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NHAN CHAI 100 VIEN MEDYNACOM

THANH PHAN: M3i vién chia

- Dextromethorphan HBr: ... .30mg
Taduge v | vien.

CHIDINH:

quan bl kich thich khi cdm Ianh thing :
thuting hozc khi hit phii chit kich thich. ;
= Ho khdng <& d&m, man tinh.

- Chii y: Ngan chin ha lam gidm co ché bio
vé quan trong cda phoi, da vay ding thuse
giim ho chua hdn 13 céch &t ohat voi
nguit banh, dic bigt 13 té nho,

SB 16 SX:
NSX: ddfmmiyyyy
HD ddimmiyyyy

Rx THUOC BAN THEQ BON

nyg

GMP-WHO
Chai 100 vién

SENIINN M EDYNACOM

LIEU DUNG & CACH DUNG, CHONG
DINK TACDUNG KHONG MONG MUKV
CAC THONG YIN KHAC: Xin doc ky trong 10
hutding dan sif dung thuge.
BAD QUAR:; Ngi kha rio, nhist 0 dudi 30°'C
trirh dnh sdng.
TIEU CHUAN: TCCS
SBK:

DEYATAMTAYTRE EM
DOCKY KUGNG DAN SUDUNG TRUGC kI DUNG

Céang ty CP Dwge Phim ME DI SUN
m 521 Khu Phé An Loi, Pruvemg Kaa Lgt
TX.Bén Cal, T. Binh Dwong

OT: (0650) 3589 036 - (0650) 3569 297

I,

E w2
e "o
= = 1O
F i d
. O
amtﬁ”z
i =<
. O~
‘sefor::'ém«
?ﬁr-ai"i"'
: "4
i,
B
=t
=
=
e,



hitp's://trungtamthuoc.com/

MAU NHAN HOP VA Vi SAN PH

KT:9x 6.3 x4.5cm

ME

[Zextro !

THANH PHAN: M& vidn chua
Doxtromethorphan BB, ... 3 mg

Ta dugc Vd 1 vt

CHl ByNH:

= Didu i tridy chung ha do hong wh phé
quan bj kich thich khi ¢am lgnh thong
thuding hade khi hit phd chit kich thich.
Ho khidng co dém, man tinh

- Cha g Ngdn chan ho lam gidm co chd han
v quan trpng cua phdl do vy ding thudc
glam ho chua hdn 1d cich 18t nhd wi
g bnh, ddc bR 1 tré nhd,

S 18X,

Mgy 5%
WD

OHM 4RO

GAMPWHO

LIEU DUNG & CACH DUNG, CHONG CHi
DINH, TAC DUNG KHONG MONG MUGN VA
CACTHOMNG TIN KHAC: Xin doc ki tong 18
hudng din s dung thudc
BAO QUAN: Nai kha rdo, nhidt 88 dud) 30°C,
tranh 3nh sdng,
TIEU CHUAN; TECS
SOK:

BEXATAMTAY TRE EM
SO KV HUONG DAN U DUNG TRUGE KHI DUNG

Cdng 1y CP Duge Phim ME DN SUN
mmg{m 521 Knu P An Lol Phwong Hba Loy
TX Bén Cat, T Binh D

wdioyawnxag

1N

COMPOSITION: Each tabict containg:
- Dextromethorphan Hie ... 30mg
Exciplents: s 1 lablel

INDICATIONS:

- Treatment of symptems of cowgh due to
throat and bronchial irltation 25 the
camman cold o inhalation drugs

* Cougn without phiegm. chronic
Nate: Preventing cough reduce invportam
defense mechariom of the lung, thus
redJycing cough medicine is not necassanly
the best way for pattents, particularly
young children

DOSAGE AND USAGE, COMTRAINDICA-
TIOMS, SIDE- EFFECTS AND OTHER
INFORMATIONS: Ploase read the instruction
in box,

STORAGE: Dry place, below 10°C avoid the
sunbight

SPECIFICATION: Manufacturar

VISA:

KEEF QUT OF REACH OF CHILDREN
READ CAREFULLY BEFORE USE

Pharmscsutical lolnt Stock €amgpany
w 531 Ao 1 o, e o, g
Tal (D830 BT 08 - S35 AL 15HD 1N

AL O

a

g
DT (0650 589 (36 - (k) dL85 227
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TO THONG TIN CHO CAN BO Y TE

Rx Thudc bdn theo don

Dé xa tam tay tré em

Doc kj huong dén sir dung trudc khi ding

Néu cdn thém thong tin, xin tham khdo y kién bdc si
Dang bao ché: vién nén

MEDYNACOM

Thanh phén:

Mdi vién nén c6 chira:

Dextromethorphan BB B smimimssinimmmmmmmmrossmmss. 30 mg

Té dugc: Lactose, Avicel 101, Tinh bdt mi, PVP K30 » Natri starch glycolat, Talc, Magnesi

stearat vira du 1 vién.

