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THANH PHAN

Dextromethorphan hydrobromid ... 30mg
Clorpheniramin maleat ............._4mg
Tédugevd............1viénnen bac phim
CHIBDINH

Lam gidm tam thai cac trigu ching ho do kich
thich nhe & phé quan va hong nhu cdm lanh;
l&m gidm cdc tnéu ching chay nude mai, hat
hoitrong céc bénh cdm cum théng thuding,
LiEu DUNG VA CACH DUNG

Ngudi Idn va tré em trén 12 tudi: ubng mai 14n
1 wign, cdeh & Qid/dn va khong qud 4

vién/ngdy.
GMP

&Pmscript‘non drug

Sacopharm)

VACORIDEX

Dextromethorphan hydrobromid 30mg / Clorpheniramin maleat 4mg

VACORIDEX

Dextromethorphan hydrobromid 30mg / Clorpheniramin maleat 4mg

D& xa t4m tay cla 1ré em
Tuén theo sy ehl ddn cha Théy thudc
Boc ki huéng dan sl dung trude khi ding
Bdo quén nai khd rdo, thodng mat,
tranh anh sang, nhiét do khong qud 30°C

Céng ty C6 Phan Dugc VACOPHARM
59 Nguyén Hug, Phudng 1, Thankh phd Tan An, Tinh Lang An
BT:(072) 3.820.311 . Fan:(D72) 3 822 244
Dig o nha may: Km 1954, quéc I 18, Phudng Tin Khinh,

Thinh phd Tén An, Tinh Lang An Wi HICOANETY 2o
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Hop 5 vi x 10 vién nén bao phi

CHONG CHI BINH = —n'
Ngudi b&nh qud man vdi lhanb//qﬁén‘n}.la—_n !
thudc.

Ngudi bénh dang 1&n con haﬂ
chung phi dai tuy&n tién Inet Glaue
hep, bitiduti#n, hep mén vj. [
Ngudi bénh dang ding IMAQ?I cg‘.
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tang huy&t &p, chdy mdu n
vong.
Phy niicho con bd vatrd dudi 12 tu

MOI THONG TIN CHI TIET XIN BQC
TRONG T3 HUGNG DAN SU DUNG

Box of 5 blisters x 10 film coated tablets

Box of 5 bitstars = 10 fikn enated tablats
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THANH PHAN

Dextromethorphan hydrobromid ... 30mg
Clorpheniraminmaleat ................... 4mg
Tadugevd........... 1 vién nén bao phim
CHIBINH

Lam gi&m tam thei c4c tridu ching ho do kich
thich nhe & phé quan va hong nhu cam lanh:
1am gidm cdc iriéu chung chay nudc mi, hat
haditrong cac bénh cam ciim théng thuéng.
LIEU DUNG VA CACH DUNG

Ngui 16n va tré em trén 12 tudi: udng mbi 1n
1 vién, cdch 68 gidfdn va khéng gua 4

vidn/ngay.
GMP

RPrescription drug

VACORIDEX

Dextromethorphan hydrobromid 30mg / Clarpheniramin maleat dmg

Aovacipiarm

Box of 10 blisters x 10 film coated tablets

Dé xa tdm lay cia trd em
Tuén theo sy chl aln cla Théy thudc
Boc kit hudng din s dung trude kni dung
Bdo quén noi kh réo, thodng mat,

iranh &nh séng, nhidt 94 khong qua 30°C

Cang ty Cé Phdn Dugc VACOPHARM
58 Nguykn Hug, Phusng 1, Thinh phé Tan &n, Tinh Long An
BT.{072) 3.820.311 . Fax:{072) 3.822.244

Dy chi nhd may: Km 1954, qudc Ig 1A, Phursng Tén Khanh,
Thinh phé Tan An, Tinh Long An  waw, VRCODSNT. Com

Hép 10 v x 10 vién nén bao phim

Dextromethorphan hydrobromid 30mg / Clorpheniramin maleat 4mg

CHONG CHI BINH e 'LU o7,
Ngudi bénh qud man véi thanh pl}éﬂ,(;/a
thudc, '

Y
Ngudi bénh dang l&n con hen cap/ @ frisu < ONG 1
chung phi dai tuy8n tidn list, Giaucon‘f qeg AHAN DUGC
hep, bitiéu tién, hep mén vj. i [

/

Nguei bénh dang ding IMAD vi ¢d| ﬁe‘\m( OPHARM/ §
nhiing phan Ung nang nhu sdtcao, cn&n’é o
tang huyét dp, chdy mau nao, tharrl\u\ 1 . g
vong.
Phunicho con bu vatré dudi 12 twéi.
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TRONG T HUONG DAN SU DUNG |
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B‘Thudc bén theo don H&p 20 vi x 10 vién nén bao phim

VACORIDEX

Dextromethorphan hydrobromid 30mg / Clorpheniramin maleat 4mg

g&vaupln_g

THANH PHAN CHONG CHI BINH

Dextremetharphan hydrobromid ... 30mg Ngudi bénh qua min véi thanh /:ﬁ{rw:ﬁa" PR =5 N
Clorpheniramin maleat ... ................ 4mg thudc. -f‘_‘;
TAQUIC V.G e, 1 vién nén bao phim Nguéai bénh dang I2n con heg/‘g Et NN
T Gy \ By
CHIBINH ching phi dai tuyén tidn ligt] Q ucurﬁ@ v\
Lam gidm tam thdi cée trigu ching ho do kich hep, bitiutién, hepménwvi. || WANDUGC (5]
thich nhe & phé quan va hong nhu cam lanh; Ngudi bé&nh dang dlng IMAQD'N'I.cé: hg le|

lam giAm céc tridu chung chdy nudc mOi, h&t  nhdng phén ung nang nnusdzqag,gw@@pt'. ARM/ 5/
[

hditrong céc banh cdm cim thang thudng. ting huy&t 4p, chdy mdu na a(n chiti | Vd /
LIEU DUNG VACACH DUNG veng. \ S| e ;
Ngudi I6n va tré em trén 12 1di: udng mdi 1dn Phu niicho con bu vatrd dudi 12 tu Qcogn® # bl |
1 vién, cdch 6 gidAdn vA khéng qud 4 S L
vign/ngay. - MQI THONG TIN CHI TIET XIN BQC

