“NEO-CODION’

Vién nén bao duong

Thudc bén theo don.
Doc kj hudng dan strdung trudc khi dung. DE xa tam tay tré em.

THANH PHAN

M6i vién nén bao duang chira:

Thanh phan hoat chét:

Codein camphosulphonat............ .25mg
(twong duang 14,93 mg codein base
Sulfogaiacol iR,
Caomem Grindelia. ........vvevvaenns 20 mg
Thanh phan té dugc: Dat tao cat, kaolin nang,
silica hydrat, glucose |6ng, paraffin l1ong nhe,
tinh bjt lta mi, magnesi stearat, tale, natri
laurylsulfat, tinh bot natri carboxymethyl, gom
canh kién, nhya thong, gelatin, gom arabic,
saccharose, titan dioxyd (E171), vang cam §
(EN0), phdm mau xanh V (E131), ethylvanillin,
sap carnauba.

DANG BAO CHE
Vién nén bao dutng

CHi DINH

Thudc Neo-codion dugc chi dinh cho bénh
nhan trén 12 tudi dé diéu trj trieu ching ho
khan hoac kich ung.

LIEU DUNG VA CACH DUNG

DANG THUQC NAY DANH CHO BENH NHAN
TREN 12 TUOI.
Diéu trj trigu chang phai trong thai gian ngan
(vai ngay) va phai vao nhing lic ho. Khoang
cach giira cac liéu ft nhat 12 6 gio.
Néu khdng dang dung m@t thuéc chira codein
hay mot thuéc chdng ho trung uong khac, ligu
dung tai da hang ngay cla codein 13 120 mg ¢
nguai lén.
Liéu thuang dung la:
Ngudi lon: 1 vién/lan, lap lai sau 6 git néu can,
khong qua 4 lan/ngay.
Ngudi 16n tudi hoac bénh nhan suy gan: ligu
khé&i dau nén gidm nira ligu dung ctia ngui lan,
va c6 thé tang |én néu can thiét tuy vao mirc do
dung nap va nhu cau. 7
Tré em tir 12-18 tudi: P& diéu trj triéu ching
ho, Neo-codion khéng dugc khuyén cdo dung
cho tré em c6 suy giam chirc nang ho hap (xem
phan Cénh bdo va than trong khi ding thuée).
Tré em dudi 12 tudi: Chang chidinh Neo-codion
dé digu trj triéu ching ho (xem phan Chang chi
djnh).
Cach ding
Pudng udng.
Udng thudc véi mét it nudc,

CHONG CHi BINH

-'Qua man vdibat ky thanh phan nao cta thudc.

- Két hgp vai natri oxybat.

- Suy ho hap.

-Ho dbénh nhan suyén.

- Phu nir cho con bu (xem phan Str dyng thuée
cho phu nir c6 thai va cho con bu),

-Nhirng bénh nhan mang gen chuyén héa
thudc qua CYP2D6 siéu nhanh.

-Tré em dudi 12 tudi d& diéu trj ho do c6 nguy
cd cao xay ra cac phan (rng c6 hai nghiém
trong va de doa tinh mang.

-Ngoai ra, khong dung thudc & tré em 12 - 18
tudi co suy giam chirc nang ho hap.

- K&t hop vdi rugu va mét s6 thude (xem Tuong
tic cua thuoc voi cac thuée khac va cdc loai
tuong tac khac).

