RX THUOC BAN THEO PON

TERDEIN F*

THANH PHAN: Mai vién nang ctng chua :
= Terpin NYArat ..o 200 mg
- COABINDASE ...t 5mg

- Ta duoc : Lactose, Avicel, Povidon, Aerosil, Polyethylen glycol 6000, Talc, Mau Patent blue, Mau Sunset yellow,
Mau Quinolin yellow.

DANG BAO CHE: Vién nang cimng.

QUY CACH PONG GOI:
- Hop 10 vi x 10 vién nang cung.
- Hop 20 vi x 10 vién nang cung.

CHI PINH:
TERDEIN F dugc chi dinh cho bénh nhan trén 12 tudi dé diéu tri triéu ching ho khan hoic kich ang.

LIEU LUQNG VA CACH DUNG: Ding ubng. Udng thubc véi nhiéu nuéc.
Dung theo su chi din cuia bac si hoic theo lidu sau:
- Nguoi lon: 1 - 2 vién/lan, 2 - 3 lan/ngay.

- Tré em tir 12 - 18 tudi: 1 vién x 2 lan/ngay. D& diéu tri triéu chimng ho khan hogc kich tmg, TERDEIN F khong dugc
khuyeén céo dung cho tré em co suy giam chirc nang hoé hap (xem phan Than trong va canh bao dac biét khi st dung
thuée).

- Tré em dudi 12 tudi: Chdng chi dinh TERDEIN F d diéu tri triéu chirng ho khan hozc kich tng (xem phan Chdng
chi dinh).

CHONG CHi PINH:

- Tré em dudi 12 tudi dé diéu tri ho ¢ nguy co cao xay ra cac phan (g c6 hai nghiém trong va de doa tinh mang.
- Tré em ¢ tién sir dong kinh hoic co giat do sét cao.

- Tré em dudi 18 tudi vira thuc hién cit amidan va/hoic thu thuat nao V.A.

- Phu nit ¢6 thai va cho con ba (xem phan Sir dung thubc cho phu nit ¢6 thai va phu nir cho con ba).

- Nhitng bénh nhan mang gen chuyén héa thuéc qua CYP2D6 siéu nhanh.

- Ho do hen suyén.

- Suy hé hip.

THAN TRONG KHI SU DUNG:

- Khong dung codein cho nguoi bi hen va ’Cén,thén trong khi dung codein cho ngudi bi khi phé thiing vi codein c6 thé
thuc day suy hé hap do tang quanh cac chat tiét ¢ phé quan va lam mat phan xa ho.

- Than trong & ngudi suy nhuoc hodc ¢ ngudi méi phau thuat 16ng nguc hodc phau thuat bung vi mét phan xa ho ¢6
thé dan dén r dom sau phau thuat.



- Codein chi nén dugc sir dung ¢ liéu thap nhat ma c6 hiéu qua va trong thoi gian ngan nhat. Nhon thudc va nghign
thuoc co thé xay ra khi dung thuoc kéo dai. Phai canh bao cho nguoi dung codein khi lai xe va van hanh may mac.

- Chuyén héa qua CYP2D6:

+ Codein dugc chuyén héa thanh morphin (chat chuyén héa cé hoat tinh) qua enzym gan CYP2D6 tai gan. Néu thiéu
hut mot phan hoic toan b enzym nay, bénh nhan s& khong dat duoc hiéu qua diéu tri pha hop. Udc tinh c6 dén 7 %
dan s6 da tring c6 thé thiéu hut enzym nay. Tuy nhién, néu bénh nhan mang gen chuyén hda manh hozc siéu nhanh,
S& tang nguy co xay ra cac phan ung c6 hai do ngé doc opioid ngay ca & liéu ké don thuong dang. Nhitng bénh nhan
nay c6 kha ning chuyén hoa codein thanh morphin nhanh hon, dan dén néng dé morphin trong huyét thanh cao hon
so v&i du kién.

+ CAc triéu ching thuong gap ciia ngo doc opioid bao gom cac rdi loan y thirc, budn ngu, tho nong, co dong tir, budn
nén, ndn, tdo bén va chan an. Trong cac truong hop nghiém trong, co thé xuat hién cAc tridu ching cia suy giam tuan
hoan va hd hap, cé thé de doa tinh mang va rat hiém khi gay tir vong.

+ Ty Ié udc tinh nguai mang gen chuyén héa thude qua CYP2D6 siéu nhanh trong cac chung toc khac nhau dugc tom
tat trong bang dudi day:

Chung toéc Ty | é& %

Ngudogi Chau Phli29% Et hi opi a
Ngudsi My gbébc |Bhid4 % dén 6,5 %
Ngudi Chau A 1,2 % dén 2 %
Nguoi da tradand, 6 % dén 6,5 %
Nguoadi Hy Lap 6,0 %

Ngudi Hungar y 19%

Ngudi Bac Au |1 % dé€n 2 %

- Bénh nhan suy giam chtrc ning ho hap:

+ Codein khong dugc khuyén céo sir dung ¢ nhitng tré em ¢6 suy giam chirc ning ho hap, bao gom réi loan than kinh
co, bénh ly nang vé tim hoac hd hap, nhiém tring duong hd hap trén va phoi, da chan thuong hay vira trai qua phau
thuat Ion. C4c yeu to nay co thé lam tram trong hon cac triéu chirng ctia ngd ddc morphin.

