Lo 200 vién

Biu tr gidm ho, long ddm trong cac tnsmg hop viém phé quan,
Kkhi quan cap hay man tinh.

LIEU DONG VA CACH DUNG:

- Nguis cao tudi, nqudiI6n va tré em trén 12 tudi:

udng 2 - 4 vién/ 14n, 3- 4130/ ngay.

~Tré em tif 6 - 12 tudi udng 1- 2 vién/ Ién, 3 - 4 l3n/ ngay.

~Tré em tif 30 thng tudi - 6 twdi: udng 1vién/ 1dn, 3-41an/ ngay,
* Nhiig nguisi bénh c6 nguy ca suy hé hip va nhiing ngusi bénh
6 ho'khac dom, mi: thif gian diing thudc ti da khéng qud 7 ngay.

Lo 100 vién

THANH PHAN: Méi vién nang chita

Dextromethorphan hydrobromid.............vemscescccccceS MY
100 mg
vita & 1 vién

Biéuri giam ho, long dom trong cac truiig hp viém phé quan,
khi quan cap hay man tinh.

LIEU DONG VA CACH DONG:

- Nguii cao tudi, nquis 16 va tré em trén 12 tudi:
udng2-4 vién/ 1én, 3- 41dn/ ngay.

~Tré em tif 6- 12 tudi: udng 1- 2 vién/ ldn, 3 - 4 kin/ ngay.

- Tré em tif 30 thang tudi - 6 tudi: udng 1vién/ 13n, 3 - 4 kén/ ngdy.
* Nhiing nquii bénh cd nguy co suy hd hip va nhiing ngudi bénh
cd ho khac ddm, mi: thai gian dung thudc 18] da khing qud 7 ngy.

BO Y TE
CUC QUAN LY puagcC
DA PHE DUYET

\'QIQQ Nign nang %,
|G mMP|
WHO

Rx - Thudc ban theo dan

l TidiPluxin
Dextromethorphan HBr 5 mg
Terpin hydrat 100 mg
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TidiPluxin

Dextromethorphan HBr 5 mg
Terpin hydrat 100 mg

(Mo MEDIPLANTEX

CHONG CHi DINH VA CAC THONG TIN KHAC:

Xin doc trong tot hudng dan sif dung
TIEU CHUAN: TCCS
BAO QUAN: Noi khd, trinh nh sing, nhiét 6 dudi 30°C

SBI/ Reg.No........
BEXATAMTAY CUA

BOC KT HUONG DAN SU DUNG TRUGC KHI DUNG
CONG TY CP DUOC TRUNG L/ONG MEDIPLANTEX

358 g Gidi Phéng, Phuong Liét, Thanh Xudn, Ha NGi
SX tai NM DP 5.2: Trung Hu, Tién Phong, Mé Linh, Ha NGi
SE165X:

Noay SX:

Han dimg:

CHONG CHi BINH VA CAC THONG TIN KHAC:

Xin doc trong ti huding ddn s dung

TIEU CHUAN: TCCS

BAO QUAN: Nai khd, tranh anh sang, nhiét 63 duti 30°C
SDK/ Reg.No:.........c...oocnnns At

BEXA TAM TAY CUA TRE EM

BOCKT HUGNG DAN SU DUNG TRUGC KHI DUNG
CONG TY CP DUGC TRUNG UONG MEDIPLANTEX

358 dudng Gidi Phdng, Phuang Liét, Thanh Xun, Ha Noi
K tgi NM DP 55 2: Trung Hau, Tién Phong, Mé Linh, Ha Ni

5610 5X:
Ngay SX:
Han diing:

Ha noi, ngay 2 thang {z- ndm 20157%\/
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RX! ihud¢ bdn theo dori

TO HUONG DAN SU DUNG
TIDIPLUXIN

Thanh phdn: m8i vién c6 chira

Dextromethorphan hydrobromid 5,0 mg

Terpin hydrat 100,0 mg

Td duoc: (tinh bdt my, Eratab, bt talc, magnesi stearat, aerosil ) vira da mt vién.
Dang bao ché: vién nang clmg

Durgec lyc hoc:

Terpin hydrat: C6 tic dung tang tiét dich nhdy & phé quan, c6 tic dung long dom, gitip 16ng mao biéu
mé phé quan hoat dong d& dang dé téng dom ra ngoai.

