~*DOROCODON®

- Thuécnay chidung theo don thuéc.

- Pocky huéng dan sitdung trudc khi dung.

- Péxatamtaytréem.

- Tohuéng dan sitdung néu tém tit cac thong tin quan trong ctia thuée.
Né&u can thém thong tin, xin héi y kién bac sy hoac dugcsy.

THANH PHAN CONG THUCTHUGC: Méi vién nén bao dudng chiia:

Thanh phan dugc chat:

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

Thanh phanta dugc: Tinh bot mi, Starch 1500, Avicel, Natri croscarmellose,
Magnesi stearat, Colloidal silicon dioxid, Eudragit E100, Polyethylen glycol
6000, Talc, Dudng trang, Gém 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 dudng.

M6 ta dac diém bén ngoai cGia thudc: Vién nén tron bao dudng mau xanh,
canhvathanhviénlanhlan.

CHiDINH:

DOROCODON dugc chi dinh cho bénh nhan trén 12 tudi dé diéu tri triéu
chimng ho khan hogckich ting.

LIEUDUNG, CACHDUNG:

Liéudung:

Luén dung thudc ding liéu lugng trong don thudc.

-Thudcdung cho ngudilén.

+ Liéu théng thuang: 1 vién/lan, lap lai sau 6 gid néu can, khéng qua 4 lan/ngay.
+ Néu khong phéi hgp véi thude khéc cé chida codein hodc véi thudec chdng
ho tac dong trung uong khéc, liéu codein hang ngay khéng dugc vugt qua
120mg.

-Tré em tur 12-18 tudi: DE diéu tri triéu chiing ho, DOROCODON khéng dugc
khuyén cédo dung cho tré em cé suy gidm chic nang hé hap (xem phdn Cénh
bdovathdntrongkhisirdung).

-Tré em dudi 12 tudi: Chéng chi dinh DOROCODON dé diéu tri triéu chiing
ho (xem phdn Chéng chidinh).

- Ngudi gia hodc bénh nhén suy gan: Liéu ban dau gidm con phan nia, sau
d6 cothé tang 1én tuy miic d6 dung nap va nhu cau.

Cachdung:Dung udng.

-Trudng hgp quén uéng mét liéu dung: Hay uéng ngay khi nhé ra. Néu thai
gian gan vdi lan dung thudc tiép theo, bd qua liéu da quén va hay dung liéu
tiép theo vao thai gian thudng 1&. Khéng dung liéu gdp ddi dé bu vao liéu da
quén.

-Trudng hop uo'ng qua nhiéu vién thudc: Hay gap ngay bac sy hoac tgi khoa
Hoistic- Capcuu ctabénhvién gannhat.

CHONG CHIiDINH:

-Quaman véi méttrong cac thanh phan ctia thuée.

-Suy hé hép.

-Hodohensuyén.

-Khéng dung két hgp véi rugu hodc cacdung dich cé chida con.

-Phunitcho con bt (xem phan Strdung thu6c cho phu nircé thaiva cho con ba).
-Nhitng bénh nhan mang gen chuyén héa thuéc qua CYP2D6 siéu nhanh.
-Tré em dudi 12 tudi dé diéu tri ho c6 nguy co cao xdy ra cac phan ting c6 hai
nghiém trong va de doatinh mang.

CANHBAOVATHANTRONGKHI DUNGTHUOC:

Chaydéphong:

-Diéutrikéo dai &liéu cao c6 thé gay 1é thudc thubc.
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-Trudng hop ho c6 dam can phai dé tu nhién vila ca ché coban 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 1a hen phé quan, viém phé quan man tinh, gian phé
quan, cacchatgay can trétrong phé quéan, ung thu, nhiém khuan phé quan -
phéi, suy thét trai, tdc nghén phéi, tran dich mang phéi. Néu con ho khéng
dugc cai thién véi mét loai thude ho dung theo liéu thong thudng, khong
néntangliéumacandanh gialaitinhtranglam sang cliabénh nhan.
Thantronglucding:

- Can than trong trudng hgp tang ap luc ndi so, ngudi suy nhugc, ngudi mdéi
phauthuatléng nguc hodc phauthuat 6 bung.

