Rx THUOGC BANTHEO DON

DOROCODON"®

THANH PHAN: Mbi vién nén bao dudng chuia:

- Codein camphosulfonat (tuong tng 14,93 mg Codein) ... 25 Mg
- Sulfogaiacol 100 mg
-Caomém Grindelia 20mg

- Ta dugc: Tinh bot mi, Starch 1500, Avicel, Natri croscarmellose, Magnesi
stearat, Colloidal silicon dioxid, Eudragit E100, Polyethylen glycol 6000, Talc,
Budng trdng, Gom arabic, Gelatin, Povidon, Calci carbonat, Titan dioxid, Mau
Patent blue, Mau Sunset yellow, Mau Quinolin yellow, Mui Vanilin, Glycerin,
Sap ong tréng, Parafin.
DANG BAO CHE:Vién nén bao dusng.
QUY CACHDONG GOI:Hop 2 vix 10vién.
CHIPINH:
DOROCODON dugc chi dinh cho bénh nhan trén 12 tudi dé diéu tri triéu
chunghokhan hodckich ting.
LIEULUGNG VA CACHDUNG: Dung uéng.
-Thuécdung cho ngudgilan.
+ Liéu thong thudng: 1 vién/Ian, Iap lai sau 6 gi& néu can, khong qua 4 lan/ngay.
+ Néu khéng phdi hap vdi thude khac co chita codein hodc véi thude chéng ho
tac dong trung uong khac, liéu codein hang ngay khong dugc vuot qué 120 mg.
-Tré em tu 12-18 tudi: D& diéu tri triéu chiing ho, DOROCODON khéng dugc
khuyén céo dung cho tré em cé suy gidm chiic nang hé hap (xem phan Than
trong khistrdung).
- Tré em dudi 12 tudi: Chdng chi dinh DOROCODON dé diéu trj triéu ching
ho (xem phan Chéng chidinh).
- Ngudi gia hodc bénh nhan suy gan: Liéu ban dau gidm con phan nifa, sau
d6 cothé tang 1én tuy mic d6 dung nap va nhu cau.
CHONG CHiDINH:
-Quaman cdm vGi moét trong cac thanh phan clia thudc.
-Suy hé hap.
-Hodohensuyén.
-Khéng dung két hgp véi rugu hodc cacdung dich cé chia con.
-Phunitcho con bu (xem phan St dung thuéc cho phu nit cé thai va phu nir
choconbu).
-Nhiing bénh nhan mang gen chuyén héa thuéc qua CYP2D6 siéu nhanh.
-Tré em dudi 12 tudi dé diéu tri ho c6 nguy co cao xay ra cac phan ting c6 hai
nghiémtrong vade doatinh mang.
THANTRONG KHISU DUNG:
Chuaydéphong:
-Diéutrikéo dai&liéu cao co thé gay lé thudc thudc.
-Trudng hgp ho cé dam can phai dé tunhién vila coché caban bao vé phéi -
phéquan.
- Trudc khi ké don véi thuéc chéng ho, can tim nguyén nhan gay ho dé c6
diéu tri dac hiéu, nhat la hen phé quén, viém phé quan man tinh, gian phé
quan, cac chat gay can trg trong phé quan, ung thu, nhiém trung phé quan -
phdi, suy that tréi, tic nghén phdi, tran dich mang phéi. Néu can ho khéng
dugc cai thién véi mét loai thudc ho dung theo liéu théng thudng, khong
nén tang liéu ma can danh gié laitinh trang 1am sang ctia bénh nhan.

Thantronglucdtng:

- Can than trong trudng hgp tang ap luc ndi so, ngusi suy nhugc, ngudi mdéi
phéuthuatléng nguchodc phiu thuat 6 bung.

-Ngudi chai thé thao can luuy, thudc cé thé cho két qué xét nghiém strdung
chatkich thich duong tinh.

-Phunircothai.

Thantrongvéicodein:

+Chuyén héaqua CYP2D6:

Codein dugc chuyén héa thanh morphin (chat chuyén héa c6 hoat tinh) qua
enzym gan CYP2D6 tai gan. Néu thiéu hut mot phan hodc toan bo enzym nay,
bénh nhan sé khéng dat dugc hiéu qua diéu tri phi hgp. Udc tinh ¢6 dén 7 %
dan s6 da trdng c6 thé thiéu hut enzym nay. Tuy nhién, néu bénh nhan mang
gen chuyén héa manh hodc siéu nhanh, sé ting nguy co xdy ra cac phan ding c6
hai do ngd doc opioid ngay ca & liéu ké don thudng dung. Nhitng bénh nhan
nay c6 kha nang chuyén héa codein thanh morphin nhanh hon, dan dén néng
dd morphin trong huyét thanh cao han so vai dukién.

