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2 blisters of 10 sugar coated tablets

70, Avenue du Général de Gaulle
92800 Puteaux - FRANCE

Manufactured by: SOPHARTEX - 21 rue du Pressoir, 28500 Vernouillet - FRANCE

Indications, contra-indications, dosage and administration: see inside leaflet.
READ CAREFULLY THE LEAFLET BEFORE USE

KEEP OUT OF REACH OF CHILDREN.

Store at temperature below 30°C.
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VN-XXXX-XX

"NEO-CODION, vién nén bao dwéng. S6 DK: VN-xxxx-xx. Hop 2 vi x 10 vién.
Codein camphosulphonate 25 mg (twong duwong 14.93 mg codein base), sulfogaiacol
100 mg, cao mém grindelia 20 mg.

Chi dinh, cach dung, chdng chi dinh va cac thong tin khac: xem trong t& huéng dan s
dung. Thudc ban theo don. Doc k§ huéng dén st dung tredc khi dung.
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BATCH  xxxx S6 16 SX, NSX va HD: xem “Batch”, “MAN" va “EXP” trén bao bi. Ngay hét han 1 ngay

1 clia thang hét han. Bao quan & nhiét d dudi 30°C. Dé xa tam tay tré em.
MAN XX/XX/XX Nha san xuét chiu trach nhiém xuét 16 thanh pham:

Laboratoires BOUCHARA-RECORDATI g
EXP XX/XXXX 70, Avenue du Général de Gaulle, 92800 Puteaux - Phap

Noi san xuét thanh phdm: SOPHARTEX - 21 rue de Pressoir, 28500 Vernouillet - Phap
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NEO-CODION®

Vién nén bao duong

POC KY HUONG DAN SU DUNG TRUGC KHI DUNG.
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI.

THANH PHAN
Madi vién nén bao dudng chira:

Codein camphosulphonat .............c............. 25 mg
(twong duong 14,93 mg codein base)

Sulfogaiacol (INN).......cccceevereeeerreeiennns 100 mg
Cao mém Grindelia .........oooveveeeeeeeeerernenn. 20 mg

Td dioe: Dat tao cat, kaolin nang, silica hydrat, glucose long, paraffin ldng nhe, tinh bdt lda mi,
magnesi stearat, talc, natri laurylsulfat, tinh bt natri carboxymethyl, gom canh kién, nhyua thong,
gelatin, gom arabic, saccharose, titan dioxyd (E171), vang cam S (E110), pham mau xanh V (E131),
ethylvanillin, sdp carnauba.

DANG BAO CHE - QUY CACH PONG GOI
Vién nén bao duong.
Hop 02 vi x 10 vién nén bao duong.

CHI PINH / CC&

Diéu trj triéu chung ho khan do kich thich & nguoi 16n. /
LIEU LUQONG VA CACH DUNG 2
Puong udng. ,{5

Udng thude véi mot it nude.

DANG THUOC NAY DANH CHO NGUOI LON.

Madi vién chira 15 mg codein base.

Diéu tri triéu chimg phai ngin ngay (vai ngay) va han ché nhimg luc ho. =5
Néu khong dang diung mét thudc chira codein hay mét thudc chéng ho trung wong nao khic,
liéu ding tdi da hang ngay cta codein la 120 mg ¢ nguoi 16n.

Liéu thuwong dimg la:

Ngudi 1én: 1 vién/lan, 1ap lai sau 6 gio néu can, khong qué 4 lan/ngay.

Ngudi gia hodc bénh nhan suy gan: lidu khoi du nén giam nta liéu ding cua nguoi 16n, va c6 thé
tang 1én néu can thiét tuy thudc vao mirc do dung nap va nhu cau ding thude.

Céc lan udng thude cach nhau it nhit 6 gio.

CHONG CHI PINH
Thube nay KHONG PUGC DUNG trong céc truong hop:
— Man cam v6i bat ky thanh phan nao cua thue.
— Suy ho hép.
— Ho & bénh nhan suyén.
— Phu nit cho con bu.
— Két hop véi ruou.
— Tré em duéi 18 tudi.

NHUNG LUU Y PAC BIET VA THAN TRONG KHI DUNG

Canh bao -
Diéu tri kéo dai vdi liéu cao ¢o thé dan dén tinh trang 1¢ thudc thudc. >N
Can tim nguyén nhan gay ho, c¢6 can di€u tri chuyén biét hay khong, tnrge, T %\%g #hdp. chong
ho. 91320 WISSQUS
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Néu ho khong dap tmg véi thude chdng ho dung & liéu thong thuong, thay vi tang liéu nén xem xét lai
tinh trang lam sang.

Vén dong vién can chu y rano thudc nay c6 chira mot chat ¢ thé cho két qua duong tinh trong kiém
tra chong dung thudc kich thich.

Than trong khi dung

Can than trong ¢ bénh nhan bi tang ap luc ndi so vi ¢o the lam trAm trong hon.

Khong nén udng ruou hay dung céc thude khac c6 chira con trong thoi gian diéu tri.
Codein chi nén duoc str dung & liéu thap nhit ma co h1eu qua va trong thoi gian ngan nhat.

Khong khuyén cdo str dung codein cho tré em c6 cac van dé lién quan dén ho hip (vi du: khé thé hoic
thd kho khe khi ngu ...).

Thén trong khi st dung thude cho phu nit cho con bu (do thude c6 thé bai tiét vao sita me).

Than trong khi str dung cho bénh nhén c6 cdc bénh duong ho hap nhu hen, khi phé thing; suy giam
chirc nang gan, than; ¢6 tién sir nghién thudc.

Khong duing dé giam ho trong céc bénh nung mu phoi, phé quan khi can khac dam mu.

