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oC rru6c xe rAu rny rRE eu.

ogc xY audhrc sAr*r s0 ouruo rnudc KHt DUNG.
'rHoNG BAO NGAY CHO BAC SV HOAC DUOC SV

NHUryG TAc DVNG KHONG nror.rc uu6tt ode enAr xnt s0TAc DVNG KHONG MoNG r,lu6r.r oAp pnAr xnt s0 ourue rnu6c
rnArun pxin cONG rHuc 1 vien
Thanh phan dr.ioc chgt Chlorpheniramine maleate (Chtorphenamine maleate).....4 mg
Thanh phen * e,oc Ar6sr': t.c!ose, microcrystallin ceilulose M101, pregelatinized
starch, meu quinolein, mau tadre2in, croscarmellose sodium, saccharin sodium,
hudng dau, magnesi stearat............................vi1a drl ....1 viCn n6n
oAttc eAo cHE: vien n6n
UO rA Sitl pXiur Vien n6n hinh rrai tim, mau vang, hai mat trdn, vi ngar, hudng
dau, canh va thanh vi6n linh l{n.
cnlogrur:
Drldc chl dinh dd kidm sodi cec triCu ch0ng di (ng c6 d6p (ng vdi histamin nhu vi6m
moi di fng, mdy day, vi6m m0i van mach, phir m4ch, di rlng vdi rhgc phdm, phAn rtng
vdi thudc vA huydt thanh, con trUng cin. Chtorpheniramine cdn ddqc ding ald giam
ngfa trong bCnh thiy dau.
cAcn oilr,rc vA lrEu luol'tc:
- Cdch dUng: dung dudng u6ng. Lidu luong duoc s0 dung tr)y theo dap fng va sU
dung nAp cria tUngbe0h nhan
- Lidu tr.tgng: l

Ngudi ldn va tre em tr6n 12 tudi: udng 4 mg cach 4 - 6 gid/tdn. Tdi da24 mg/ngey (ngudi
cao tudi tdi oa t z mg/ ngay1.

