RX THUOC BAN THEO BPON

DOROCODON*®

THANH PHAN: M&i vién nén bao dudng chta :

- Codein camphosulfonat (twong tng 14,93 mg Codein) ......... 25 mg
- SUIFOQAIACOI ... 100 mg
= Ca0 MEM GIINAEIIA ...t 20 mg

- Ta dugc: Tinh bot mi, Starch 1500, Avicel, Natri croscarmellose, Magnesi stearat, Colloidal silicon
dioxid, Eudragit E100, Polyethylen glycol 6000, Talc, Puong trang, Gom arabic, Gelatin, Povidon, Calci
carbonat, Titan dioxid, Mau Patent blue, Mau Sunset yellow, Mau Quinolin yellow, Mui Vanilin,
Glycerin, Sap ong trang, Parafin.

DANG BAO CHE: Vién nén bao duong.
QUY CACH BONG GOI: Hop 2 vi x 10 vién.
CHI DINH:
DOROCODON dugc chi dinh cho bénh nhan trén 12 tudi dé diéu tri triéu chiing ho khan hoac kich ung.
LIEU LUQGNG VA CACH DUNG: Duing udng.
- Thudc dung cho ngudi lén.
+ Liéu thong thuong: 1 vién/lan, lap lai sau 6 gio néu can, khdng qua 4 lan/ngay.

+ Néu khong phdi hop vai thube khac c6 chira codein hoac voi thube chdng ho tac dong trung
wong khéc, liéu codein hang ngay khong dugc vugt qua 120 mg.

- Tré em tir 12-18 tudi: Pé diéu tri triéu ching ho, DOROCODON khéng duoc khuyén céo ding cho tré
em c6 suy giam chic ning ho hap (xem phan Than trong khi sir dung).

- Tré em duéi 12 tudi: Chdng chi dinh DOROCODON dé diéu tri triéu chiing ho (xem phan Chéng chi
dinh).

- Ngudi gia hozc bénh nhan suy gan: Lidu ban dau giam con phan nira, sau d6 c6 thé tang 1én tiy mirc do
dung nap va nhu ciu.

CHONG CHI BINH:

- Qua man cam véi mot trong cac thanh phan cia thudc.
- Suy hd hap.

- Ho do hen suyén.

- Khéng ding két hop véi rugu hodc céc dung dich ¢é chira con.



- Phu nit cho con bi (xem phan Sir dung thudc cho phu nit ¢6 thai va phu nit cho con ba).
- Nhitng bénh nhan mang gen chuyén héa thudc qua CYP2D6 siéu nhanh.

- Tré em dudi 12 tudi dé diéu tri ho co nguy co cao xay ra cac phan ung c6 hai nghiém trong va de doa
tinh mang.

THAN TRONG KHI SU DUNG:

Chu y dé phong:

- biéu tri kéo dai ¢ liéu cao cd thé gay 1é thuoc thudc.

- Trudng hop ho ¢6 dam can phai dé ty nhién vi 1a co ché co ban bao vé phoi — phé quan.

- Trude khi ké don véi thudc chdng ho, can tim nguyén nhan gdy ho dé cé diéu tri dac hiéu, nhat 1a hen
phé quan, viém phé quan man tinh, gian phé quan, cac chat gay can tro trong phé quan, ung thu, nhiém
tring phé quan — phéi, suy thét tréi, tic nghén phdi, tran dich mang phdi. Néu con ho khong duoc cai
thién véi mot loai thudc ho dung theo liéu thong thuong, khong nén ting liéu ma can danh gia lai tinh
trang lam sang cta bénh nhan.

Than trong Iuc dung:

- Can than trong truong hop ting ap luc ndi so, ngudi suy nhugc, ngudi méi phau thuat 16ng nguc hoic
phau thuit 6 bung.

- Ngudi choi thé thao can luu ¥, thude cd thé cho két qua xét nghiém sir dung chat kich thich duong tinh.
- Phu ni¥ ¢4 thai.

Than trong vaéi codein:

+ Chuyén hoa qua CYP2D6:

Codein dugc chuyén hoa thanh morphin (chat chuyén héa c6 hoat tinh) qua enzym gan CYP2D6 tai gan.
Néu thiéu hut mot phan hoic toan bd enzym nay, bénh nhan s& khong dat dwoc hiéu qua diéu tri phi hop.
U'dc tinh c6 dén 7 % dan sb da trang c6 thé thiéu hut enzym nay. Tuy nhién, néu bénh nhan mang gen
chuyén héa manh hoic siéu nhanh, s& ting nguy co xay ra cac phan ng cé hai do ngo doc opioid ngay ca
& liéu ké don thuong dang. Nhiing bénh nhan nay c6 kha nang chuyén hoa codein thanh morphin nhanh
hon, dan dén ndng d6 morphin trong huyét thanh cao hon so véi dy kién.

