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. prostaglandin trong hé | thin kinh trung wong

Rx Thube nﬁy chi ditng theo don thuoc
Théng tin thude danh cho can b y té

CODALGIN FORTE

Paracetamol + Codeine

- BDgc ky hudng diin sic a'ung truwdc khidiing.

- Néucin thém thong tin, xin hoiy j kién bc si.
- Gilexatimtaytré em.

THANH PHAN: M§ivién chira

e

Théanh phin hoat chit

Paracetamol............. 500mg
Codeine phosphate hemihydrate................... 30mg
Thanhphén td dwgc

Magnesium stearate, Cellulose — microcrystalline, Starch —
pregeletinised maize, starch maize, povidone, crospovidone, stearic acid,
silica colloidal anhydrous.

MO TA: Vién hinh nang, mau tring, 1 mittron, 1 mitcé ranh.

DUQCLUCHOQC
Paracetamol ¢6 hoat tinh giam dau va ha sbt twong ty nhu aspirin. Nguoi
ta cho ring hiéu qua gidm dau cia paracetamol 14 do trc ché tong hop

thap hon 1 do trc ché phét xung ddng dau & than kinh ngoai bién. Tac dung
ha sbt 13 do tic déng trung uong 1én trung thm diéu nhiét & ving dudi ddi
gy giinmach 1goaibi ibién vi sau d6 1am mAt nhiét.
Codein 12 mét dan chat cla phenanth.ren, cé tén khic 13 methyhnorphm
nhém methyl thay thé vi tri cda hydro & nhém hydroxyl lién két v6i nhan
thom trong phéin tir morphin, do vy codein c6 tic dung duogc ly trong tur
morphin, tirc 12 ¢6 tic dung glam dau va gidm ho. So v6i morphin, codein
duge hap thu tbt hon & dang uong, it gy tho bom va it gay co thit m4t hon.
O lidu didu tri, it gay trc ché hé hip (60% thip hon so v6i morphin}) va it
gdy nghién hon morphin va hiéu luc gidm dau kém hon nhiéu so voi
morphin.
Codein va mudi ciiané ¢b tic dung glam dau trong trudng hop daunhe va
vira (tic dung gidm dau cia codein c6 thé 1 do sy bién dbi khoang 10%
Jidusir dung thanh morphin). Khi dimg v6i myc dich giam dau thi codein ——
nén cho vm lidu thap nhit cé tac dung dé giam sir 18 thude vao thude va
thuong két hop véi Cac, thuéc giam dau khéng steroid nhwr aspn'm,
ibuprofen, paracetamol dé tﬁng hiéu qua giam dau do tac dung cong hop
(cochétic dung glam dau ciia cdc thube khac nhau).
Téc dung giam dau clia paracetamol va codein 14 tac ddng cong huéng do
co ché thc dong khicnhan.

DU'GC PONGHOQC

Hap thu

Paracetamol hip thu nhanh chéng tir duwdng ti€u hoa, nong do dinh xay ra
khoang 30 phiit dén 2 giosaukhi ubng. Liéu phép bét dAu khoang 30 phit
va anh hudng trongsuot4 gio.

Codeine hap thu tot tir du:cmg tiéu hda va nong 6 dinh trong huyét tirong
~datdugc1gid sau khi 401 aong. Higu qui bAfdAuxay ra khoang 15-30 phrit
va glarn daun duy tri4-6 gio.

Phénbb

Paracetamol phén bé nhanh chong va khéng déng nhit vio hiu hét cac
métrong cothé. Quanhauthai va vao trongsita.

Codeine phan b nhanh chéng vao co xuong, thén, gan, | hé tiéu héa, phéi,
lach va nzio. Qua nhau thai va phin b6 véindng d6 thip vio sira.