T16 em tttO - 12 tudi: 2 mg, cech 4 - 6 gid/ ldn. Tdida 12 mg/ ngay.
Kh6ng c6 yeu ceu dac bietvd xl} lyrhudc sau khi s& dung.
cnduccnlorNn:
Qud m6n vdi chlorpheniramine hoAc bdt c(thanh phen ndo c0a ch6 phdm.
NgUd; benh dang cdn hen cdp. Ngudi benh c6 triQu chrlng phl dai tuy6n ti6n tiet.
Glaucom g6c hep. BIti6u ti6n. Hep mOn vi.
Ngudi cho con bU, trA so sinh ve t16 dA thidu thang.
Chd phdm di6u tri ho, cAm lqnh (thueic kh6ng ke ddn) chotr6 dUdi 2 tudi.
CANH BAo vA THAN rR9tc xxr oor,rc ruu6c:
Thu6c c6 chrla lactose nCn benh nhan mic cdc r6i loqn di truydn hi6m gap vd dung
nap galactose, chBng thi6u hUt laclose Lapp hoac rdi loAn hdp thu glucose-galactose
kh6ng nGn s0drlng thudc nay.
Thufic c6 ch0ata duqc mau tartrazin n6n c5 thd gdy d! 0ng.
Do t6c dung khdng muscarin cAn than treng khi ding cho ngudi bi phi dai tuydn tidn
li6t,tec'alildng higu,ledmOn vifa treno,vetem trem trgng them bCnh nhuqc cd.
Tdc dung an thdn cOa chlorpheniramine teng l6n khi udng ruqu va khi d0ng ddng thdi
vdi cAc thu6c an then khAc.
C6 nguy cd bi6n ch0ng drtdng h6 hdp, suy giAm h6 hdp vA ngilng th6, 6 ng'Jdi bi bCnh
tic ngh6n phdi hay 6 tre em nh6. Phei than trgng khi c6 benh phdi m?n tinh, thd ngin
hoAc kh6th6, hen phdquAn.
C6 nguycdbi'stu"rffiS8nhmg ngudi b6nh di6u ki thdi gian dai, do tdc dqng ch6ng
tiSt muscarin, gay kh0 miCng.
Trenh ding cho ngudi bCnh bi tang nhan dp nhdbi glaucom.
D0ng lhu6c than trong vdi ngudi cao tu6i (> 60 tudi) vi nhting ngudi ney lhudng teng
nh?y cam v6i tec dUng kheng muscarin.
T16 em rdt nhqycam vdi cac tec dung kh6ng mong mutin vi c6 thd gdy kich thich then
kinh nen hgt s8c than treng khi dDng chlorpheniramine cho cec benh nhan ndy, nhdt
ld 6 tr6 c6 ti€n sfidong kinh.
s0 DUNG cHo pHU Nirc6THA| vA cxocoN eU:
Thdi klr mang thai: Chl dUng cho ngudi mang thai khi that cen thidt. Dr)ng thudc trong
3 thang cudi c0a thai ki, c6 thd dan ddn nhtrng phan 0ng nghi6m trAng (nhu cdn dOng
kinh) I k6 sd sinh.
,Thdi ky oho€onbri: chlorpheniramine c6 thd duoc ti6t qua soa me va fc chd tidt sfa.
Vi c6c thu6c kheng histamin c6 thdgey phAn r1:ng i(ihi0mtrarigv6itr6 bU mg, n€n cdn
can nhic hoic kh6ng cho con b0 hoAc kh6ng ding thu6c, tiry thu6c m0c dQ cdn thi6t
c0a thudc ddi vdi ngrrdi me.
iru nudNc ct1ArHU6c LEN KHAHAT'rc r-AxevAvfr.r xAnx rraAvu6c:
Thu6c c6 thd gdy ng0 gd, ch6ng mel, hoa mit, nhin md, vd suy giAm tdm thdn vqn
dong trong m6t s6 ngudi b6nh va c6 thd anh hrJdng nghiem trAng ddn kha neng lai xe
hoAc van hanh mdy. Cdn tranh dr)ng cho ngudi dang lei xe hoic didu khidn mey m6c.
TUdNG TAc, TUONG KY cOA THU6c:
Cdc thudc rlc ch6 monoamin oxydase ldm k6o dii va teng tec dqng chdng tidt
acetylcholin cia thudc kheng histamin.
Ethanol hoec cec thudc an thdn gAy ng0 c6 thd teng tec dung 0c chd h6 TKTW cl]a
chlorpheniramine.
Chlorpheniramine fc chd chuydn h6a.phenytoin vi c6 thd d5n ddn ngo dOc
phenytoin.
Cdc thudc fc chd CYP3A4 nhd: dasatinib, pramilintid lam teng ndng dQ ho{c tdc
dUng c&a chlorpheniramine.
Thudc lam giam tac dUng c0a cac chdt rtc chdcholinosterase va betahistidin.
Ngudi bCnh ding thu6c (lc chd monoamin oxidase (MAO) trong vdng 1 4 ngay, tinh
ddn thdi di6m di6u tri b&ng chlorpheniramine vi tlnh chdt khdng muscarin c0a
chlorpheniramine blteng lCn bai c6c chdt gc chg MAO.



Do kh6ng c6 cec nghiCn criu vd tinh tudng ky c&a lhu6c, kh6ng trQn lan thu6c ndV vdi 
]

thudc khec.
TAc DuNG KHONG MONG MU6N:
Khi dung lidu tti6u tri, ADR phd bi6n nhdt ld budn ngfi, met m6i, ch6ng mat, mdt phdi

hqp dong tec va t6c dung kheng muscarin nhg, cdc ADR nay thrldng h6t sau vai ngay

di€u ki. TrG em vd ngrjdi caotudi rdt nhaycem v6i tdc dung kheng muscarin.

