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Manutacture hy
KHAPHARCO PHARM. CO.

1d. MAu nhin chai 500 vién:

DEXCLORPHENIRAMIN Blue
EXC N Blu

Manufactured by:
KHAPHARCO PHARM. CO.

le. MAu nhan chai 1.000 vién:

DEXCLORPHENIRAMIN Blue

ﬁ Manufactured by:
7| KHAPHARCO PHARM. CO.
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2. Nhan h§p trung gian:
2.1. Hop 2 vix/ 15 vién nén:

DEXCLORPHENIRAMIN Blue

Manufactured by:
KHAPHARCO PHARM. CO.

Tiéu chudn: TCCS
Bio quan: Duti 30“(: noi khi rdo, tranh dnh sang.

Thanh phﬁn ciing thic:
Thanh phin duge chit:

Dexchlorpheniramine maleate. D%. TAM TAY TRE EM

Thanh phan ta dugc .....via | nén BOC KY HUGNG DAN SU DUNG TRUDC KHI DUNG
Chi dink; Cach ding-Liéu ding; Chﬁngchl dinh; Sidn xudt i :

Than trgng, Téc dyng khong mong mutn va rac CONG TY Ch PHAN DUGC PHAM KHANH HOA

thiing tin khic: xem o hudng din st dyng Bing g Bic, P. Vinh Hoa, TP Nha Trang, 7. Khinh Hia

Composition: Specifications: Manufacturer

Active ingredient: Storage: Below 30°C, in dry and cool place, protect from light
Dexchlorpheniramine maleate............2) KEEP 0T OF REACH OF CHILDREN
Excipient q.s 1 tablet READ CAREFLILLY INSTRUCTIONS BEFORE USE
ns; Dosage - Mmlms‘lrallon' Contra- Manufactured by

ons; Precautions; Adverse effects and KHANH HOA PHARMACEUTICAL JOINT STOCK COMPANY

( 24 Siest, Dong Bac hamlet, Vinh Hoa Wad, Nha Trang Gity, Khath Haa Prewince,

Hép 2 vix 15 vién nén

DEXCLORPHENIRAMIN Blue

SDK/Reg.No:




Manufact

2.2. Hop 10 vi x 15 vién nén:

Dexchlorpheniramine maleate.....2mg
Thanh phan té dugc ..vd...1 vién nén
Chi dinh; Cach diing-Liéu ding;
Chéang chi dinh; Thin trong,
Tac dyng khéng mong muén
va cac thong tin khdac: xem 10
hu6ng dén st dung
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KHAPHA
-
Thanh phan cong thic: Tiéu chuan: TCCS
Thanh phan dugc chat: Bao quan: Dudi 30°C, nai kho rdo

tranh dnh sang.

DE XA TAM TAY TRE EM
POC KY HUGNG DAN SU DUNG

TRUGC KHI DUNG

Sanwudt tai:
CONG TY CO PHAN DUQC PHAM KHANH HOA
Buing 2/4, Khom Béng Bac, P. Vinh Haa,
TP. Nha Trang, T. Khénh Hoa

Hijp 10 vi % 15 vién nén

DEXCLORPHENIRAMIN

Dexchlorpheniramine maleate 2mg

N

Indications; Dosage - Administration;
Contra- indications; Precautions;
Adverse effects and other infomation:
Please see enclosed leaflet

o

p
Composition: Specifications: Manufacturer
Active ingredient: Storage: Below 30°C, in dry place,
Dexchlorpheniramine maleate.....2mg ~ protect from light.
Excipients.......ccco..q:Suovserneren. 1 tablet KEEP OUT OF REACH OF CHILDREN

READ CAREFULLY INSTRUCTIONS BEFORE USE

Manufactured by

KHANH HOA PHARMACEUTICAL JOINT STOCK COMPANY
2/4 Street, Dong Bac hamlet, Vinh Hoa Ward,
Nha Trang City, Khanh Hoa Province
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TONUONG AAN SU AUNG HHUG s —— A —

