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Clorpheniramin maleat 4mg




MAU NHAN THUOC
NHAN CHAI

m_ . MPOSTIONS:
c i jeat : Chal 500 vién nén  Chlom <iag 4o

P AN —
Té dUPC ... Vol .coeeecceeacenens 1 VIBN NEN B - S— Exciplents ......s.q 1 tablet
CHI BINH:

INDICATIONS:
Viém m0i di Ung mda va quanh nim.

Seasonal allergic rhinitis and perennial rhinitis.
2 Other allergic signs: urticaria, vasomotor rhinitis,

Nhiing trigu ching dj Ung khéc: may day, viém allergic reliitia: contact

mii van mach, viém k&t mac dj ing, viém da Conj : SERI, M-

angloneurctic edema, allergic reaction,caused by
tiép xidc, phit mach, phil Quincke, di (ng thilc
&n, phén ng huyét thanh, con tring d&t, ngis oo, Seauim 'f'm“ e s t.“n: Py
& nguoi bénh bj s8i hodc thily dau. e i o
Chi dinh, chéng chi djnh, liéu ding-céch dung vi céc aaa el e o i Rt

théing tin khdc: xin dpc 1 hudng diln 3 dyng. CAREFULLY READ INSTRUCTIONS BEFORE UISE

3

90C KF HUdNG DAN SIf DUNG TRUOC K1 DNG Clorpheniramin maleat 4mg KEEP OUT OF REACH OF CHILDREN
E XA TAM TAY COA TRE EM STORABE: Store in 2 dry place, tsmperature not oo 30°C,
BAD QUAN: Noi kht, nhibt 90 khdng gud 30°C, trdnh dnh sing. protect from light.

Ty 1é: 100%

Ngay 18 thdng 04 nam 2013
Gidm ddc co sd san xudt thuée

KT. GIAM POC
PHO GIAM POC
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TOA HUONG DAN SU DUNG THUOC

AGITEC-F

Vién nén
THANH PHAN :
Clorpheniramin maleat... ..4mg
Lactose, Tinh bot bip, chel Vang Qumolem, Mau Erythrosme Xanh Bnlhant
Bot mii ddu, Magnesi stearat . .. V.@...oooveccieinnienernesesnsss sensensnnenee 1 Vi€ NEN

¢ Dugc luc hoc:
Clorpheniramin 13 mot khdng histamin ¢6 rdt it tic dung an than. Nhu hau hét cdc
khdng histamin khéc, clorpheniramin ciing ¢6 tic dung phu chong ti€t acetylcholin,
nhung téc dung nay khic nhau nhiéu giifa cdc cd thé.
T4c dung khdng histamin ctia clorpheniramin thong qua phong bé& canh tranh cdc thu
thé H1 cia cdc t€ bao tic dong.

% Dugc déng hoc:

Clorpheniramin maleat hip thu chim tai da day - rudt khi udng. Nong d6 dinh
huy&t tuong dat dudgc trong khodng 2,5 d€n 6 gids sau khi udng. Sinh khd dung thap,
dat 25 - 50%. Khodng 70% thudc trong tudn hoan lién két véi protein.

Clorpheniramin maleat chuy&n héa nhanh va nhiéu. C4c chit chuyén héa gom c6
desmethyl, didesmethyl- clorpheniramin va mot sd chdt chua duge xdc dinh, mét
hodc nhiéu chat trong s6 dé ¢4 hoat tinh. Clorpheniramin maleat phin bd rong rai
trong cd thé va di vao hé thin kinh trung uong.

Thudc dugc bai tiét chi yéu qua nude tiéu dudi dang khong ddi hodc chuyén hoa,
s bai ti&t phu thudce vao pH va luu lugng nudc tiéu. Chi mot lugng nhd duge thiy
trong phan. Thdi gian ban thdi 12 2 - 43 gid va & tré em thudc dudc hap thu nhanh
hon, phan b3 rong hon, do thanh thii thudc nhanh hon, thdi gian ban thii thudc ngin
hon; ¢ ngudi suy thin man, kéo dai téi 280 - 330 gid.