TRONG TO HUONG DAN SU DUNG

RPrescripticm drug Box of 20 blisters x 10 film coated tablets

VACORIDEX

Dextromethorphan hydrobromid 30mg / Clorpheniramin maleat 4mg

Box of 20 blistors x 10 Him comted wbiets

e Cough
e Runny

;@vacnpiaﬂni

D& xa t4m tay cia iré em SBK
Tudn theo su chi ddn cla Théy thusc 5618 )%
Boc ki hudng dén s dung rude kni ding .
Béo quan nai khd r4o, thodng mat, Noay 3K
trénh 4nh séng, nhiét 8 khdng qué 30°C HD

Céng ty €6 Phdn Dugc VACOPHARM
58 Nguyén Hug, Phugng 1, Thanh phé Tan &n, Tink Leng An
OT-(072) 3820311 .+ Fax(072)3 822244 THUOC DUNG CHO BENH VIEN

DYa chi nha mdy. Km 1354, gudc 1§ 1A, Phudng Tén Khdnh,
Thinh phd Tin An, Tinh Long An  Wrw, vaeophanm. com
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THANH PHAN

Dextromethorphan hydrobromid ., 30mg
Clorpheniramin maleat ............. — 1,
Tadugevd............. 1 vign nén bao phim
CHIBINH

Lam gidm tam théi cdce tridu chung ho do kich
thich nhe & ph& quén va hong nhu cam lanh:
1am gi&m cac triéu chung chay nude mai, hat
hoitrong céc b&nh cadm cum théng thuéng.
LIEU DUNG VA CACH DUNG

Ngudi [dn va tré em trén 12 1uéi: udng mdi 1&n
1 vién, cdch 6 gidNdn va khéng qud 4

viéningay. -
GMP

R Prescription drug

Dextromethorphan hydrobromid 30mg / Clorpheniramin maleat dmg

B4 xa tdm tay cda trd em
Tuan theo sy chi din cla Thiy thutic
Boc ki hudng dén s dung trude khi ding
B0 quan noi kné réo, thoang mat,
tranh énh sang, nhidl do khéng qua 30'C

Cong ty C Phdn Dugc VACOPHARM
58 Nguyén Hue, Phidng 1, Thanh phé Tan An, Tinh Long An
oT:072) 3.820.511 L] Fax: (072} 3 822 244
Dis chi nha may: Km 1954, quéc ig 14, Phuting Tan Khanh,
Thant phd Tan An, Tink Long An  Www vagophanm som

Hop 5 v x 20 vién nén bao phim

Dextromethorphan hydrobromid 30mg / Clorpheniramin maleat dmg

CHENG CHI BINH 7 bo, N
Nausi o8nh qua mAn vai thanh pr. cha— -7 22

thutic. G{’f}, i \ >

Ngudi bénh dang 1&n con hen ¢ Bu{lriji.[w(. TY \ e

chiing phi Gai tuyén tién liat, G‘dquj»(:m G hN DUGC )b

hep, bitiutién hepménvi. |1 “m‘r\‘ ¥ i

Ngu¢| bénh dang ding IMAO viic§ ng, ?‘UPHAR\\ /&

nhing phén dng nangnnusarcao.'gw?a 3 78
/ .

tang huy&t &p, chdy mau nao, ”‘W?,, 1l | Has /
5 o LY
SN

vong. W, Cr _,n_q‘_:_
Phunitcho con bu va tré dudi 12 i, e PR !
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MQI THONG TIN CHI TIET XIN BOC
TRONG TO HUGNG DAN SUf DUNG

Box of § blisters x 20 film coated tablets

Box of 5 blisters x 20 film coated tablets
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RThudc bén theo dan

Hép 10 vI x 20 vién nén bao phim

Dextromethorphan hydrobromid 30mg / Clorpheniramin maleat 4mg

Avaeagiam

THANH PHAN

| Dextromethorphan hydrobromid .. 30mg
Clorpheniraminmaleat .................. 4mg
Tadugov.d .........1viénnénbac phim
CHIBINH

Lam gidm tam thdi cac trigu ching ho do kich
thich nhe & phé qudn va hong nhy cam lanh;
lam gidm céc tridu chung chdy nudc mai, hat
hditrong cdc b&nh cadm ctim thang thuan .
LIEU DUNG VA CACH DUNG

Ngudi I6n va tré em trén 12 tudi: ubng mi i4n
1 vién, cdch 6 gidNdn va khéng qud 4

vidn/ngay. o
GM

E Prescription drug

Box of 10 blisters x 20 film coated tablets

VACORIDEX

Dextromethorphan hydrobromid 30mg / Clorpheniramin maleat dmg

Bé€ xa t4m tay cia trd em
Tuén theo su chl dén clia Théy thude
Boc ky hudng din si dung trude khi ding
Bao quan nai kho réo, thodng mat,

Iranh anh sang, nhigt a8 khoing qué 30°C

Céng ty Co Phan Dugc VACOPHARM
58 Nguyén Hud, Phudng 1, Thinh phé Tan An, Tink Long An
BYi(072) 3820311 Fax:(072) 3.822.244
B chi nha may. Km 1954, QuUac ig 1A, Phwang Tin Khann,

