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TO THONG TIN CHO CANBQ Y TE

Ry Thubc bdn theo don

Dé xa tam tay tré em

Doc kj hudng din sie dung trieée khi ding

Néu cin thém thong tin, xin tham khdo y kién bdc st
Dang bao ché: vién nang mém

MEDYTORPHAN 15

Tén thude: MEDYTORPHAN 15

Thanh phin: Mi vién nang mém c6 chira:

Dextromethorphan HBI: ... sersssessssesssssessessssssnssssssssssassssssens 15 mg

BB i aine s rors s ey mmare s kaas vd 1 vién nang mém.

(Polyethylen glycol 600, Propylen glycol, Gelatin, Sorbitol, Glycerin, Natribenzoat, Kali sorbat,

Vanilin, Green mint 839).

Dang bao ché: Vién nang mém

Quy cach dong go6i: Hop 10 vi x 10 vién nang mém

Dwge lue hoe:

- Dextromethorphan hydrobromid 14 thuéc giam ho c6 tc dung Ién trung tim ho
dui cAu triic héa hoc c6 lién quan dén morphin, nhung dextromethorphan khong ¢6 tac dung giam -
dau va néi chung rat it tic dung an than.

- Dextromethorphan dugc ding giam ho nhét thdi do kich thich nhe & phé quan va hong nhu cam
lanh thong thudng hoic hit phai cic chét kich thich. Dextromethorphan c¢6 hiéu qué nhét trong
diéu tri ho man tinh, khong c6 dom. Thudc thudng duoc ding phdi hop véi nhiéu chat khéc trong
diéu trj tridu chimg dudng hd hap trén. Thube khong c6 tac dung long dom.

- Hiéu lyc cia dextromethorphan gin twong duong véi hiéu luc cua codein. So véi codein, ~
dextromethorphan it gy téc dung phu & dudng tiéu héa hon. Véi liéu diéu tri, tic dung chng ho
ctia thude kéo dai duge 5 - 6 gid. Poc tinh thip, nhung véi lidu rét cao c6 thé gy trc ché hé thin
kinh trung uong.

o’ Duwgc dpng hoc

- Dextromethorphan dugc hap thu nhanh qua duong tiéu héa va c6 tac dung trong vong 15 - 30 phit

sau khi udng, kéo dai khoang 6 - 8 gid (12 gid v6i dang giai phéng cham). Thude duge chuyén héa

& gan va bai tiét qua nude tiéu dudi dang khong ddi va cac chat chuyén hoéa demethyl, trong s6 d6

¢6 dextrorphan ciing c6 tac dung gidm ho nhe.

Chi dinh

- Diéu tri triéu chirng ho do hong va phé quan bi kich thich khi cam lanh théng thudng hodc khi hit
phai chit kich thich.

- Ho khong ¢6 dom, man tinh.

Cha y: Ngin chiin ho 1am giam co ché bao vé quan trong ciia phdi, do vy dung thude gidm ho chua

hén 1a cach tét nhat voi nguoi bénh, dic biét 1a tré nho.

Chéng chi djnh

CONG TY CPDP ME DI SUN MEDYTORPHAN 15
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MEeDISUN

TO THONG TIN CHO CANBQ Y TE

Ry Thubc bdn theo don

Dé xa tim tay tré em

Doc kj hudng dan sie dung trude khi diing

Néu cin thém théng tin, xin tham khdo y kién bdc st
Dang bao ché: vién nang mém

MEDYTORPHAN 15

Tén thuée: MEDYTORPHAN 15

Thanh phin: M3i vién nang mém c6 chira:

Dextromethorphan HBI: ..o s e ssessesssssssss s s sessesssessessens 15 mg
TR it i isenn s e A O AR A RSO AR vd 1 vién nang mém.
(Polyethylen glycol 600, Propylen glycol, Gelatin, Sorbitol, Glycerin, Natribenzoat, Kali sorbat,
Vanilin, Green mint 839).

