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=(Dugc VATTU Y 1

MAU NHAN PANG KY THUOC
ONG 5 ML

CLOPHEKIDY <€ED

Khong dugc tiém
CONGTY CP DUCGC VAT TU Y TE HA NAM

Chlorpheniramin maleat 2 mg/ 5 ml
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Chlorpheniramin maleat 4 mg/ 10 ml
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Tén thube

CLOPHEKIDY

Cic diu hiéu lru y va khuyén cdo khi diang thude
Bé xa tam tay tré em

Doc kj huomg dan sir dung truée khi dimg

Thanh phin cong thire thude:

M&i 5 ml sird chira:

Chlorpheniramin maleat 2 mg.

T4 duge: Pudng tring, methylparaben, propylparaben, citric acid, sodium citrate, hwong

chudi léng, nude tinh khiét.

Dang bao ché
Sird

Sird c6 huong thom, vi ngot.

Chi dinh

Kiém sodt tridu chirg ctia tit ca cac tinh trang di img dap ng vé6i thude khang histamin,
bao gdém viém miii dj img, viém miii vAn mach, may day, phit mach, di ¢mg thuc pham,
phén tmg thude va huyét thanh, con tring cén.

Giam triéu chimg ngira lién quan dén bénh thuy dau.

Ciéch dung, lidu dung

Dung dudng uéng.

Khong vuot qua lidu lugng hodc tan sudt ding thude da néu.
Khoang c4ch téi thidu gitra céc lidu phai 14 4 gid.

Khong st dung lién tuc hon hai tudn ma khong héi y kién bac si.
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Liéu diing

Nguoi I6m va tré em trén 12 tuéi: 10ml (4mg) céch 4 dén 6 gid/ 1an. Liéu t6i da hang ngay:
60ml (24mg) trong 24 gio.

Nguoi cao tuéi : Ngudi cao tudi d& gip tac dung khang cholinergic thin kinh. Can can
nhéc str dung liéu hang ngdy thdp hon (vi du: tdi da 12 mg trong 24 gid).

Tré em tir 6 - 12 tudi : Sml (2mg) cach 4 dén 6 gid/ lan. Lidu ti da hang ngay: 30ml
(12mg) trong 24 gio.

Tré em tir 2 - 6 tudi : 2,5ml (Img) céch 4 dén 6 gid/ lan. Lidu t6i da hang ngay: 15ml
(6mg) trong 24 gio.

Tré em tir | - 2 tuéi : 2,5ml (Img) x 2 1an/ ngay. Liéu tdi da hang ngay: Sml (2mg) trong
24 gio.

Khong nén dung cho tré em dudi 1 tudi.

Pii twong diic biét

Bénh nhéan suy thdn hodc suy gan can ¢6 sy tu véan cla béc s trude khi dung thude nay.

Chéng chi dinh

Quéa min cam véi thude khang histamin hodic v6i bat ky thanh phin nao ctia thude.
Nhitng bénh nhan da dugc diéu trj bing MAOIs trong vong 14 ngay qua. (Do céc déc tinh
khéng cholinergic ctia chlorphenamin dugc ting cudng bdi cac chat irc ché monoamine

oxidase (MAOIs)).

Canh b#o va thin trong khi dung thude

Chlorpheniramin, chung véi céc thudce khac c6 tc dung khang cholinergic, nén dugc sir
dung thén trong & ngudi dong kinh; ting nhan ap bao gbém glaucoma; chirng phi dai tuyén
tién liét; ting huyét 4p ning hodc bénh tim mach; viém phé quan, gidn phé quan va hen
suyén; suy gan; suy thén. Tré em va ngudi gia cé nhiéu kha ning gip phai tic dung khang
cholinergic than kinh va kich thich nghich 1y (vi du: Tang ning lugng, bon chdn, cing
thfmg). Tranh ding cho bénh nhan cao tudi bi lu 14n.

Cac ddc tinh khang cholinergic ctia chlorpheniramin c6 thé gay budn ngu, chéng mit, hoa
maét, nhin mo va suy giam tam thdn van dong & mot s6 bénh nhan, c¢6 thé anh hudng
nghiém trong dén kha nang l4i xe va van hanh may méc.

Téc dung cua rugu ¢6 thé ting 1én va do d6 nén tranh sir dung ddng thoi.
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Khéng nén dung chung v6i cdc san phdm c6 chira chit khang histamin khac, bao gdém
thudc tri ho va thubc cam c6 chira chat khang histamin.

St dung ddng thiri véi céc thude gy an than nhu thude giai lo 4u va thude ngu ¢6 thé lam
tang tac dung an thin, do d6 can tim 10i khuyén y té trude khi ding chlorpheniramin dong
thoi v6i céc loai thude nay.

Str dung kéo dai lam tang nguy co siu ring, nén vé sinh ring miéng day d.