Thanh phd' Tin An, Tinh Long An Wi kgeohanm com

CHONG CHI BINH 1060

7 d .:.\
Nguti bénh qua min vdi thag wﬂ?\\@ \_\

thudc.

hep, bitidu tién, hepmanvi. | /
Ngusi bénn dang ding IMAQ T e & GAPHARM / £
nhiing phan dng néng nhu sét c‘qp.@u}_ng mat, )
tang huyét dp, chdy mau nao, tham chi t | =&/
vong. i '_’Cop_l’\"-‘__.;-.-'

RS

Phundchoconbuvatrddudi12tubi. 1

MQI THONG TIN CHI TIET XIN BOC |
TRONG T8 HUGNG DAN SU DUNG

f @9, . .

/ NGITY Nol
Nguéi bénh dang I&n con h »ﬁép qé t(raéiu [ -G_ \
chung phi dai tuyén tién ligl, Glayoany igden DL UC |

Bow of 10 blisters = 20 film coated tablets
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~ Nhan chai 50 vién nén bao phim
e s e i [ BRI e e I

B ki huong adn =0 dung trude khi ding
Bdo qudn no khé o, thodng mat,
irdnh Anh sdng. nhidt 30 khang qua 30°C

Clorpheniramin majeat amg )
Tadugcvd,,, 1 wiBir nén bao phim
CHI BINH: Lam gidm tam théi 48 Indu chiing ho do kich thich nhe & phé

audn v hong nhu clm lanh: am @H&m ety ching ehily nuse mii, hdt hol
trong cAe bénh cdm edm thang thusng

Beatramethors han hydrobs omid 30m / Ciotpheniramin maleat dmp

MO THONG TIN CHI THET XN DOC |

| LIEUDUNG VA CAGH DUNG: NgussiI6n vA trd am trén 21 uling mbi 1n
Il_lman.ﬁn:sw?nhukrmi:ﬁ4u'lam;y T iakec v TRONG TO HUONG DAN 50 Dyna
cnéﬂﬁcuimnn::mmnmngdhwuwg
Cong ty Cd Phin Dugc VACOPHARM P,
58 Nguyén Hug, Phuang 1, Thanh phé Tén An, Tinh Long An Lo AN
OT:(072) 3820311 »  Faxi(o7z) 3.622.248 W T Ny
Bia chl aha may: Km 1954, qudc 19 14, Prusng Tan Khint, Y ey (_:glr sx \-f,\_
Thinh phd Tan An, Tinh Long An  wiw,acapia com il NG TY \ 3
o o D [ coPRANDUgE |77
\\i'\ 3
e . - . * '] !
Nhan chai 100 vién nén bao phim L iy _

han b o
Daxtromethomhan hydrobramia . 30mg e b 2 YTutn thea sy chl alin cie Thdy muse
~- Pl 5

Clorphanitamin maleal .. & o
Tédugovd .. :mmmpﬁ | Boc k§ nusng dn sd dung trudc kne aung
CHI BINH: Lam gidm tam thei cée nay chuing ho do Kieh thich nhe & phd

elhorphan

Bdo quin no| kné rio hadng mat
SN v hong nhu cdm lank; 14m il cde tridu ehing chiry nudc mal, hA1 hov frdnh Anh sdng, nhig! 80 knang gud 30°C
| trong che bénh cAm cim théng thudng
| UBu DUNG VA CACH DUNG: NGUGHIn wi tré em tran 12 i usng m|lEn
1an, cach 60780 v khéng qué 4 viliningdy,
CHENG CHI BINH: xam 14 hudng dlin s dung

Céng ty Co Phdn Dugc VACOPHARM
59 Nguydn Hug, Phusing 1, Thinh phé Tan A Tinh Long An
BT:(072) 3.829.311 . Fax:(072) 3.822 244

i chi nha may. Km 1954, quic 1o 14, Phuong Tdn Khanh, E
Thanh phd Tin An, Tinh Long An  www vacophar, cOm /
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QI THENG TIN CHI TIET XIN BOC
TRONG TO HUGNG DAN SU oynG

L
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B e [Fe] COPRANTITOT 17,

: " . llzf"‘:\.\\’A(‘(}l‘lIARM &
Nhén chai 200 vien nén bao phim \¢ /S

e R “_______’—,-’x\A - = — .
;::::m;‘::mm hydrobromia  amg .‘E‘EI’I R Thute ban theo aan Chal 200 vién nén hnoprurr:“tz\ CophP > Ofrauimuycmmien
Clorphanirarmin maleal . 4mg - @ SS==—1"" Tubin theo sy cnl alin cia Thiy inutc
Tédugevd ..., : |Mnmnb.lupmm Boc ki nuong aln s dung tnade kr ding
CHI BINK: Lam gidm tam thé1 cac trisy ching ho do kich thich nhe 8 phé Bla quan nai kid o, Badng mél
4 P . ;
QUAN vA hang nhu cdm lanh: A gim cdc ching eniy i, it hai ITANA Anh sdng, nhidt 8 khdng qua 30°C

trong cAc bdnh cam cum thang thudng Dextromuthorpnan hydrobram|d 3mg / Clorphenimmin mateat 4 mg
LIEU DUNG VA CACH DUNG - Nguts i va 1rd 8m trén 12 1ubic ubing méi in
1wén, céch 6 gidAln v khing Gud 4 vidnngay

| CHONG CHi BINH: xem 18 husng dBn sd dyng

Cong ty Ca Phin Dugc VACOPHARM
58 Nguybn Hut, Phudng 1, Thanh phé Tan An, Tinh Leng An el
BTI(072) 3820311 =  Fax(072)3.822.204