Chuyén héa

Khoang 90-95% lidu paracetamol dwrgc chuyen héa & gan, ¢ dAu tién 13 két
hop vdi glucuronic acid, sulphunc acid va cysteine. Chét chuyen héa
trung gian tich [fiy tré nén qua lidu gy doctinh 6 ganvacod th8 & than.
Codein bi chuyén héa & gan béi khir methyl (tai vi tri O- va N-methyl
trong phin tir) tao thanh morphin, norcodein va nhu:ng chit chuyén héa
khéc nhu normorphm va hydrocodon. Sy chuyen héa thanh mmphm gidn

sr——

tlep chiu tac dung clia cyf&ﬁrom P450 isoenzym CYP2D6 va tic dung
nayratkhacnhau do anh aréng cita chu triic gen.

Thai trir

Khoang 85% heu chia paracetamol hién dién trong mrée tiéu trong vong
24 gi& sau khi uong Khoéng 5% duéi dang khong thay d01 chil yéu gom
glucuromde va sulfate két horp Thoi gian ban thai thay dbitir 1 dén 4 gm
v c6 thé kéo dii trong qua liéu cAp tinh, & ngudi bénh gan, ngwdi gia va
trésosinh.

Codein va sdn phAm chuyén héa ciia né dugc thai trir chit yéu qua than va
vaomude tidu dudi dang lién hop véiacid glucuromc

Théi gian ban thai ciia codein tir 2-4 gicr. Chi ¢6 codein va chét chuyén hoa

vA ngoai biénvadmic d8_. __y&icodein.

dugc tim thiy trong phéan.

CHIDPINH
Giam dau tam théi va kho chiu lién quan dén dau nira dAu, dau tai, dau
theo théi kyr va dau khép.

LIEULUQNG VA CACHDUNG

Ngwdilénvatrétrén12 tuol

Tir 1 dén2 vién mdi 3 gir dén 4 gior1a cn thiét. Lidu tidatrong 24 gid1a
8vién

Tré em: Tré em liéu codein la 0,5mg/kg. Codalgm Forte c6 chita 500mg
paracetamol va 30mg codeine phosphatc moi vién. L1eu thuong.dﬁng cho
tré tir 7-12 tudi 13 nira vién uong véinude, néu cin thit sau 4 gidubng ldp
lai. Khéng duge virgt qua 3 vién m&ingay.

Khbéng dimng Codalgin Forte cho tré dudi 7 tubi

CHONG CHI BINH
Paracetamol khong nén dugc sir dung & bénh nhin nghién rugu nhu ubng
rrgu quA mirc dén dén bénh nhan nhiém ddc gan.

Paracetamol khong nén dugc st dung & nhimg bénh nhén c6 tidn sir
khdng dung nap thudc.

Codein khéng nén dugc sit dung trong cactrudng hop suy ho hap caP tinh
(vi du nhur bénh suyén cp tinh, viém dot kich pht ciia bgnh phoi tc
ngh&nmantinh) vicodein co thé Iamtramtrongthcm

Codalgin khéng nén duoc sit dung & nhitng be;nh nhan c6 tién st dj 1 1mg
Benhnhanquaman camvoi batkythanhphanfaduo’cnao cliathube.

Do codein c§ céu tric trong tir morphlu va oxycodone, bénh nhéan da
timg bi di tmg (phét ban, khé thé) véi c4c loai thude nay khong nén dimg
codein.

Codem 13 chéng chi dinh & bénh nhan tiéu chay do nhidm doc, cho dénkhi
cac chat ddc dd dugc loai khoi dudng ti€u hoa, tidu chéy hodc két hop véi
vidm két Trang g1a do sir dung khéng sinh vi codein ¢ thé 1am chim sur
thanh thai cac chat ddc hai hay khang sinh.

Tré em duéi 18 tudi vira thuc hién cit amidan va/hoiic thit thudtnao V.A

THANTRONG

Codalgin nén ding thén trong & nhitng bénh nhén suy chitc ning gan hodc
thén, viém gan do virus, va bénh nhén dang diing thudc khéc c6 dnh hudng
1én gan. Tang nguy co ddertinh trén gan, nén cin nhic gifra lotich vanguy
co khi dung Codalgin cho nhimg bénh nhén bi viém gan do virus hodc
truGe d6 bj bénh gan. O nhlmg bénh nhén nay, yéu cAukiém tra chirc nang
gandmhkytrong thoi gian dimg lidu cao hoic ding thoi gian dai.