Céc tridu chimg thuong gap cua ngd doc opioid bao gom céc réi loan y thic, budn nga, tho ndng, co ddng
tir, budn non, nén, to bén va chan an.Trong cac trudng hop nghiém trong, c6 thé xuit hién cac triéu
ching cua suy giam tuan hoan va hd hap, c6 thé de doa tinh mang va rat hiém khi gay tu vong.

Ty Ié wdc tinh ngudi mang gen chuyén héa thuéc qua CYP2D6 siéu nhanh trong céc ching toc khac nhau
dugc tém tat trong bang dudi day:



Ching téc Tyléc
NgudiChau Phi/Ethiopia 299
NgudiMy gbc Phi 3,4% dén 6,59
Ngu&iChau A 1,2% dén 29
Ngudida trdng 3,6 % dén 6,59
NgudiHy Lag 6,0
NgudgiHungary 1,9¢
NgudiBac Au 1% dé&n 29

+ Bénh nhan suy giam chirc nang ho hép:

Codein khong duogc khuyén céo sir dung ¢ nhitng tré em c6 suy giam chirc nang hé hap, bao gom réi loan
than kinh co, bénh Iy nang vé tim hozc hd hap, nhidm tring dudng hd hap trén va phdi, da chan thuong
hay vira trai qua phau thuat Ion. Céc yéu t nay c6 thé lam tram trong hon céc triéu chung cua ngd doc
morphin.

Than trong véi Sulfogaiacol: Thong bao cho béc si néu xay ra phan tng di tmg nang (phét ban, néi mé
day, ngura, khd tho, tic nguc, sung miéng, mat, mdi hoac ludi).

Than trong véi cao mém Grindelia:
+ Chua c6 dir ligu nghién ctru trén tré em nén dugc liéu Grindelia chi nén sir dung cho nguoi lon.

+ Chua cé dir liéu nghién ciru trén phu nix ¢ thai va cho con bi. Khdng nén st dung cho phu nir ¢6 thai
va cho con bu.

PHU NU CO THAI VA CHO CON BU:
* Thoi ky mang thai:

- C4c nghién ctiu thyc hién trén dong vat cho thay codein co tac dong gay quai thai. Tuy nhién trén 1am
sang, cac sb liéu dich t& hoc trén mot s6 lwong giGi han phu nit khdng cho thay codein c6 tac dung gay di
dang nao dac biét.

- Trong 3 thang cudi cua thai ky, néu ngudi me dung dai han codein di véi liéu lugng nhu thé nao ciing
c6 thé 1 nguyén nhan gay hoi ching cai nghién & tré so sinh.

- Dung liéu cao codein vao cubi thai ky ngay ca ngan han ciing c6 thé gay tc ché hd hip ¢ tré so sinh. Do
do, chi nén duing codein trong thoi gian mang thai khi that can thiét.

* Thoi ky cho con ba:
- DOROCODON khéng dugc khuyén cao dung cho phu nitr dang cho con bii (xem phan Chdng chi dinh).

O lidu diéu tri thong thuong, codein va chit chuyén héa c6 hoat tinh cd thé c6 mit trong sira me & lidu rat
thap va duong nhu khong gay anh huong bét loi dén tré bl me. Tuy nhién, néu bénh nhan 14 ngudi mang



gen chuyén héa thudc qua CYP2D6 siéu nhanh, morphin (chat chuyén héa cé hoat tinh caa codein) c6 thé
c6 trong sira me Vi nong do cao hon va trong nhiing truong hop rat hiém gap, c6 thé dan dén céc triéu
ching ngd doc opioid ¢ tré so sinh, c6 thé gy tir vong.

* Sulfogaiacol va cao mém Grindelia: Chua c6 dit liéu nghién cau trén phu nit ¢6 thai va cho con bu.
Khoéng nén str dung cho phu nir 6 thai va cho con ba.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Thudc gay budn nga nén can than trong khi lai xe va van hanh méay méc.

TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:
Khong phéi hop véi cac chat sau day:

- Tranh ubng ruou va cac dung dich c6 chira con vi 1am ting tac dung an than cua céc thude chdng ho tac
dong trung wong. Viéc giam tap trung va y thirc canh giac c6 thé gay nguy hiém cho ngui 14i xe va dang
diéu khién may moc.

Luu y khi phdi hop:

- Céc thude gay tc ché than kinh trung wong khéc (thudc giam dau morphin, mot s6 thudc chdng trim
cam, thuéc khang histamin H1 c6 tac dung an than, barbiturat, benzodiazepin, clonidin va cac thubc ciing
ho, thuc mé, thube ngu, thude giai lo au, thude an than kinh, thudc chéng trim cam ba vong, thudc wc
ché monoamin oxidase): Tang tac dung tc ché than kinh trung wong.