® Ho oy
*EhaymER =Y 18 5%
- Ngdy 5x
Tranh phd Tin An, Tinh Long A waW vacomarm com [ HO

MO! THONG TIN CHI TET XN D¢
TRONG T4 nUONG DAN 8 DYNG |
THUOE DUNG CHO BENH VIEN

Bfs chi nia may: Km 1854, qudc I8 1A, Phugng Tan Khdnah,




To huéng dan sir dung thude cho ngudi bénh

1. Tén thuée: VACORIDEX

2. Céc cdu !chuyén cio .

D¢ xa tam tay tré em. Poc ky hudéng dan sir dung trude khi dung, '

' Théng bao ngay cho bac sy hodc duoc sy nhing tdc dung khéng mong mudn gap phai khi sir dung
thudc.

Thuée niy chi dung theo don ciia béc s§.

3. Thanh phan, ham lweng ciia thude

Dextromethorphan hydrobromid 30mg
Clorpheniramin maleat dmg
Téa dugc v.d 1 vién nén bao phim

(Lactose, Tinh bét sin, Polyvinyl pyrrolidon K30, Magnesi stearat, Talc, Croscarmellose natri, Natri
starch glycolat, Microcrystallin cellulose 101, Hydroxypropyl methylcellulose 615, PEG 6000, Titan
dioxyd, Mau Erythrosin lake)

4. Mo ta san phﬁm: Vién nén tron, bao phim mau do, mot mat tron, mot mit ¢6 chit “VCP” va hinh gon
séng, canh va thanh vién lanh 1n (cac ky hiéu trén hai mat vién duoc khac trén chay, khong str dung muc
in).

5. Quy cich dong goi

6. Thuée diing cho bénh gi? ,
Lam giam tam thoi céce triéu chimg ho do kich thich nhe & phe quan va hong nhu cam lanh; [am giam
cac triéu ching chay nude mili, hit hoi trong cdc bénh cam cum thong thuong.

7. Nén diing thudc nay nhu thé nao va lidu lwgng? ‘
Ngudi [6n va tré em trén 12 tudi: uéng mdi lan 1 vién, cach 6 gio/lan va khong qué 4 vién/ngay.

8. Khi nito khéng nén ding thuée nay? '
Nguoi bénh qua man véi thanh phan cia thude. ‘ 1
Nguoi bénh dang 1én con hen cép, c6 tridu ching phi dai tuyén tién liét, Glaucom goéc hep, bi tiéu
tién, hep mon vi. . ) )
Ngudi bénh dang dung IMAO vi ¢6 thé gay nhiing phan tng nang nhu sot cao, chéng mat, tang huyét
ap, chay méu néo, thdm chi tir vong.
Phu nir cho con bt va tré dudi 12 tudi.

9. Tdc dyng khéng mong muén (ADR)
* Lién quan dén dextromethorphan hydrobromid

Thwong gap: Mét moi, chéng mat; nhip tim nhanh; budn nén; da do bumng.

It gap: da ndi may day. '

Hiém gdp: thinh thoang thdy budn ngu nhe, réi loan tiéu hoa.

* Lién quan dén clorpheniramin , _

Khi dung véi liéu diéu tri, ADR phd bién nhét 1a budn ngu, mét moi, chong mét, mat phoi hop dong
tac va tdc dung khang muscarin nhe, cdc ADR nay thuomg hét sau vai ngay diéu tri. Tré em va ngudi cao
tudi rdt nhay cam véi tac dung khang muscarin.

Thuong gap, ADR > 1/100 _ ‘

Thén kinh: Uc ché hé TKTW: ngu tir ngti nhe dén ngu sdu, meét moi, chéng mat, mat phoi hop dong
tac (doi khi kich thich nghich ly, ddc biét & tré nho, ding liéu cao & nguoi cao tudi hay tré em).

Nhire déu, rdi loan tdm thén-vﬁn dong.

Téc dung khang muscarin: khoé miéng, dom dic, nhin mo, bi tidu tién, tdo bon, tang trdo nguoc da
day.

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

STT| M ta tom tat quy céch dong g6i] [ STT | Mo ta tom tat quy céch dong gbi p
1| Ep vi, vi 10 vién, hop 5 vi 5 | Ep vi, vi 20 vién, hop 10 vi {;
2 | Ep vi, vi 10 vién, hop 10 vi 6 | Dong chai 50 vién %’
3| Ep vi, vi 10 vién, hop 20 vi 7 | Dong chai 100 vién Q’\l- *u(
4 | Ep vi, vi 20 vién, hop 5 vi 8 | Péng chai 200 vién I \;\:

Tiéu hoa: bubn non, ndn, tiéu chay, dau ving thuong vi.




Tim: danh trong nguc, loan nhip tim.

Da: phét ban, phan img man cam (co thit phé quan, phu mach va phan vé).

Hiém gép, ADR<1/1000

Huyét hoc: mét bach cdu hat, giam bach cau, thiéu mau huyét tan, gidm tidu ciu.

ADR khéc: co giat, vd md hoi, dau co, di cam, tac dung ngoai thap, rdi loan gidc ngt, trdm cam, Ia
14n, U tai, ha huyét 4p, rung toc.

10. Nén trinh dung nhirng thude hoiic thue pham gi khi dang sir dung thube nay.
* Lién quan dén dextromethorphan hydrobromid

Dextron:tethorphan duoc chuyén héa chinh nho cytochrom Pysg isoenzym CYP2D6, bai vay tuong tac
v6i cac thude e ché enzym nay nhu amiodarone, haloperidol, propafenon, thioridazin, quinidin lam giam
chuyén héa ctia dextromethorphan & gan, lam tang néng do chét nay trong huyét thanh va tang cac ADR
cta dextromethorphan.