TUONG TAC THUOC VA CAC TUONG TAC KHAC
Két hop khong khuyén cso:
Két hop véi riegu:
Ruou lam tang tac dung an than cua thude chéng ho trung wong. Giam nhan thirc c6 thé gdy nguy

hiém kh1 l4i xe va van hanh may moc /
Trénh udng ruou va thube ¢6 chira con khi dang dung thudc. /M
Két hop cin thin trong:

Keét hop voi cac thuoc lam diu than kinh trung wong khdc:
Cac thudoc giam dau c¢6 nguon goc morphin, thuoc chong tram cam, thudc khang histamin H; c6 tac
dung an than, barbituric, benzodiazepin; clonidin va céac loai lién quan, thuoc ngu, thudc an than,

thude giai lo au trir benzodiazepin. \
Tang tac dung lam diu than kinh trung wong. Giam nhéan thtrc ¢6 thé gdy nguy hiém khi lai xe va véan if\@.

hanh may moc. R\
Cyclosporin: Codein 1am giam chuyén hoa cyclosporin do trc ché men cytochrom Pys. ‘
Thudc khdng cholinergic, thubc chong tram cam ba vong, thuéc tre ché monoamin oxidase: Codein c¢6 “‘}"Z' /
thé lam tang tac dung cta cac thudc nay. _ /€¢

PHU NU MANG THAI VA CHO CON BU
Phu nit mang thai
Khoéng dung cho ngudi mang thai.

Cho con bu
Chi dung khi that can thiét.

TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC
Nguoi lai xe va van hanh may moéc nén dic biét luu y vé kha ning gay budn ngt khi ding thudc nay.

TAC DUNG KHONG MONG MUON
— CODEIN: O liéu diéu tri, tac dung phu cua codein tuong tu cac thudc opiat khac, nhung hiém va it

nghiém trong hon.
Thuong gap, ADR > 1/100
- Than kinh: dau dau, chong mit, khat va c6 cam giac khac la.
- Tiéu hoa: budn ndn, ndn, tao bon.
- Tiét niéu: bi tiéu, tiéu it.
- Tim mach: mach nhanh, mach cham, hdi hop, yéu mét, ha huyét,4

[t gap, 1/1000 < ADR < 1/100 iEDi‘S

; , . Zac de Montavas - 8 bis rue
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- Than kinh: suy ho hip, an dju, sang khodi. bon chon.
- Tiéu héa: dau da day, co thit dng mat.
Hiém gap, ADR < 1/1000

- Di tng: phan ng phan vé.

- Than kinh: 4o giac, mét phuong huéng, rdi loan thi gidc, co giat.

- Tim mach: suy tudn hoan.

- Loai khac: do mit, toat md hoi, mét moi.

- Nghién thudc: Dung codein trong thoi gian dai voi lieu tir 240 — 540 mg/ngay co thé gy nghién
thude. Céc biéu hién thuong gap khi thleu thuoc 14 bon chdn, run, co giat co, toat md hoi, chay
nude mii. C6 thé gay 18 thude thude vé tam ly, vé than thé va giy quen thudc.

— SULFOGAIACOL: Cho dén nay trong y vin chua ghi nhan tac dung phu nao lién quan dén viéc sur
dung sulfogaiacol.

Thong bao cho bdc st nhitng tdc dung khong mong muon gép phai khi sir dung thuéc

QUA LIEU
Dau hiéu ¢ nguwoi Iom: suy trung tam ho hap cdp tinh (tim tai, nhip thd cham bat thuong); budn ngu,
phét ban, n6n mura; ngira; mat diéu hoa.

Ddu hiéu ¢ tré so sinh (nguomg gay doc: 2 mg/kg liéu duy nhat): nhip thé chim bat thuong, tho ngit
quang, co ddng tir; co giat; do bing va phil mit; phét ban, may day, lac giong; bi tiéu.

Diéu tri: hd tro hd hap, dung naloxon trong truong hop ngd ddc nang. / w &

CAC PAC TINH DUQC LY /

Duwogec lwe hoc
THUOC CHONG HO NHOM OPIAT

Codein: Alkaloid thudc phién, ¢6 dic tinh chéng ho trung wong do tac dung trc ché trung tim ho hap.
Sulfogaiacol: long dom.

Cao mém Grindelia: liéu phap thuc vat c6 muc dich chéng ho.

Duwgc dong hoc

Codein dung dudng udng: Thoi gian dat nong do dinh trong huyét tuong khoang 1 gio, ch én hoa
qua gan, khoang 10% codein duoc demethyl hoa va chuyén thanh morphin trong co thé, thoi gian ban
huy trong huyét tuong khoang 3 gi¢ (& nguoi 16m), qua nhau thai va vao sita me. .
Sulfogaiacol dugc hap thu nhanh trong co thé. Phan 16n duoc bai tiét theo dudong nigu va du‘ g rudt
dudi dang khong chuyén héa. Sudt qua trinh trén, sulfogaiacol phong thich gaiacol trong 6nggféu hoa.

BAO QUAN
Bao quan & nhiét do dudi 30°C. Dé xa tam tay tré em.
Han dung: 36 thang ké tir ngay san XUét.
Khéng dung thudc qua han dung ghi trén bao bi.
Thubc ban theo don.

NHA SAN XUAT
Nha san xudt chiu trdach nhiém xudt Xuong:
Laboratoires BOUCHARA RECORDATI
70, Avenue du Général de Gaulle — 92800 Puteaux — PHAP

R T 2 TUQ. CUC TRUONG
Noi san xuat thanh pham: P.TRU BNG PHONG
SOPHARTEX Csa /

21 rue du Pressoir, 28500 Vernouillet — PHAP EDE%
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