Dang bao ché: Vién nang mém
Quy cdch dong goi: Hop 10 vi x 10 vién + 1 t& huéng dan sir dung trong mot hop trung gian ; Chai

100 vién nang mém + 1 t& huéng dén sir dung.
Duwge lue hoe:

Dextromethorphan hydrobromid la thudc giam ho ¢6 tac dung Ién trung tim ho & hanh ndo. Mic
du céu tric héa hoc c6 lién quan dén morphin, nhung dextromethorphan khéng c6 tac dung giam
dau va néi chung rét it tic dung an than.

Dextromethorphan dugc diing gidm ho nhét thoi do kich thich nhe & phé quan va hong nhur cam
lanh thong thudng hodc hit phai cac chit kich thich. Dextromethorphan c6 hiéu qua nhét trong
diéu tri ho man tinh, khong c¢6 dom. Thudc thudng dugc dung phdi hop véi nhiéu chit khac trong
diéu trj triéu chimg dudng ho hép trén. Thude khong c6 tac dung long dom.

Hiéu luc cia dextromethorphan gén tuong duong véi hiéu luc clia codein. So véi codein,
dextromethorphan it gdy tic dung phu & duong tiéu héa hon. Véi liéu diéu tri, tic dung chéng ho
ctia thude kéo dai dugc 5 - 6 gid. Poc tinh thip, nhung véi liéu rit cao c6 thé gay irc ché hé than
kinh trung uong.

Duoc dpng hoc

- Dextromethorphan dugc hdp thu nhanh qua dudng tiéu héa va cé tic dung trong vong 15 - 30 phiit
sau khi uéng, kéo dai khoang 6 - 8 gid (12 gidr v6i dang giai phéng cham). Thude duge chuyén héa
& gan va bai tiét qua nudc tiéu dudi dang khong ddi va cac chit chuyén héa demethyl, trong s6 d6
6 dextrorphan ciing c6 tac dung giam ho nhe.

Chi dinh

Diéu trj triéu chimg ho do hong va phé quan bi kich thich khi cam lanh thong thudng hogc khi hit
phai chit kich thich.
Ho khéng ¢6 dom, man tinh.

Cht y: Ngan chin ho 1am giam co ché bao vé quan trong ciia phéi, do vay ding thude gidm ho chua
hén 1a cach tét nhit véi nguoi bénh, dic biét 12 tré nho.

CONG TY CPDP ME DI SUN MEDYTORPHAN 15
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Chong chi dinh

- Qu4 min cam véi dextromethorphan va cac thanh phan khac cta thude

- Ngudi bénh dang diéu tri cac thudc trc ché monoamin oxydase (MAO) vi c6 thé gdy nhirng phan
(g niing nhu sbt cao, chéng mit, ting huyét 4p, chiay mau néo, tham chi tir vong.

- Tré em dudi 12 tudi.

Liéu ding va cich dung:

- Ngudi 16n va tré em trén 12 tudi: Udng 1 vién/lan x 4 1an/ngay.

- Ngudi cao tudi: Liéu gidng cta ngudi 16n.

- Nhimng ngudi bénh c6 nguy co suy ho hdp va nhitng ngudi bénh c6 ho khac dom, mu, thai gian
t6i da dung thudc khong qua 7 ngay.

Hodc theo sw huéng dén cia Bdc si.

Twong tic thube:

- Dextromethorphan dugc chuyén héa chinh nhd cytochrom Puso isoenzym CYP2D6, béi vay
tuong téc v6i cic thuéc @c ché enzyme ndy nhu amiodarone, haloperidol, propafenon,
thioridazin, quinidin lam giam chuyén héa cta dextromethorphan & gan, lam ting ndng do chét
ndy trong huyét thanh va ting cdc ADR ciia dextromethorphan.

- Tranh ding dong thoi voi céc thude trc ché MAO vi c6 thé gy phan (g tuong tac c6 hij

- Dung ddng thoi véi cac thude e ché thn kinh trung wong c6 thé ting cudng tic dung tc ché
than kinh trung wong ciia nhimng thudc nay hodc cua dextromethorphan.