Tranh ding ddng thoi cac thl_Jéc ttc ché MAO vi ¢6 thé gdy phan g tuong tac c6 hai.

Ding ddng thoi véi cac thube e ché TKTW c6 thé tang cuong tic dung trc ché TKTW ciia nhimg
thube nay hogc ctia dextromethorphan.

Valdecobid lam tang ndng d6 cua dextromethorphan trong huyét thanh khi dung cung nhau.
dextromethorphan dung ctiing linezolid gdy hoi ching gidng hoi ching serotonin. Memantin cé thé lam
tang ca tan xudt va tac dung khéng mong mudn ctia memantin va dextromethorphan, béi vay tranh dung
két hop.

Khoéng dung két hop v6i moclobemid.

* Lién quan dén clorpheniramin

Céc thude we ché monoamin oxydase lam kéo dai va ting tac dung khang muscarin cua thudc khang
histamin.

Ethanol hoic cac thudc an thin gdy ngl c6 thé tang tdc dung trc ché hé TKTW cua clorpheniramin.

Clorpheniramin tic ché chuyén hoa phenytoin va ¢6 thé din dén ngd ddc phenytoin.

Cac thubc irc ché CYP3A4 nhu: Dasatinib, pramilintid 1am ting nong d6 hodc tic dung cua |;

clorpheniramin.

Thubc lam giam tac dung cla cac chit e ché cholinesterase va betahistidin.
Nguoi bénh dung thude e ché monoamin oxydase (MAO) trong vong 14 ngay, tinh dén thoi diém didu
tri bang clorpheniramin vi tinh chét khang muscarin cua clorpheniramin bi tang 1én bai cdc chit e ché
MAO.

11. Cﬁp lam gi khi mét lin quén khong ding thuéc? /
Ti€p tuc dung thude theo chi dinh cua Thay thudc. qg"

12. Cén bio quéin thube nay nhw thé nao?
Bao quan noi khé rdo, thodng mat, tranh 4nh séng, nhiét do khong qua 30°C.

13. Nhitng dau hiéu va tri¢u ching khi ding thudc qu4 li¢u
* Lién quan dén dextromethorphan hydrobromid _
Buon nén, ndn, budn ngu, nhin md, rung gidt nhan cau, bi tidu tién, trang thai t€ mé, ao gidc, mat
diéu hoa, suy ho hdp, co giat.
* Lién quan dén clorpheniramin _ )
Liéu gdy chét cna clorpheniramin khoang 25-50mg/kg thé trong. Nhiing tri¢u chimg va dau hiéu qua
lidu bao gé‘)m: an than, kich thich nghich thuong hé TKTW, loan tdm than, con dong kinh, ngimg tho, co
giat, tac dung chdng tiét acetylcholin, phan irmg loan trwong luc va truy tim mach, loan nhip.

14. Cin phai lam gi khi diing thuéc qua liéu khuyén cdo?
* Lién quan dén dextromethorphan hydrobromid i ‘

Diéu tri hd tro, ding naloxon 2mg tiém tinh mach, cho dung nhic lai néu can t6i tong liéu 10mg.
* Lién quan dén clorpheniramin ‘

Piéu trj triéu chiing va hE”v)a trg chire nang §6ng; rira da day hodc gdy non bang siro ip\ecacuanha: Sau
do, dung than hoat va thube tay dé han ché hép thu. Khi géip ha huyét ap va loan nhip, can duoe dicu tri
tich cue. C6 thé diéu trj co giét bing tiém tinh mach diazepam hodc phenytoin. Cé thé phai truyén mau
trong nhing ca ning.

15. Nhirng diéu can thin trong khi dung thudc nay
* Lién quan dén dextromethorphan hydrobromid )
Ngudi bénh bi ho qué nhicu dam va ho mén tinh & ngudi hit thude, hen hodc tran khi.

|@
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Ngudi bénh ¢6 nguy co hodic dang bi suy giam ho hip.

Nguoi hay bi di ung.

Lam dung va phu thufc dextromethorphan, c6 thé xay ra, dic biét do ding lidu cao kéo dai.
* Lién quan dén clorpheniramin maleat

Do tac dung khéng muscarin can thén trong khi ding cho ngudi bi phi dai tuyén tién liét, tic dudng
niéu, tac mdn vi ta trang, va lam trim trong thém & ngudi bénh nhuoc co.

Téc dung an than cta clorpheniramin ting 1én khi uéng rugu va khi ding ddng thdi v6i céce thube an
than khac.

C6 nguy co bién chimg dudng hd hép, suy giam ho hép va ngimg th¢ & nguoi bi bénh phox tic nghén
hay & tré em nho. Phai thén trong khi c¢6 bénh ph6i man tinh, tho ngén hodc khé thé, hen phé quan.

C6 nguy co bi sdu rang ¢ nhimg ngudi bénh dicu tri thoi gian dai, do tac dung khang muscarin gay
khé miéng.

Tranh ding cho ngudi bénh bj tang nhan 4p nhu bi glocom.

Ding thude than trong véi nguoi cao tudi (> 60 tudi) vi nhimg ngudi nay thuong ting nhay cam vaéi
tac dung khang muscarin. .

Tré em rat nhay cam véi céc téc dung khéng mong mudn va cé thé gy kich thich than kinh nén hét
sic than trong khi ding clorpheniramin cho céc bénh nhin nay, nhét 1a & tré c6 tién sir dong kinh.