CANH BAO VA THAN TRONG KHI DUNG THUGC
Nghién thugc, I thugc thudc va lam dung thudc
Pigu tri thugng xuyén hoic kéo dai cé thé dan
dén tinh trang |& thudc thé chat va tinh than,
Can than trong khi st dung thudc & benh nhan
dang hoac cé tien sir nghién va/hoac I8 thuge
(bao gém cé thudc va ruou) hodc & bénh nhan
tam than (nhu tram cam nang). Nghién hoac
lam dung thudc co thé dan dén qua lieu va/
hoic tirvong.
Ho c6 dam la y&u t8 ca ban ctia co ché bao vé
phé quan phai, nén dugc coila cd lgi.
Khong hop Iy khi k&t hop mot thude long dam
hay tieu dam véi mdt thude chdng ho.
Can tim nguyén nhan gay ho c6 can dieu trj
chuyén bigt hay khong, trugc khi- dung ligu
phap chdng ho. :
N&u ho khéng dap tng véi thudc chdng ho
duing & liéu thang thuong, thay vl tang ligu nén
danh gia lai tinh trang lam sang.
Van dong vien can cha y rang thudc nay cé
chira mot hoat chat c6 thé cho két qua duang
tinh déi vai mat so xét nghiém kiém tra chong
duing thudc kich thich.
Canh béo lign quan dén ta dugc
Thudc nay c6 thé duge chi dinh trong truong
hop bénh celiac. Tinh bét lda mi €6 thé chira
gluten, nhung chi & mirc rat thap, va do d6 phai

than trong dai vdi nhirng bénh nhan mac bénh
celiac.

Thude cé ta duge mau vang cam (S) (E110), mot
dan chat azoic, co thé gay ra phan Ung dj img.
Thudc c6 chira 0,43 mg natri mai vién, tuc [a
dudi 1 mmol (23 mg) méi vién, vé ban chat [a
“khdng chira natri”. Tuy nhién, & nhitng bénh
nhan can kiém soat lgng natri trong ché do
an, can phai tinh 13ng s& vién Neo-codion diing
moi ngay.

Thude cé chura sucrose va glucose. Khaong
khuyén cao str dung thudc & bénh nhan khang
dung nap fructose, kém hap thu glucose va
galactose hoac thi€u hut sucrase/isomaltase
(cac bénh di truyén hiém gap).

Chuyén héa qua CYP2D6

Codein dugc chuyén héa thanh morphin (chat
chuyén héa co hoat tinh) qua enzym CYP2DG6
tai gan. Néu thigu hut mot phan hoac toan bd
enzym nay, bénh nhan sé khong dat dugc higu
qua dieu trj thich hgp. Udc tinh cé dén 7% dan
s6 da trang co thé thiéu hut enzym nay. Tuy
nhién, néu bénh nhan mang gen chuyén héa
manh hoac siéu nhanh, sé tang nguy co xay ra
cac phén (rng ¢6 hai do ngd déc opioid ngay ca
& lidu ké don thugng dung. Nhirng bénh nhan
nay c6 kha ning chuyén héa codein thanh
morphin nhanh han, dan dén néng d6 morphin
trong huyét thanh cao hon so vai dir kién.
Cactriéu chimg thuang gap cia ngd doc opioid
bao gom r8i loan ¥ thae, buon ngd, thd cham
hodc néng, co dong t&, budn nén, non, tao
bén va chan an. Trong céc truaing hgp nghiém
trong, ¢6 thé xudt hién cée trigu ching cta suy
giam tuan hoan va hd hap, co thé de doa tinh
mang va rat hiém khi gay tirvong.

Ty I1& wdc tnh ngudi mang gen chuyén héa
thudc qua CYP2D6 siéu nhanh trong céc ching
toc khac nhau dugc tom tat trong bang dudi

day:
Chiing tgc Ty 18 %
Nguti Chau Phi/ Ethiopia | 29%

Nguti My géc Phi 3,4% dén 6,5%

Ngutri Chau A 1.2% dén 2%
Nguti da trang 3,6% dén 6,5%
Nguti Hy Lap 6,0%

Nguoi Hungary 1.9%

Ngubi Bac Au 1% dén 2%

Tré em suy gidm chirc nang hé hap

Codein khong dugc khuyén céo sir dung &
nhirng tré em cé suy giam chirc nang ho hap
bao gém rdi loan than kinh ca, bénh ly nang vé
tim hodc hé hap, nhiém tring duang ho hap
trén hodc phai, da chan thuong hay vira trai
qua phAu thuat 16n. Cac yéu té nay co thé lam
tram trong hon cac triéu ching cia ngd doc
morphin.