Dang bao ché: Vién nén.

Quy cich déng géi:

Chai 100 vién; Hop 10 vi x 10 vién nén

Cic dic tinh dwgc lue hgc:

- Dextromethorphan hydrobromid 13 thudc giam ho ¢6 tac dyng Ién trung tdm ho & hanh nio.
Mic di cau tric héa hoc c6 lién quan dén morphin, nhung dextromethorphan khéng c6 tac
dung giam dau va néi chung rat it tdc dung an thin.

- Dextromethorphan dugc diing giam ho nhit théi do kich thich nhe & phé quan va hong nhu
cam lanh théng thuong hodc hit phai cdc chét kich thich. Dextromethorphan ¢6 hidu qua nhit

trong dicu trj ho man tinh, khong cé dom. Thuée thuong dugc ding phéi hop véi nhiéu chit /

khéc trong diéu tri trigu chimg dwong hé hép trén. Thude khéng c6 téc dung long dom.

- Hiéu luc cua dextromethorphan gin trong duong véi hiéu luc cua codein. So véi cod n,
dextromethorphan it gdy tac dung phy & dudng tiéu héa hon. Véi lidu didy tri, tdc dupg &Hong
ho ctia thudc kéo dai dugc 5 - 6 gid. Poc tinh thap, nhung véi lidu rét cao ¢6 thé gdy tc ché hé
than kinh trung vong.

Cac dic tinh duwge déng hoc:

- Dextromethorphan dugc hép thu nhanh qua dudng tiéu hda va cé tic dung trong vong 15 - 30
phit sau khi uéng, kéo dai khoang 6 - 8 gidr (12 gi& véi dang giai phéng chim). Thudc duge
chuyén héa & gan va bai tiét qua nuée tiéu dudi dang khéng ddi va céc chit chuyén héa
demethyl, trong s6 d6 c6 dextrorphan ciing ¢6 téc dung gidm ho nhe.

Chi dinh:

- Diéu tri triéu ching ho do hong va phé quén bj kich thich khi cam lanh thong thudng hoic khi
hit phai chat kich thich.

- Ho khéng ¢6 dom, man tinh.

- Chi y: Ngan chan ho lam gidm co ché bao vé quan trong ctia phéi, do vay ding thude giam
ho chua han 14 cich tét nhét véi nguoi bénh, dic biét Ia tré nho.

Liéu diing va cich sir dung:

- Ngudi I6n va tré em trén 12 tudi: Ubng 1 vién/lan x 2 [én/ngz‘iy.

- Ngudi cao tudi: Liéu gibng ciia ngudi 16n.

- Nhiing ngudi bénh c6 nguy co suy hd hap va nhimg ngudi bénh c6 ho khac dom, ma. Thoi
gian t0i da dung thudc khong qua 7 ngay.

Hodc theo su chi dan cia rh:fy thuée.

Yy

ety

Yy v




https://trungtamthuoc.com/

Chéng chi dinh:

- Qua min cim v&i dextromethorphan va céc thanh phan khac cua thubc

- Ngudi bénh dang dicu trj cac thudc rc ché monoamin oxydase (MAO) vi c6 thé gdy nhimg
phén {mg ning nhu s6t cao, chéng mit, ting huyét ap, chay méu nio, thdm chi tir vong.

- Tré em dudi 12 tudi

Thén trong:

- Ngudi bénh bj ho ¢6 qua nhiéu dom va ho man tinh & ngudi hut thude, hen hodc tran khi.

- Ngudi bénh c6 nguy co hoiic dang b suy gidm hé hip.

- Diing dextromethorphan c6 lién quan dén gidi phéng histamin va nén thn trong véi tré em bi
di ing.

- Lam dung va phy thudc dextromethorphan, c6 thé xay ra (tuy hiém), dac biét do diing lidu cao
kéo dai.