Phy nir ¢6 thai va cho con bu: Khéng ding thuée cho phu nit dang cho con bu. Ding thudc trong 3
thang cudi cta thai ky ¢6 thé dan dén nhimg phan tng nghiém trong (nhu con ddng kinh) & tré so sinh, vi
vay thdn trong khi str dung & phu nir c6 thai.

Ngu'm ldi xe va van hanh may méc: Thudc cé thé gay ngu ga, chéng mit, hoa mit, nhin mo, va suy
giam tdm than vén dong trong mot s6 ngudi bénh va c6 thé anh huéng nghiém trong dén kha nang lai xe
hodc van hanh may. Can tranh ding cho ngudi dang l4i xe hodc van hanh may méc.

N

16. Khi nao can tham vén bac sy, dwgc sy ' _ RO\
Thong bdo cho Béc s¥ nhiing tdc dung khong mong mudn gip phai khi sir dung thudc. Y o \e
: Wac |
17. Han dung ciia thude: 36 thang ké tir ngay san xuét. \RM/ &/

18. Tén, dia chi, biéu twong (néu ¢6) cita co sé sin xuit A

Céng ty C6 phin Dwoc VACOPHARM Ogb/
59 Nguyén Hué, Phwong 1, Thanh phd TAn An, Tinh Long An.

Dién thoai: (072) 3826111-3829311
Dia chi nha may: km 1954, Quéc 16 1A, Phudng Tan Khinh,
Thanh pho Tan An, Tinh Long An

19. Ngay xem xét sira doi, capnhat: ...../.....[ ...

Long An, ngay 22 thang 9 nam 2016
KT. Téng Giam doc Cong ty
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T& hudng din sir dung thude cho can bd y té

R, Thubc bin theo don VACORIDEX
Thanh phin
Dextromethorphan hydrobromid 30mg
Clorpheniramin maleat 4mg
Téa dugc v.d 1 vién nén bao phim

(Lactose, Tinh bdt sén, Polyvinyl pyrrolidon K30, Magnesi stearat, Talc, Croscarmellose natri, Natri

starch glycolat, Microcrystallin cellulose 101, Hydroxypropyl methylcellulose 615, PEG 6000, Titan
dioxyd, Mau Erythrosin lake)

Dang bao ché: Vién nén tron, bao phim mau dé, mét mit tron, mot mit c6 chir “VCP” va hinh gon
song, canh va thanh vién lanh lan (cdc ky hiu trén hai mat vién duogc khéc trén chay, khéng sir dung
muc in).

Duwge luc hoc ) )
Loai thuoc: Thudce giam ho két hop véi khang histamin.
Mi ATC: RO6AB54

* Dextromethorphan hydrobromid la thudc giam ho ¢6 tac dung lén trung tdm ho & hanh ndo. Mic dlzf;/
cau truc hoa hoc ¢o lién quan dén morphin, nhung dextromethorphan khéng cé tac dung giam dau v 3

néi chung rét it tdc dung an than, “

(
Dextmmethorphan duge dung giam ho do kich thich nhe & phé quan va hong nhu cam lanh thonﬁ,\’L

thuong hodc hit phai cac cht kich thich. Dextromelhorphan ¢6 hidu qua nhat trong diéu tri ho man tinh,
khong c6 dom. Thudc thudng dugc ding phdi hgp voi nhiéu chat khac trong diéu tri triéu chimg dudng
ho hap trén. Thude khong cé tac dung long dom.

Hiéu luc cia dextromethorphan tuong duong so véi hiéu luc ciia codein trong diéu tri ho man tinh
nhung it gdy tac dung phu ¢ duodng tiéu héa hon.
* Clorpheniramin 12 mét hén hop déng phan déi quang c6 tac dung khang histamin, an than trung binh
nhung ciing ¢6 thé kich thich nghich thuong, dic biét & tré nho va khang muscarin. _Clorpheniramin
maleat dén xudt tir alkylamin 12 khang histamin an thin thude thé hé thir nhit. Nhu hau hét cac thude
khéng histamin khac, clorpheniramin lam giam hodc lam mét céc tac dung chinh cua histamin trong co
thé bing cach canh tranh phong bé ¢6 dao nguoc histamin & céc thy thé H, & cac md trén dudng tiéu

hoa, thanh mach va dudng ho hép; thude khdng lam mat hoat tinh ctia histamin hodc ngan can tong hop

hodc giai phong histamin. (N«

Duwgc dong hoc
* Dextromethorphan hdp thu nhanh qua duodng tiéu hoéa va co tac dung trong vong 15-30phit sau khi
uong, kéo dai khoang 6-8gio.

Thude duge chuyén héa o gan va bai tiét qua nuge tiéu dudi dang khong bién doi va cac chat

chuyén héa demethyl, trong | 50 do c6 dextrorphan cling 6 tac dung giam ho nhe.
* Clorpheniramin maleat hap thu tot nhung tuong (1‘01 chim vi thudc chuyén héa nhiéu & niém mac
dudng tiéu héa va chuyén hoa budc dau & gan khi ubng va xudt hién trong huyét twong trong vong 30-
60 phut. Nong do dinh huyé ét trong dat dugc trong khoang 2,5 dén 6 gio sau khi udng. Khoang 25-45%
liu don vao duge tuan hoan toan than dudi dang. thude khong chuyen héa. Sinh kha dung thap, dat 25-
50%. Khoang 70% thudc trong tudn hoan lién két voi protein. Thé tich phan bd khoang 2,5-3,2 lit/kg
(nguoi l16n) va 3,8 lit/kg (tré em).

