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THANH PHAN: M3i vién nang cling chifa COMPOSITITON: Each capsule contains
Dextromethorphan hydrobromid ... Dextromethorphan hydrobromide ............ 10 mg
BT ———— Terpin hydrate. 200 mg
Té dugc. vifa 0 1 vién 3700111 —— q..f1 capsule
CHIDINH, CHONG CHi DINH, CACH DUNG VA CAC INDICATION, ADMINISTRATION,
DEXTROMETHORPHAN HYDROBROMID 10MG THONG TIN KHAC: DEXTROMETHORPHAN HYDROBROMIDE 10MG CONTRA-INDICATION AND OTHER INFORMATION:
TERPIN HYDRAT 200MG Xem trong td huding ddn sit dyng thudc kém theo. TERPIN HYDRATE 200MG See the leaflet enclosed
BAO QUAN: Noi knd, trénh dnh séng, nhiét 89 STORAGE: Store in a dry place, protect from light,
Hop 10 vix 10 vién nang cliing e p Box of 10 blisters x 10 capsules below 30°C
TIEU CHUAN AP DUNG: NS SPECIFICATION: Manufacturer’s
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TO HUONG DAN SU DUNG
RBLUECAP

Thubc nay chi dimg theo don thuéc
Dé xa tdm tay tré em
Doc kj hudng dan sie dung trude khi dimg

Thanh phin céng thirc thudc cho 1 vién:
Thanh phén dwoc chat: Dextromethorphan hydrobromid 10 mg
Terpin hydrat 200 mg
Thanh phdn té dwgc: Amidon, eratab, talc, magnesi stearat, aerosil 200.
Dang bao ché: Vién nang cimg.
M6 ta dang bao ché: Vién nang cimg s 1, mot ddu mau tring, mot ddu mau tim, bén trong chira
hén hop bét thudc mau tring.
Chi dinh:
Diéu tri giam ho, long dom trong céc truomg hop viém phé quan, khi quan cAp hay man tinh.
Cich dung, liéu dung:
- Ngudi 16m: Ubng 2 vién/lan x 3 14n/ngay.
- Tré em tir 6 dén 12 tudi: 1 vién/lan, 3 14n/ngay.
- Tré em tir 30 thang tudi d&én 6 tudi: 1 vién/lan, 2 1in/ngay.
- Trudmg hop suy gan va ngudi cao tudi khi ding phai giam liéu bang mot nira lidu ngudi 16n.
Chong chi dinh:
- Mén cam véi mdt trong cac thanh phén cia thube.
- Tré em dudi 30 thang tudi, tré em c6 tién sir dong kinh hoic co giat do sét cao.
- Suy hé hép, ho do hen suy@n.
- Bénh nhén dang diing thuéc chéng trdm cam IMAO.
Cinh bio va thin trong khi ding thudc:
- Ngudi bénh bj ho ¢6 qué nhiéu dom va ho man tinh & ngudi hut thube, hen hoic tran khi.
- Ngudi bénh ¢ nguy co hozic dang bi suy giam hé hip.
- Théan trong véi tré dang bi di Ung.
- Lam dyng va phu thudc dextromethorphan hydrobromid c¢6 thé xay ra (tuy hiém), dic biét do
ding liéu cao kéo dai.
- Céanh bdo td duoc: thubc c6 chira:
Tinh bdt mi (Amidon): Tinh bt mi c¢é trong thudc nay chi chira ham luong gluten rét thip (xem
nhu khong c6 gluten) va it c6 kha ning c6 hai néu bénh nhén cé bénh Celiac. Mot vién khong
chira nhiéu hon 11 mcg gluten. Néu bi dj tmg véi lia mi (tranh nhdm v6i bénh Celiac), bénh
nhan khong nén ding thudc nay.

Str dung thudc cho phu nit cé thai va cho con bi:
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- Phu nit ¢6 thai: Dextromethorphan hydrobromid dugc coi 12 an toan khi ding cho ngudi mang
thai va khoéng cé nguy co cho bao thai. Nhung nén thén trong khi ding cac ché phdm phéi hop
c6 chira ethanol va nén tranh dung trong khi mang thai.

- Phu nit dang cho con bii: Tranh diing cc ché phdm phéi hop dextromethorphan hydrobromid
v6i ethanol cho ngudi cho con bu.

Anh huéng ciia thudc 1én kha niing l4i xe, vin hanh miy méc: Khong nén ding vi thubc cé
thé gay budn ngu cho nguoi sir dung.

Twong tac, twong Ky, ciia thudc:

Khéng nén dung phbi hop véi IMAO khéng chon loc do gdy sbt cao, kich dong truy tim mach,
c6 thé gay tir vong.

- Khéng nén udng rugu khi dang diing thubc vi ting téc dung an thin cta thudc ho c6 tac dong
trén hé than kinh trung wong.