- Valdecobid 1am ting ndng do dextromethorphan trong huyét thanh khi diung cing nhau.
Dextromethorphan dung cing linezolid gdy héi chimg gidng hdi chimg giéng hoi chimg
serotonin. Memantin ¢6 thé lam ting tan suat va tic dung khong mong mudn ctia memantin va
dextromethorphan bai vay tranh ding két hop. Khong dung két hgp véi moclobemid.

Twong ky:

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

Than trong:

- Ngudi bénh b ho c6 qua nhiéu dom va ho man tinh & ngudi hit thude, hen hogc tran khi.

- Ngudi bénh ¢6 nguy co hodc dang bj suy giam hé hap.

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

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

- Thén trong & nguoi suy gan trung binh va néng.

Phu nir ¢6 thai va cho con bi:

- Dextromethorphan dugc coi 12 an toan khi ding cho nguoi mang thai va khong c¢é nguy co cho
bao thai. Nhung nén thén trong khi diing céc ché phim phdi hop c6 chira ethanol va nén tranh
diing trong khi mang thai. Mét sé téc gia khuyén ngudi mang thai khong nén diing céc ché phdm
c6 dextromethorphan.

- Tranh dung céc ché phdm phéi hop dextromethorphan véi ethanol cho ngudi cho con bu.

CONG TY CPDP ME DI SUN MEDYTORPHAN 15
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Tic dung ciia thudce khi vin hanh may méc tau xe:
- Khéng dung thude nay cho ngudi dang lai xe va van hanh may méc.
Qua liéu va xir tri:
- Triéu ching: Budn nén, nén, budn ngu, nhin mo, rung giat nhan cau, bi tiéu tién, trang théi té mé,
4o giac, mit diéu hoa, suy hé hép, co giat.
- Diéu tri: HO tro, dung naloxon 2 mg tiém tinh mach, cho ding nhic lai néu can téi téng lidu 10 mg
Tic dung khéng mong muén:
Thuong gap, ADR >1/100
Toan than: Mét moi, chong mat.
Tuén hoan: Nhip tim nhanh.
Tiéu héa: Budn non
Da: Do birng
It gap, 1/1000 < ADR < 1/100
Da: Néi may day.
it Hiém gap, ADR <1/1000
Thinh thoang thiy budn ngu nhe, rbi loan tiéu hoa..
Huwéng din cich xir tri ADR
Trong trudng hop suy hd hép va irc ché hé thin kinh trung vong, ding naloxon lidu 2 - 1
tinh mach c6 thé cé tac dung hoi phuc.

Thong bao cho ngudi bénh: Thude cé thé gdy budn ngu, tranh ding cling céc thudce (rc ché than kinh
trung uong va rugu.

Théng bio véi bic si cic tic dung khong mong mudn gip phai khi dung thude

Bido quén: Noi kho thoang, nhiét d¢ dudi 30°C, tranh 4nh sang.

Han ding: 36 thang ké tir ngdy san xuat.

Khong diung qua thoi han ghi trén bao bi.

Tiéu chuin: TCCS s6 0650-022-2016

Ngay xem xét sira dbi, cip nhit laii ndi dung hwong din sir dung thude: 20/03/2017

Logo cong ty: MEDISUN

Nha sin xuét: Cong ty C6 Phdn Dugc Phim ME DI SUN

Dia chi nha san xuét: S6 521, Khu phd An Loi, Phuong Hoa Loi, Thi xa Bén Cét, tinh Binh Duong.
Dién thoai: 0650 3589036 — Fax: 0650 3589297

CONG TY CPDP ME DI SUN MEDYTORPHAN 15
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MEDISUN

TO THONG TIN CHO BENH NHAN

Ry Thubc bdn theo don

Dé xa tam tay tré em

Doc kj huwong din siv dung trueée khi ding

Néu cin thém théng tin, xin tham khdo y kién bdc st
Thong bdo ngay cho bdc sy hodc dwgc sj nhitng tic dung khéng mong mubn gip phdi khi sir
dung thuéc

