NEO-CODION°®

Vién nén bao dutng

~ DOC KY HUONG DAN
SU'DUNG TRUGC KHI DUNG.

NEU CAN THEM THONG TIN,
XIN HOI Y KIEN BAC SI.

THANH PHAN:
Mai vién nén bao dutng chira:

Codein camphosulphonat. .. ................ 25mg
(twong duang 14,93 mg codein base)
Sulfogaiacol (INN) . .......................100mg

CaomémGrindelia......................... 20 mg
T4 duge: Dat tao cat, kaolin néng, silica hydrat, glucose
|6ng, paraffin Idng nhe, tinh bat Iia mi, magnesi stearat,
talc, natri laurylsulfat, tinh bgt natri carboxymethyl,
gom canh kién, nhua théng, gelatin, gom arabic,
saccharose, titan dioxyd (E171), vang cam S (E110),
pham mau xanh V (E131), ethylvanillin, sép carnauba.

DANG BAO CHE - QUY CACH BONG GOI
Vién nén bao dutng.
Hdp 2 vi x 10 vién nén bao dutg.

CHi BINH
Neo-Codion dugc chi dinh dé diéu trj triéu chimg ho
khan do kich thich & ngui lén.

LIEU LUONG VA CACH DUNG

Dutmg udng.

Udng thudc véi mét it nudc.

DANG THUBC NAY DANH CHO NGUDI LON

Mai vién chira 15 mg codein base.

Digu trj tridu chimg phai ngan ngay (vai ngay) va han
¢hé nhimg lte ho.

Néu khong dang ding mét thudc chira codein hay mot
thudc chdng ho trung uong nao khéc, liu dung t6i da
hang ngay cua codein 1a 120 mg & ngui l6n.

Liéu thuéng ding la:

Nguii [6n: 1 vién/lan, |3p lai sau 6 gi& néu can, khong
qua 4 [an/ngay.
i gi ic bé : ligu khéi d8u nén
giam nira liéu diing cla ngudi I6n, va cb thé tang Ién
néu can thiét tly thudc vao mic d6 dung nap va nhu
cau ding thudc.

Céc [an udng thudc céch nhau it nhét 6 gid.

CHONG CHI BJNH

Thudc nay KHONG BUQC DUNG trong cac truémg hop:

- Man c&m véi bat ky thanh phén nao cua thudc.

- Suy hé hap.

- Ho & bénh nhan suyén.

- Phu nir cho con bu (xem phén Strdyng thudc cho phy
nir cd thai va phu nir cho con bi).

- Két hop véi rugu.

- Tré em dudi 18 tudi.

- Nhimg bénh nhan mang gen chuyén hoéa thudc qua
CYP2D6 siéu nhanh.

NHONG LUU ¥ DAC BIET VA THAN TRONG KHI DUNG
Canh bao

Diéu tri kéo dai vdi lidu cao cé thé dan dén tinh trang
1& thudc thude.

Can tim nguyén nhan gy ho, co can diéu tri chuyén
biét hay khdng, true khi ding bién phép chdng ho.
Néu ho khéng dép (mg véi thudc chdng ho ding ¢ ligu
théng thubmg, thay vi tang liéu nén xem xét lai tinh
trang Iam sang.

Van dong vién can chu y ring thude nay c6 chira mét
chat cé thé cho két qua duong tinh trong kiém tra
chang diing thude kich thich.

Thén trong khi diing

Can than trong & bénh nhan bj tang ap lut ndi s0 vi ¢o
th& lam bénh tram trong hon.

Khéng nén udng rugu hay ding cac thudc khac cé
chira cbn trong thi gian diéu tri.

Than trong khi str dung cho bénh nhan cé cac bénh
dutma ho hap nhu hen, khi phé thdng; suy giam chuc
nang gan, thén; cé tién sir nghién thudc.

Khdng dung dé giam ho trong céc bénh nung ma phai,
phé quén khi can khac dam mu.