- Céc thudc chdng trdm cam téc dung trén hé thin kinh trung wong (gidm dau kiéu morphin,
thude khang H1 an than, barbiturat, benzodiazepin, clonidin va céac chét tuong tu, thudc ngu, giai
lo 4u): Can luu ¥ phdi hop do ting trdm cam trung tAm.

- Can luu y khi phdi hop v6i cac thubc thudc nhém morphin (giam dau, chéng ho) do gdy suy

giam ho hip. =~
Tuong ky ciia thuoc: Do khong c6 cac nghién ciru vé tinh twong ky cua thubc, khong tron 14n &
thudc nay véi cac thude khac. 1AN
T4c dung khéng mong mudn ciia thuéc (ADR): :ﬁgg}
Béng tém tit cac phan tmg c6 hai: dugc phan nhém theo tin suét: rdr thuong gdp (ADR > 1/10), A\-P
thuong gdp (1/100 < ADR < 1/10), it gép (1/1000 < ADR < 1/100), hiém gdp (1/10000 < ADR < ﬁ
1/1000) va rdt hiém géip (ADR < 1/10000); cadd
H¢ co quan Thuong gap it gap Hiém gip

R&i loan hé tiéu héa | Budn nén

Rbi loan da va mod | Do bung Nb6i may day Ngoai ban

dudi da

R&i loan chung M¢ét moi, chong mit

Thinh thoang thiy budn nga nhe, ri loan tiéu héa. Hanh vi ky quic do ngd doc, trc ché hé than
kinh trung wong va suy hd hép c6 thé xay ra khi dung lidu qua cao.
Théng bdo ngay cho bdc st hodic duoc si nhitng phan teng c6 hai gdp phdi khi sir dung thuéc.
Qui liéu va cich xir tri:
- Qud liéu
Terpin hydrat: néu diing liéu trén 1000 mg/ngay s& mét tac dung long dom cua terpin hydrat.
Dextromethorphan: gdy ra céc triéu chimg nhu budn nén, nén, budn ngi, nhin mo, rung giat
nhan cdu, bi tidu tién, trang thai t& mé, ao gidc, mat didu hoa, suy ho hip, co giat.
- Cdch xir tri: Diéu tri hd trg, ding naloxon 2 mg tiém tinh mach, cho ding nhéc lai néu cin t6i
téng liéu 10 mg.
Duwge lwe hoc:
Maé ATC: Dextromethorphan hydrobromid: ROSDA09
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Nhém dugc ly: Thube giam ho
- Terpin hydrat: C6 tac dung ting tiét dich nhiy & phé quan, c6 tic dung long dom, giup long
mao biéu m6 phé quéan hoat dong dé dang dé téng dom ra ngoai.

- Dextromethorphan hydrobromid: 13 thudc giam ho c6 tac dung 1én trung tdm ho & hanh no.
Dextromethorphan hydrobromid dugc ding giam ho nhét thdi do kich thich nhe & phé quan va
hong nhu cim lanh thong thudng hodc hit phai cdc chét kich thich. Dextromethorphan
hydrobromid ¢6 hiéu qua nhét trong didu trj ho man tinh, khong c6 dom. Thube thudong duge
ding phéi hop v6i nhidu chét khac trong diéu trj triéu chimg dudng ho hip trén. Thube khoéng cé
tac dung long dom.

Hi¢u lyc ctia dextromethorphan hydrobromid gin twong dwong véi hidu luc ciia codein. So véi
codein, dextromethorphan hydrobromid it giy tic dung phu & dudng tiéu héa hon. Véi lidu didu
tri, tdc dung chéng ho cua thubc kéo dai duge 5 - 6 gi®. Doc tinh thip, nhung véi lidu rat cao c6
thé gy trc ché hé than kinh trung wong.

Duwgc dong hoc:

Dextromethorphan hydrobromid hép thu nhanh qua dudng tiéu héa, c6 tac dung trong vong 15 —
30 phut sau khi udng, kéo dai khoang 6 — 8 gio. Thoi gian téc dung 4 — 6 gid. Thudc duge
chuyén héa & gan va bai tiét qua nuéc tiéu dusi dang khong ddi va cac chét chuyén hoa
demethyl, trong d6 dextrorphan ciing c¢6 tic dung giam ho nhe.

Quy cdch dong goi: Hop 10 vi x 10 vién.

Diéu kign bdo qudn: Noikhd, tranh 4nh sang, nhiét 6 duéi 30°C.

Hagn diing: 36 thang ké tir ngay san xuét.

Tiéu chudn chit lwong: NSX.

Nha san xuit: CONG TY CO PHAN DUGC TRUNG UONG MEDIPLANTEX

Dia chi: S 358 dwong Giai Phong, phuong Phuong Liét, quan Thanh Xuén, thanh phd Ha Noi
Séan xuét tai: Nha may Duoc phém s6 2: thén Trung Hau, x4 Tién Phong, huyén Mé Linh, tha
phé Ha Noi.
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