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CONG TY TNHH SX-TM DUGC PHAM

THANH NAM

1. MAu nhan vi

MAU NHAN XIN DANG KY

VIEN BAO PHIM DEXTROMETHORPHAN

I(x{é///(w

CONG HOA XA HOI CHU NGHIA VIET NAM

Podc lap - Ty do - Hanh phuc
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2.M&u nhan chai

cONG THUC: mdi vien chia

CHI BINH:

Ho khing ct ddm, man tinh.

LUU ¥ KHAC:

Dextromethorphan HBr . . . . .
Td dupc wia di. . . 1 wén nén bao phim

Biflu trj cdc tridu ching ho do cdm lanh
hodc khi hit phdi chét kich thich,

cbNe CHI BINH, LIEU DUNG, TAC DUNG
PHU, TUONG TAC THUGC, SU DUNG CHD
PHY O CO THAI VA NHONG BIEU CAN

Xin doc 19 mrdng din sif dung.

Chai 100 vi#n nén bao phim

Dexqu!netllorphyn 10

10 mg

SBK:

BAO QUAN O NHIET BO DUGI 30°C
BE XA TAM TAY Clia TRE EM
BOC KY HUONG DAN sU DUNG TRUGC
KH! DUNG
TIEU CHUAN: ToCS
SO 16 SX:
Ngay SX:
Han ding:

CTY TNHH SX-TM DUUC PHAM THANH NAM
60 Pai 16 Dac Lap, KCN Vigt Nam-Singapore,
Thudn An, Binh Duong

VP. 3A Déing TAL, Cuan |, TP. HCM

Binh Duong, ngay 01 thang 02 nar? 2012
CTY TNHH SX-TM DUQC PHAM
THANH NAM
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3. M&u nhan hoép 10 vi
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Hop 10 vi x 10 vién nén bao phim WHO - GMP

Dextromethorphan 10

Dextromethorphan 10

Hop 10 vix 10 vidn nén bao phim

¢
&5

; |

2 | GMP-GLP-GSP
CONG THUC: mdi vidn chita
Dextromsthorphan HBr..............10mg BAO QUAN O NHEET B DUGI 30°C
Té dugcvita dii .1 vién baophim o xa TAR TAY CUATRE EB
cHI BINH: 80C Ki HUGNG DAN SiJ DYNG TRUGC KHI DUNG

. Bi6u tr] cdc riBu ching ho do cAm lanh hodc Thi ol T3

Khi hit phéi chdt kich thich
Ho Knang c6 dom, man inh Dexir__or an 10

LIEU DUNG, CHONG CHI BINH, TAC DYNG
PHU, TUONG TAC THUGC, SU DUNG CHO  GONG TY TNHH SX-TH DUGC Pull‘ruAuH NAM

PHY NU CO THAI VA NHUNG BIEU CAN
LUU ¥ KHAC: Xin doc 16 huéng din sir dung.  °° 0%° m:::;:‘:?ums;"" e
SPK: VP:3A Diing Té1, P.Tan Dinh, .1, TPHCM
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COMPOSITION: sach caplet containe  SPECIFICATION: Manufacturer'S ‘_?,
5 thorphan HB... 10mg STORAGE: Store below 30°C *
Excipiant snough .....1 flm costed caplet THANH NAM PHARMACEUTICAL PRODUCTION TRADING COLTD b .‘:“:
INDICATIONS: 60 Doc Lap, Viet Nam - Singapore Industrial Park \_
Symptom freatment of itritated cough Thuan An, Binh Duong, Viet Nam

Colsodt By sl r siibiEnt il Office: 34 Dang Tet - Ten Dinh - st . 1, HOM.C

Chronic and dry cough
DOSAGE, CONTRAINDICATION AND SBH/Feg No.:

OTHER INFORMATION: 58 16 SX/Batch No.: i/
See in the saflet Ngay SX/MFD: Li
KEEP OUT OF REAGH OF CHILDREN Han ding/EXP: o

READ LEAFLET CAREFULLY BEFORE USE
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T HUGNG DAN SUDUNG

-

THANH PHAN M01 vién chlia

Dextromethorphan HBr 10 mg

T4 duge vira da . 1 vién.

(Lactose, Avicel PH101, Tinh bot sdn, Gelatin, Talc, Magnesi stearat, HPMC 2910, PEG/éOQ'D

Blue patente, Cén 96%).

CHi BINH PIEU TRI

~  Diéu tri cc triéu chitng ho do cdm lanh hoic khi hit phdi cha't kich thich.

~ Ho khéng c6 d¥m, man tinh.

LIEU LUGNG VA CACH DUNG

- Tré em dudi 2 udi khong ding.

~ Tré em 2 - 6 tudi: 1/4 — Y2 vién/ ldn, céch 4 gidy/ 14n, hodc % vién/ 1an, cich 6 - 8 gid/ 14n. TS da 3 vién/
ngay.

~ Tréem 6- 12 tudi: ¥2- 1 vién/ 1dn, cdch 4 gid/ 1in, hodc 1 vién %2/ 14n, cich 6 - 8 gid/ 1in. T6i da 6 vién/
ngay.

~ Ngudilén va tré em trén 12 tdi: 1 - 2 vién/ 1dn, cdch 4 gid/ 1dn, hodc 3 vién /1dn, cdch 6 - 8 gid/ 1dn. TGi
da 12 vién/ ngay.

—  Ngudi cao tudi: Liéu gidng clda ngudi 16n.

Nhitng ngudi bénh c6 nguy cd suy hd hip va nhitng ngudi bénh cé ho khac ddm, md, thdi gian t5i da ding thudc

khéng qud 7 ngay.

