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Ds Trin ThU Kilu Dilm

Codein lamitdilc chidtdiDc s ding kha rIng rai do c6 tinh chit gil m dau, gay ngl va gil m
ho nén thiOng di0c kit hdp vOi cac thul ¢ gilm nhi Paracetamol d0 téang hilu qul gil m dau,
kOt h0p vOithulc long dim @0 tr0 ching ho khan. Tuy nhién sO ding Codein kéo dai sl gay
nén tinh trl ng nghil n thud c. Trén thD tr00ng hiln nay c¢6 nhilu lodi thul ¢c ho c6 cha holt chit
Codein, c6 rIt nhidu lo0i bilt di0Oc nhd Terpin Codein, Calyptin Codein...
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SO vilc xOy ra tli thanh phi HI Chi Minh khi nhil'u em hi ¢ sinh I0m di ng thull ¢ ho ¢é hinh chi
U vOitén gdi Terpin Uphace khéng theo hiOng diin cla thOy thulc, sU ding sai mdc dich da
din din nhing hu qul dang ti0c, nhidu hic sinh da tr0 thanh ngd0i nghid n Codein va pht
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thul ¢ vao thul c.

Codein la thul ¢ gay nghiln:

Codein c6 bl n chi't héa hi ¢ la Methylmorphin, la alkaloid cOa thu ¢ phidn, nén c6 tac dil ng
gidm dau va gilm
ho

gil ng nhD Morpine, tuy nhién tac di ng gid m dau va gil m ho c0a Codein kém Morphin 10 1D n.
Gilng vOi Morphin, Codein cling gay 0c¢ chi hé hip, Oc chl co thitcl trin di0ng tiéu hoa.
Codein hilp thutlt0 d00ng ul ng, trong cO thd cé khol ng 10% Codein di0c chuyln héa thanh
Morphin. Vi tinh chO't gay nghil n c0a Codein nén khéng sil dil ng Codein qua 10 ngay.

S0 ding Codein t0 o cIm giac sl ng khoai va hi ng phin:
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Vi c6 cong thi ¢ hda hi ¢ gil ng vii Morphine va khi chuylln héa trong ¢ th0 10% Codein

chuyl n hoa thanh Morphine nén khi s ding vUi liJu cao c6 thD gay cac trilu ching t00ng t0 sO
dl ng ma tiy nhi gay sl ng khoai, lang lang, 0o giac, hi ng phi n, kich thich thOn kinh, m0t
phi0ng hiOng... SO ddng Codein c6 thd c6 cac tril u chl ng khdng mong muln nhi dau dl u,
chéng mit, bul n nén, nén, tdo bén, khé mil ng, dai it, miO ch nhanh, hdi hO'p, mOt mii, hd huyOt
ap, va mi héi, dl mit...

Ch0 dinh va ching chl d0nh sU dilng Codein:

Codein dilc chl dinh difu trd cac chlng ho khan hay ho do phin x0. Codein ciing dl 0 ¢ chl
dlnh d0 gi0 m dau trong nhi ng trd0ng hi p dau nhi va v a. Chilng chl d0nh sO ddng Codein:
NhOng ngd0i mOn cOm, dd Ong vii Codein, trl em di0i 1 tuli, suy gan, suy hé hp, phQ n0
mang thai. ThOn trdng khi sO ding Codein 0 ngOl0i suy thOn, ngd0i c6 bl nh ly hé hIp nhd hen
ph0 quOn, khi phO thing, ngl0i dang cho con bu thdt can thilt mOi sO ding Codein. BUc kO
hi0Ong din sO ding thudc tr00c khi dung la I0i khuyén cho ngdi sO ding diivOitltcO cac loli
thul ¢ n6i chung va cac ch ph0m cé chia Codein ndi riéng.

Tril u chi ng nghil n Codein:

LOm dOng thul ¢ ¢é thl dOn t0i tinh trd ng nghid n Codein, tr0 ng thai sU ng khoai ma Codein mang
I0i cho ngl0idung cé thl din din 10 thulc cO vO mOttam ly va th chit. Dung Codein trong thOi
gian dai vOi liDu t0 240 - 540 mg/ngay c6 thl gay nghil n thul c. C4c billu hil n th00ng gC p khi
thiDu thuDc la bOn chin, run, co gil't cO, toat mO héi, chl'y n00c¢ mai... Codein khiln ngd0i dung
thulc ID thuOc thuDc vO tam ly, va thd chOt, d0ng thdi c6 tinh tring 'quen thulc' t0c la ¢é sO
dung nlp thulc dOn t0i li0 u dung thédng thi 0 ng khéng mang 10i s hOng phin, vi vy ngi0i sl
di ng thulc ludén c6 xu hi 0 ng tang li0u dung d0 ddt d00c cOm giac sl ng khoai va tholli mai ma
thul ¢ mang I0i.Nh0 ng ngd0i ul ng thullc Codein kéo dai khi b0 nghilln thO 0 ng ¢é xu h00ng dung
Codein d giliquydtnhing vl n dl trong cull ¢ sing clla ca nhan nhi cang thi ng, sl ¢ ép, philn
muln... MOt sO ngO0i nghilln Codein thi 0 ng thich dung vi nhllng chit khac nhi r00u, thulc an
thO'n d0 tang c0 m giac sl ng khoai. Nhing v n dd trén co6 thd din ddn nhOng hidm hOa khén
I00ng, ngl0i s ding c6 thd bl suy hé hilp do sO diing thulc qua liou, d0 dOn t0i hén mé va t0
vong nu khdéng dic phat hiln, clp cOu va dilu tr0 kO p thoi.

