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@ien nén

CLORPHENIRAMIN 4mg

DE THUGC XA TAM TAY TRE EM.
DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.
THONG BAO NGAY CHO BAC SY HOAC DUGC SY
NHUNG TAC DUNG KHONG MONG MUGN GAP PHAI KHI SU DUNG THUGSC.

THANH PHAN CONG THUC 1vién
Thanh phén dugc chét: Chlorpheniramine maleate (Chlorphenamine maleate).....4 mg
Thanh phén t& duge gém: Lactose, microcrystallin cellulose M101, pregelatinized
starch, mau quinolein, mau tartrazin, croscarmellose sodium, saccharin sodium,
huong dau, magnesi stearat............................ VUREL. ... e eennns bl 1viénnén
DANG BAO CHE: vién nén

MO TA SAN PHI’(M: Vién nén hinh trdi tim, mau vang, hai mat tron, vi ngot, huong
déu, canh vathanhvién lanh 1an.

CHIDINH:

Bugc chi dinh dé kiém soat cac triéu ching di ting ¢6 dap ting véi histamin nhu viém
mii di ting, may day, viém mii van mach, phit mach, di ing véi thuc ph&m, phan ting
V@i thuc va huyét thanh, cén tring cén. Chlorpheniramine con dugc ding dé giam
ngdtatrong bénh thly dau.

CACH DUNG VA LIEU LUQONG:

- Céch dung: dung dudng udng. Liéu lugng dugc sl dung tlly theo dap ting va sy
dung nap cuia tiing bénh nhan

- Liéu lugng:

Ngudi I6n va tré em trén 12 tudi: udng 4 mg cach 4 - 6 gidy Ian. T6i da 24 mg/ ngay (ngudi
cao tudi ti da 12 mg/ ngay).

Tré em tl 6 - 12tudi: 2 mg, cach 4 - 6 gid/ I4n. T6i da 12 mg/ ngay.

Khong cé yéu clu déc biét vé xii Iy thudc sau khi s dung.

CHONG CHI BINH:

Qué mén véi chlorpheniramine hodc bt ciithanh phan nao ciia ché pham.

Ngudi bénh dang con hen cép. Ngudi bénh ¢ triéu chiing phi dai tuyén tién ligt.
Glaucom géc hep. Bitiéu tién. Hep mén vi.

Ngudicho con bu, tré sd sinh va tré dé thi€u thang.

Ché ph&m diéu tri ho, cm lanh (thudc khong k& don) cho tré dusi 2 tudi.

CANHBAO VA THAN TRONG KHI DUNG THUGC:

Thu6c c6 chita lactose nén bénh nhan méc cac rdi loan di truyén hiém gép vé dung
nap galactose, chiing thi€u hut lactose Lapp hoc rdiloan hdp thu glucose-galactose
khong nén st dyung thudc nay.

Thudc ¢é chita ta dugc mau tartrazin nén c6 thé gay di ting.

Do tac dung khang muscarin cén than trong khi diing cho ngudi bi phi dai tuyé&n tién

| Tiét, tc dudng nigu, tAc mon vita trang, Vatam trdm trong thém bénh nhugc co.

Téc dung an théan ciia chlorpheniramine téng 1&n khi udng rugu va khi diing déng thai
véi cac thudc an than khéac.

C6 nguy cd bién chiing dudng hd hdp, suy gidm hé h&p va ngiing thd, & ngudi bi bénh
t&c nghén phdi hay & tr& em nhd. Phai than trong khi cé b&nh phdi man tinh, thé ngén
hodc khé th, hen phé quan.

C6 nguy co bj'sau rang 8 nhiing ngusi bénh diéu tri thai gian dai, do tdc dung chéng
ti€t muscarin, gay khé miéng. -

Tranh dung cho ngudi bénh bj tdng nhan ap nhu bj glaucom.

Dung thudc than trong véi ngudi cao tudi (> 60 tudi) vi nhitng ngudi nay thudng ting
nhay cam vdéi tdc dung khang muscarin.

Tré em rdt nhay cdm véi c4c tac dung khdng mong mudn va cé thé gay kich thich than
kinh nén hét stic than trong khi diing chlorpheniramine cho cac bénh nhan nay, nhat
12 §tré co tién st dong kinh.