Dextromethorphan hydrobromid: 13 thuc giam ho c6 tic dyng 1én trung tdm ho & hanh nio.
Dextromethorphan hydrobromid dugc ding giam ho nhét thoi do kich thich nhe & phé quan va hong nhur
cam lanh thong thudng hojc hit phai cc chit kich thich. Dextromethorphan hydrobromid c6 higu qua nht
trong diéu trj ho man tinh, khéng c6 dom. Thudc thuomg duge ding phdi hgp véi nhidu chit khac trong
didu trj triéu chimg dudng hé hép trén. Thudc khong c6 tic dung long dom.

Hiéu Iyc cua dextromethorphan hydrobromid gin tuong duong véi hidu lyc ciia codein. So véi codein,
dextromethorphan hydrobromid it gdy tdc dung phy ¢ dudng tiéu héa hon. Véi lidu diéu tri, tic dung chong _
ho cua thude kéo dai duge 5 - 6 gid. Doc tinh thép, nhung véi lidu rét cao c6 thé gay trc ché hé than kinh ppe—
trung wong. ot
Dugc djpng hoc:

- Dextromethorphan hydrobromid hip thu nhanh qua dudng tiéu héa, c6 tc dung trong vong 15 — 30 phit

sau khi udng, kéo dai khoang 6 — 8 gid. Thoi gian téc dung 4 — 6 gid.

-Thuéc duge chuyén héa & gan va bai tiét qua nuéc tiu dudi dang khong dbi va céc chit chuyén héa

demethyl, trong d6 dextrorphan ciing cé tac dung giam ho nhe.
Chi djnh: o

- Diéu trj giam ho, long dom trong cdc trudng hgp viém phé quan, khi quan c4p hay man tinh.

Ching chi djnh: P ;:;"‘,:
- Mén cam v6i mot trong cc thanh phan cia thude. Ve
- Tré em du6i 30 thang tudi, tré em c6 tién sir dong kinh hoic co giat do sot cao. /f/ col
- Bénh nhan dang ding thuéc chéng trdm cim IMAO i'l * { " rﬂ’; r:,
Thén trong: \*_ \” “N'l
- Ngudi bénh bj ho ¢ qué nhidu dom va ho man tinh & ngudi hit thude, hen hoc gidn phé nang \\

- Ngudi bénh c6 nguy co hoic dang bj suy giam ho hép J:“__- i

- Thén trong véi tré em bj dj ing -

- Lam dung va phy thugc Dextromethorphan hydrobromid cé thé xay ra (tuy hiém), dic biét do dung lidu
cao kéo dai.

Liéu ding va cdch disng:

- Ngudi cao tudi, ngudi 16n va tré em trén 12 tudi: udng 2-4 vién/lan, 3-4 lan/ngay.

- Tré em tir 6 — 12 tudi: ubng 1-2 vién/Ian, 3-4 lAn/ngdy.

- Tré em tir 30 thang tudi — 6 tudi: udng 1 vién/Ian, 3-4 lan/ngay.

* Nhitg ngudi bénh cé nguy co suy hd hip va nhimng ngudi bénh cé ho khac ddm, mu: thdi gian ding
thudc tdi da khong qué 7 ngdy.

Tdc dung khong mong mudn:

*Thuong gap: ADR>1/100

- Toan thdn: Mét méi, chong mét

- Tuln hoan: nhjp tim nhanh.

- Tiéu héa: budn nén

- Da: do bimg

*ft gdp: 1/1000<ADR < 1/100

- Da: Nbi may day



*Hiém gap: ADR < 1/1000

- Thinh thoang thdy budn ngti nhe, réi logn tiéu héa.