DEXCLORPHENIRAMIN sl

BE THUSC XA TAM TAY TRE EM.
BOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
THONG BAO NGAY CHO BAC SY HOAC DUOC SV
NHUNG TAC DUNG KHONG MONG MUGN GAP PHAI KHI SU DUNG THUSC

THANH PHAN CONG THUGC 1 vién nén
Thanh phan dugc chat: Dexchlorpheniramine maleate......cuiemiismmiriiiinnn 2 MG
Thanh phén ta duge gém: Lactose, tinh bét ngd, pregelatinized starch PGS, mau
xanh patent, mau vang tartrazin, saccharin natr, hudng dau, magnesi stearat
............ ” VIR e esess e ] VI8N NEN
DANG BAO CHE: vién nén,

MO TA SAN PHAM: Vign nén hinh tréi tim, mau xanh, hai mét tron, vi ngot, hudng
dau, canhvathanh vién lanh lan.

CHIBINH:

Viém mdi dj dng theo mia va quanh nam.

Nhiing friéu chiing dj ting khac nhu: may day, viém mili van mach do histamin, viém
két mac di ing, viém da tiéip xtic, phit mach, phi Quincke, dj lng thife &n, phan dng
huyétthanh;cbnhﬁngdﬁtngda&nguﬁibanh bj sdi ho#c thily dau.

CACH DUNG VA LIEU LUONG:

Cdch ding: ding duiing ung. Céc lidu cdch nhau itnh&t 4 gio.

Ligu lugng: Diing cho ngudi Idn va tré em trén 12 tudi. Nén bat ddu didy tri vao buditgi
do thudic c6 thé gay budn ng,

Lidu théng thuéng cho ngudi Idn va tré em trén 12 wéi: 1 vien/Idn x 3-41dn/ngay, Liéu
6i da 12mg/ngay.

Tré em 6-12 tugi: khéng phi hgp vdi dang baoché nay.

Hoéc theo sy hudng dén cia thdy thudc.

Khona cé yéu cu diic bidt vé xif 1y thude sau khi st dyng.

CHONG CHIBINH;

Quaman véi dexchlorpheniramine maleate hofc bét el thanh phén nao clia ché pham.
Glaucom géc hep.

Nguy co bitiéu lién quan dén r8i loan niéu daotuyén tién liét.

Ngudi cho con bu, tré sd sinh va tré da thidu thang

Tré em dudi 6 tudi.

Ngudi bénh ding thufic de ché monoamin oxidase (MAQ) trong véng 14 ngay, tinh
dén thdi diém didu trj biing dexchlorpheniramine maleate vl tinh cht chéng tist
acetylcholin cOa dexchlorpheniramine maleats bj ting 1&n béi céc chét e chd MAO,
CANH BAO VA THAN TRONG KHI DUNG THUOC:

Thude ¢ chifa lactose nén banh nhan mac cac rdi loan di truyén hiém gip vé dung
nap galactose, chiing thigu hytlactose Lapp ho#c réiloan hédp thu glucose-galactose
khong nén sit dyng thudc nay.

Thudc co chifa ta duge mau tartrazin nén cé thd gay phan dng dj ing

NEu saumét théi gian didu trj ma cac triéu chifng di tng van con hodic ning 1&n (khe
thd, phu, sang thudng da...) hodc ¢é nhiing ddu hiéu cé lign quan dén nhidm virus,
céin phaidanh gid lai vigc didu tr.

Thén treng khi chi dinh dexchlorpheniramine cho:

Bé&nh nhan Idn twdi co kha néng cao bj ha huyst ap tu thé, bi chéng méat, budn ng; bi
t0bon kinh nién (do cé nguy co b tac rutliét); bi sung tuysn tidn iat,

Bénh nhan bj suy gan va/hay suy than néng, do ¢6 nguy od tich ty thudic. Tuyét ddi
tréinh udng rugu hay céc thudc cé chira rrgu trong thdi gian diéu tri,

Tde dung an thén ciia dexchlorpheniramine ting lén khi ung rugu va khi diing déng
thdsi vdi céc thudic an than khac,

C6 nguy cd bién chiing dudng hé hép, suy gidm hé hip va ngiing thé, didu dé c6 the
94y ric rdi & ngudi bi bénh tc nghn phéi hay & tré em nhod. Phai than trong khi cd
bénh phéiman tinh, thd ngén hodc kho thd,

