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Tai lieu thong tin thudc

sed tablets

IERT TP > 3 B

2 blisters of 10 sugar <29

Tai lidu c6 2 trang. Thong tin chi tiét san phdm xin xem trang 2

Tai liéu in ngay: ..../..../.....







Ho khan do kich thich & ngudi I6n

NEO-CODlOM@

Td dugc: Dat tao cét, kaolin nang, silica hydrat, glucose long, paraffin long nhe, tinh
bt IGa mi, magnesi stearat, talc, natri laurylsulfat, tinh bot natri carboxymethyl, gom
canh kién, nhya thdng, gelatin, gém arabic, saccharose, titan dioxyd (E171), vang cam S
(E110), pham mau xanh V (E131), ethylvanillin, sap camauba.
DANG BAO CHE - QUY CACH DONG GOI: Vién nén bao dudng. Hop 2 vi x 10 vién nén bao
dudng.
CHi DINH: Neo-Codion duoc chi dinh d€ diéu tri triéu ching ho khan do kich thich & nguai lon.
LIEU LUONG VA CACH DUNG: Buong udng. Udng thudc vdi mt it nuéc. DANG THUGC NAY DANH
CHO NGUGI LON. Méi vién chifa 15 mg codein base. Diéu tri triéu ching phai ngan ngay (vai ngay)
va han ché nhing lic ho.
Néu khéng dang diing mét thuéc chita codein hay mét thudc chdng ho trung wong nao
khdc, liéu diing téi da hang ngay ctia codein la 120 mg & nguai lén.
Liéu thuong ding la: Ngui lon: 1 vién/Ian, |3p lai sau 6 gid néu can, khong qua 4 lan/ngay.
Nquii gi hodc bénh nhdn suy gan: liéu khéi dau nén gidm nifa liéu dung cia ngudi Idn, va ¢6 thé
tang 1&n néu can thiét tlly thudc vao mic 6 dung nap va nhu cau dung thudc. Cac lan udng thuac
cach nhau it nhdt 6 gic.
CHONG CHI DINH: Thudc nay KHONG BUGC DUNG trong cic trudng hap:
- Man cdm vdi bt ky thanh phan nao clia thudc.
- Suy ho hap.
- Ho & bénh nhén suyén.
- Phu ni cho con bt (xem phén St dung thudc cho phu ni ¢d thai va phu ni cho con bu).
- Két hop vdi rugu.
- Tré em dudi 18 tudi.
- Nhitng bénh nhan mang gen chuyén héa thudc qua CYP2D6 siéu nhanh.
NHUNG LUU Y DAC BIET VA THAN TRONG KHI DUNG:
Canh bao: Diéu tri kéo dai vdi liéu cao ¢6 thé dan dén tinh trang Ié thudc thudc. Can tim nguyén
nhan g4y ho, ¢6 can diéu tri chuyén biét hay khong, trudc khi dung bién phap chdng ho. Néu ho
khang dap ting véi thudc chdng ho dung & liéu thong thuang, thay vi tang liéu nén xem xét lai tinh
trang lam sang. Van dong vién can chi y ring thudc nay ¢d chita mdt chét cd thé cho két qua duong
tinh trong kiém tra chong dung thudc kich thich.
Than trong khi dung: Cin than trong & bénh nhan bj ting ap luc ndi so i cd thé lam bénh tram
trong hon. Khong nén udng rugu hay dung céc thudc khac ¢6 chia con trong thai gian diéu tri. Thén
trong khi stt dung cho bénh nhan ¢6 cac bénh duang ha hap nhuhen, khi phé thiing; suy gidm chiic
nang gan, than; c6 tién s nghién thudc. Khong dung dé gidm ho trong cac bénh nung ma phoi,
phé quan khi can khac dam md. Bénh nhan mang gen chuyén hoa thudc qua CYP2D6 siéu nhanh:
Codein dugc chuyén héa thanh morphin (chdt chuyén héa c6 hoat tinh) qua enzym gan CYP2D6 tai
gan. Néu thiéu hut mot phdn hoac toan b enzym nay, bénh nhan sé khang dat duoc hiéu qua diéu
tri phi hop. Udc tinh c6 dén 7% dan s6 da tréng cd thé thiéu hut enzym nay. Tuy nhién, néu bénh
nhan mang gen chuyén héa manh hodc siéu nhanh, sé tang nguy co xdy ra cac phan ting cd hai do
ngd ddc opioid ngay cd & liéu ké don thudng dung. Nhiing bénh nhén nay cd kha nang chuyén hoa
codein thanh morphin nhanh hen, dan dén néng do morphin trong huyét thanh cao han so véi du
kién. Cac triéu ching thuong gdp clia ngd doc
opioid bao gom rdi loan y thic, budn ngd, thé