Bénh nhan mang gen chuyén héa thudc qua CYP2D6
siéu nhanh:

Codein dugc chuyén hoa thanh morphin (chat chuyén
héa c6 hoat tinh) qua enzym gan CYP2D6 tai gan. Néu
thiéu hut mgt phan hodc toan b enzym nay, bénh nhan
sé khong dat dugce hiéu qué diéu trj phit hop. Udc tinh
c6 dén 7% dan sd da trang c6 thé thiéu hyt enzym nay.
Tuy nhién, néu bénh nhan mang gen chuyén hoa manh
hodc siéu nhanh, s& tang nguy co xay ra cac phan ting
c6 hai do ngd ddc opioid ngay ca & ligu ké don thuimg
dung. Nhimg bénh nhén nay co kha nang chuyén héa
ccdein thanh morphin nhanh hon, dén dén néng dg
morphin trong huyét thanh cao hon so vdi dyr kién.
Céac triéu ching thutng gap cia ngp doc opioid bao
gom rdi loan ¥ thirc, budn ngd, thé ndng, co déng t,
budn nén, ndn, tdo bén va chén an. Trong cdc truding
hop nghiém trong, c6 thé xuat hién cac triéu ching cla
suy giam tuén hoan va hé hap, cé thé de doa tinh mang
va rat hiém khi gay tlrvong.

Ty & wéc tinh ngudi mang gen chuyé&n héa thude qua
CYP2D6 siéu nhanh trong cac chting toc khdc nhau
dugc tém tat trong bang duti day:

Chiing tic Ty lé %

Ngubi Chau Phi/ Ethiopia 29%
Ngui My gdc Phi 3,4% dén 6,5%
Ngudi Chau A 1,2% dén 2%
Ngudi da trang 3,6% dén 6,5%
Nouti Hy Lap 6,0%
Nguti Hungary 1,9%
Ngubi Bac Au 1% dén 2%




TUONG TAC THUOC VA CAC TUONG TAC KHAC

Két hop khong khuyén céo:

Két hop vdi rugu:

Rugu lam tang tac dung an than cla thudc chdng ho
trung uong. Gidm nhén thit cé the gay nguy hiém khi
14i xe va vin hanh méay méc.

Tranh udng rugu va thudc c6 chira con khi dang ding
thudc.
Két hop can than trong:

Két hap vdi céc thude 1am dju than kinh trung urong khéc:
Céc thudc giam dau c6 ngudn gdc morphin, thudc
chong trdm cam, thudc khéng histamin H, cé tac dung
an than, barbituric, benzodiazepin, clonidin va céc loai
lién quan, thudic ngu, thude an than, thudc gidi lo au trir
benzodiazepin.

Tang tac dung lam diu than kinh trung uong. Gidm
nhén thire c6 thé gay nquy hiém khi 14i xe va van hanh
may moc.

Cyclosporin: Codein lam giam chuyén héa cyclosporin
do (¢ ch& men cytochrom P .

Thudc khéng cholinergic, thuéc chdng trém cdm ba vong,
thudt trc ché monoamin oxidase: Codein c6 thé lam téng
tac dung clia céc thudc nay.

PHU NO MANG THAI VA CHO CON BU

Phu nir mang thai

Khdng diing cho nguti mang thai.

Phu nir cho con bd

Neo-Codion khéng dugc khuyén céo ding cho phu nir

dang cho con bt (xem phan Chéng chi dinh).

@ liéu diéu trj thong thutng, codein va chat chuyén

héa c6 hoat tinh c6 thé c6 mét trong sita me & liéu rat

thap va dutng nhukhéng géy énh hudng bat lgi dén tré

b me. Tuy nhién, néu bénh nhan |a ngudi mang gen

chuyén héa thudc qua CYP2D6 siéu nhanh, morphin

(chdt chuyén hda c6 hoat tinh cla codein) cé thé cé

trong sfa me vdi nong dd cao hon va trong nhimg

trutmg hop rat hiém gap, cé thé dan dén céc triéu

chimg ngd doc opioid & tré so sinh cd thé gay tirvong.