Nguy ca khi sir dung dong thai véi thugc an
thin nhu benzodiazepin hoac thuée lién quan
Sir dyng Neo-codion dong thoi vai thuée an
than nhu benzodiazepin hodc thudc lién quan
6 thé dan dén an than, suy hd hap, hon mé va
tir vong. Do d¢, chi nén ding phai hgp vai cac
thudc an than trong truang hgp khong c6 lua
chon diéu trj thay thé kha thi nao khac. Trong
truang hop phai sirdung phéi hop Neo-codion
v@i thudc an than, nén sir dyng lidu thap nhit
c6 hiéu qua va thai gian diéu trjcang ngan cang
tot.

Bénh nhan can dugc theo ddi chat ché vé cac
d3u hiéu va triéu chung suy hé hap va an than.
Trong trudng hgp nay, can khuyén cao bénh
nhan va ngudi cham soc dé theo ddi nhirng
triéu chimg nay (xem Tuong tac cua thudc vdi
cac thudc khéc va cac loai tuong téc khac).

Than trong khi diing

Can than trong & bénh nhan bi téng 4p lyc nGi
s0 vi c6 thé lam tram trong hon.

O banh nhan cat tai mat, codein co thé gay ra
hoi chimg dau bung dueng mat hodc tyy cap,
thuang lién quan dén cac bat thudng sinh hoc,
ggi ¥ co that co vong Oddi.

PHUY N CO THAI VA CHO CON BU

Phu nir mang thai

céc nghién clu trén déng vat cho thay tac
dung gay quai thai ctia codein.

Tuy nhién, cac nghién ctu dich t& hoc dugc
thuc hién trén mat s6 nhém nho phy nirkhong
cho thay béng chirng cu thé vé nguy cd di tat
ctia codein.

Trong ba thang cudi cta thai ky, ngudi me ding
codein man tinh, bat ké lidu lugng, co thé la
nguyén nhan clia hgi chimg ngung thudc & tré
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so sinh. Vao cudi thai ky, khi str dyng ligu cao
thim chf trong thai gian ngan, 6 kha nang gay
sty ho hap & tré sa sinh. Do dé, viéc str dung
codein chi nén dugc xem xét trong thai ky
mang thai néu can thiét va ding cach.

Phu nit cho con ba

Neo-codion khong dugc khuyén céo dung cho
phu nir dang cho con bu.

Codein qua dugc sira me, mgt vai trudng hgp
gidm truong lyc co va thé gian doan da dugc
béo cdo & tré by me sau khi ngudi me dung
codein qua ligu diéu trj.

& lizu didu trj théng thudmg, codein va chat
chuy&n héa cé hoat Unh cé th& ¢6 mat trong
sra me & lidu rat thap va dudng nhu khong gay
anh hudng bat lgi dén tré bu me, Tuy nhién,
vu"u.'l)(-nh nhan la ngudi mang gen chuy€n hoa
thuée qua CYP2DG siéu nhanh, morphin (chat
chuy@n héa cé hoat tinh clia codein) cé thé
c6 trong sira me vdi nong d¢ cao hon va trong
nhirng trugng hgp rat higm gap, co thé dan dén
céc trigu chirng ngd dac opioid & tré s sinh co
thé gay tlrvong. ‘

TAC BONG CUA THUGC D61 VGI KHA NANG LA
XE VA VAN HANH MAY MGC

Ngu'fii léi Xe va van hanh may méc nén dac biat
lLr‘u y ve kha nang gay budn ngt khi diing thusc
nay. ¥