Dé xa tim tay va tim nhin ctia tré em.

Canh bao ta diroe:

Thudc nay c6 chira duong tring, bénh nhan ¢6 cac di truyén hiém gip vé vin dé khong
dung nap fructose, kém hip thu glucose-galactose hodc khong ¢6 kém hép thu glucose-
galactose khong nén dung thudc nay.

Thudc nay cé chira methylparaben, propylparaben, cé thé gy phan (mg di (ng nghiém

trong (c6 thé di tng mudn).

Sir dung thudc cho phu ni c6 thai va cho con b

Phuy ni¥ c¢é thai

Chua c6 dir lidu ddy du vé viéc st dung chlorpheniramin & phy nir ¢6 thai. Nguy co tiém
4n ddi vai con ngudi 1a chua rd. Str dung trong ba thang cudi thai ky ¢6 thé ddn dén phan
rng & tré so sinh hodc tré so sinh non thang. Khong dugc sir dung trong thoi ky mang thai

trtr khi duge béc si cho 1a cén thiét.

Phu niv cho con b
Chlorpheniramin maleat va céc thude khang histamin khac c¢6 thé trc ché tiét sira va c6
thé tiét qua sita me. Khong dugc sir dung trong thoi ky cho con bi trir khi duge béac si cho

1a can thiét,

Anh hwéng cia thuoe 1én kha nang lii xe, vin hanh may méc
Céac dic tinh khang cholinergic ctia chlorpheniramin c6 thé gdy budn ngut, chong mét, hoa
mat, nhin m& va suy giam tam than van dong trong mot sO nguoi bénh, co6 theé anh huodng

nghiém trong deén kha néng lai xe va van hanh mdy moc.
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Twong tac, twong ky ctia thudc

Str dung ddng thoi chlorpheniramin va thude ngii hodc thude giai lo 4u ¢6 thé lam ting
tac dung an than, st dung dong thai rugu ¢b thé ¢ tac dung twong ty, do d6 nén tim 16i
khuyén y té trude khi ding chlorphenamin dong thoi véi cac loai thude nay.
Chlorpheniramin trc ché chuyén hoa phenytoin va c6 thé dan dén ngd doc phenytoin.
Tac dyng khéang cholinergic cia chlorpheniramin dugc ting cuwong bdi MAOIs (xem
Chdng chi dinh).

Téc dung khéng mong mudn ciia thude

Quy wdc sau ddy da duoc sir dung dé phan loai tan suat tic dung khong mong mudn: rat
thuong gip (> 1/10), thuong gap (> 1/100 dén <1/10), it gap (> 1/1000 dén <1/100) , hiém
gap (> 1/10.000 dén <1/1000) va rat hiém gip (<1/ 10.000), chua r& (khdng thé wéc tinh
tir dir liéu 6 sén).

Céc tac dung khong mong mudn dugce xéc dinh trong qué trinh st dung chlorpheniramin

duoc liét ké dudi ddy. Vi nhitng phan tmg nay dugc béo cdo ty nguyén tir mot quan thé

c¢6 quy md khong xac dinh, nén tan suat cia mot sd phan ing khong duge biét nhung c6

thé 1a hiém hodc rit hiém:

Phén loai hé thong ” . P
Tac dung khéng mong muon Tan suat
co' quan

An than, budn nga Rét thuong gip

R&i 1 P3 ik Réi loan tép trung, bét thuong trong
oi loan than kin : :
phoi hop céc dong tac, dau dau, chéng |  Thudng gap

mat
R6i loan mat Mo miit Thuodng gip
, Budn nén, kho miéng Thuong gip
Roi loan tiéu hoa : . e
Non, dau byng, ti€u chay, kho tiéu Chua ro
R&i loan hé théng mién | Phan tng di (mg, phit mach, phan (g
Chua ro
dich: phan vé
R&i loan chuyén héa va
. Chén &n Chua 10
dinh dudng
R&i loan mau va hé bach | Thiéu mau tan huyét, rdi loan chirc
Chua ro

huyét ndng tao mau
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Réi loan co xwong khép va . P .
_ ) Co co giat, co yéu Chua ro
mo lién két

y ) Nham 1an*, kich thich*, khé chiu*,
ROi loan tam than L s Chua ro
con a4c mong*, tram cam

ROi loan than va tiét niéu | Bi ti€u Chua ro

" _ Viém da tréc vay, phat ban, ndi may )
Roi loan da va mo6 dudi da . o ) Chua 6
day, nhay cam véi anh sang

R&i loan hd hép, 16ng nguc | Tang tiét dich phé quan

i Chua rd
va trung that
R&i loan mach mau Ha huyét ap Chua o
R6i loan gan mét Viém gan, bao gém ca vang da Chua o
R&i loan tai va tién dinh U tai Chua rd