- Ngudi choi thé thao can luuy, thudc cé thé cho két qua xét nghiém sirdung
chatkich thich duong tinh.

-Phunircothai.

- Thdn trong véi codein:

+Chuyén héaqua CYP2D6:

Codein dugc chuyén héa thanh morphin (chat chuyén héa cé hoat tinh) qua
enzym gan CYP2D6 tai gan. Néu thiéu hut mét phan hodc toan b enzym nay,
bénh nhan sé khéng dat dugc hiéu qua diéu tri phu hgp. Udc tinh c6 dén 7 %
dan s6 da trdng c6 thé thi€u hut enzym nay. Tuy nhién, néu bénh nhan mang
gen chuyén héa manh hodc siéu nhanh, sé tdng nguy co xay ra cac phan ting
¢6 hai do ngd déc opioid ngay ca & liéu ké don thudng dung. Nhiing bénh
nhan nay c6 kha nang chuyén hoéa codein thanh morphin nhanh hon, dan
dén néng dd morphin trong huyét thanh cao han so vai durkién.

Cactriéu chiing thudng gap clia ngd déc opioid bao gém cac réiloany thc,
buén ngU, thd néng, co dong t, budn ndn, nén, tédo bon va chan an. Trong
céctrudng hgp nghiém trong, c6 thé xust hién cac triéu chimg ctia suy gidam
tudn hoan va hé hap, c6 thé de doa tinh mang va réthiém khi gay ttrvong.

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

Chuling toc Ty & %
Nguai Chau Phi/ Ethiopia 29%
Ngudi My géc Phi 3,4%dén6,5%
NgudiChauA 1,2%dén2%
Ngudidatrdng 3,6%dén6,5%
NguoiHyLap 6,0%
NguoiHungary 1,9%
NgudiBicAu 1%dén2%

+Bénhnhan suy gidm chiicndng hé hap

Codein khéng dugc khuyén cdo st dung & nhiing tré em cé suy gidm chtic
nang ho hap, bao gém réi loan than kinh co, bénh Iy nang vé tim hoac ho
hap, nhiém khuan dudng hé hap trén va phéi, da chdn thuong hay vira trai
qua phau thuat én. Cac yéu té nay cé thé lam tram trong han cac triéu chiing
cliangd ddéc morphin.

- Thdn trong vdi sulfogaiacol: Théng bao cho béc sy néu xay ra phan tng di
Umg ndng (phat ban, néi may day, ngta, khé thé, tiic nguc, sung miéng, mat,
moihoaclugi).

-Théntrongvéicao mém Grindelia:

+ Chua cé dit liéu nghién ctu trén tré em nén dugc liéu Grindelia chinén st
dung chonguailén.

+ Chua cé dit liéu nghién ctu trén phu nir c6 thai va cho con bu. Khong nén
sttdung cho phunircé thaivacho con bu.

-Thudc cé chida tinh bot mi, ngudi di ting véi bot mi (trir bénh coeliac) khéng
néndung thudc nay.

-Thuéc c6 chitamau sunset yellow c6 thé gay cac phan img di iing.

- Bénh nhan khéng dung nap fructose di truyén, kém hép thu glucose - galactose
hay thi€u hutenzym sucrase -isomaltase khdng nén sirdung thudc nay.
Si'dung thudc cho phuniicé thaiva cho conbi:

-Thoiky mang thai:

*Codein:

+ Cac nghién cdu thuc hién trén dong vat cho thdy codein 6 tac dong gay
quai thai. Tuy nhién trén 1am sang, cac s6 liéu dich té hoc trén mét s6 lugng
gidihan phunirkhéng cho thdy codein cé tacdung gay di dang nao dic biét.
+Trong 3 thang cudi cda thai ky, néu ngudi me dung dai han codein du véi
liéu lugng nhuthé nao cling c6 thé la nguyén nhan gay hdi chiing cainghién
trésosinh.