CHONG CHI PINH

— Min cim véi dextromethorphan va cdc thanh phdn khéc cla thudc.

~ Ngudi bénh dang diéu tri biing céc thudc ttc ch€ monoamin oxydase (MAO) vi ¢6 thé gdy nhitng phdn ing
ning nhu st cao, chéng mit, ting huyét 4p, chdy mdu ndo, thdm chi ti vong.

- Tré em duéi hai tudi.

CANH BAO VA THAN TRONG KHI SUDUNG

~ Ngudi bénh bi ho ¢6 c6 qud nhiéu dom va ho man tinh & ngudi hit thudc, hen hodc tran khi.

~ Ngudi bénh c6 nguy cd hoic dang bi suy gidm hd hdp.

- Duing dextromethorphan ¢6 lién quan dén gidi phéng histamin va nén than trong vdi tré em bj di Ung.

- Lam dung va phu thudc dextromethorphan, ¢6 thé x4y ra (tuy hi€m), dic biét do ding liéu cao kéo dai.

TUGNG TAC VOI CAC THUOC KHAC

— Tranh ding ddng thdi véi cdc thudc e ché MAO.

~ Dung ddng thdi v6i cdc thudc e ché thin kinh trung udng c6 thé ting cudng tdc dung e ché thin kmh‘
trung uong clia nhitng thudc ndy hodc ciia dextromethorphan. 3 |

= Qulmdm e ch€ cytochrom Pyso 2D6 c6 thé 1am gidm chuyén héa cda dextromethorphan 3 gan, lam tng
ndng d6 chit nay trong huy&t thanh va ting cdc tic dyng kh6ng mong mudn cia dextromethorphan.

TRUONG HQP CO THAI VA CHO CON BU

— Phu nf mang thai: Dextromethorphan dudc coi 1& an toan khéng ¢é nguy cd cho bao thai nhung nén thaé

trong khi diing cdc ch& phdm phdi hgp ¢6 chita ethanol va nén trénh ding trong khi mang thai. Mot s6 tﬁc

gid khuyén ngudi mang thai khong nén diing cdc ché phdm cé dextromethorphan.

—  Phu ni¥ cho con bu: Trdnh diing cdc ch€ phdm ph01 hgp dextromethorphan véi ethanol cho ngudi cho con bu 1

TAC DUNG POI VOI KHA NANG LAI XE VA VAN HANH MAY MOC :f',j
Thén trong d6i v6i ngudi 14i xe v? van hanh mdy méc. ,::i
TAC DUNG KHONG MONG MUON

Thuong gdp : Mét mdi, chéng mit, nhip tim nhanh, budn n6n, da db bing.
It gdp : N6i may day.
Hiém gdp: Ngoai ban, budn ngii nhe, r8i loan tiéu héa.
Théng bdo cho béc sT nhifng tdc dung khong mong mudn gip phai khi sif dung thudc
QUA LIEU VA XU TRi
~ Triéu ching: Budn ndn, non, budn ngd, nhin md, rung gidt nhin cdu, bi ti€u tién, trang thii t& mé, do gidc,
mat diéu hoa, suy ho hap, co giit.
—  Diéu tri: HS trg, dung naloxon 2mg tiém tinh mach, cho diing liéu nhic lai n€u cdn tdi téng liéu 10mg.
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' Dextromethorphan hydrobromid 13 thudc gidm ho ¢6 tic dung 1én trung tim ho & hanh ndo. Thudc dugc
dung d€ gidm ho nhat thdi do kich thich nhe & phé€ quan va hong nhu cim lanh théng thudng hoidc hit phai
cdc chdt kich thich, Dextromethorphan ¢6 hiéu qua nhit trong diéu tri ho man tinh, khéng c6 ddm. Thudc
thudng duge ding phdi hgp vdi nhiéu chat khdc trong di€u trj triéu chitng dudng hé hdp trén. ThuGc khong
¢o tdc dung long dom.

Hi¢u lyc cla dextromethorphan gdn wong duong vdi hiéu lyc cla codein, nhung dextromethorphan it giy
tdc dung phu d dudng tiéu héa hon.

DUGC PONG HQC
Dextromethorphan dugc hdp thu nhanh qua dudng ti€u héa va c¢é tdc dung trong vong 15 - 30 phiit sau khi
udng, kéo dai khodng 6 — 8 gid. ThuSc dugc chuyén héa & gan va bai ti€t qua nudc ti€u dudi dang khong
d6i va cdc chit chuyén héa demethyl, trong s& d6 c¢6 dextrorphan ciing ¢ tic dung gidm ho nhe.

BAO QUAN  :Bdo quin & nhiét d6 dudi 30°C

HANDUNG  :36thdng k€ tif ngay sin xudt

TIEU CHUAN :TCCS

TRINHBAY  :Hop 10 vi x 10 vién.

Lo 100 vién.
KHUYEN CAO :
P& xa tdm tay ciia tré em
Poc ki huéng din sit dung trude khi diung
Q Né&u cdn thém théng tin xin héi § ki€n béc si
- CONG TY TNHH SX-TM DUGC PHAM THANH NAM
Bia chi: 60 - Pai 1§ B¢ ldp, KCN Viét Nam Singapore, Thudn An,Binh Duong
PT: (0650) — 3767850 Fax: (0650) — 3767852
Vin phong: 3A Ding T4t, P. Tan Binh, Q.1, TP. HCM

Tp. HCM, ngay 01 thdng 02 nim 2012
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