SUDUNG CHO PHY NU CO THAI VA CHO CON BU:

Thai ky mang thai: Chi diing cho ngudi mang thai khi that cén thiét. Dung thudc trong
3 thang cudi clia thai ky c6 thé dAn dén nhiing phan (ing nghiém trong (nhu con déng
kinh) & tré sd sinh.

Thei ky cho.con-bu: chlorpheniramine c6 thé dugc tiét qua sita me va (ic ché tiét siia.
Vicac thudc khang histamin cé thé gay phan ing nghiém trong vditré bt me, nén cin
cén nhéc hodc khéng cho con b hodc khong diing thude, tity thudc muic do cin thit
clia thuéc ddi véi ngusi me.

ANH HUGNG CUA THUSC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Thudc c6 thé gay ngll ga, chéng mat, hoa mét, nhin ma, va suy giam tam than van
dong trong mét s& ngudi bénh va cé thé anh hudng nghiém trong dén kha nang lai xe
hoac van hanh may. Cén tranh dung cho ngugi dang lai xe hodc diéu khién may méc.
TUONG TAC, TUGNG KY CUA THUGC:

Céac thudc dc ché monoamin oxydase lam kéo dai va tang tac dung chdng tiét
acetylcholin clia thudc khang histamin.

Ethanol ho#c céc thubc an than gay ngli cé thé tang tac dung tc ché hé TKTW cla
chlorpheniramine.

Chlorpheniramine Uc ché chuyén héa-phenytoin va cé thé din dén ngd doc
phenytoin.

Céc thudc tc ché CYP3A4 nhu: dasatinib, pramilintid lam tang néng dé hoac tac
dung ctia chlorpheniramine.

Thudc lam gidm tac dung clia cac chét tic ché cholinesterase va betahistidin.

Ngudi bénh dung thudc tic ché monoamin oxidase (MAO) trong vong 14 ngay, tinh
dén thoi diém diéu tri bang chlorpheniramine vi tinh chét khang muscarin clia
chlorpheniramine bj ting I&n bdi cac chét tic ché MAO.
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Do khéng cé céc nghién ctiu vé tinh tuong ky ctia thudc, khong tron 1&n thudc nay véi
thudc khac.

TAC DUNG KHONG MONG MUON:

Khi duing liéu diéu tri, ADR phé bién nhét a bun ngi, mét mdi, chong mét, mét phéi
hgp déng tac va tac dung khang muscarin nhe, cdc ADR nay thudng hét sau vaingay
didu tri. Tré em va ngudi cao tudi rét nhay cam véi tac dung khang muscarin.

Thuéng gap, ADR > 1/100

Than kinh: Uc ché hé TKTW: tif ngét nhe dén ngii sau, mét mdi, chéng mét, méat phdi
hgp dong tac (déi khi kich thich nghich Iy, d4c biét & tré nhé, ding liéu cao & ngudi cao
tudi hay tré em). Nhiic ddu, r8iloan tam thén - van dong.

Téac dung khang muscarin: khd miéng, dém déc, nhin mg, bf tiu, tdo bén, tang trao
ngugc da day.

ftgap: 1/1000 < ADR < 1/100

Tiéu héa: budn ndn, nén, fa chay, dau ving thugng vi.

Tim: danh tréng ngyc, loan nhip tim.

Da: phatban, phan ting m&n c&m (co that phé quan, phi mach va s6c phan vé)

Hiém gap: ADR < 1/1000

Huyét hoc: m&t bach cAu hat, gidm bach cdu, thi6u mau tan huyét, giam tiu cdu.
ADR khéc: co giat, vd md héi, dau co, di cdm, tac dung ngoai thap, rdi loan gidc ngd,
trAm cam, It 1&n, U tai, ha huyét &p, rung téc. :

Luu y: Théng bao cho bac sy nhiing téc dung khéng mong muén gap phéi khi st
dung thuéc.