PHU N’ CO THAI VA CHO CON BU:

*Thoi ky mang thai:

Khéng dung thudc cho phu nir ¢6 thai.

* Thoi ky cho con bu:

- TERDEIN F khong dugc khuyén céo ding cho phu nit dang cho con b (xem phan Chdng chi dinh).

- O liéu diéu trj thong thuong, codein va chat chuyén héa c6 hoat tinh c6 thé c6 mit trong sita me & liéu rat thap va
dudng nhu khong gay anh huong bét loi dén tré bd me. Tuy nhién, néu bénh nhan la ngudi mang gen chuyen héa thuée
qua CYP2D6 siéu nhanh, morphin (chat chuyén héa c6 hoat tinh cua codein) cé thé c6 trong sita me Vi nong do cao
hon va trong nhitng truong hop rat hiém gap, cé thé dan dén céc triéu chimg ngo doc opioid & tré so sinh, ¢ thé gay
tir vong.



ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Can than trong vi thudc ¢ thé gay budn ng.

TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:
* Khong phdi hop vai cac chit sau day:

- Con: Rugu hay nudc giai khat c6 con lam ting tac dung an than caa codein. Lam giam sy tap trung gay nguy hiém
cho nguoi dang lai tau, xe hodac van hanh may mac.

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

* Can than khi phdi hop:

- Céc thudc trc ché thn kinh trung wong (gidm dau ho morphin, mot s6 thuc chong tram cam, khéng histamin H ¢6
tac dung an than, barbiturat, benzodiazepin, clonidin va céc thuoc cung ho, ghuéc ngu, thgéc an than, thuéc giai lo au
khong thugc nhom benzodiazepin): Tang tc ché than kinh trung wong c6 thé gay nguy hiém cho nguoi lai xe va dang
diéu khién may moc.

- C4c dan chat khac caa morphin (giam dau hoac chéng ho): Uc ché hd hap do hiép dong tac dung, dic biét dé xay ra
& nguoi gia.

TAC DUNG KHONG MONG MUON:

- Thuong gip: Dau déu,, chong mat, khét va cé cam giac khac la, budn ndn, ndn, tao bon, bi tiéu, tiéu it, mach nhanh,
mach cham, hoi hop, yéu mét, ha huyét ap thé dang.

- It gap: Ngira, may day, suy hd hap, an diu, sang khodi, bon chon, dau da day, co thit dng mat, co that phé quan.

- Hiém gap: Phan g phan v¢, ao giac, mat phuong huéng, rdi loan thi giac, co giat, suy tuan hoan, do mat, toat mo
h6i, mét moi.

- Thudc gay budn ngu (giam dan khi dang thude nhiéu lan).

* Nghién thudc: Duing codein trong thoi gian dai vei liéu tr 240 — 540 mg/ngay c6 thé gay nghién thudc. Cc biéu hign
thuong gap khi thieu thuoc la bon chon, run, co giat co, toat mo hoi, chay nuéc mii. Co the gay 1€ thudc thudc ve tam
ly, vé than thé va gay quen thudc.

Thang béo cho béc si nhitng tac dung khéng mong mudn gap phai khi sir dung thudc.

QUA LIEU VA CACH XU TRI:

* Qua liéu terpin hydrat: Gay giam cAc chat tiét.

* Qua liéu codein:

- Bicu hién & nguoi I6n: Uc ché cAp cAc trung khu ho hap (tim tai, the cham), buon nga, phat ban, non 6i, ngaa, mét
diéu hoa, hdn mé, phu phéi (hiém hon) va nguy co phu thugc thuoc.

- Biéu hién ¢ tré em (ngudng gay doc 2 mg/kg, dung mot lidu duy nhat): Khé tha, cac con ngirng tha, co dong tir, co
giat, phi mat, ban ngtra, truy mach, bi tiéu, diu hi¢u "phéng thich histamin®.

- Xt tri cap ciru: Dang naloxon, hd trg hé hap.

DUQC LUC HOC:

* Terpin hydrat: La thudc c6 tac dung long dom véi lidu thap (dudi 0,6 g/ngay), néu dung liéu cao (0,8 - 1,5 g/ngay)
s€& lam giam tiét dom do co mach phé quan ¢ duong ho hap.

* Codein:

- La alcaloid ciia opi, chdng ho do tac dong vao trung wong, c6 hiéu lyc e ché trung khu hd hap.

- La alcaloid gay nghién, hoat dong 1én trung khu hé hap.



DUQC PONG HQC:
* Terpin hydrat: Chua c0 tai liéu nghién cau.
* Codein:

- Codein hap thu nhanh & ruot, nong do toi da dat dwoc trong huyét twong khoang 1 gio. Khoang 10 % codein dugc
demethyl hoa thanh morphin trong co the.

- Thoi gian ban hay trong huyét tuong khoang 3 gio & ngudi lon. Codein va cac mudi duoc chuyén héa & gan va duoc
bai tiét qua nudc tieu dudi dang lién hop glucuronic khéng c6 hoat tinh. Dang lién hop nay it co ai luc véi cc thu the
cua opium.

- Codein va cac mudi qua dugc hang rao nhau thai, it bai tiét qua sita me khi dang liéu duy nhét, khong cé sé ligu khi
dung lap di lap lai.

BAO QUAN: Noi kho, duéi 30 °C, tranh &nh sang.

HAN DUNG: 24 thang ké tir ngay san xuat.

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

DE XA TAM TAY TRE EM.