Huéng dén cdch sir tri ADR: Trong trudng hgp suy ho hép va e ché hé TKTW, diing Naloxon liéu 2-10
mg tiém tinh mach c6 thé c6 tac dyng hoi phyc.

Théng béo cho ngudi bénh thubc 6 thé gy budn ngu, tranh ding ciing cic thuéc trc ché TKTW va ruqu.
Chii y: Théng bdo cho bdc sT tdc dung khong mong mudn gip phai khi sir dung thudc

Phy nit cé thai va cho con bu:

- Phy nit c6 thai: Dextromethorphan hydrobromid dugc coi 1a an toan khi diing cho ngudi mang thai va
khdng c6 nguy co cho bao thai. Nhung nén thén trong khi ding céc ché phim phbi hop c6 chira ethanol va
nén tranh ding trong khi mang thai.

- Phy nit dang cho con bi: Trénh dung c4c ché phim phéi hop Dextromethorphan hydrobromid véi ethanol
cho ngudi cho con bu.

Ngudi dang vin hanh mdy mdc, tau xe: Khong nén dung vi thudc c6 thé gdy budn ngu cho ngudi sir
dyng.

Tuong tdc thudc:

- Trénh diing ddng thdi véi céc thudc irc ché MAO i c6 thé gy trong téc c6 hai.

- Ding ddng thdi véi céc thude te ché thin kinh trung wong c6 thé ting cudng téc dung e ché thén kinh
trung uong cua nhimg thubc nay hojc ctia Dextromethorphan. _

- Céc thubc e ché cytochrom P450 2D6 nhu Aminodarone, Haloperidol, Propafenon, Thiorida:'_;"
Quinidin c6 thé lam giam chuyén héa clia Dextromethorphan & gan, 1am ting ndng 49 chit nay trong huyet
thanh va ting céc tac dung khong mong mudn ciia Dextromethorphan. !

- Valdecobid am tang ndng do Dextromethorphan trong huyét thanh khi diing ciing nhau. o
- Dextromethorphan dung cling Linezolid géy héi chimg giéng hdi chimg Serotonin 'j
- Trénh ding két hgp Dextromethorphan véi Memantin vi c6 thé 1am tang tAn xuft va téc dyng khong
mong mudn cua ca hai

- Khong ding két hgp Dextromethorphan véi Moclobemid

Tuwong ky:

Dextromethorphan tuong ky véi penicillin, tetracyclin, salicylat, natri phenobarbital va ndng d¢ cao kali

todtd gl Todid .
iodid, natri 10d1d. T3,
Qud lieu va xir tri : Ty ‘.‘\
- Tri¢u chirng: ”,ﬂ.{;';‘w»
Terpin hydrat: néu ding lidu trén 1000mg/ngdy s& mét tac dung long dom cua Terpin hydrat. NTE _[: ¥
Dextromethorphan: giy ra cc tri¢u chimg nhu budn ndn, nén, budn ngi, nhin md, rung gidt nhan cAu,bi )
tidu tién, trang thai t& mé, &o gidc, mAt dilu hoa, suy hd hap, co giat (thudng xay ra v6i tré em) 19 H

- Xi trf: Didu trj h3 trg, diing Naloxon 2mg tiém tinh mach, cho ding nhic lai néu chn 6i tdng liéu 10 mg. -
Bio quin: Noi kh, tranh dnh sang, nhigt d9 dudi 30°C.

Quy cdch déng gdi: Lo 100 vién, lo 200 vién

Han diing: 36 théng ké tir ngay san xuat.

Tiéu chudn: TCCS }I@Pf"/

Thuéc nay chi diing theo don cua bdc st

Dé xa tam tay cia tré em. P ?_‘__:\‘
Doc kj hudmg dan sir dung trudc khi ding i £
Néu cdn thém théng tin, xin héi y kién thdy thudc N \
i f .

CONG TY CP DUQC TW MEDIPLANTEX

358 Dudmg Gidi Phong-Phuong Ligt-Thanh XuanHa Noi
San xuétta_lﬁ-Nﬁﬁ“é‘}‘néy Dugcphdms62 . “ .
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