TUONG TAC CUA THUGC V@I cAc THUGC
KHAC VA CAC LOAI TUONG TAC KHAC

Ket hop chdng chi dinh
Natri oxybat: tang nguy cd suy hd hap cé thé
dan dén tirvong trong truging hop qud ligu.
K&t hgp khong khuyén cao
ket hop vai eon (thuc uong hodc ta dugc)
C&n lam tang tac dung an than cua thugc nay.
Giam nhan thic co thé gay nguy hiém khi lai xe
va van hanh mdy moc.
Tranh udng rugu va thude c6 chira con khidang
dung thudc.
Bupropion
Nguy comat hiéu qua cuia thude nhém opiat do
tac tac dung rc ché chuyén hod bdi céc chat
trc ché.
Cinacalcet
Nguy-comat hiéu qua cia thudc nhom opiat do
tac tac dung trc ché chuyén hoa bdi céc chat
(rc ché. .
Duloxetin
Nguy co mat higu qua cda thude nhém opiat do
tac tac dyng (rc ch& chuyén hoa bdi cac chat
(rc ché. '
Fluoxetin
Giam hiéu qua ctia thudc nhém opiat do tac tac
dung trc ché chuyén hod bdi cac chat trc ché.
Chat chii van - déi khéng thu thé morphin
(buprenorphin, nalbuphin)
Lam giam tac dung gidm dau va chéng ho cta
morphin do"canh tranh chen céac thu thé, lam
tang nguy co xuat hién hdi chirng ngung thudc.
Chat dai khang mét phan thu thé morphin
(nalmefen, naltrexon)
Nguy co'lam giam tac dung giam dau.
Paroxetin
Giam hiéu qua ctia thude nhém opiat do tac tac
dung trc ché chuyén hod béi cac chat e che.
Quinidin N
Giam hiéu qua ctia thuéc nhom opiat do tac tac
dung e ché chuyén hod bdi cac chat e ché.
Terbinafin
Nguy co' mat hiéu qua cta thudc nhom opiat do
tac tac dung (e ch& chuyén hoa bai cac chat
uc ché. 3
Két hgp can than trong
Cac thudc giam dau dong van morphin (alfentanil,
dihydrocodein, ~ fentanyl,  hydromorphon,
morphin, ‘oxycodon, pethidin, remi
sufentanil, tapentadol, tramadol) tang nguy co
suy ho hap, cé thé gy tirvong trong trudng hop
qua ligu. :
Céc thude chong ha giong morphin
(dextromethorphan, noscapin, pholcodin)
Tang nguy co suy hé hap, ¢é thé gay tirvong
trong truang hgp qua ligu:
Cic thudc chéng ho morphin (ethylmorphin)
Tang nguy co suy hé hap, cé thé gay tur vong
trong trudng hgp qua ligu.
Cdc barbiturat (phenobarbital, primidon,
thiopental)
Tang nguy ca an than va suy hd hap, cé thé dan
dén hon mé, gay tir vong nhat la & ngudi lon
tudi. Lieu dung va thai gian diéu tri khi dung
phdi hgp thudc can dugc gii han nhat c6 thé.
Methadon
Tang nguy co suy hd hap, c6 thé gay tir vong
trong truing hop qua lieu.

Thude an thin benzodiazepin hodc cac thudc lién
quan . el
Bao gom céc dan xuat morphin (thudc giam
dau, thude chdng ho va cac liéu phap diéu tri
thay thé), thuéc an thin, cac barbiturat, thugc
giai lo 4u khac benzodiazepin (meprobamat),
thudc ngu, thudc chang tram cam c6 tac dung
an than (amitriptilin, doxepin, misanserin,
mirtazapin, trimipramin), thudc khang histamin
H1 c6 tac dyng an than, thudc ha huyeét ap tac
dung trung ueng, baclofen va thalidomid.
Strdyng ddng thi cac opioid vai thudc an than
nhu benzodiazepin hodc cac thudc lién quan
lam tang nguy co an than va suy hé l!ap, cé
thé dan dén hon mé va Wrvong do lam tang tac
dung Uc ché& hé than kinh trung uang, dac bigt
& ngudi 16n tugi. Ligu dung va thai gian dieéu
trj khi dung phéi hop thudc can dugc gidi han
nhat c6 thé.