Clorpheniramin maleat chuyén hoa nhanh va nhidu. Céc chat chuyén hoa gom co desmethyl-
didesmethyl- clorphemramm va mot sb chat chua duge xac dinh, mot hodc nhiéu chat trong sé d6 ¢6
hoat tinh. Nong do clorpheniramin trong huyét thanh khéng twong quan dung véi tac dung khang
histamin vi con mot chét chuyén héa chua xac dinh cling c6 tac dung. Thoi gian tac dung cua thude kéo
da1 tir 4-6 gid, ngin hon du doén so véi cac thong so duge dong. Thube duoc bai tiét chi yéu qua nuge
tiéu dudi dang khéng doéi hogic chuyén héa, su bai tiét phu thugc vao pH va luu lugng nudce tieu. Giam
bai tiét nhiéu khi pH nuéc tiéu tang va luu lugng nude tiéu giam. Chi mot lugng nho duge thdy trong
phan. Ngum lén cé chic nang gan, thén binh thudng nira doi thai trir clia clorpheniramin dao dong tur
12-43 gid va ddi voi tré em tir 5,2-23,1 gio. O ngudi bénh suy thdn man, nira doi thai trir kéo dai toi
280-330 gio.




Quy cdch déng goi

STT| MG ta tém tat quy céch déng goi STT | Mo ta tom tat quy cach dong géi
Ep vi, vi 10 vién, hop 5 vi Ep vi, vi 20 vién, hop 10 vi

Ep vi, vi 10 vién, hop 10 vi Doéng chai 50 vién

Ep vi, vi 10 vién, hop 20 vi Déng chai 100 vién

Ep vi, vi 20 vién, hop 5 vi Pdng chai 200 vién

L D | —
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Chi dinh
Lam giam tam thoi cac triéu ching ho do kich thich nhe & phé quan va hong nhu cam lanh; lam
gidm cac triéu chimg chay nudc miii, hat hoi trong cac bénh cdm cm thong thuong.

Liéu diing va cich ding )
Ngudi 16n va tré em trén 12 tudi: udng mdi lan 1 vién, cich 6 gio/lan va khong qua 4 vién/ngay.

Chéng chi dinh

Nguoi bénh qué min véi thanh phan cia thudc.

Nguoi bénh dang I1én con hen cdp, ¢6 triéu chiig phi dai tuyén tién liét, Glaucom géc hep, bi tiéu
tién, hep mén vi.

Ngudi bénh dang ding IMAO vi ¢ thé gay nhitng phan (mg nang nhu st cao, chéng mat, tang
huyét dp, chay mau nio, tham chi tir vong.

Phu nir cho con bii va tré dudi 12 tudi.

Thén trong '
* Lién quan dén dextromethorphan hydrobromid
Ngudi bénh bi ho qua nhiéu dam va ho méan tinh & ngudi hat thude, hen hodc tran khi. q &
|' F
\

Ngudi bénh ¢6 nguy co hogic dang bj suy giam ho hap.

Nguoi hay bi di ting.

Lam dung va phy thugc dextromethorphan, c6 thé xay ra, dic biét do duing liéu cao kéo dai.

* Lién quan dén clorpheniramin maleat

Do tac dung khang muscarin can thin trong khi diing cho ngudi bi phi dai tuyén tién liét, tic duong
niéu, tic mon vj ta trang, va 1am trim trong thém & nguoi bénh nhuoc co.

Téc dung an than cia clorpheniramin tang 1én khi uéng ruou va khi ding dong thoi vai cac thude
an than khac.

Co nguy co bién ching dudng ho hép, suy gidm hé hdp va ngimg thd & ngudi bi bénh phdi tic
nghén hay & tré em nho. Phai than trong khi ¢6 bénh phéi man tinh, thd ngin hoic khé thé, hen phé
quan.

Cé nguy co bi sdu ring & nhitng ngudi bénh diéu tri thoi gian dai, do tac dung khang muscarin gay
kho miéng.

Tranh ding cho nguoi bénh bj tang nhan ap nhu b glocom.

Dung thude than trong véi nguoi cao tudi (> 60 tudi) vi nhitng nguoi nay thudng ting nhay cam véi
tac dung khang muscarin.

Tré em rdt nhay cim véi cdc téc dung khong mong mudn va 6 thé gdy kich thich thin kinh nén hét
suc thén trong khi dung clorpheniramin cho céc bénh nhan nay, nhat 13 & tré ¢6 tién sir dong kinh.

Phu nit ¢6 thai va cho con bu: Khéng ding thuée cho phu nit dang cho con bu. Diing thude trong 3
théang cudi cia thai ky ¢6 thé dan dén nhitng phan ing nghiém trong (nhu con dong kinh) & tré so sinh,
vi vay than trong khi str dung & phu nir ¢4 thai.

Nguoi 1ai xe va van hanh mdy moéc: Thude c6 thé gay ngd ga, chéng mat, hoa mat, nhin md, va suy
giam tam than vén dong trong mot s6 ngudi bénh va cé thé anh huéng nghiém trong dén kha ndng lai xe
hodc van hanh may. Cén tranh diing cho ngudi dang lai xe hodc vén hanh may moée.

Twong tac thude
* Lién quan dén dextromethorphan hydrobromid

Dextromethorphan duoc c-huyén hoa chinh nho cytochrom Pysq isoenzym CYP2D6, bai vay tuong
tic v6i céc thude tic ché enzym nay nhu amiodarone, haloperidol, propafenon, thioridazin, quinidin lam




giam chuyén héa cta dextromethorphan & gan, 1am ting néng dd chat ndy trong huyét thanh va tang céc
ADR ctia dextromethorphan.

Tranh dung déng thoi cac thuou trc ché MAO vi ¢6 the gy phan (ing tuong tac co hai.