CHI PINH :
* Viém mi di ®ng mua va quanh nam.
* Nhitng triéu chitng di ng khdc nhu: may day, viém mili van mach do histamin,
viém k&t mac di tng, viém da ti€p xiic, phit mach, phd Quincke, di ¥ng thifc in,
_ phdn dng huy&t thanh; con triing d6t; ngita & ngudi bénh bi sdi hodc thiy dau.
LIEU DUNG :
- Viém mii dj ung theo mua: (tic dung dat t3i da khi ding thudc lién tuc va bit
diu ding ngay trudc mla ¢6 phan hoa):
Ngudi 16n: bit ddu udng lvién lic di ngd, sau ting tir tif trong 10 ngay dén
6vién/ngay, n€u dung nap dugc, chia lam 2 1an, cho dén cudi mia.
6 - 12 tudi: Ban dau udng 1/2 vién lic di ngd, sau ting dan dan trong 10 ngay,
1én dé&n 3vién/ngdy, néu dung nap dugc, chia 1 - 2 14n, dung cho dé€n hét mua.
- Phdn itng dj itng cdp: 3 vién nén, chia 1 - 2 1an udng.
Ngudi cao tudi: Ding 1 vién /ngay;-thdi gian tdc dung c6 thé t6i 36 gid hoic
hon, tham chi ¢4 khi ndng dd th oc‘“frng Eﬁ@ t thanh thap.
CHONG (:Hi DINH : 5 ©
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- Ngudi bénh c6 triéu ching phi dai tuyén tién liét.

- Glocom géc hep.

- Tic cd bang quang.

- Loét da day chit, tic mon vi - td trang.

- Ngudi cho con b, tré sd sinh va tré dé thi€u thang.

- Ngudi bénh ding thudc ¢ ch€ monoamin oxidase (MAO) trong vong 14 ngay,
tinh d&€n thoi diém didu tri biing clorpheniramin vi tinh chdt chdng tiét
acetylcholin clia clorpheniramin bi ting 1&n bdi cdc chit tc ché€ MAO.

* Thdn trong :

- Clorpheniramin ¢6 thé 1am ting nguy cd bi tiéu tién do tdc dung phu chdng tiét
acetylcholin ctia thuSc, dic biét  ngudi bi phi dai tuy€n tién liét, tic dudng
niéu, tic moén vi td trang, va 1am trdm trong thém & ngudi bénh nhugc cd.

- Téc dung an thin ciia clorpheniramin ting 1én khi udng rugu va khi ding dong
thdi vdi cdc thudc an thin khéc.

- C6 nguy cd bié€n chitng dudng ho hép, suy gidm ho hdp va nging thd, diéu d6 c6
thé gay rit ric roi & ngudi bi bénh tic nghén phdi hay & tré em nhd. Phdi thin
trong khi ¢6 bénh phdi man tinh, thd ngdn hoic khé thd.

- C6 nguy cd bi siu ring & nhitng ngudi bénh diéu tri thdi gian dai, do tdc dung
chdng ti€t acetylcholin, gdy kho miéng.

- Thudc ¢6 thé giy ngl ga, chéng mit, hoa mit, nhin md, va suy gidm tdm than
vAn ddng trong mot s& ngudi bénh va ¢6 thé dnh hudng nghiém trong d&€n kha
ning 14i xe hodic vin hinh mdy. Cin trdnh ding cho ngudi dang ldi xe hodc
diéu khién mdy méc.

- Trdnh diing cho ngudi bénh bi ting nhan dp nhu bi glécom.

- Diing thudc thin trong véi ngudi cao tudi (> 60 tudi) vi nhitng ngudi nay thudng
ting nhay cdm vdi tdc dung chdng ti€t acetylcholin.

- Thdi ky mang thai. Chi diing cho ngudi mang thai khi thit cin thi€t. Ding thudc
trong 3 thdng cudi clia thai ky c6 thé din dén nhitng phdn ng nghiém trong
(nhu con ddng kinh) & tré sd sinh.

- Thai k¥ cho con bi. Clorpheniramin c¢é thé dudc tiét qua sita me va e ché tiét
sifa. Vi cdc thudc khang histamin c6 thé giy phdn ng nghiém trong vdi tré bu
me, nén cin cin nhic hoic khong cho con bi hoic khong ding thude, thy thuje
mifc do can thiét clia thudc ddi véi ngudi me.