Sir dung cho phu nik ¢6 thai va cho con bi:

- Phu nit mang thai: Dextromethorphan dugc coi 12 an toan khi ding cho ngudi mang thai va
khéng cé nguy co cho bao thai. Nhung nén thén trong khi dung céc ché pham phéi hop cé
chia ethanol va nén tranh ding trong khi mang thai. Mot s6 tac gia khuyén ngudi mang thai
khdng nén diing céc ché phim c6 dextromethorphan.

- Thoi ky cho con bai: Tranh ding céc ché phim phéi hop dextromethorphan véi ethanol cho
ngudi cho con b, '

Anh hwéng dén kha ning 14 xe va vén hanh may méc:

- Thudc ndy c6 thé 1am giam kha nang nhan thirc va o6 thé anh huéng sy an toan Whifi xe.
Khéng diing thuéc nay cho ngui dang 14i xe va van hanh méy méc.

Tuong tic ciia thude véi cdc thude khic va cdc loai twong tic khac:

- Dextromethorphan dugc chuyén héa chinh nho cytochrom Pyso isoenzym CYP2D6, bai vay
tvong tac véi cac thubc e ché enzyme nay nhu amiodarone, haloperidol, propafenon,
thioridazin, quinidin lam giam chuyén héa cua dextromethorphan & gan, lam ting nong do i
chét nay trong huyét thanh va tang cac ADR cua dextromethorphan. ~

- Tranh ding dong théi véi cac thude tre ché MAO vi ¢6 thé gdy phan (mg tuong tac c6 hai.

- Dung ddng thdi véi cac thude tic ché than kinh trung uong cé thé ting cuong tac dung (rc ché
than kinh trung wong ciia nhitng thudc nay hoc cua dextromethorphan.

- Valdecobid lam ting ndng do dextromethorphan trong huyét thanh khi ding ctng nhau.
Dextromethorphan dung cung linezolid giy hoi ching gibng hoi ching gidng hoi chimng
serotonin. Memantin ¢6 the lam ting tAn sudt va tic dung khong mong mudn ciia memantin va
dextromethorphan béi vay tranh ding két hop. Khéng dung két hop véi moclobemid.

Twong ky:

- Dextromethorphan twong ky véi penicilin, tetracyclin, salicylat, natri phenobarbital va ndng
d cao kali iodid, natri iodid.

Téc dung khong mong mudn:

Thuong gap, ADR >1/100

Toan than: Mét moi, chéng mit,

Tuan hoan: Nhip tim nhanh.

Tiéu héa: Budn nén

Da: D6 birng

It gap, 1/1000 < ADR < 1/100
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Da: Néi may day.
Hiém gap, ADR <1/1000
Thinh thoang thdy budn ngii nhe, rdi loan tiéu héa..
Huéng dén cich xir tri ADR
Trong trudmg hop suy hd hip va e ché hé than kinh trung wong, dung naloxon liéu 2 - 10 mg,
tiém tinh mach ¢6 thé c6 tic dung hédi phuc.
Théng béo cho ngudi bénh: Thude c6 thé gdy budn ng, tranh ding ciing céc thubc trc ché thi
kinh trung wong va rugu
Thong bdo vdi bdc i cdc tic dung khong mong mubn gip phai khi ding thubc.
Qui lidu va céich xir tri:
— Tri¢u ching: Budn nén, ndn, budn ngy, nhin mé, rung giat nhan cau, bi tiéu tién,trang
mé, 4o gidc, mat didu hoa, suy hé hép, co gidt.
— Diéu trj: H trg, ding naloxon 2 mg tiém tinh mach, cho ding nhic lai néu cin {6i tong Li
10 mg.
Dang bao ché: Vién nén, nén ubng nguyén vién, udng véi nhidu nuéc.
Bdo quin:
Bao quan trong bao bi kin, tranh im, trénh 4nh sang, & nhiét d6 dudi 30°C.
Han dung: 36 thang ké tir ngay san xut.
Tén, dja chi, biéu twong ciia co s& sin xuit.
Céng ty 6 phin dwge phim Me Di Sun

86 521, khu phé An Loi, phutng Hoa Lgi, thj xd Bén Cat, tinh Binh Duong.