SUDUNG THUGC CHO PHY NI CO THAI VA CHO CON BU:

- Thdi ky mang thai:

Khao satvé tac dung gay di dang (trong 3 thang déu): Cac nghién citu thye hién trén
ddng vatkhong cho thay thudc 6 tac dong gy qudi thal, Trén [am sang, cdc nghién
cliu dich t& hoc da dudng nhu loai rakha ning gay dj dang clia dexchlorpheniramine,
Khao satvé doc tinh trén phai thai (trong 3 théng thithai va 3 thang cudi): G tré sd sinh
GO me duge didu tri d&l han vai lidu cao cac thuée co déc tinh khang cholinergic, cas
dau higu vé tiéu héa cé lign quan dén tac dung giéng atropine (cang byng, tic rudt
phén su, cham di tidu phan su, nhip tim nhanh, rdi loan than kinh...} higm khi dugc ghi
nhén. Dua trén cac di ligu trén, thudc nay co thé duge ké toa cho phy ni co thai & 3
thdng déu va 8 thang thi nhi cda thai ky ; phai can nhac vachi ke toa khi cén thigtd 3
théng cugi vach ka toangan han. N&u dung thugc vao cusithaiky, phaitheo dai chife
nang than kinh va tiduhoa cla tré sd sinh matthai gian.
- Théli ky cho con bu: Thudic quadugde sdame véimotiugng nhd. Do cd dac tinh gay an
than, khdng nén diing thude nay trong khi cho con b,
ANH HUONG CUA THUGC LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Thude co tac dung khéng mong mudn lén hé than kinh trung vong, gay ngl PES
chong matnén khang sl dung duge cho ngudilal xe va van hanh may meéc,

TUONG TAC, TUONG KY CUA THUGC:

Rugu: Lam tang tac dyng an thén clia thudc khang histamin H1. Viéc giam tap trung
va tinh téo c6 thé géy nguy hiém khi l4i xe hay van hanh may méc. Tranh uéng rugu
va céc thifc udng ¢6 chiia rugu trong théi gian ding thufic,

Céc thuc Uc ché thén kinh trung wang khéc (thudc giam dau va chéng ho ho
morphine, thudc chdng trdm cam o6 tie dung an thdn, thudec ngdl nhém
benzodiazepines, nhém barbiturat, clonidine va cac thudc cing he, thude ngd,
methadone, thudc an thén kinh, thudec gidilo) : tang e ch# than kinh trung uong, Viéc
giam tap trung va tinh tdo cé thé gay nguy hiém khil4i xe hay van hanh may méc.
Alropine va céc thudc cé téc ddng gidng atropine (thuSic chéng trdm cam nhdm
imipramine, thudc chéng ligt rung cé téc dong khang cholinergic, thudc chéng co that
©6 téc ddng gidng atropine, disopyramide, thuéc an thén kinh nhém phenothiazing) :
tang céc tdc dung ngoai § clanhom atropine nhd gy bi tidu, tdo ban, khd miéng,

Do khong c6 cae nghién clu vé tinh tudng ky clia thude, khéng trdn 1&n thudc nay vdi
thudic khac.

TAC DUNG KHONG MONG MUGN:

Céc dac tinh dugic Iy clia dexchlorpheniramine ciing la nguyén nhan clia mt s6 tac
dung ngoai ¥ véi nhidu mite dd khac nhau va cé hay khéng cé lién quan dén liéu dang:
Thuding gdp: 1/1005ADR<1/10

Tiéu hda: dau bung, tdo bén.

Tidtnigu: ti€ukhd, nquy co bitidu,

Thén kinh: budn ngd, nhétla vao thai gian didu tr ban d4u, mét ngd, chéng mat, giam
trinhd hay tap trung (thudng gap & ngudi gia), réi loan tam thén, o glac.

Tuéin hoan: tim dapnhanh, ha huy&tap thé dung,

Khéc: khd migng, niém mag, mii, hgng.

ltgap: 1100< ADR<1/1000

Thén kinh: eing théng, kich déng, mé&tngtl.