QUA LIEU VA XU TRi:

Liéu gay chét ctia chlorpheniramine khong 25 - 50 mg/kg thé trong. "
Triéu chiiig Gu& 1i8u: ngdl nhiéu, kich thich nghich thusng hé TKTW, loan tam than,
con déng kinh, ngling thd, co giat, tac dung khang muscarin, phan (ing loan truang
lyc va truy tim mach, loan nhip.

XU trf: diéu trj triéu chifng va hd trg chiic ndng s6ng, cdn chi y déc biét véi chic nang
gan, than, hd hap, tim va can bng nudc, dién giai. Rlia da day hodc gay non b&ng
siro ipecacuanha. Sau d6, dung than hoat va thuéc tdy dé han ché& hép thu. Khi gap
ha huyét &p va loan nhip, cin dugc diéu tri tich cyc. C6 thé diéu tri co giat b&ng tiém
finh mach diazepam hoéc phenytoin. C6 thé phai truyén mau trong nhiing ca néng.
PAC TiNH DUGC LUC HQC:

Ma ATC: RO6AB04. Nhém dugc ly: thudc khang histamin H,

Chlorpheniramine 1a mdt hén hgp déng phan ddi quang c6 tac dung khang histamin,
an than trung binh nhung ciing c6 thé kich thich nghich thudng, dac biét & tré nhd va
khang muscarin. Chlorpheniramine maleate dan xuét tif alkylamin Ia khang histamin
an than thudc thé hé thi nhdt. Mot déng phan dextro cla thudc la
dexchlorpheniramine cé tac dung manh gép 2 Idn. Nhu hdu hét cac khang histamin
khéc, chlorpheniramine lam gidm hodc lam maét tac dung chinh clia histamin trong cd
thé béing cach canh tranh phong bé c6 d&o ngudc histamin & cac thy thé H, & cac md
| trén dudng tiéu héa, thanh mach va dudng ho hép; thudc khong lam mét hoattinh cla
histamin ho#c ngin can t8ng hgp ho#c giai phéng histamin. Chlorpheniramine
maleate dugc diing dé diéu tri triéu chiing cac bénh dj ting nhu may day, phu mach,
viém mii di Ging, viém mang tiép hgp di ting va ngtia. Thudc la thanh phan phé bién
trong nhiéu ché phdm dé diéu trj ho, cdm lanh. Tuy vay, cac ché ph&m nay phéi ding
than trong & tré em va thudng phai tranh dung cho tré nhd dudi 2 tudi, vi c6 nguy cd
gay tlivong. .

PAC TINH DUJC DPONG HOC:

Hap thu: chlorpheniramine hé&p thu t6t nhung tudng d6i cham vi thudc chuyén héa
nhiéu & niém mac dudng tiéu héa, chuyén héa budc ddu & gan khi udng va xuét hién
trong huyét tuong trong véng 30 - 60 phut. Néng d6 dinh trong huyét tuong dat dugc
trong khodng 2,5 - 6 gid sau khi udng. Khoang 25 - 45% thudc vao dugc tuén hoan
than duéi dang thudc khong chuyén héa. Sinh kha dung thép, dat 25 - 50%. Khoang
70% thudc trong tuén hoan lién két véi protein.

Phan b6: Thé tich phan b khoang 2,5 - 3,2 lit/kg (ngudi 16n), va 3,8 lit/kg (tré em).
Chuyén héa: chlorpheniramine maleate chuyén hoa nhanh va nhidu. Céc chét
chuyén héa gém c6 desmethyl-didesmethyl-chlorpheniramine va mot s8 chét chua
dugc xac dinh, mot hodac nhidu chat trong s6 d6 cé hoat tinh. Néng do
 chlorpheniramine trong: huyét thanh-khéng tucng quan duing va6i tac dyng khang-{-
histamin vi con mdt chat chuyén héa chua xac dinh ciing c6 tac dung. Thai gian tac
dung kéo daitli 4 - 6 gid, ngén hon dy doén so véi thong s6 dugc déng hoc.