Ngay xem xét sira doi, cip nhét li ndi dung hwéng din sir dung thudc:

Ds. Lé Minh Hoan
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TO THONG TIN CHO BENH NHAN

Ry Thuéc bdn theo don

Dé xa tim tay tré em

Doc kj huwéng din sir dung trude khi ding

Néu cin thém théng tin, xin tham khdio j kién bdc si

Thong bdo ngay cho bic sy hodc dwoe sV nhitng tdc dung khong mong mudn gdp phdi khi s
dung thubc

Dang bao ché: vién nén

MEDYNACOM

Tén thuéc: MEDYNACOM

Thanh phin, ham lwong ciia thude:
M3i vién c6 chira:

Dextromethorphan HBI: .........coccccocccovnvivnnvromessssseeeeeeneensssssssessesoeoeoeeeooeooeoeooeeeeee A 3
Té duoc: Lactose, Avicel 101, Tinh bot mi, PVP K30 , Natri starch glycolat,
stearat vira du 1 vién.

M3 ti sin phim: Vién nén tron, mau tring, thanh va canh vién lanh lin.

Quy cich déng goi: : Hop 10 vi x 10 vién nén; Chai 100 vién.
Thude diing cho bénh gi

- Dieu trj trigu chimg ho do hong va phé quan bj kich thich khi cam lanh thdng thuong hoic khi
hit phai chit kich thich.

- Ho khéng c6 dom, man tinh.

Chu y: Ngan chan ho lam giam co ché bao vé quan trong ctia phéi, do vy ding thudc giam ho

chura hdn 14 cach tot nhit véi ngudi bénh, dic biét 1a tré nho.

Nén ding thuée nay nhu thé nio va lidu lurgng

- Ngudi 16n va tré em trén 12 tudi: Udng 1 vién/Ian x 2 lan/ngay.

- Ngudi cao tudi: Liéu gidng ciia nguai Ion.

- Nhimg ngudi bénh 6 nguy co suy hé hdp va nhitng ngudi bénh ¢6 ho khac dom, mu, thoi

gian t0i da diing thude khéng qua 7 ngay.

Hodc theo su chi dan ciia thdy thude.

Hodc theo su huwdng din cia Bic st

Khi ndo khéong nén dung thude nay
Khong nén sir dung thudc trong céc trudng hop:

- Qud méin cam v6i dextromethorphan va cdc thanh phan khéc cia thudc

- Ngudi bénh dang diéu tri cac thudc (re ché monoamin oxydase (MAO) vi ¢6 thé gdy nhiing
phén img niing nhur sét cao, chéng mat, ting huyét ap, chay mdu nfo, thim chi tir vong.

- Tré em duéi 12 tudi

| W ey
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Téc dung khéng mong muén

Thiromg gap, ADR >1/100

Toan than: Mét mai, chéng mat.

Tuan hoan: Nhip tim nhanh.

Tiéu héa: Budn nén

Da: D¢ bing

It gap, 1/1000 < ADR < 1/100

Da: N6i may day.

Hiém gap, ADR <1/1000

Thinh thoing thay budn ngii nhe, rbi loan tiéu héa..

Huwéng diin cich xir tri ADR

Trong trudng hop suy hé hép va (e ché hé thin kinh trung wong, ding naloxon lidu 2 - 10 mg,
tiém tinh mach ¢6 thé ¢6 tac dung hdi phyc.

Thong bao cho ngudi bénh: Thude ¢6 thé gay budn ngi, trénh ding cling céc thudc trc ché thin
kinh trung uvong va ruou

Théng bdo ngay cho bdc sy nhitng tdc dung khéng mong muén 8dp phdi khi sik dung thuéc.

Nén trinh ding nhirng thuéc hojic thwe phim gi khi dang sir dung thudc nay?

Khong nén ding thuée nay khi dang sir dung cic loai thude:

- Dextromethorphan dirgc chuyén héa chinh nho cytochrom Pysy isoenzym CYP2D i
trong tdc v6i cic thubc (e ché enzyme nay nhu amiodarone, haloperidol, pr pafenon,
thioridazin, quinidin lam giam chuyén héa cuia dextromethorphan & gan, lam ting ndng do
chat nay trong huyét thanh va tang cac ADR cua dextromethorphan.

- Trénh dung ddng thoi véi céc thude irc ché MAO vi ¢6 thé gdy phan (mg twong téc c6 hai.

- Ding déng thoi véi céc thudc ire ché thin kinh trung wong c6 thé ting cudng tic dung trc ché
than kinh trung wong cta nhirng thudc nay hodc cia dextromethorphan.