Thudng g^p, ADR > 1/100
rndn rinn: Uc cnd h6 TKTW: tr) ng0 nhe dgn ngi sau, mQt m6i, ch6ng mat, mdt ph6i

hop d6ng tdc (d6i khi kich thich nghich lr, dAc bi+t d tre nh6, d&ng lidu cao 6 ngudi cao

tudi hay tr6 em). Nh0c dau, rdi loan tAm thdn ' vfn dQng.

Tec dung khdng muscarin: kho miQng, 6dm dac, nhin md, bl tidu, teo b6n, teng trao

ngudc da dey.
itg4p: tnooo. noR < 1/1oo

Ti€u h6a: bu6n nOn, nOn, la chAy, dau valng thugng vi.

Tim: d6nh tr6ng ngUc, loAn nhiP lim.
Da: ph6t ban, phAn rlng m5n cAm (co th6t phdquen, phir m4ch vd s6c phAn vQ)

Hi6m gf;p: ADR < 1/1000
nuy6t ngc: mdt uSch ceu hat, giam bach cdu, thidu miiu tan huydt, giem tidu cau.

ADR khec: co giat, va md h6i, dau cd, di cam, tac dung ngoai thap, rdi loan gidc ng0,

trdm cAm, lri lan, r) tai, ha huydtep, rung t6c.

Lw Y : Thd,ng beo cho bec sY nhnng t1c Alng khflng mong mudn g(p phAl khi stt

dqngthudc.
ouAuEuvAxUrni:
Lidu gAy ch6t c0a chlorpheniramine khoang 25.- 50 mg/kg thd trang'
'Tiigu-cnl7noTua]€u: rib0 nhidu, kich thlch ngnicn tnr;dng he TKTW, loan tam than,

cdn dong kinh, ngilng th6, co giat, tac dung khang muscarin, ph6n 0ng loAn trudng

lUc va ruy tim m?ch, loan nhiP.

Xfi tri: di6u tri triCu chfng va h6 tro ch0c ndng s6ng, cdn ch0 y dac biot vdi chfc neng

gan, than, h6 hdp, tim vir cin blng nudc, diCn giAi. Rfia dq ddy ho{c gay n6n blng
iiro ipecacuanha. Sau d6, dt)ng than hoat va thutic tdy dd hqn ch6 hdp thu. Khi gap

ha huydt ap va loan nhip, cen duqc di6u t[ tfch cUc. C6 thd didu tri co giat blng ti6m

tinh mach diazepam hoAc phenytoin' C6 thd phli truydn meu trong nhong ca nang.

oacriNH DuoC Luc H9C:
M5 ATC: R06AB04. Nh6m dUqc ly: thudc kheng histamin H,.

Chlorpheniramine lir mOt h6n hQp ddng phan d6i quang c6 tac dUng khang histamin,

an then trung binh nhung c0ng c6 thd kich thfch nghich thudng, dac bigt I tr6 nh6 va

kheng musoarin. chlorpheniramine maleate dan xuCttr) alkylamin la khdng hlstamin

an tndn thuQc thd he tho nhdt. M9t al6ng phan dextro crla thudc la

dexchlorpheniiamine c6 t6c dr,rng mSnh gdp 2 len. Nhu hdu hdt cec khAng histamin

khac, chlorpheniramine lalm giam hoec lam mdt tec dung chinh c0a histamin trong cd

tnd uang cicn canh tranh phong bd c6 dao ngrJoc histamin 6 c6c thu thd H, 6 c6c m0

te! duqlgie!,hoa, thanh mach va.dudng ho hdp; thudc khong lerm mdthoattinh coa

nGtamin hodc ngdn c6n tdng hAO hoac giai ph6ng histamin. Chlorpheniraqine
maleate duqc ding dd didu tri trieu chfng cdc benh di fng nhu may day' phi mach,