Dang bao ché: vién nang mém

MEDYTORPHAN 15

Tén thuéc: MEDYTORPHAN 15
Thanh phén, ham lirgng ciia thude:

e sa 2 - »
Moi vién nang mém co chira:

T
DestiomethoFFhan HBE; ..t st S5mg
TROWIE oovissnsssvmisimisiis B B RG  raare sars vd 1 vién nén. M
(Polyethylen glycol 600, Propylen glycol, Gelatin, Sorbitol, Glycerin, Natribenzoat, Kali sorbat,
Vanilin, Green mint 839, Nudc tinh khiét).
M0 ta sian phﬁm: Vién nang mém mau xanh, bén trong chira dich thudc, kin, bé mit vién nhin
bong.
Quy cach déng goi: Hop 10 vi x 10 vién + 1 to huéng dan sir dung trong mot hop trung gian ; Chai
100 vién nang mém + 1 t& huéng dén sir dung.
Thudc ding cho bénh gi
- Diéu tri triéu chimg ho do hong va phé quan bi kich thich khi cim lanh théng thudng hoic khi hit
phai chat kich thich.
- Ho khong c6 dom, man tinh. .
& Cht y: Ngin chin ho 1am giam co ché bao vé quan trong ciia phdi, do vy ding thudc giam ho chua

han 1a cach t6t nhat v6i ngudi bénh, dic biét 12 tré nho.

Nén ding thudc nay nhw thé nao va liéu lrgng

- Ngudi I6n va tré em trén 12 tudi: Udng 1 vién/lan x 4 lan/ngay.

- Ngudi cao tudi: Lidu gidng ctia ngudi 16n.

- Nhing ngudi bénh c6 nguy co suy hd hdp va nhitng ngudi bénh ¢ ho khac dom, mu, thoi gian
tdi da diing thudc khong qué 7 ngay.

Hodc theo sw hudéng dén ciia Bdc st

Khi nao khong nén dung thue nay

Khong nén sir dung thudc trong cic trudng hop:

- Qué man cam véi dextromethorphan va cac thanh phan khéc cua thude

CONG TY CPDP ME DI SUN MEDYTORPHAN 15
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- Ngudi bénh dang diéu tri cac thudc e ché monoamin oxydase (MAO) vi c6 thé gdy nhitng phan
{mg ning nhu sdt cao, chéng mit, tang huyét 4p, chay mau ndo, thdm chi tir vong.

- Tré em dudi 12 tubi.

Téc dung khéng mong mubn

Thuong gap, ADR >1/100

Toan than: Mét méi, chong mat.

Tuan hoan: Nhip tim nhanh.

Tiéu héa: Budn non

Da: Do bing

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

Da: Néi may day.

Hiém gdp, ADR <1/1000

Thinh thoang thdy budn ngi nhe, rdi loan tiéu hoéa..

Huwéng din cach xir tri ADR

Trong trudng hop suy hd hip va trc ché hé than kinh trung wong, ding naloxon lidu 2 - 10 mg, tié
tinh mach ¢6 thé c6 tic dung hdi phuc.
Théong bao cho ngudi bénh: Thude c6 thé gy budn ngu, tranh ding ciing céc thude tre ch kinh
trung uvong va ruou.
Théong bdo ngay cho bdc sy n}umg tac dung khong mong mubn gip pha; khi sir dung thudc.
Nén tranh dung nhirng thude hodic thwe phim gi khi dang sir dung thudc nay?

Khéng nén diing thubc nay khi dang sir dung céc loai thude:
- Dextromethorphan dugc chuyén héa chinh nho cytochrom Pysp isoenzym CYP2D6, boi vay

twong tac voi céc thudc e ché enzyme nay nhu amiodarone, haloperidol, propafenon,
thioridazin, quinidin 1am giam chuyén héa ciia dextromethorphan & gan, lam ting nong do chat
nay trong huyét thanh va ting cac ADR ciia dextromethorphan.

- Tréanh diing ddng thoi véi céc thude trc ché MAO vi ¢6 thé gdy phan (mg tuong téc c6 hai.