Codeine nen dugc sir dung thin trong & nhitng bénh nhén c6 tién sir lam
dung thudc hodic gan day phau thuft duong tiéu hoa.

Dung nap(« cling co thé cokétqua saukhldung 1gp lai.

Codein nén dung thét thin trong & nhitng bénh nhén bi thuong & du, u
ndo hodc taug 4p luc ndi so vi codeine c6 the ting nguy co suy ho hap va
ting 4p lucnfisg. Ngodira codeine cé thé gay téc dmlg phunhu rdi loan,
hep dong tirva 61 d6 12 nhitng dau hiéu quan trong xay ra trén 1dm sang &
nhitng bénh nhén bi thuong & dAu. Codein nén dimg that than trong o
nhitng bénh nhin giam hé hip (nhu tran khi, gii veo cft song, giam oxi
khongkhltho' vao, ting cacbon dioxit huyet hogicbéo phi ning) hodic bénh
phéi tic nghén man tinh vi codeine c6 thé 1am trdm trong suy ho hap
Codeinnén dung thén trong & nhitng bénh nhan bi suy nhugc hé than kinh,
vicodein cé thé Iam trAm trong bénh.

Codein nén ding thén trong & ngudi gia hodc véu do nguy hiém trén ho
hép hodic tim

Codein nén ding thin trong & bénh nhén dau bung cép tinh do codeine c6
thé che dAu chin doan hogic déu higu bénh.

Codemnendungthan ﬁongabenhnhanwemruotaang (nguy co ddc tinh
trén rudt kétto c6 thé ting 1én, dic biét ding lidu iap lai).

Codein nén ding thin frong & bcnh nhén nhroc giap, thleu adrenocortical
(nhu bénh Addison), séc, phit niém, nhiém déc nrou cap tinh vi codeine
13m nghiém trong triéu chimg hofic ting nguy co i ché hd hﬁp va thin
kinh trung wong.

Codeinnénding thin trong &bénhnhdn & fricchdMAQ.
Codein nén dtmg than trong & bénh nhén ¢ tién st 16i loan co gift
(Codein c6 thé gy ratrdm tronghon co giét)

Codeine nén diing than trong & nhitng bénh nhin bj phi dai tién ligt tuyen,
hepniéu dao hodc gan day phiu thuat c‘i‘uémg ni€uvi codeine gaybi tidu,
Do nguy co suy hé hip, chi sir dung cic thudc chita codein de glam dau
cap tinh & mrc do trung binh cho tré trén 12 tudi khi cic thubc gidm daun
khacnhu paracetamol vaibuprofenkhong c6 hi¢u qua

Codein chinén duge sir dung & lidu thép nhit ma c6 hidu qua va trong thoi
gian ngau uhat

Khéng khuyén céo sir dung Codein cho tré em céc vén @& lidn quan dénhs
hip



Than trong khi sir dung codein cho tré em dudi 12 tudi
Thén trong khi sir dung thuc cho phy nit cho con bit

THAN TRONG VA CANHBAODACBIET

Béc s cAn canh béo bénh nhén v& cic diu hiéu ciia phan img trén da
nghlem trong nhir héi chimg Steven-Jonhson (SJS), hoi chung hoai tir
dd nhiém ddc (T EN) hay héi chimg Lyell, h§i ching ngoai ban mun
mi todn thin cép tinh (AGEP).

TRE EM
Codalgin c6 thé dugc gidm 11eu cho tré tir 7 tudi tré 1én
Khéng dimg cho tré dwdi 7 tudi.

NGUOIGIA
Ngudi gia co nhidu kha niing suy thén va c6 thé d& bj anh hudng hé hap
ctia thu6e gidm dau opioid. Nén yéu cAu giam lidu.