viCm rnUi d! Ung, vEm meng ti6p hQp di fng va ngrla. Thudc ld thinh phen phd bi6n

trong nhi6u ch6 phdm dd di6u tri ho, cAm lanh. Tuv viy, cdc chd phdm nny phAi dirng

than treng d tr6 em va thudng phai tranh ding cho tr6 nh6 drjdi 2 tudi, vi c6 nguy cd

giy trlvong.
oAc riNH DuQc ooNG HQc:
Hip thu: chloriheniramine hdp thu tdt nhung tudng ddi chim vi thu6c chuydn h6a

nhidu 0 niCm mac dudng tieu h6a, chuydn h6a bu6c ddu 6 gan khi udng va xudt hien

trong huydt ttrong trong v6ng 30 - 60 phrlt. Ndng dO dlnh trong huydt tudng dat duqc

tron! tnoang z,s - 6 gid sau khi u6ng. Khoang 25 - 45% thudc vao duqc tuen hoan

tha;dudi dang thu6c rn6ng cnuydn h6a. Sinh khe d$ng thdp, dat 25 - 50%. Khoang

70% thudc trong tudn hodn li6n k6tvdi protein.

Phan b6: Thd tich phan b6 khoang 2,5 - 3,2lwkg (ngudil6n), va3,8 livkg (tre em)'

Chuydn h6a: chlorpheniraminelmaleate chuydn h6a nhanh va nhidu' Cac chdt

cnuydn nOa g6m c6 desmethyl-didesmethyl-chlorpheniramine va m6J sd chdt chrta

duoc xac dinh, mot hoic nhi€u chdt trong sd d6 c6 hoat tinh. Ndng d0

tuxu
WHO. GMP

chlotpheDira$io€ fieng,hoydtlhanh.kh6rg tudng ouan dring vdi t6c dung kh6ng

histamin vi cdn mot chdt chuydn h6a chua xac dinh cung c6 tec dung. Thdi gian tac

dung k6o dai tU4 - 6 gid, ngen hdn dlrdoen so vdi th6ng s6-duqc dong hac'

aii iidt' rnu6c o,Jqc uai ti6t qua nrroc tidu dqng khong ddi hoAc chuydn h6a, sq bai

ti6t phu thuoc vAo pH va luu luqng nudc tidu. Giam bai tidt nhi6u khi pH va llfu luong

nudc tidu giAm. Chl mot luong nh6 duqc thdy trong phAn. ilgrrdi ldn c6 ch0c nang

gan, than blnh thudng, thoi gian ban thai c0a chlorpheniraminE dao dong ttl 12 - 43

iio ra adi ,oi tr6 
"m 

ttr s,e. - zg,t gid. 6 ngudi bCnh suy than man, thdi gian ban mai

k6o dai tdi 280 - 330 gid.

OUY cAcH o6NG G6t: HOp I 0 vl x 1 0 vi6n n6n, HOp 4 vlx 50 viCn n6n, HQp 1 0 vl x

50 vi6n n6n, Chai 1OO viCn n6n, Chai 2OO viCn n6n, Chai 500 vi6n n6n, Chai 1000

vi6n n6n.
eAoouiu-xAN oul,lc:
Bao guan: Dudi 30oC, ndi kh6 reo, trAnh enh sdng.

Han ding : 36 thang kdtir ngAy sAn xudt.

Ti6uchudn: DDVN lV

Sen xudt t?i:
CONG TY C6 PNAT.T DUOC PHAM KHANH HOA
D;dng2/4, Kh6m D6nS BEc, F. Vinh H6a,
Thanh Phd Nha T?nh Khanh Hda



Do kh6ng c6 cac nghiCn cuu vd tinh tudng ky clla thudc, kh6ng tron lan thudc ndV vdi 
]

thu6c khac.
TAcDuNG KHONG MONG MU6N:
Khi dung li6u tli6u lri, ADR phd bidn nhdt lA budn ngr1, mpt m6i, ch6ng mAt, mdt ph6i

hqp dong t6c va tac dung khang muscarin nh9, cac ADR nay thudng hdt sau vai ngay

di6u tri. T16 em vA ngrjdi caotudi rdt nhaycam v6i tec dung khdng muscarin.