+Dung liéu cao codein vao cudi thai ky ngay cd ngén han ciing c6 thé gay tic
chého hdp &tré so sinh. Do d, chi nén dung codein trong thai gian mang
thaikhithat canthiét.

*Sulfogaiacol va cao mém Grindelia: Chua c6 dirliéu nghién cdu trén phu nir
céthai. Khong nén sirdung cho phu nit cé thai.

-Thoiky cho conbu:

*Codein:

DOROCODON khéng dugc khuyén cao dung cho phu nit dang cho con bu
(xemphan Chéngchidinh).

& liéu diéu tri thong thucng, codein va chat chuyén héa c6 hoat tinh cé thé
<6 mat trong stta me & liéu ratthap va dudng nhu khéng gay anh huong 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
hoprat hiém gdp, c6 thé dan dén cac triéu chiingngd doc opioid &tré sosinh,
c6thégaytivong.

*Sulfogaiacol va cao mém Grindelia: Chua c6 dit liéu nghién ctu trén phuni
choconbu. Khong nén strdung cho phu nitcho con bu.

Anh huéng ctia thudclén kha nang lai xe, van hanh may méc:

Thu8cgay buén ngtinén can than trong khi lixeva vanhanh may méc.
TUONGTAC, TUGNGKY CUATHUOC:

Tuong tacchathudc:

Khéng phéihgp véi cdc chdt sau day:

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

- Cacthudc gay Uc ché than kinh trung uong khac (thuéc gidm dau morphin,
mét sé thudc chdng tram cam, thudc khang histamin H, cé tacdung an than,
barbiturat, benzodlazepln, clonidin va cac thuéc cling ho, thudc mé, thudc
ngu, thudc gidi lo au, thuéc an than, thudc chéng tram cam ba vong, thudc
Urc ché monoamin oxidase): Tang tac dung tic ché than kinh trung uang.
-Béng van - d6i khang morphin (nalbuphin, bupremorphin, pentazocin): Giam
tac dung gidm dau do su chen canh tranh cac thu thé véi nguy ca xuét hién hoi
chiing gay nghién.

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

-Codein lam gidm chuyén héa cyclosporin do tic ché€ men cytochrom Paso.
Tuongky ctiathudc:

Do khong c6 cac nghién ctu vé tinh tuang ky clia thudc diing dudng uéng,
khongtron 1an thudc nay véi cacthuoc khac.

TAC DUNG KHONG MONG MUON CUATHUOC:

-L/gnquan dén codein:

+ 0 liéu diéu trj, cac tédc dung khdng mong mudn tuong tu nhu cia nhém
opium, tuy nhién hiém hon va nhe hon. C6 thé gay dau dau, chéng mit, khat
va cé cdm gidc khac la, buén nén, nén, téo bén, buén ngu, bi tiéu. Mach
nhanh, mach cham, h6ihop, yéu mét, ha huyét ap thé dimng.
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+ [t gap: Nguia, may day, suy ho hap, an diu, sang khoéi, bén chén. Pau da
day, cothaténg mat.
+Hiém gdp: Phan (ing phan vé, 3o giac, mat phuong hudng, réiloan thj gic,
cogiat.Suy tuan hoan, dé mat, toat moé hoi, mét moi.
Nghién thu6c: Dung codein trong thoi gian dai véi liéu tir 240 - 540 mg/ngay
c6 thé gay nghién thuéc. Cac biéu hién thudng gép khi thiéu thudc 1a bén
chén, run, co giat co, toat mé hoi, chdy nuéc mii. C6 thé gy 1é thudc thudc
vétamly, vé thanthéva gay quen thuéc.
-Lién quansulfogaiacol: Di ing, may day.
- Lién quan cao mém Grindelia: C6 thé gy kich ting da day va tiéu chay. G liéu
cao c6thé gay kich ing than.
(*) Tan sudt téc dung khéng mong mudn dugc dinh nghia nhu sau: Rat thusng
gap (ADR = 1/10), thudng gap (1/100 < ADR < 1/10), it gdp (1/1000 < ADR <
1/100), hiém gap (1/10000 < ADR < 1/1000), rat hiém gap (ADR < 1/10000),
khong rd (khéng dugc udc tinh tirdrliéu c6 sn).
QUALIEUVA CACH XU TRI:
Triéu chiing va biéu hién khistrdung thuéc qua liéu:
Triéu chiing qué liéu codein: Suy hé hap (gidm nhip thd, ho hdp Cheyne-Stokes,
xanh tim).Lo mo dan dén trang thai do dan hogc hén mé, mém co, dalanh va
am, déi khi mach cham va ha huyét ap. Trong trudng hgp ndng, nguing thd,
truy mach, ngting tim va cé thé tirvong.
Cach xtrtrikhidung thuéc qua liéu:
Phai héi phuc hé hap bang cach cung cap dudng khi va ho hap hé trg cé
kiém soat. Chi dinh naloxon ngay bang dudng tiém tinh mach trong trusng
hop nédng.
DPACTINHDUGCLUCHOC:
Nhém dugcly: Nhém thuéc chéng ho ¢ chia opium.
Ma ATC:RO5DA20
- Codein lamét dan chat ciia phenanthren, c6 tac dung gidm ho do tac dung
truc tiép 1én trung tdm gay ho & hanh nao; codein lam khé dich tiét dudng
hé hap va lam tdng do quanh cla dich tiét phé quan. Codein khéng dd hiéu
lyc dé gidm ho néng. Codein la thudc gidm ho trong trudng hgp ho khan lam
matngu.
- Sulfogaiacol: Lam 16ng céc chat tiét & niém mac dudng hé hap va cé tac
dunglongdam.
-Cao mém Grindelia: Dugc liéu cé tédc dung chéng ho kém cam lanh.
DPACTINHDUGCDONGHOC:
- Codein dugc hap thu tét qua dudng tiéu hoa. Sau khi uéng, ndng do t6i da
trong mau dat dugc sau 1 gid. Codein bj chuyén héa & gan béi khir methyl
(tai vi tri O- va N-methyl trong phan t() tao thanh morphin, norcodein va
nhimg chat chuyén héa khac nhu normorphin va hydrocodon. Su chuyén
hoéa thanh morphin gian tiép chiu tac dung clia cytochrom Paso isoenzym
CYP2D6 va tac dung nay ratkhac nhau do anh hudng ctia cau triic gen.
- Codein va san pham chuyén héa clia né dugc thai trir cht yéu qua than va
vao nudc tiéu dudi dang lién hgp véi acid glucuronic. Thai gian ban thai 3 - 4
gidrsau khiudng. Codein qua dugc nhau thaiva phan bé vao sitame.
- Chua c6 dirliéu nghién ctiu vé dugc dong hoc ctia sulfogaiacol va cao mém
Grindelia.
QUY CACHDPONG GOI:
HoP1 tuinhdmx2vix 10vién.
PIEU KIEN BAO QUAN: Noi kho, nhiét d6 dudi30°C, tranh anh séang.
HAN DUNG: 36 thang ké tirngay san xuét.
TIEU CHUAN CHAT LUONG:TCCS.
CO SO SAN XUAT:
CONGTY C6 PHAN XUAT NHAP KHAU Y TE DOMESCO
Dia chi: S6 346 dudng Nguyén Hug, Phudng My Phd, Thanh phd
CaoLénh, TinhDongThap
pomEesco Diénthoai: 1800.969.660