Tﬁ';: DONG CUA THUOC KHI LAI XE VA VAN HANH MAY

MOC

Ngui [4i xe va van hanh may méc nén dac biét luuy vé

kha nang gay buén ngli khi ding thudc nay.

TAC DUNG KHONG MONG MUON

CODEIN: (f ligu diéu tri, tac dung phu clia codein tuong

tw cac thudc opiat khac, nhung hiém va it nghiém trong

ham.

Thubing gap, ADR > 1/100

- Than kinh: dau dau, chong mat, khét va cé cém gidc
khac la.

-Tiéu héa: bubn nén, nbn, tao bén.

- Tiét niéu: bf tigu, tiéu It.

-Tim mach: mach nhanh, mach cham, héi hdp, yéu
mét, ha huy&t ap thé dimg.

it giip, 1/1000 < ADR < 1/100

- Phan (mg di tmg: ngira, may day.

- Than kinh: suy hé hap, an diu, séng khoai, bon chan.

- Tiéu héa: dau da day, co that 6ng mat.

Hiém géip, ADR < 1/1000

- Di ing: phén (g phan vé.

- Than kinh: do giac, mat phuong hudng, réi loan th
gidc, co giat.

- Tim mach: suy tudn hoan.

- Loai khac: dd mat, toat mé hai, mét mai.

- Nghién thudc: Dung codein trong thai gian dai véi liéu
tir 240 — 540 mg/ngay cé thé gay nghién thudc. Cac
biéu hién thuting gap khi thiu thudc 12 bon chén, run,
co giat co, todt mo héi, chay nudc mii, C6 thé gay 1é
thudic thudc vé tam ly, vé than thé va géy quen thude.

SULFOGAIACOL: Cho dén nay trong y van chua ghi

nhan tac dung phu nao lién quan dén viéc sir dung

sulfogaiacol.

QUA LIEU

Dau hiéu & ngudd ldn: suy trung tam ho hép cap tinh (tim
tdi, nhip thd cham bat thuéng); budn ngl, phat ban,
ndn mira; ngiia; mat dieu hoa.

Diéu tri: ho tro ho hap, dung naloxon trong trutmg hop
ngo doc nang.

cAc pAc TINH DUDC LY

Duge luc hoc

THUOC CHONG HO NHOM OPIAT

Codein: Alkaloid thudec phién, cé dac tinh chéng ho
trung uong do téc dung U ché trung tdm ho hap.
Sulfogaiacol: long dom.

Cao mém Grindelia: liéu phap thuc vat c¢6 muc dich
chéng ho.

Dugc dong hoc

Codein diing duting udng: Thei gian dat ndng dé dinh
trong huyét tuong khodng 1 gid, chuyén héa qua gan,
khoang 10% codein dugc demethyl héa va chuyén
thanh morphin trong co thé, théi gian ban hdy trong
huyét tuong khoang 3 gi¢r (& nguwi 16n), qua nhau thai
va vao sita me.

Sulfogaiacol dugc hap thu nhanh trong co thé. Phan
Ién duge bai tiét theo dudmg niéu va dudng rudt
dudi dang khong chuyén héa. Subt qua trinh trén,
sulfogaiacol phéng thich gaiacol trong dng tiéu héa.

BAO QUAN .
Béo quan & nhiét d dudi 30°C. D& xa tam tay tré em.
Han diing: 36 thang ké tir ngay sén xut.

Khéng ding thudc qua han ding ghi trén bao bi.
Thudc ban theo don.

NHA SAN XUAT

Nhé san xuat chju trach nhiém xuat xudng:
Laboratoires BOUCHARA RECORDATI
70, Avenue du Général de Gaulle

92800 PUTEAUX - PHAP

Noi san xuat thanh pham:

SOPHARTEX

21, rue du Pressoir

28500 VERNOUILLET - PHAP

V86074-07 - 189661520161012

011242