Dung ddng thoi véi cac thude tre ché TKTW ¢6 thé ting cuong tac dung e ché TKTW clia nhiing
thudc nay hodc cla dextromethorphan.

Valdecobid lam ting ndéng d6 cua dextromethorphan trong huyét thanh khi ding cung nhau.
dextromethorphan dung cung linezolid gy hor chiig gidéng hdi chimng serotonin. Memantin ¢6 thé lam
tang ca tan xuét va tac dung khong mong mudn clia memantin va dextromethorphan, bai vay tranh ding
két hop.

Khéng diing két hop véi moclobemid.

* Lién quan dén clorphemramm

Céc thude e ché monoamin oxydase lam kéo dai va tang tac dung khéng muscarin cua thude khang
histamin.

Ethanol hodc cdc thudc an thin gy ngi co thé tang téc dung rc ché hé TKTW ciia clorpheniramin.

Clorpheniramin trc ché chuyén héa phenytoin va cé thé dan dén ngd doc _phenytoin.

Cac thudc tc ché CYP3A4 nhu: Dasatinib, pramilintid lam ting nong d6 hoic tac dung cua
clorpheniramin.

Thudc 1am giam tac dung cua cac chét trc ché cholinesterase va betahistidin.

Ngudi bénh dung thude e ché monoamin oxydase (MAO) trong vong 14 ngay, tinh dén thoi diém

diéu tri bang clorpheniramin vi tinh chét khang muscarin cta clorpheniramin bi tang Ién bdi cac chit trc
ché MAO.

Tac dung khong mong muén (ADR)
* Lion quan dén dextromethorphan hydrobromid :

Thuong gd’p Mét moi, chéng mat; nhip tim nhanh; budn nén; da do bung. /

It gdp: da ndi may day. CQ’

Hiém gdp: thinh thoang thdy budn ngi nhe, roi loan tidu héa.
* Lién quan dén clorpheniramin

Khi dung véi lidu didu tri, ADR pho bién nhat 1a budn ngu, mét moi, chéng mit, mat phdi hop dong
tac va téc dung khang muscarin nhe, cdc ADR nay thuong hét sau vai ngay diéu tri. Tré em va nguoi
cao tudi rit nhay cam véi téc dung khang muscarin.

Thuong gap, ADR > 1/100

Thén kinh: Uc ché hé TKTW: ngu tir ngii nhe dén ngi sdu, mét moi, chong mat, mét phdi hop dong
tac (ddi khi kich thich nghich ly, déc bigt & tré nho, ding liéu cao & ngudi cao tudi hay tré em).

Nhirc dau, réi loan tam thin-vén dong

Tac dung khéng muscarin: kho miéng, ddm déc, nhin mo, bi tiéu tién, tdo bon, tang trao nguoc da
day.

It gdp: 1/1000 <ADR<1/100

Tiéu hoa: buén nodn, non, tiéu chay, dau ving thugng vi.

Tim: danh tréng nguc, loan nhip tim.

Da: phat ban, phan &rng man cam (co thit phé quan, pht mach va phan vé).

H:em gap, ADRéI/IOOO

Huyét hoc: méit bach cau hat, giam bach céu, thiéu mau huyét tan, glam tidu ciu.

ADR khéc: co giat, va md hdi, dau co, di cam, tac dung ngoai thap, roi loan gidc ng, trim cam, 10
IAn, U tai, ha huyét ap, rung téc.

Qua liéu va xir tri
* Lién quan dén dextromethorphan hydrobromid

Triéu chzrng budn nén, ndn, budn ngd, nhin md, rung gidt nhan cdu, bi tiéu tién, trang théi t& mé, do
gidc, mat didu hoa, suy hd hép, co giat.

Diéu tri: hd trg, ding naloxon 2mg tiém tinh mach, cho dung nhic lai néu cin t6i tong lidu 10mg.
* Lién quan dén clorpheniramin

Licu gy chet ctia clorpheniramin khoang 25- 50mg/kg thé trong. Nhiing triéu chimg va déu hiéu
qué liéu bao gbm: an than, kich thich nghich thuong hé TKTW, loan tdm than, con dong kinh, ngimg
tho, co giat, tac dung chdng tiét acetylcholin, phan (ing loan truong luc va truy tim mach, loan nhip.

% 5 Jn



Diéu trj tridu chimg va ho trg chirc nang song, rira da day hodic gdy non bang siro ipecacuanha. Sau
d6, diing than hoat va thubc tay dé han ché hép thu. Khi gip ha huyét 4p va loan nhip, céan dugc dleu tri
tich cuc. C6 thé didu tri co giat bang tidm tinh mach diazepam hodc phenytoin. C6 thé phai truyén mau
trong nhiing ca nang.

Piéu kién bao quan: noi kho réo, thoang mat, tranh anh sang, nhiét do khong qué 30°C
Han diing: 36 thang ké tir ngay sén xuét.

Dé xa tim tay tré em.
DPoc ky hwong din sir dyng trude khi dang.
Néu can thém thong tin xin héi y kién Bac si
Thudc nay chi ding theo don ciia Bac si

~ . s = - A
Tén, dia chi ctia co s6 sdn xuat

Cong ty Cb phiin Dwrgc VACOPHARM
59 Nguyén Hué, Phuwong 1, Thanh phé Tan An, Tinh Long An.

Dién thoai: (072) 3826111-3829311
Pia chi nha may: km 1954, Quéc 1 1A, Phuwdng Tin Khanh, (\B/

Thanh phé Tan An, Tinh Long An 4

Ngay xem xét sira di, cip nhit:....../..../....

Long An, ngay 22 thang 9 nam 2016
: KT. Tong Giam débc Céng ty
e Pho Tong Giam doc
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