- Bong van — dbi khang morphin (nalbuphin, bupremorphin, pentazocin): Giam tac dung giam dau do su
chen canh tranh cac thu thé vai nguy co xuat hién hoi chang gay nghién.

- C4c dan chat khac cua morphin (giam dau hodc chéng ho): Uc ché hd hip do hiép dong tac dung, dic
biét dé xay ra & ngudi gia.

- Codein lam giam chuyén héa cyclosporin do &c ché men cytochrom P450.
TAC DUNG KHONG MONG MUON:
- Lién quan dén codein:

+ O liéu diéu tri, cac tac dung ngoai ¥ tuong ty nhu ctia nhém opium, tuy nhién hiém hon va nhe hon. C6
thé gy dau dau, chong mat, khat va cé cam giac khéc la, budn nén, ndn, téo bon, budn ngu, bi tiéu. Mach
nhanh, mach cham, hdi hop, yéu mét, ha huyét ap thé dung.

+ [t gap: Ngtra, may day, suy ho hap, an diu, sang khoéi, bdn chon. Pau da day, co thit dng mat.

+ Hiém gap: Phan ang phan v¢, ao giac, mat phuong hudng, rdi loan thi giac, co giat. Suy tuan hoan, do
mat, toat md hoi, mét moi.

Nghién thudc: Dung codein trong thoi gian dai véi liéu tir 240 — 540 mg/ngay c6 thé gay nghién thuéc.
Céc biéu hién thuong gap khi thiéu thudc 1a bon chén, run, co giat co, toat md hdi, chay nude miii. C6 thé
gay lé thudc thude vé tam ly, vé than thé va gay quen thudc.



- Lién quan Sulfogaiacol: Di trng, may day.

- Lién quan cao Grindelia: C6 thé gay kich ung da day va tiéu chay. O liéu cao cd thé gay kich tng than.
Théng bao cho béc si nhitng tac dung khdng mong muén gap phai khi sir dung thudc.

QUA LIEU VA CACH XU TRI:

- Triéu chang qué liéu codein: Suy hé hip (giam nhip tha, hd hap Cheyne-Stokes, xanh tim). Lo mo dan
dén trang thai do dan hodc hdn mé, mém co, da lanh va 4m, d6i khi mach cham va ha huyét &p. Trong
truong hop nang, nging tha, truy mach, nging tim va cé thé tir vong.

- Xir tri: Phai hoi phuc hd hap bang cach cung cip dudng khi va ho hap hd trg c6 kiém soat. Chi dinh
naloxon ngay bang duong tiém tinh mach trong truong hop nang.

DUQC LUC HOC:

- Codein la mét dan chat cua phenanthren, c6 tac dung giam ho do tac dung truc tiép 1én trung tam gay ho
& hanh ndo; codein l1am kho dich tiét duong hd hap va lam ting d6 quéanh cua dich tiét phé quan. Codein
khong di hiéu luc dé giam ho nang.Codein la thudc giam ho trong truong hop ho khan lam mat ngu.

- Sulfogaiacol: Lam long cac chét tiét & niém mac duong hé hip va co tac dung long dam.
- Cao mém Grindelia: Duoc liéu ¢ tc dung chéng ho kém cam lanh.
DUQC BDONG HOC:

- Codein duoc hap thu tét qua dudng tidu hoa. Sau khi ubng, ndng do téi da trong mau dat duoc sau 1 gio.
Codein bi chuyén hda & gan bai khir methyl (tai vi tri O- va N-methyl trong phan tir) tao thanh morphin,
norcodein va nhirng chat chuyén héa khac nhu normorphin va hydrocodon. Su chuyén héa thanh
morphin gién tiép chiu tac dung cua cytochrom P450 isoenzym CYP2D6 va tac dung nay rat khac nhau
do anh huéng cua ciu tric gen.

- Codein va san pham chuyén héa cua né duoc thai trir cha yéu qua than va vao nuéc tiéu duéi dang lién
hop véi acid glucuronic. Thoi gian ban thai 3 - 4 gio sau khi uéng. Codein qua dugc nhau thai va phan bé
Vao sira me.

- Chua c6 dir lidu nghién ctru vé dugc dong hoc cua sulfogaiacol va cao mém Grindelia
BAO QUAN: Noi khé, nhiét d6 dudi 30 °C, tranh &nh sang.

HAN DUNG: 36 thang ké tir ngay san xuat.

THUOC NAY CHI DUNG THEO PON CUA BAC SI.

POC KY HUONG DAN SU DUNG TRUGC KHI DUNG.

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

PE XA TAM TAY TRE EM.



