cho tr6 em vta dugc thyc hiQn thri thupt cdt amidan valho{c npo V.A aC Oieu tri hQi

inlrnt ngung thO khi ngri li6n quan d6n tic ngh6n ducrng tho c6 th€ gdy ra cdc phin.img c6 hpi

ni6m gAp nhung tle.dqa tinh mpng, thQm chitrl vong. fdt ca bQnh nhdn nhi niy d6u sr? dpng

codein tiong -ri" liAu quy d!nh, tuy nhi6n, d6 c6 bing chring cho th6y nhirng tr6 niry mang gen

chuytSn h6a codein sang morphin m4nh ho{c si6u nhanh. 
-

- Kh6ng dtng phdi hqp v6i c6c thuiSc c6 thdnh phAn paracetamol kh5c.

- ThuOJ cO c[ri'a t5 duo. c lactose kh6ng n6n dtng ctro Uqntr nhdn c6 v6n ttA di truy6n hi6m

gflp kh6ng dung npp galactose, thiiiu hqt lactase n{nghoflc k6m hdp thu glucose-galactose.

- ittuO" .O ctrria ta dugc ving tartrazin c6 th6 6nh hucrng xdu dtin ho4t dQng vd sg chti f
c0a em.

str DUNG cHo PHU NLr co rHAI vA cno coN BO: $
- Para-codein td khOng duo.c khuyiSn c6o dirng cho phg nt dang cho con bir (xem phAn

Chiing chi dinh).
-- 

O li6u di6u tri th6ng thudng, codein vd ch6t chuy,5n h6a c6 ho4t tinh c6 th6 c6 m{t trong

sira mg 0 liAu rdt *ap vd ducrng nnu nrOng g6y inh hutrng U6t tqi tttin tre bri m9. Tuy nhiOn, n6u

bQnh nhdn ld ngudi *ung g.n Jhuyen nOainu6c qua CYP-2D6 si0u nhanh, morphin (ch6t chuyOn

h6a c6 ho4t tinh cria codein) c6 th6 c6 trong sfra m9 v6i n6ng d0 cao hon vi trongnhirng trudmg

hqp r6t hi6m g4p, c6 th6 d5n <t6n c6c triQu chimg ngO dgc opioid d tr6 scv sinh, c6 th6 g6y tt vong.

TTIONG rAc rnu0c:
* LiAn quan ildn Paracetamol. ,
- Dirng il6ng thoi vdi c5c thu(5c ch6ng co gif,t (phenytoin, barbiturat, carbamazepin),

isoniazid hopc u6ng nhi6u rugu lim t6ng itQc tinh d6i vdi gan.--- -- 
- U6ng dei igay liAu cao Paracet-amol lim tdng nhg t6c dpng ch6ng d6ng_cria Coumarin vd

ddn chft maiaion.iac dung ndy it ho{c kh6ng quan trgng v6 lam sdng n6n Paracetamol d{q:
dtng khi cAn giim dau nhg hoic ha st5t cho ngudi bQnh dang dtng Coumarin vd din chdt

Indandion.
- TOc ilQ h6p thu cta paracetamol c6 th6 giim boi cholestyramin.
* LiAn quan ddn Codein.
- T6c dpng gi6m dau cta Codein t6ng khi ptrOi trqtp v6i Paracetamol, nhtmg gi6m hoflc

mdttilc dgng boi Quinidin.
_ codein lim ei6m chuy6n h6a cyclosporin do ric chri men cytochrom Pa5g.

- Codein h1n";;;iliap-il1 c6a rnexiletine do <16 ldm gie* tit" dsng chi5ng loan nhip

cfia thul5c.
- codein c6 the aoi Hrang t6c dpng ti€u h6a cia metoclopramide vd domperidone'

- Circ tircdfi ;;-.h6 "tr coa"in"dugc tdng cudng boi c6c ch6t ftc ch6 ctia hQ thAn kinh

t.ung uonlg-ih;ilH"g,i, tt uo" chdng trAm tam r vong ue thuo. an thdn phenothiazin'
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rAc nONc cul rnuoc xnr r,Ar xE vA v{N nAxn vrAv u6c:
_, !,- r nuoc nay tam suy grdm chtlc nlng nh{n thtc vi c6 th6 Anh hu&ng diln khi nlng Lli xe

an todn cta bQnh nhdn.
- Codein c6 th6 g6y r6i lo4n thi gi6c.

TAC DUNG KH6NG MONG MU6N:
r Li€n quan d€n Psracetamol.
- Thuong g{p: Ban ttd ho{c miy day, nhmg <tdi khi n4ng hon vi c6 thii kdm theo s6t do

thu6c vir t6n thuong ni6m m4c.

- it g4p: Giim b4ch cAu trung tinh, ginm ti6u cAu, thi6u m6u, tlQc tinh than khi l1m dung

dii ngdy.
* Liin ouan d1n Codein.
- Thu#g gep: Dau dAu, ch6ng m.t, khet nuoc, budn n6n, n6n, t6o b6n, m4ch nhanh, m4ch

cham, htii hQp. y6u mQt, h4 huydt 6p th6 dtrng, bi ti6u. ti6u it.