RCi lo0n tam thI n do Codein:
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Gi0 ng nh0 nghilln ma tay, nhO ng ngd Ui nghil n Codein thO 0 ng ¢6 trdng thai rli lo0 n tdm thOn,
mOt sO tring thai rdilo0n c6 thd xOy ranhd: rdilo0nlo au, rlilo0n I00ng clc, trim cOm, rdilo0n
nhan cach va tdm thOn phan li0t, ngl Ui b0 nh c6 th ¢6 nhi ng suy nght va hanh vi cé thi 1am hii
dl n b0 n than minh hoU ¢ nhd ng nglJi xung quanh. Ngd i nghil n thul ¢ khi ngdng sO ding dit
ngdt gay nén trdng thai doéi thul ¢ sU ¢6 ¢ m giac them thull ¢, dau bl ng, va mO héi, bul n nén,
nén, co thit cl, trong cn them thulc cé thD xuCt hiln 0o giac, c6 y nght td t0 holc y nght sat
hoingdOi kh&c...

Vi vy, ngay 07/7/2016, COc Quln ly DOOc Vidt Nam c6 cong van 12973/QLD-DK gli SO Y t0
cac t0 nh, thanh phl tr0c thul ¢ trung 00ng; Cac bl nh vidn, viln cé gilOng blnh trlc thulc BO Y
t0; Cac cong ty dang ky, siin xult thulc I0u hanh t0i Viot Nam vO vilc clp nhit théng tin dilc ly
cla thullc chda Codein. NhOm d'm b0 o mic tiéu s ding thulc hip ly, an toan va hidu qul,
COcQuinly DOOc yéu clu:

1. D0ivli SO Y t0 cac t0nh, thanh phi tr0 ¢ thul ¢ trung 00ng va cac B nh viln, Vion ¢é gil 0 ng
bInh trlc thulc BO Y 10:

Ti0p t0c théng bao cho cac cl sl kham chlla bl nh, cac diln vl kinh doanh dilc phim trén dla
ban cac thong tin lién quan dl n khuyll n cdo cla EMA da néu tlli cong van sl &nbsp;18905/QL
D-TT ngay
06/10/2015 cla COc Quin ly DOOc; ding thii tang cO0ng thd ¢ hiln vil ¢ theo d6i tac di ng
khéng mong mul n cl a thul ¢ trong qua trinh s dilng va Il u hanh; gii bdo cao ADR (n0u cé) v
Trung tdm Qul ¢ gia vO thdng tin thul ¢ va theo ddi phin 0ng c6 hiicla thulc (13-15 Lé Thanh
Téng, Ha NOi) holc Trung tdm khu vO ¢ vO thong tin thul ¢ va theo d6i phin Ong c6 hiicla
thudc TP. HO Chi Minh (201B NguyUn Chi Thanh, Quiin 5, TP. HO Chi Minh).

2. bUi vOi cac cbng ty dang ky, s n xult:

a. bUivli cac thulc chia holt chit codein da di0c clp phép I0u hanh trén thi tr00ng:

- Trong vong 03 thang ki t0 ngay ky céng van nay, yéu clu cong ty dang Ky, nha siin xult thi ¢
hil n vidc cOp nhOt, b0 sung vao nhéan, t0 h00ng din s ding thul c va/holc t0 thdng tin cho

bl nh nhé&n ni dung cac mic Chl dlnh, Lilu I00ng va cach dung, Ching chi dinh, Thin trdng
va clnh bao dic bilt khi sO ding, SO ding thullc cho phl nl cé thai va phl nl cho con bu, BOc
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tinh dd0c I0c hic theo Phi 10 ¢ dinh kém cbng van nay.

- Hinh thO'c cOp nhit: Céng ty t0 cOp nhOttheo hiOng din i khoOn 4 didu 9 Théng t0 sl
44/2014/TT-BYT ngay 25/11/2014 c0a BU Y t0 quy dinh vil ¢ dang ky thul c.

b. BOivlicac hl s dang ky thul ¢ chUa hol't chit codein dang chl xét duylttli COc Quln ly
DO0c:

-COc Quinly DOOc chd xem xét clp s dang ky sau khi cong ty nOp tai liu cOp nhOt, b0 sung
ndi dung cac mc Chi dinh, LiJu I00ng va cach dung, Chi ng chi ddnh, Thin trlng va cOnh
b&o di ¢ bilt khi s ding, SO ding thul ¢ cho phD nd c6 thai va ph0 nd cho con bu, BUc tinh
dic I0c hOc nhl d& néu trong cdng van nay vao cac phiin cé lién quan cla hll s vadilcthim
dinh dit yéu clu.
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