ndng, co dong ti, buén nén, nén, tdo bon va Ngusi Chau Phi/ Ethiopia 29% ]
chan an. Trong cac trudng hgp nghiém trong, c6 Nguasi Mj géc Phi 3,4% dén 6,5%
thé xudt hién cac triéu chiing cila suy giam tuan g chau A 1,2% dén 2%
hoan va hd hap, c6 thé de doa tinh mang va rat Ngudi da tréng 3,6% dén 6,5%
hiém khi gay t& vong. Ty 1€ udc tinh ngudi mang  Nquai Hy Lap 6,0%

gen chuyén hoa thudc qua CYP2D6 siéu nhanh  Nqusi Hungary 1,9%
trong cac ching tdc khéc nhau dugc tom tat  Nquai Bac Au 1% dén 2%

trong bang bén:

TUONG TAC THUGC VA CAC TUONG TAC KHAC:

Két hop khdng khuyén cdo: Két hgp vdi rugu: Rugu lam tang tac dung an than cda thudc chong
ho trung wang. Gidm nhan thitc c6 thé gay nguy hiém khi I4i xe va van hanh may mdc. Tranh udng
rugu va thudc ¢d chifa cn khi dang duing thudc.
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Két hop can than trong: Két hgp vdi cdc thudc lam dju than kinh trung wong khdc: Céc thudc
gidm dau cd ngudn géc morphin, thudc chdng trdm cdm, thudc khang histamin H1 ¢ tic dung
an than, barbituric, benzodiazepin, clonidin va cic loai lién quan, thudc ngu, thudc an than,
thudc gidi lo au trir benzodiazepin. Tang tac dung 1am diu than kinh trung uong. Gidm nhan
thic 6 thé gay nguy hiém khi Idi xe va van hanh mdy méc. Gyclosporin: Codein lam gidm
chuyén héa cyclosporin do tc ch& men cytochrom P450. Thudc khdng cholinergic, thudc chéng
trdm cdm ba vong, thuéc tc ché monoamin oxidase: Codein ¢6 thé lam tang téc dung cla cdc
thudc nay.

PHU NU' MANG THAI VA CHO CON BU:

Phu nit mang thai: Khong dung cho ngudi mang thai.

Phu nit cho con bu: Neo-Codion khang dugc khuyén cdo ding cho phu nit dang cho con bi
(xem phan Chéng chi dinh). @ liéu diéu tri thong thudng, codein va chat chuyén héa c6 hoat
tinh ¢6 thé c6 mat trong sita me & liéu rét thap va dudng nhu khdng gdy anh hudng bét lgi dén
tré b me. Tuy nhién, néu bénh nhan la ngudi mang gen chuyén héa thudc qua CYP2D6 siéu
nhanh, morphin (chat chuyén héa c6 hoat tinh cda codein) 6 thé c6 trong sita me vdi nong do
cao hon va trong nhiing trudng hop rat hiém gap, <6 thé dan dén cac triéu ching ngd ddc
opioid & tré sasinh ¢6 thé gay tir vong.

TACDONG CUA THUGC KHI LAI XE VA VAN HANH MAY MOC: Ngudi I3i xe va van hanh may
méc nén dac biét luu y vé kha nang gay budn ngu khi dung thudc nay.