- Valdecobid lam ting ndng do dextromethorphan trong huyét thanh khi ding cing nhau.
Dextromethorphan ding ciing linezolid giy hoi chimg giong héi ching gibng hoi chimg
serotonin. Memantin co thé lam ting tAn sut va tac dung khong mong mudn ciia memantin vi
dextromethorphan bdi vdy trinh dung két hop. Khéng ding két hop véi moclobemid.

Twong ky:

- Dextromethorphan tuong ky véi penicilin, tetracyclin, salicylat, natri phenobarbital va néng
dd cao kali iodid, natri iodid
Cin lam gi khi m{t 1in quén khdng dung thube

Diing liéu d6 ngay khi nhé ra, Tuy nhién néu da gan t6i gior udng lidu tiép theo thi hay bé qua
lidu d6 va tiép tuc lich trinh diing thudc theo huéng din. Khéng dung lidu gép doi d& bu cho lidu
di bo 15.

Cin bio quin thudc nay nhw thé nio
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Béo quén trong bao bi kin, trdnh 4m, trénh anh sang, & nhiét 48 dudi 30°C.

Nhirng diu hi¢u va trigu chirng khi diing thudc qua lidu

— Trigu chimg: Budn ndn, ndn, budn ngu, nhin mé, rung gidit nhan cau, bi tidu tién, trang thai té
mé, 4o gide, mat diéu hoa, suy hé hip, co giat.

Cin lam gi khi diing thuSc qua lidu khuyén cio

Khi qud liéu, nén ngimg sir dung thudc. Bua bénh nhan dén céc trung tim y t€ gin nhét. Thong

béo cho bac siva tién hanh diéu trj triéu chimg va hd tro.

- HO trg, ding naloxon 2 mg tiém tinh mach, cho diing nhéc lai néu cin téi tong liéu 10 mg.
Nhing diéu thin trong khi ding thubc nay

Thian trong

- Ngudi bénh bj ho c6 qué nhiéu dom va ho man tinh & ngudi hit thude, hen hoic tran khi.

- Ngudi bénh ¢6 nguy co ho#ic dang bj suy giam hé hép.

- Dung dextromethorphan c6 lién quan dén giai phéng histamin va nén thén trong véi tré em bi
di ing.

- Lam dung va phu thugc dextromethorphan, c6 thé xay ra (tuy hiém), dic biét do dieidh cao
kéo dai.

- Thén trong & ngudi suy gan trung binh va nang.

Phy nix c6 thai

- Dextromethorphan durgc coi 14 an toan khi ding cho ngudi mang thai va khéng cé nguy co
cho bdo thai. Nhung nén than trong khi diing céc ché phim phéi hop c6 chira ethanol va nén
tranh ding trong khi mang thai. Mt sb tac gia khuyén ngudi mang thai khong nén ding cédc
ché phim cé dextromethorphan.

Phu nir dang cho con bii

- Trdnh dung céc ché phdm phéi hop dextromethorphan véi ethanol cho n gudi cho con bi.

Tdc dung lén khd néng ldi xe va van hanh mdy mdc

- Thubc ndy ¢6 thé 1am giam kha niing nhén thirc va ¢6 thé anh hudng sy an toan khi l4i xe.
Khong ding thude ndy cho ngudi dang 14i xe va vén hanh mdy méc.

Khi ndo cin tham vin bac sy, dwgc s§

Tham vén béc s¥, duge sy trong trudng hop mic cdc bénh nhu suy thén, suy gan ¢ ngudi suy tim
man, co théit phé quén truéc khi sir dung thube. Théng bdo ngay cho bic sy hoic dugc s§ nhimg
tdc dung khdng mong muén giip phai khi sir dung thuée.

Han ding: 36 thang ké tir ngay san xuit.

Ngay xem xét sira doi, cdp nhit laii ndi dung hwéng din siv dung thudc:

/iy
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Nha sin xufit: Céng ty Cé Phan Dugc Phdm ME DI SUN

Dia chi nha san xuit: S8 521, Khu phd An Lgi, Phudng Hoa Loi, Thi xa BépCét, tinh Binh
Duong.

Dién thoai: 0650 3589036 — Fax: 0650 3589297

TUQ CUC TRUONG

N (?wg;@n Chi Chu %ﬂﬁ-«{zf