Cactriéu chiing thudng gap clia ngd déc opioid bao gém cacréiloany thirc,
buén ngu, thé néng, co déng td, buén nén, nén, tdo bén va chan an. Trong
cactrudng hgp nghiém trong, c6 thé xudt hién cac triéu ching cia suy gidm
tudn hoan va hé hap, c6 thé de doa tinh mang va rdthiém khi gay ttrvong.

Ty 1& udc tinh ngudi mang gen chuyén héa thudc qua CYP2D6 siéu nhanh
trong cac chiing tdc khac nhau dugc tém tat trong bang dudi day:

Chuing toc Tylé %
Ngudi Chau Phi/Ethiopia 29%
Ngudi My géc Phi 3,4% dén 6,5 %
Ngudi Chau A 1,2 % dén 2 %
Ngudi da tréng 3,6 % dén 6,5 %
Nguai Hy Lap 6,0 %
Nguai Hungary 1,9 %
Ngusi Bac Au 1% dén 2%

+Bénh nhan suy gidm chiicnang hé hap:

Codein khong dugc khuyén cado st dung & nhiing tré em c6 suy giam chuc
nangho hdp, bao gémréiloanthankinh cg, bénhly ndng vé tim hoaché hap,
nhiém trung dudng ho h&p trén va phéi, da chdn thuong hay vira trai qua
phéuthuat|én. Cac yéu td nay cé thé lam tram trong hon cac triéu chiing clia
ngé décmorphin.

Thdn trong vdi Sulfogaiacol: Thong bao cho bac sinéu xay ra phan ting di ting
nang (phat ban, ndi may day, ngta, khé tha, tiic nguc, sung miéng, mat, moi
hodclugi).

Théntrongvéi cao mém Grindelia:

+ Chua co dit liéu nghién ctiu trén tré em nén dugc liéu Grindelia chinén sl
dung chongudilén.

+ Chua cé dit liéu nghién ctiu trén phu nir c6 thai va cho con bu. Khéng nén
strdung cho phun(tcé thaivacho conbu.

PHUNU COTHAIVA CHO CONBU:

*Thoiky mang thai:

- Cac nghién ctu thuc hién trén dong vat cho thay codein ¢ tac dong gay
quai thai. Tuy nhién trén lam sang, cac sé liéu dich té hoc trén mét s6 lugng
gidihan phunirkhéng cho thdy codein cé tacdung gay didang nao dac biét.
-Trong 3 thang cudi cla thai ky, néu ngudi me dung dai han codein du véi
liéulugng nhu'thé nao cling cé thé la nguyén nhan gay hdi chiing cainghién
dtrésosinh.

- Dung liéu cao codein vao cudi thai ky ngay cd ngén han cling c6 thé gay tic
chého hdp & tré sa sinh. Do dd, chi nén dung codein trong thai gian mang
thaikhithat can thiét.

*Thaoiky choconbu:

-DOROCODON khéng dugc khuyén céo dung cho phu nirdang cho con bu
(xem phan Chéng chidinh).

G liéu diéu tri thong thuong, codein va chat chuyén hoa cé hoat tinh cé thé
<6 mat trong sita me & liéu rdt thap va dudng nhu khdng gay anh hudng bat
Igi dén tré bu me. Tuy nhién, néu bénh nhan la ngusi mang gen chuyén héa
thuéc qua CYP2D6 siéu nhanh, morphin (chét chuyén héa c6 hoat tinh cta
codein) cé thé c6 trong sita me v6i ndng dé cao hon va trong nhiing trudng
hop rat hiém gdp, c6 thé dan dén cac triéu chiing ngd doc opioid &tré sosinh,
c6thégaytivong.

*Sulfogaiacol va cao mém Grindelia: Chua c6 dr liéu nghién ctru trén phu nit
céthaivacho con bi.Khéng nén sirdung cho phu nircé thaivacho conbu.
ANHHUGNG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Thuéc gay buén ngti nén can than trong khilai xe va van hanh may méc.
TUONGTACVGICACTHUGCKHACVA CAC DANGTUONGTACKHAC:
Khéng phéihgp vdi cdc chdtsau day:

-Tranh uéng rugu va cac dung dich c6 chira cén vilam tang tédc dung an than
clia cac thudc chéng ho tac dong trung uong. Viéc gidm tap trung va y thic
canh gidc c6 thé gdy nguy hiém cho ngudilai xe va dang diéu khién may moc.
Luuykhiphdihgp:

- Cac thudc gay Uc ché than kinh trung uong khéc (thudc gidam dau morphin,
mét s6 thudc chdng tram cam, thudc khang histamin H, ¢é tdc dung an than,
barbiturat, benzodiazepin, clonidin va cac thuéc cung ho, thuéc mé, thuéc
ngu, thudc gidi lo au, thuéc an than kinh, thuéc chéng tram cam ba vong,
thudc tc ché monoamin oxidase): Tang téc dung Uc ché than kinh trung uong.
- Boéng van - déi khang morphin (nalbuphin, bupremorphin, pentazocin):
Gidm tac dung gidm dau do su chen canh tranh cac thu thé véi nguy co xust
hién hoichiing gay nghién.