TUOGNGTAC THUOC
Salicylates v4 khing viém khong steroid: St dung dong thoi
paracetamol va salicylates hosc thuc khéng viém khéng steroid c6 thé
gdy ting nguy cotic dung phu trén than.
Diflunisal: Diflunisal c6 thé ting ndng d6 paracetamol trong huyét tuong
khoang 50%
Thude giy mé: Codeine c6 thé anh huéng 1én hiu qua thudc gay mé néi
chung.

-_Thubc an thin, gidm danva thuée ngii: Codeine ¢6 thé anh huémg 1én
hiéu qua nhitng thuoc nay.
Suy nhwgché than kinh trung wong: Codeine c6 thé anh hudng 1én higu
qua nhlmg thubc suy nhugc trén hé than kinh.
Ruwou: Codein cé thé 1am tang hoat tinh c@ia rugu va cling nhw ddc tinh
khéc c6 thé ting 1én khi dimg dong théi. Co kha niing dc tinh ting 1én khi
dung 6ong thdi rugu véi paracetamol.
Thude gidm dau Opioid: ddng thoi sit dung codein va cdc chét chi vén
opioid khéc thuong khong thich hqp nhu ting thém suy n]ch thin kinh
trung wong, suy hd hip va cic dau hiéu ha 4p c6 thé xay ra. Chit chii van
Opioid lam gidm luong thirc dn téng khoi da day nén lam gizm hip thu
paracetamol
Chit khing Cholmerglc Sir dung ddng thoi codein v céc tac nhén
khéng cholinergic c6 the lam tang nguy co bi tdo bén trim trong hoic bi

i T(hﬁﬁg‘ﬁholmer‘gi’t‘ lém giant Trong thirc #n tng khoida day nhu

propantheline s& lam gidm hép thu paracetamol.

Chit ttc ché monoamine oxidase (IMAQ): Thudc chﬁng trim cam 3
vong IMAO khong chon loc ;am ting tac dgng clia thube 0p101d cothé gay
lo 4w, rbi loan ho hap va trim cam dang ké. Phién g néng va doi kh1 giy
tir vong d4 xay Ta & nhitng bénh nhén st dung ddng théi chat e ch8 MAO
va pethidine. Codein khéng nén ding cho bénh nhén dang uong IMAO
khong chon loc hoc trong vong 14 ngay k& tir ngay ngung dleu tri. Do
chwa dugc biét 15 s t'mmg tac gifta IMAO chon loc (Chat e che
Monoamine oxidase A c6 the h01 phuc) vé codein, nén thén trong khi két
ho‘p céc thube ndy. Chit 1 Tic ché MAO 1am giam hép thu paracetamol do

% dm luo‘ng thirc éntong khoi da day.

Thu c an thin va thubc chéng dqng kinh: Khé néing ciia cac dge tinh cd
thé dwoc ting 1én khi ding chung céc tic nhin enzyme nhu chit cbn,

thudc an than hoac chong dong kinh.

Coumarin: Liéu cao 13p lai paracetamol gy ting d4p tmg khing dong
clia coumarins . .
Chloramphenicol: Paracetamol cfing c6 thé giy ting ndng do
chloramphenicol

Thubc ha 4p: Higu qua ha 4p clia khéng cao huyét 4 ap cb thé c6 hoat Iyc
kblsir dl,mg ddng thi v6i codein va dén dénha ap thé ding

Thube trj tiéu chdy Iam gidm nhu dfng rugt (bao gom cao lanh, pectin,
Loperamxde) ddng thoi sir dung cdc thude ndy véicodein co thé 1am ting
nguy co'bi tdo bén trim trong

Metoclopramid: Thubc lam tang réng da déy nhu metoclopramld c6 thé
ting tdc do hip thu paracetamol. Codein c6 thé téc déng cta antagonise
metocloprarnld n‘géy tinh hay di dong ti€u hoa.

Téc nhin e che than Kkinh co: Codein c6 thé 1am ting tAc dung clia cac
téc nhan trc ché thin kinh co 1am ting thém suy hd hép.