- it gip: Ngria, miy day, dau da diy, co that 6ng mat'

- Hi6m gap: R6i loan thi gi6c, co giflt. suy tuAn hodn'
* Th6ng btio cho btic si nhtrng tdc dqng kh6ng mong mudn g(p phdi khi sti dltng thudc"

SIJDUNG QUA LIEU: i\{* LiAn quan tl6n Paracelamol.
- lfri airg qu6 lii:u paracetamol mQt ch6t chuyiin h6a ld N-acetyt-benzoquinonimin gAy

dQc n{ng cho gan.' I friAi 
"hrt*S 

qud liiu: Budn n6n, n6n vir dau bgng thuq1g xuyen xdy ra trong vdng 2-3

git, ,uu tii ,5ng-ii3i ,iO" 
",r. 

thu6c' Methemogl."Pl'.la:,.lfo d6n.chftng xanh tim da' niam m4c

ie r6nn tav. fii Ui ng6 tl6c n6ng. ban diu cO1n,i kich thich he than kinh trung uong'.kich dQng

; #;?;;. it6; ,i",ila ;o tn6 
"uc .n,i he thin kinh truns uons: srng sd' h4 thin nhi6t' mach

nhann, ytiul huy5t tip th6p vi suv tuAn hoirn""- "- 
Oirng'titiu quri cao .O iff6 gav ph6n hty t6 bdo gan, nhiSm toan chuyiSn h6a, bQnh lf n6o

d6n diin h6n m0, trl vong.
- Cdch xit tri:
* n"" Oiaa'V (t6t nh6t trong vdng 4 gid sau khi u6ng)'

+ Li6u ph6p giai OOc ct ini ja ain'g nirng t'qp ct'6t sutfnvarvt' * I-c ti: d"#It ptrin do

h6 suns du rrit slurathion o gun. N-u..t,i"ystein- c6' irlc dpng khi urlng holc ti6m tinh m4ch Phii

.n""i'iiA; "i"r" 
|4f, il; n6"u .t uu a,in 16 gio kii tir khi u6ng Paracetamol. Di6u tr!. vdi N-

acetylcystein c6 hiQu qud r,-'lrli"tt"-tr"tl6t't'ong thdi g'ian 
9.'6t ,10, fl:iu:.^||' '5n*

iuru'.",un.,of. Khi cho uting, f,Ou foang dung.dich N-acitylcystein voi nuoc.ho{c tl6.u6ng kh6ng

;;;';; ;il aq"g gi.i ix ,a il'ai rfrng trong uong t eit sau khi pha' cho u6ng N-

acervlcvstein vdi li6u ddu,tcria iioirJfg,-ru"u io io ti6[ rz'[idu nita, m5i liAu 70mg/kg c6ch

ffi;y;i;ffiii;l] .i?.ii'ir;,1;i"I1fi',;,,ghiQm paiacetamor trong huvist tuong cho thSv

"t* ""-t lfl: 
tolXlhff",nionin, 

than ho4t vd./ho[c c6c thu5c tay mutii vi chfng c6 khi ndng tim

ginm h5p Phq Paracetamol.
* LiAn quan d2n Codein'
- C6 nguy co giy lQ tf"O" tf'u5" vd xudt hiQn hQi chung cai nghiQn khi ngung thu6c <lOt

ngOt. ,7 ,a , -.La .t)- iX- L^E^ hA^ -l- TriQu chttng qud li6u: Suy h6 h6p' Lo mo ddn tt6n tr4ng th6i tld d6n hoflc h6n m6' m6m

.o, au rani'li a",, iointi '*h lia' vih4 huy6t 6p' Trong truong hgp n{ng : ngirng thd' truv

m4ch, ngtmg tim vir c6 th6 lfi vong'
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- X;r tri: Phei hdi phpc hO hAp bing c6ch cung c6p du0ng khi vd h6 h6p h5 trq c6 ki6m
so6t. Chi dinh naloxon ngay bing duong ti6m tinh mgch trong trudng hqp neng.

nAo euAx:
Bio quin thuiSc o nhiQt dQ dudi 300C, noi kh6 m6t vd tr6nh 6nh s6ng.

DT xA TAM TAY TRE EM.

HANDtTNG:
36 th6ng k6 tir ngiry san xu6t
Kh6ng dtng thu6c qu6 hgn.

HiNH THUC - cAcn rniNn sAv:
6p trong vi, hQp 10 vi x l0 vi6n n6n bao phim. C6 toa hudng din kdm theo. D6ng trong

thtng carton.

Dqc ki hntng d6n sir dgng truric khi dtng.
N6u cAn th6m th6ng tin xin h6i f ki6n bric si ttl

ThuSc SX theo: TCCS. tI'

0ov

o o

TUo.cuc TRUdNG

P.TRUoNG !HoryG

Q i J,tnli 'l/ftinXt

CTY C6 PHAN DIJOC MINH HAI
322 - Li ltdn Ldm - Pl - TP. Cd Mau TinhCd Mou

DT:0780 3831133 * FAX:0780 3832676
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