Bai tiét: ThuSc dugc bai tiét qua nuéc tiéu dang khong ddi hodc chuyén hoa, sy bai
tiét phu thuc vao pH va luu lugng nudc tiéu. Giam bai tiét nhiéu khi pH va Iuu lugng
nudc tiéu giam. Chi mot lugng nhd dugc thy trong phan. Ngusi I6n c6 chiic nang
gan, than binh thudng, thoi gian ban thai ctia chlorpheniramine dao dong tir 12 - 43
gid va déi véi tré em tir 5,2 - 23,1 gid. & ngusi bénh suy than man, thoi gian ban thai
kéo dai t6i 280 - 330 gid.

QUY CACH PONG GOI: Hop 10 vix 10 vién nén, Hop 4 vix 50 vién nén, Hop 10 vix
50 vién nén, Chai 100 vién nén, Chai 200 vién nén, Chai 500 vién nén, Chai 1000
viénnén.

BAO QUAN - HAN DUNG:

Bao guan: Dugi 80°C, noi kho rdo, trdnh énh sang.

Han dung : 36 thang ké tif ngay sén xuét.

Tiéuchuén: DDVN IV

San xuat tai:
CONG TY ¢S PHAN DUGC PHAM KHANH HOA
3 Pudng 2/4, Khém Déng Béc, P. Vinh Hoéa,
WHO - GMP Thanh Phé Nha Trang, Tinh Khanh Hoa
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Do khdng c6 céc nghién ctiu vé tinh tudng ky clia thudc, khong trén 1an thudc nay véi
thudc khac.

TAC DUNG KHONG MONG MUON: ;

Khi diing liéu diéu tri, ADR ph& bién nhét la budn ngii, mét méi, chéng mat, mét phai
hgp dong tac va tac dung khang muscarin nhe, cac ADR nay thudng hét sau vaingay
diéu tri. Tré em va ngudi cao tudi rét nhay cam véi tac dung khang muscarin.

Thuéng gap, ADR > 1/100

Thén kinh: Uc ch& hé TKTW: tif ngti nhe d&n ngit sau, mét mdi, chéng mét, mét phai
hgp dong tac (déi khi kich thich nghich Iy, d4c biét & tré nhé, ding liéu cao & ngudi cao
tudi hay tré em). Nhiic ddu, r8iloan tam thén - van dong.

Téac dyng khang muscarin: khoé miéng, dém déc, nhin mg, bf tidu, tdo bén, tang trao
ngugc da day.

ftgap: 1/1000 < ADR < 1/100

Tiéu héa: budn ndn, nén, fa chay, dau ving thugng vi.

Tim: danh tréng ngyc, loan nhip tim.

Da: phatban, phan ting m&n c&m (co that phé quan, phi mach va s6c phan vé)

Hiém gap: ADR < 1/1000

Huyét hoc: mé&t bach cAu hat, gidm bach cdu, thi€u mau tan huyét, giam tiéu cau.
ADR khéc: co giat, va mé héi, dau cd, di cdm, téc dung ngoai thap, rdi loan gidc ngd,
trAm cam, It 1&n, U tai, ha huyét &p, rung téc. :

Luu y: Théng béo cho bac sy nhiing téc dung khéng mong muén gép phai khi st
dung thuéc.

QUA LIEU VA XU TRI:

Liéu gay chétclia chlorpheniramine khoang 25 - 50 mg/kg thé trong. ;
Triéu chiing qua i8U: ngli nhidu, kich thich nghich thudng hé TKTW, loan tam than,
con déng kinh, ngting thd, co giat, tac dung khang muscarin, phén (ng loan trucng
lyc va truy tim mach, loan nhip.

XU trf: diéu tri triéu chiing va hd trg chiic ndng s6ng, can chi y déc biét véi chiic nang
gan, than, hd hap, tim va can bang nudc, dién giai. Ria da day hodc gay non b&ng
siro ipecacuanha. Sau d6, dung than hoat va thudc tdy dé han ché hép thu. Khi gap
ha huyét 4p va loan nhip, cin dugc diéu tri tich cyc. C6 thé diéu tri co giat bang tiém
finh mach diazepam hoéc phenytoin. C6 thé phai truyén mau trong nhiing ca nang.
DAC TINH DUGC LUC HQC:

Ma ATC: RO6AB04. Nhém dugc ly: thudc khang histamin H,

Chlorpheniramine 1a mdt hén hgp déng phan ddi quang c6 tac dung khang histamin,
an than trung binh nhung ciing c6 thé kich thich nghich thuang, dac biét & tré nhd va
khéng riuscarin. Chlorpheniramine maleate dén xuétti aikylamin 1a khang histamin
an than thudc thé hé thit nhdt. Mot déng phan dextro cla thudc la
dexchlorpheniramine c6 tac dung manh gép 2 1an. Nhu hdu hét cac khang histamin
khéc, chlorpheniramine lam gidm ho&c lam mét tac dung chinh clia histamin trong co
thé baing cach canh tranh phong bé c6 d&o ngugc histamin & cac thu thé H, & cac md
| trén duang tiéu héa, thanh mach va dudng ho hép; thube khong lam mét hoattinh clia
histamin ho#c ngin can tdng hgp ho#c giai phéng histamin. Chlorpheniramine
maleate dugc dung dé diéu tri triéu chiing cac bénh dj ting nhu may day, phu mach,
viém mii di Ung, viém mang tiép hgp di ting va nguia. Thudc la thanh phén phd bién
trong nhiéu ché ph&m dé diéu tr ho, cm lanh. Tuy véy, cac ché phdm nay phai ding
than trong & tré em va thudng phai tranh dung cho tré nhd dudi 2 tudi, vi c6 nguy cd
gay tlivong. .

PAC TINH DUGC BONG HOC:

Hap thu: chlorpheniramine hé&p thu t6t nhung tuong d&i cham vi thude chuyén héa
nhiéu & niém mac dudng tiéu héa, chuyén héa budc ddu & gan khi udng va xuét hién
trong huyét tuang trong vong 30 - 60 phut. Néng do dinh trong huyét tuong dat dudc
trong khodng 2,5 - 6 gid sau khi udng. Khoang 25 - 45% thudc vao dugc tuén hoan
than duéi dang thudc khong chuyén héa. Sinh kha dung thép, dat 25 - 50%. Khoang
70% thudc trong tuéin hoan lién két véi protein.

Phan b6: Thé tich phan b khoang 2,5 - 3,2 lit/kg (ngudi 16n), va 3,8 lit/kg (tré em).
Chuyén héa: chlorpheniramine maleate chuyén héa nhanh va nhiéu. Céc chét
chuyén héa gém cé desmethyl-didesmethyl-chlorpheniramine va mot s6 chét chua
dugc xac dinh, mot hodac nhidu chat trong s6 d6 cé hoat tinh. Néng do
 chlorpheniramine trong huyét thanh:khéng tucng quan duing v6i tac dung khang-{-
histamin vi con mdt chat chuyén héa chua xac dinh ciing c6 tac dung. Thoi gian tac
dung kéo daitir4 - 6 gio, ngén hon dy doén so véi thdng s6 dugc dong hoc.

Bai tiét: Thuc dudc bai tiét qua nudc tiéu dang khong déi hogc chuyén héa, sy bai
tiét phu thuéc vao pH va luu lugng nudc tidu. Giam bai tiét nhiéu khi pH va Iuu lugng
nudc tiéu giam. Chi mét lugng nhd dugc théy trong phan. Ngudi I6n c6 chiic nang
gan, than binh thudng, thdi gian ban thai clia chlorpheniramine dao dong tir 12 - 43
gid va déi véi tré em tir 5,2 - 23,1 gid. & ngusi bénh suy than man, thoi gian ban thai
kéo dai t6i 280 - 330 gid.

QUY CACH PONG GOI: Hop 10 vix 10 vién nén, Hop 4 vix 50 vién nén, Hop 10 vix
50 vién nén, Chai 100 vién nén, Chai 200 vién nén, Chai 500 vién nén, Chai 1000
viénnén.

BAOQUAN - HAN DUNG:

BAao guan: Dusi 30°C, noi kho rdo, trdnh énh sang.

Han dung : 36 thang ké tif ngay san xuét.

Tiéuchuén: DDVN IV

San xuat tai:
CONG TY ¢S PHAN DUGC PHAM KHANH HOA
2 Pudng 2/4, Khém Déng Béc, P. Vinh Hoéa,
WHO - GMP Thanh Phd Nha Trang, Tinh Khanh Hoa