Cholestyramme. Cholestyramine giam hép thu paracetamol néu dung
trongvong 1 gid sau khi ding paracetamol

PHUNU MANG THAT

Paracetamol qua nhau thai, tuy nhién vin d& & ngudi chua duoe tai ligu
nao ghinhin.

Thubc gidm dau Op101d qua nhau thai, Thuzdng xuyén sir dung trong khi
mang thai c6 thé gy ra sw phu thudc vét Iy trong bao thai din dén tridu
chung tho1 it hui trong tré so sinh. St dung codein trong théi gian mang
thai c6 thé gy trc ché hd héip & tré so sinh.

PHUNU CHO CON BU

Paracetamol dugc bai tiét quasftame nhung paracetamol hay chitchuyén
héa ciia né chira dwge phét hién trong murée tiéu cia tré so sinh sau khi b
me & lidu 650mg.

Codein thai trir qua stta me vi vy n6 cin trinh & phu nit cho con bit.

Vién nén Codalgin khéng dugc ding cho phunit dang cho con bt

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY
MOC

Codalgin c6 thé gay budn ngi. Vi thé khong nén 14i xe hodic vin hinh méy
mobc

i —

TACDUNG PHU

Téc dun g phycia CODALGIN lakhéng thudng xuyén nhu sau:
Bénhvé mau]t thuong xuyén dén hidmkhi

. Maf; bach cAu hat

o' ThiCuméu _

o 'Giamtiucau ] o

Co quan sinh duc niéu It thirong xuyén dén hiém khi

e Suythin

e Ure huyet

. B1tléu . L,

Qud mén cim It thzmngxuyen déen hiemkhi

e Phatbandavacic phanmlgdnmg khic -
Phong thich histamine (ha huyet ap,do mat, timddpnhanh, kh6thd)
Tiéu hoaChung

e Téobén

e Non

. Buﬁn nén

Than kinhChung

e Buodnn

e Hoamat

Ttthuong xuyén d‘en hiém khi

e Singkhodi, bbdnchén

o Liducaohon codeine c6 thé ghy gidm ho hip

Théng bdo cho bdc sinhitng tic dung phy khi dimg th ubc.

/QUALIEU

—x. Qua lidu uo::.Codalgm vién nén bao gdm vide .didu tri ngd ddc ca .

paracetamol va codein.
Triéu chirng:
Paracetamol:
Cactrigu chung cia qua liéu paracetamol trong 24 gi&r dAu tién 13 tAi nhot,
budn nén, nén, chén n, _va dau bung. Tén thuong gan c6 the tr& nén 10
rang 12-48 gits sau khi uong Bét thudng cia quatrinh chuyén héa dirdng
va chuyen hoa axit c6 thé xay ra. Trong truomg hop ngd d6c néng, suy gan
cothé giy lénnfo, honmé va chet
Suy thin cap tinh kém hoai tir dng cAp tinh c6 thé tién tnen khéng kém tén
thurong gan ning. Loan nhip tim cfing dugc ghi nhén. Ton throng gan dé
gay ra & ngudi 1on st dung 10 g paracetamol hodc nhleu hon do hrong
thira chét chuyén hoa déc gin két viao mé gan khdng hdi phyc duge.
Codem

; cedembaegermm&mw;ha—huyé@ép—éémé—
héi, kich thich trung tdm vcn cam hng va co giat o tré em, budn ngi, suy
hé hép, chimg xanh da, co ddng tir vahn mé.

BAO QUAN : Trénh 4nh séng, tranh dm, nhiét dusi 30°C.
HANDUNG: 36 théng ké tirngay san xuét.
TRINHBAY: Hop2 vix 10 vién.

TIEU CHUAN: Nha san xuft

KHUYENCAO:
Sdnxudtbii

% ASPENPHARMAPTYLTD. T

286 - 302 Frankston-Dandenong Road, Dandenong South VIC 3175, Ue.