- Cac dan chat khac ctia morphin (gidm dau hodc chéng ho): Uc ché ho hap
do hiép déngtacdung, dac biét dé xay ra & ngudi gia.

-Codein lam gidm chuyén héa cyclosporin do tc ché€ men cytochrom P,
TACDUNG KHONG MONG MUON:

-Liénquan dén codein:

+ @ liéu diéu tri, cac tac dung ngoai ¥ tuong tu nhu clia nhém opium, tuy
nhién hiém hon va nhe hon. C6 thé gay dau dau, chéng mat, khat va c6 cdm
giac khac la, buén nén, nén, tao bén, buén ngd, bi tiéu. Mach nhanh, mach
cham, h6ihop, yéu mét, ha huyétap thé ding.

+ [t gép: Nguia, may day, suy hé hép, an diu, sdng khodi, bén chén. Pau da
day, cothat6ng mat.

+Hiém gép: Phan ing phan vé, do giac, mat phuong hudng, réi loan thi giac,
cogiat.Suy tuan hoan, @6 mat, toat mé hdi, mét moi.

Nghién thudc: Dung codein trong thai gian dai véi liéu tir 240 - 540 mg/ngay
c6 thé gay nghién thuéc. Cac biéu hién thusng gap khi thiéu thuéc la bén
chén, run, co giat co, toat mé hoi, chdy nudc mii. C6 thé gay 1& thudc thudce
vétamly, vé than thé va gay quen thuéc.

-Lién quan Sulfogaiacol: Diing, may day.

- Lién quan cao Grindelia: C6 thé gay kich (ng da day va tiéu chay. 3 liéu cao
c6thégay kich ting than.

Théng bao cho béc si nhiing tac dung khéng mong mudn gép phai khi st
dungthuéc.

QUALIEUVA CACH XU TRI:

-Triéu chiing qué liéu codein: Suy hd hdp (gidm nhip thd, hé hap Cheyne-
Stokes, xanh tim). Lo mo dan dén trang thai do dan hodc hén mé, mém co, da
lanh va dm, déi khi mach cham va ha huyét &p. Trong trudng hgp nang,
ngting thd, truy mach, ngiing tim va c6 thé tirvong.

- Xrtri: Phai héi phuc hd hap béng cach cung cap duéng khiva hé hap hé trg
c6 kiém soat. Chi dinh naloxon ngay béng dudng tiém tinh mach trong
trudng hgp nang.

DUQCLUCHOC:

- Codein lamot dan chat ciia phenanthren, ¢ tac dung gidm ho do tdcdung
truc tiép 1én trung tdm gdy ho & hanh néo; codein lam khé dich tiét dudng
hoé hdp va lam tang do quanh cua dich tiét phé quan. Codein khéng du hiéu
luc dé gidm ho ndng. Codein la thudc gidm ho trong trudng hgp ho khan lam
métngd.

- Sulfogaiacol: Lam 16ng cac chat tiét & niém mac dudng hé hap va cé tac
dunglongdam.

-Cao mém Grindelia: Dugc liéu c6 téc dung chéng ho kém cam lanh.
DUGCPONGHOC:

- Codein dugc hap thu t6t qua dudng tiéu hoa. Sau khi uéng, ndng do t6i da
trong méu dat dugc sau 1 gid. Codein bi chuyén héa & gan bai khir methyl
(tai vi tri O- va N-methyl trong phan t0) tao thanh morphin, norcodein va
nhiing chat chuyén héa khac nhu normorphin va hydrocodon. Sy chuyén
hoéa thanh morphin gién tiép chiu téc dung ctia cytochrom P,,, isoenzym
CYP2D6 vatacdung nay ratkhacnhau do anh hudng clia cau tric gen.

- Codein va san pham chuyén héa clia né dugc thai trir cht yéu qua than va
vao nudc tiéu dudgi dang lién hgp véi acid glucuronic. Thai gian ban thai3 -4
gidrsau khiuéng. Codein qua dugc nhau thaiva phan bé vao sitame.

-Chua c6 dirliéu nghién ctru vé duge dong hoc cla sulfogaiacol va cao mém
Grindelia

BAO QUAN: Noi kho, nhiét d6 dudi 30°C, tranh anh sang.

HAN DUNG: 36 thang ké tirngay san xuat.

THUOC NAY CHIDUNGTHEO DON CUA BAC SI.

DOCKYHUGNG DAN SUDUNG TRUGC KHI DUNG.
NEUCANTHEMTHONGTIN XINHOIY KIEN BACSI.

DEXATAMTAY TREEM.

NHA SAN XUAT VA PHAN PHOI:

&t CONG TY €6 PHAN XUAT NHAP KHAU Y TE DOMESCO
S6 346 dudng Nguyén Hué, P.My Phi, TP.Cao Lanh, Tinh Dong Thap
pomesco  Dién thoai: 1800.969.660
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