Da: ban dd, cham, ngia, mé day, phu.

Hiém gdp: 1/1000<ADR<1/10000

Khéc: phit mach, séc phan va

Huyéthoc: gidm bach cdu, giam tidu céu, thidu mau tan huy&t.

Luuy: Théng béo ngay cho béc sy hodc duge sy nhing phan ting cd hai gap phai
khi strdyng thude )

QUA LIEU VA XU TRi:

Trigu ching qué liéu: an thén, kich thich nghich thudng hé thén kinh trung weng, lean
tam than, cdn déng kinh, ngiing thé, co giat, truy tim mach, loan nhip.

XUty cdp eu:

+Biéu tritich cye trigu chuing va hé trg chie néng séing,

+Rifa daday hokc gay nén bang siro ipecacuanha. Sau dé chodiing than hoattinhva
thudc tdy dé han ché hap thu.

+Biéu trico giat bAng tiém tinh mach diazepam ho#c phenytoin,

BAC TINH DUGC LiC HoC:

MaATC: ROBABS2,

Thudc khang histamin H, dugng uéng, cé cau tic propylamin, c6 cac déc tinh nhu sau:
Téc dung an thén & lidu théng thudng do tae déng khang histamin v dc ché adrenalin
& thén kinh trung udng.

Téc dung khang cholinergic 1a ngusn gée gay ratdc dung ngoai ¥ & ngoai bién,

Téae dyng tre ché adrenalin & ngoai bigén co the anh huéing dén dong Iyc mau (co thé
gay hahuyé&tép tuthé).

Cég thudc khang histamin cé dactinh chung la d&i khang, do déi khang tudng tranh it
nhiéu mang tinh thuan nghich, vdi téc dung ciia histamin, chil y&u trén da, mach mau
vaniém mac ¢ kétmac, miii, phé quan va ruét,

PAC TINH DUGIC DONG HOC:

Hép thu: dexchlorpheniramine dudc héip thu 5t qua duding uding, sinh kha dung vao
khodng 25-50% do bi chuyén ha dang ké khi qua gan I4n dau.

Phan bé: Thudc datndng dé tdi datrong mau sau 2-8 gidi. Hidu Iyc 18] da dat duge sau
khi udng thudc 6 giel. Thai gian tdc déng ti 4-8 gid. Ty I& gén kétvdi protein huyét
tudng la 72%.

Chuyén héa: dexchlorpheniramine chuyén hod nhanh va nhidu, Thudc dugc chuyén
héachii yéu & gan va tao ra chét chuyén héa dudgc loai g6c methyl, chét nay khéng co
hoattinh,

Thai trir: Thugc chi yéu dugc dao thai qua than va tiy thuée vao pH nudc tidu, 34%
dexchlorpheniramine duge bai tiét dudi dang khong ddi va 22% dudi dang chat
chuyén hoa loai gdc methyl. Théi gian bén hiy cia thudc ti14 - 25 gig,

" Dugic déng hoc trén nhiing trdng hgp dac biét:

Suy gan hay suy than lam tang thdi gian ban hily clia dexchlorpheniramine.
Dexchlorpheniramine qua duge nhau thai vasitame.

QUY CACH PONG GOI: Hop 2 vix 15 vién nén, Hop 10 vl x 15 vién nén, Chai 100
Vign nan, Chai 200 vién nén, Chai 500 vién nén, Chai 1000 vién nén,

BAO QUAN - HAN DUNG:

Béo quan: Dudi 30°C. Ndi kh rdo, tranh anh sdng.

Han diing: 36 thang ké tif ngay san xudt,

Tiéu chudn : TCCS

Sdn xuat tai:
CONG TY CP DUQC PHAM KHANH HOA
Budng 2/4, Khdm Béng Bic, P.Vinh Hoa

WHO - GMP Thanh Phd Mha Trang, Tinh Khdnh Hoa

8 thang 11 nam 2019

CON P DUSGNRHAM KHANH HOA
CONGTY Ng¥NG GIAM BEC
CO PHAN \ ;

DUGC PHAM