Thudng gAp, ADR > 1/100
rndn rinn: Uc cnd h€ TKTW: tr) ng0 nhe ddn ng0 sau, met m6L ch6ng mat, mdt phdi

hqp d6ng t6c (d6i khi kich thich nghich 19, dic biet d tr6 nh6, dring lidu cao 6 ngudi cao

tudi hay tr6 em). Nh0c deu, rdi loan tAm thdn ' v{n dQng.

Tec dung khdng muscarin: kho mieng, ddm d4c, nhin md, bl tidu, teo b6n' teng trao

nguoc da dey.
hgAp: I1OOO < ADR < 1/100

Ti6u h6a: budn n6n, n6n, la chAy, dau valng thuqng vi.

Tim: danh trdng ngr/c, loan nhiP tim.
Da: phdt ban, phAn 0ng m6n cAm (co thet phdquan, phr) mach va sdc phan ve)

Hi6m gfip: ADR < 1/1000
tluydt trgc: mdt uach ceu hat, giam bach cdu, thidu miiu tan huydt, giam tidu ceu.

ADh khec: co g6t, va md h6i, dau cd, di cam, tac dung ngoai thap, rdi lo4n gidc ngti,

trdm cAm, l0 lan, r) tai, ha huydt6p, rung t6c. .

Lw Y: Thd,ng beo cho bac sY nhilng $c dqng kh,,,ng mong mudn gAP phAl khi st
dqngthudc.
OUA LIEU VA Xf,TRi:
Lidu gay chdt c0a chlorpheniramine khoang 25-- 50 mg/kg-thd trang'

friEu cnrfnB qua'nati: rib0 nhi6u, kfch thlch nlihlcn tnrrong hC TKTW, loan tam than,

cdn dong kinh, ngilng th6, co giat, tac dvng khang muscarin, phAn 0ng loAn trudng

lUc var truy tim mAch, loan nhiP.

Xrl tri: tlidu tri triQu chfng va h6 trq ch0c ning s6ng, cdn chf y dac biQt vdi chrlc nang

gan, than, h6 h{p, tim vA cin blng nudc, diCn giei. Rfia da day ho{c gdy n6n blng
iiro ipecacuanha. Sau d6, dUng than hoqt va thudc tdy dd hqn ch6 hdp thu. Khi gap

ha huydt ep va loan nhip, cdn duqc di6u tri tfch cuc. C6 thd didu tri co giat beng ti6m

tinh mach diazepam hoac phenytoin' C6 thE phAi truydn mau trong nhong ca nang.

oac rlNH DuoC Luc H9C:
Ma ATC: RO6AB04. Nh6m dUQc ly: lhudc kh6ng histamin H,.

Chlorpheniramine la mot h6n hqp ddng phan d6i quang c6 tac dung khang histamin'

an then trung binh nhung c0ng c6 thd ktch thfch nghich thudng, dAc biCt I tr6 nh6 vA

khdng musearin. chlorpheniramine maleate d6n xudttr) alkylamin la khang histamin

an thdn thuQc th6 hO tho nhdt. MQt d6ng phan dextro c&a thudc le

dexchlorpheniramine c6 tec dung mqnh gdp 2 ldn. Nhu hdu hdt cac kheng histamin

kh6c, chlorpheniramine lam giam hoac lam mdt tac dqlng chinh c0a histamin trong cd