Cic thuéc nhém atropin

Tang nguy coréi loan vén dong rugt két, vdi tao
bén nang.

TAC DUNG KHONG MONG MUGN

0 ligu digu trj, tac dung khéng mong mudn ctia
codein tuong ty cac thudce opiat khac, nhung
hiém va it nghiém trong hon.

R&i loan trén da va md dudi da: Viém da dj img
R&i loan hé than kinh: Budn ngt, chéng mat

R&i loan hé tiéu hod: Budn non, non, tdo bén,
viém tuy

R&iloan gan mat; Hoi chirng dau bung cap tinh
kigu mat hoic tuy, ggi y co that co vong 0ddi,
dac biét xay ra @ bénh nhan u nang tui mat
R&iloan h6 hap, 5ng ngyre va trung that: Suy hd
hap, co that phé quan

Dung ligu cao hon ligu digu tri

Réi loan tam than:

Tan suat chua bigt: Lam dung thude. S dyng
kéo dai dan dén nguy cd 1§ thudc thudce.

Nguy co Ié thudc thudc va hdi chirng ngung
thudc dot ngot & ngudi dung thude va & tré so
sinh cé me bj nghién codein.

cAc DAC TINH DUGC LY

Dugc luc hoe

Nhém duge ly: thudc chéng ho nhém opiat.

M3 ATC: RO5DA20, ’

Codein: Alkaloid thudc phién, cé dac tinh chéng
ho trung Uong do tac dung (rc ché trung tam
ho hap.

Sulfogaiacol: long'dom.

Cao mém Grindelia: ligu phap thyrc vat cé myc
dich chdng ho.

Dugc déng hoc

Codein dupg dudng udng: Thai gian dat ndng
dé dinh trong huyét tuong khoang 1 gid,
chuyén héa qua gan, khoang 10% codein dugc
demethyl héa va chuyén thanh morphin trong

co thé, thoi gian ban hly trong huyét tuong

khoang 3 gid (& ngudi lan), qua nhau thai va

vao sira me.

Sulfogaiacol dugc hap thu nhanh trong ca thé.

Phan Ién dugc bai tigt theo dugng tiét niéu va

duding rudt dusi dang khidng chuyén héa, Suat
qué trinh trén, sulfogaiacol phdng thich gaiacol
trong 8ng tiéu héa.

QUA LIEU VA CACH XU TRI

Dau hiéu & ngudi [gn: suy trung tam ha hap cap

(tfm tai, thd cham); buon ngt, phat ban, non;

ngtra; mat dieu hoa, phu phai, co giat.

Cac dau higu d tré em (ngudng gay doc: 2 mg/
kg lidu duy nhat): réj loan nhip thd, ngirng tha
khi ngt, co déng tir, co giat, do bing va phu
mat, phat ban, may day, lac gigng, bf tiéu.

piéu tri; hd trg hé hap, diung naloxon trong
truong hop ngd doc néng.

QUY CACH PONG GOI
Hop 2 vix 10 vién.nén bao duéng

BIEU KIEN BAO QUAN - HAN DUNG -

TIEU CHUAN CHAT LUQNG

Bao quan ¢ nhiét do khong qua 30°C.

Han duing: 36 thang k& tirngay san xuat.

ghéng dung thude qué han dung ghi trén bao
I

Tiéu chuan chat lugng: Tieu chuan ca s&

NHA SAN XUAT

SOPHARTEX

21, rue du Pressoir

28500 Vernouillet - PHAP

CHU SO'HUU SAN PHAM
Laboratoires BOUCHARA RECORDATI
70, Avenue du General de Gaulle
92800 Puteaux — PHAP
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