- Diing ddng thoi véi cac thube e ché than kinh trung wong c6 thé ting cudng tac dung trc ché
than kinh trung uwong ctia nhitng thudc nay hodc ciia dextromethorphan.

- Valdecobid 1am ting ndng do dextromethorphan trong huyét thanh khi dfmg cung nhau.
Dextromethorphan dung cung linezolid gay hoi chimg gidng hoi chung gibng hdi chimg
serotonin. Memantin c6 thé lam ting tan suat va tic dung khong mong mudn ctia memantin va
dextromethorphan bai vay tranh dung két hop. Khong dung két hop véi moclobemid.

Cin lam gi khi mdt lin quén khong ding thude

Dung lidu d6 ngay khi nhé ra. Tuy nhién néu di gin t6i gid ubng liéu tiép theo thi hdy bd qua lidu

d6 va tiép tuc lich trinh ding thudc theo huéng din. Khong ding liéu gip di dé bu cho liéu da bo

15.

Cin bdo quan thube nay nhw thé nao

Thudc nén duge bao quan & noi khé thoang, nhiét do dudi 30°C, tranh 4nh sang.

Nhirng d4u hidu va triéu chirng khi ding thudc qua lidu

CONG TY CPDP ME DI SUN MEDYTORPHAN 15
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- Triéu chtmg Budn nén, nén, budn ngu, nhin md, rung giat nhan cdu, bi tiéu tién, trang thai té€ mé,
4o giac, mét diéu hoa, suy hé hép, co giat.

Cin lam gi khi ding thudc qui liéu khuyén cdo

Khi qua lieu, nén ngimg sir dung thuéce. Pua bénh nhén dén cac trung tim y t& gin nhit. Thong bao
cho bac siva tién hanh diéu tri tridu chimg va hd tro.

- Hbé trq, dung naloxon 2 mg tiém tinh mach, cho ding nhic lai néu cén téi tdng lidu 10 mg.
Nhirng diéu thin trong khi diing thude nay

Than trong

- Ngudi bénh bj ho c6 qué nhiéu dom va ho man tinh & ngudi hat thuée, henthodc tran khi.

- Ngudi bénh c6 nguy co hoic dang bi suy giam ho hip. v g

- Dung dextromethorphan cé lién quan dén giai phéng histamin va nén thén q g vai tré em bi di
{ng. AM ‘

- Lam dung va phy thudc dextromethorphan, c6 thé xay ra (tuy hlcm), e biét do dung liéu cao

\J kéo dai.

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

Phu nit co thai

- Dextromethorphan dugc coi 1a an toan khi ding cho ngud¢i mang thai va khong\}\) y co cho
bao thai. Nhung nén than trong khi diing cac ché pham phdi hop c6 chira ethanol va nén tranh
duing trong khi mang thai. Mot s6 tac gia khuyén ngudi mang thai khong nén dung\cac ché phdm
c0 dextromethorphan.

Phu nit dang cho con bu

- Tréanh dung cac ché phdm phéi hgp dextromethorphan véi ethanol cho ngudi cho con bi.
Tdc dung lén kha nang ldi xe va van hanh mdy moc
- Khoéng ding thude nay cho ngudi dang l4i xe va van hanh may moéc.

Khi nao cin tham vin béc s§, dwge sy

Tham vén bac s§, duoc s§ trong trudng hop méc cac bénh nhu suy than, suy gan & ngudi suy tim

man, co thit phé quan trudc khi sir dung thude. Thong béo ngay cho bac s§ hodc duge sy nhfmgﬂrtéc

dung khéng mong mudn gap phai khi sir dung thude.

Han dung v
36 thang ké tir ngdy san Xuét. :
Ngay xem xét sira ddi, cip nhét lai ndi dung hwémg din sir dung thude: 20/03/2017

Nha san xuét: Cong ty Cb Phan Duoc Pham ME DI SUN
Dia chi nha san xuét: S6 521, Khu phb An Loi, Phuong Hoa Loi, Thi Xa" Ben Cat tinh Binh Duong.
Dién thoai: 0650 3589036 — Fax: 0650 3589297 : '
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