thd bangcach cenh tranh phong bd c6 deo nguOc histamin 6 cec thu thd H, 6 c6c m0

trClt quQtq ti6u,hoa.thanh machvadudng ho hdp; thudc khong hm mdt hoattinh coa

nEtamin noic ngdn cAn tdng hqp hoac giai ph6ng histamin. Chlorpheniraqine
maleate duqc dirng dd didu tri trieu chrlng cdc bQnh di rlng nhd may day, phi mach,

viCm rn0i d! rlng, viem mang tidp hqp di fng va ngua. Thudc ld thinh pndn phd ni6n

trong nhidu ch6 phdm d6 di6u tri ho, cam lanh' Tuv vay, c6c ch6 phdm ndy phAi ding
than irang 6 tre em va thirdng phai trenh ding cho trg nh6 drjdi 2 tu6i, vi c6 nguy co

giy trlvong.
oAc TiNH DUQC OONG HQC:
Hdp thu: cnloriheniramine hdp thu tdt nhung tudng ddi cham vl thu6c chuydn h6a

nhidu A niCm mac dudng tieu h6a, chuydn h6a bt 6c ddu 6 gan khi udng va xudt hiCn

trong huy6t ttldng trong v6ng 30 - 60 phrit. Ndng dO dlnh trong huydt tudng dat duqc

tron! tnoang z,s - 6 gid sau khi u6ng. Khoang 25 - 45% thudc vao duqc tuan hoan

tha;drJdi dang thu6c rnong cnuydn h6a' Sinh khA dung thdp, dat 25 - 50%' Khoang

70% thudc trong tudn hodn li6n k6tv6i protein.

Phan b6: Thd tich phan b6 khoang 2,5 - 3,2ltvkg (ngudil6n), va3,8 livkg (tre em)'

Chuydn h6a: chlorpheniramine maleate chuydn h6a nhanh va nhidu' Cac chdt

cnuydn nOa g6m c6 desmethyl-didesmethyl-chlorpheniramine va m6J sd chdt chua

duoc xac dinh, mot hoic nhi€u ch{t trong sd d6 c6 ho?t tinh. Ndng d0

tuxz
WHO. CMP

chlorphenira$irl trsrg,huygtlhanh.ld&g tudng quan dung vdi t6c dung kh'ing

histamin vi cdn mot chdt chuydn h6a chua xac dinh cong c6 tec dung. Thdi gian tac

dung k6o dai tU4 - o gid, ngen hdn d{doen so vdi th6ng s6-duOc dong hac'

sli iidt' rnudc o,Jqc uai ti6t qua nrroc ti6u dqng khong d6i ho4c chuydn h6a, sU bai

ti6t phu thuoc vAo pH va luu luqng nu6c tidu. Giam bai ti6t nhi8u khi pH va ltfu luqng

nudc tidu giAm. Cht mot luong nh6 duqc thdy trong phAn. ilgudi ldn c6 chl,c nang

gan, than blnh thudng, thdi gian ban thai coa chlorpheniraminE dao dong t'l 12 - 43

iio ra adi ,oi tr6 
"m 

ttr s,e. - zg,t gid. 6 ngrjdi benh suy than man, thdi gian ban thai

k6o dei tdi 280 - 330 gid.

OUY cAcH o6NG G6l: HOp I o vl x 1 o vien n6n, HOp 4 vlx 50 viCn n6n, HQp 1 0 vl x

50 vi6n n6n, Chai lOO viCn n6n, Chai 200 viCn n6n, Chai 500 vi6n nen, Chai 1000

vi6n n6n.
gAoouiu-xAu outtc:
BAo guAn: Dr.tdi 30oC, noi kh6 reo, trenh enh sdng.

Han dong : 36 thang kdtir ngly sAn xudt.

Ti6uchudn:DDVN lV

sen xudt tei:
coNG Ty c6 pnAr.r DuOc PHAM KHANH HoA
Dudng2/4, Kh6m D6ng B6c, P. Vinh H6a,
Thanh Ph6 Nha Tlnh Khanh Hda