N . Panh trdng nguc, nhip tim nhanh, rdi
Roi loan tim o Chua 10
loan nhip tim

Céc rbi loan chung va tinh | Mét méi Thuong gap

trang co dia Tirc nguc Chua 6

* Tré em va ngudi gia dé bi tac dung khang cholinergic than kinh va kich thich nghich ly
(vi du nhu ting ning lugng, bdn chdn, cang thing)

Bdo cdo cdc tic dung khong mong muon

Viée béo céo cic tac dung khong mong mudn sau khi thube duge phé duyét la rit quan
trong. N6 cho phép tiép tuc theo ddi danh gia lgi ich/ rii ro cla thube. Céac chuyén gia
chiim séc stre khoe duge yéu ciu bdo cdo bat ky tic dung khong mong mubn nio t6i:
Trung tim DI &ADR Quéc gia

13 - 15 Lé Thanh Tong, Ha Noi

Website: www.canhgiacduoc.org.vn

Qua liéu va cach xir tri

Cdc tri¢u chitng va diu hi¢u

Lidu gdy tir vong ctia chlorpheniramin khoang 25 dén 50mg/ kg thé trong. Céc tridu chimg
va dau hiéu bao gdbm an than, kich thich nghich thuong ctia h¢ than kinh trung wong, loan
tam than, co gidt, ngimg tho, tic dung khang cholinergic, phan g loan nhip va truy tim

mach bao gom loan nhip tim.
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Cdach xit tri

Xir tri phai theo chi dinh 1am sang hodc theo khuyén cdo cuia cac trung tim chat ddc quéc
gia (néu c6). Cac bién phap diéu tri hd trg va didu tri triéu chimg can cha ¥ dic biét dén
chire ndng tim, ho hép, than, gan, cin bing dich va dién giai. Néu ding qué liéu theo
dudng ubng, nén can nhic diéu tri bing than hoat tinh véi didu kién khong c6 chéng chi
dinh va da ding qua liéu gin day (diéu tri hidu qua nhét néu ding trong vong mot gid sau
khi udng). Pidu tri tich cuc chirng ha huyét ap va rdi loan nhip tim. C6 thé didu tri co giat

bang tiém tinh mach diazepam. C6 thé phai loc méu trong nhitng truong hop ning.

Pic tinh dwoe lye hoe

Ma ATC RO6AB02

Chlorpheniramin 12 mdt chit khang histamin manh (chit dbi khang Hy).

Thudc khéng histamin 1am giam hoic 1dm mit céc tic dung cua histamin trong co thé
bang cach canh tranh phong bé c6 dao nguoc histamin & cac thu thé H, trén cac
md. Chlorpheniramin cting c6 hoat tinh khdng cholinergic.

Thubc khang histamin ¢6 tic dung ngin chin su giai phong histamin, prostaglandin va
leukotrin va dd dugc chirng minh 13 ¢6 thé ngan chin su di chuyén cta cic chit trung gian
gdly viém. T4c dung cia chlorpheniramin bao gdm trc ché histamin trén co tron, tinh thdm
ctia mao mach va do d6 lam giam phil va sung trong cac phan trng qua man nhu di tng

va phan v¢.

Dic tinh dwge dong hoc

Chlorpheniramin dugc hép thu t&t qua duong tidu hoa, sau khi udng. Cac tac dung phat
trién trong vong 30 pht, tdi da trong vong 1 dén 2 gitr va kéo dai 4 dén 6 gid. Thoi gian
bén thai trong huyét twong duge wdce tinh 1a 12 dén 15 gio.

Chlorpheniramin dugc chuyén héa thanh céc din xudt monodesmethyl va

didesmethyl. Khoang 22% lidu udng duge dao thai dudi dang khong ddi qua nudce tiéu.

Quy cach dong géi

Hop 20 6ng, 30 éng, 40 éng x éng 5 ml, kém huéng dén sir dung (Ong PVC/PE).

Hop 20 6ng, 30 ng, 40 dng x dng 10 ml, kém huéng dan st dung (Ong PVC/PE).

Hop 1 chai 60 ml, 90 ml, 120 ml, kém dung cu phéan lidu va hudng dan st dung. (Chai
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PET).
Hop 1 chai 60 ml, 90 ml, 120 ml, kém dung cu phan liéu va huéng din sir dung. (Chai
thay tinh).

Didu kién bao quén, han dung, tiéu chuin chit lwgng ciia thude
Bao quan:

Noi kho rdo, tranh anh séang, nhiét do dudgi 30°C.

Hgn ding:

24 thang ké tir ngay san xuét.

30 ngay ké tir ngdy mé nép.

Tiéu chuiin chit lwong:

TCCS

Tén, dia chi ciia co s& san xuét thude
CONG TY CP DUQC VAT TU Y TE HA NAM
Cum CN Hoang Pong, phuong Hoang Bong, thi xda Duy Tién, tinh Ha Nam, Viét Nam.
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