TAC DUNG PHU :

Té4c dung an thin rit khdc nhau ti¥ ngl ga nhe dén ngl sdu, kho miéng, chéng mit

va giy kich thich xdy ra khi diéu tri ngdt quang. Tuy nhién, hau hét ngudi bénh chiu

dung dudc cdc phin @ng phu khi diéu tri lién tuc, dic biét néu ting li€u tr tir.

- Thudng gip: ngl ga, an thin; khd miéng.

- Hi€m gip: chéng mit; budn ndn.

Tic dung phu chdng tiét acetylcholin trén TKTW va tdc dung chdng tiét

acetylcholin & ngudi nhay cim (ngudi bi bénh glocom, phi dai tuyén tién liét va

nhitng tinh trang d& nhay cdm khic), c6 thé nghiém trong. Tan sudt cdc phdn ng
nay khé udc tinh do thi€u thong tin.

Théng bdo cho bac ST nhitng tdac dung k ," e

TUONG TAC THUOC: _‘
- Cic thuoc uc che monoamm 0X dase ‘kéo\dai va ting tic dung chong tiét

g mubn gdp phdi khi sit dung thuéc

T
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QUA LIEU - XU TRi

PHU NU €O THAI VA CHO CON BU:

LAI XE VA VAN HANH MAY MOC:

-Handing : 24 thing, k€ tif ngdy sdn xudt.
-Bioquan : DE noikhd, nhiét do khong qud 30°C, tranh dnh sdng
- Tiéu chudn : Tiéu chuin Dugc Pién Viét Nam IV.

TRINH BAY:

Ethanol hoic cdc thudc an thdn gdy ngd c6 thé ting tdc dung dc ché hé than kinh
trung wong cla clorpheniramin.

Clorpheniramin ¢ ché& chuyén héa phenytoin va c6 thé din dén ngd doc
phenytoin.

Liéu giy chét cla clorphemramm khodng 25 - 50 mg/kg thé trong. Nhitng triéu
chitng va dau hiéu qud liéu bao gdm an thin, kich thich nghich thudng hé than kinh
trung uong, loan tim thin, con ddng kinh, ngitng thd, co gidt, tic dung chdng tiét
acetylcholin, phan ng loan trudng luc va truy tim mach, loan nhip.

Piéu tri triéu chitng v hd trg chifc ning sdng, cin chd y dic biét dén chic ning
gan, thin, ho hap, tim va cin bing nudc, dién gidi.

Rita da day hoidc giy non bing siro ipecacuanha. Sau d6, cho dung than hoat va
thudc tdy d€ han ché hap thu.

Khi gip ha huyé&t 4p va loan nhip, cdn dugc diéu tri tich cuc. C6 thé diéu tri co giat
bing tiém tinh mach diazepam hodc phenytoin. C6 thé phai truyén mau trong nhifng
ca nang.

Thoi ky mang thai. Chi diing cho ngudi mang thai khi that cAn thi€t. Dung thudc
trong 3 thdng cudi clia thai ky c6 thé din dén nhitng phan ¥ng nghiém trong (nhu
con dong kinh) & tré so sinh.

Thdi ky cho con bu. Clorpheniramin c6 thé dudc tiét qua sita me va tc ché tiét sifa.
Vi céc thudc khdng histamin c6 thé gdy phdn @ng nghiém trong véi tré bi me, nén
can cian nhic hodc khong cho con bi hodc khong dung thudc, thy thudc mic dd cin
thi€t ctia thudc d6i v4i ngudi me.

Thudc c6 thé gy ngu ga, chéng mit, hoa mit, nhin md, va suy gidm tam than vin
dong trong mot s6 ngudi bénh va ¢6 thé dnh hudng nghiém trong dén kha ning l4i
xe hodc vin hanh mdy. Cin tranh ding cho ngudi dang ldi xe hodc diéu khién mdy
moc.
POC KY HUONG DAN SU DUNG TRUOC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC ST

- Chai 500 vién nén, kém toa hudng din.
Chi Nhdanh Cong Ty C8 Phin Armephaco
Xi NGHIEP DUGC PHAM 150
a 112 Tran Hung Pao - Q1 - TP. Ho Chi Minh
bién thoai . (08) 38367413 — 38368554
Fax : 84 -8 — 38368437

COPHAVINA

> ‘Wg’dy thdang 04 nam 2013
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