TAC DUNG KHONG MONG MUGN: CODEIN: G liéu diéu tri, tac dung phu cla codein tuang ty
cac thudc opiat khac, nhung hiém va it nghiém trong hon.

Thudng gip, ADR > 1/100

- Thén kinh: dau dau, chéng mét, khat va c6 cdm gidc khac la.

- Tiéu héa: budn nn, ndn, tao bon.

- Tiét niéu: b tiéu, tiéu it.

- Tim mach: mach nhanh, mach cham, hoi hop, yéu mét, ha huyét ap thé ding.

It gdp, 1/1000 < ADR < 1/100

- Phén (ng di ing: ngfa, may day.

- Than kinh: suy hd hap, an diu, sang khodi, bon chon.

- Tiéu héa: dau da day, co that Gng mat.

Hiém gdp, ADR < 1/1000

- Ditng: phan ting phan vé.

- Than kinh: do gidc, mat phueng hudng, roi loan thi gidc, co git.

- Tim mach: suy tuan hoan.

- Loai khac: d6 mat, toat mo héi, mét moi.

- Nghién thudc: Diing codein trong thdi gian dai vdi liéu tir 240 — 540 mg/ngay ¢6 thé gay
nghién thudc. Cac biu hién thudng gap khi thi€u thudc la bon chon, run, co gidt cd, todt mo
héi, chay nudc mii. C6 thé gdy 1& thudc thudc vé tam Iy, vé than thé va gay quen thudc.
SULFOGAIACOL: Cho dén nay trong y van chua ghi nhan tac dung phu ndo lién quan dén viéc st
dung sulfogaiacol.

QUA LIEU: Ddu hiéu & nguoi Ién: suy trung tam ho hap cp tinh (tim tai, nhip thd cham bét
thudng); budn ngd, phat ban, nén mia; nglia; mat diéu hoa. Diéu tri: ho trg ho hap, dung
naloxon trong trudng hgp ngd doc nang.

CACDACTINH DUOCLY:

Duoc luc hoc: THUGC CHONG HO NHOM OPIAT. Codein: Alkaloid thudc phién, 6 déc tinh chéng
ho trung uong do tic dung Gc ché trung tdm hé hap. Sulfogaiacol: long dom. Cao mém
Grindelia: lidu phap thuc vat ¢ muc dich chdng ho.

Dugc déng hoc: (odein ding duting uéng: Thai gian dat nong do dinh trong huyét tuong
khoang 1 gid, chuyén héa qua gan, khodng 10% codein dugc demethyl héa va chuyén thanh
morphin trong co thé, thai gian bén hay trong huyét tuang khodng 3 gid (& nguai ldn), qua
nhau thai va vao sifa me. Sulfogaiacol dugc hap thu nhanh trong co thé. Phan In dugc bai tiét
theo dudng niéu va dudng rudt dudi dang khdng chuyén hoa. Sudt qué trinh trén, sulfogaiacol
phdng thich gaiacol trong dng tiéu hda.

BAO QUAN: Bao quan & nhiét 4o dudi 30°C. Dé xa tam tay tré em.

HAN DUNG: 36 thang ké tif ngay san xudt.

Khong dung thuéc qua han dung ghi trén bao bi.

Thuéc ban theo don.

NHA SAN XUAT:

SOPHARTEX, 21 rue du Pressoir, 28500 Vernouillet — PHAP

Van phong dai dién tai TP. H(M
Phong 28, 1au 2 va lau 4, 150 Nguyén Luang Bang, P. Tan Phd, Q. 7, Tp. H(M
Tel: 84. 28. 5413 5188 - Fax: 84. 28. 5413 5135 9

Pai dién tiép thi

Van phong dai dién tai Ha Noi E ]
g an Ba Dinh, Ha Noi
819 - Fax: 84.24.3772 3820

Phong 202, Toa nha Lake Vi

Tel: 84. 24.377
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