TG HUGNG DAN SU' DUNG THUGC CHO CAN BO Y TE

Clorpheniramin maleat 4 mg

© Docky huéng dan sitdung truéckhidung.

e Déxatamtaytréem.

 Thong bao ngay cho bac si hoac dugc sinhiing tac dung khong mong
mudn gap phaikhisidung thudc.

THANH PHAN:

M@ivién nén chita:

-Clorpheniramin maleat 4mg
-Ta dugc: Lactose, Microcrystallin cellulose PH101, Povidon K90, Mau Quinolin
yellow, Natri starch glycolat, Magnesi stearat, Dicalci phosphat.

DANG BAO CHE:Vién nén.

QUY CACHPONGGOI:

-Hop 1 vix30vién, hop 5 vix 30 vién, hop 10 vix 30 vién, hop 20 vix10 vién,
hop 280vix 10vién.

-Chai200vién, chai 500 vién.

DUGCLUCHOC:

Nhém dugc ly: Clorpheniramin 1a thudc khang histamin manh (d6i khang
thuthéH,).

Ma ATC: RO6A BO4.

- Thudc khang histamin lam gidm hodc lam mat cac tac dung chinh cta
histamin trong co thé bang cach phong bé cé dao ngugc histamin trén cac
thuthéH, & cdc mé. Clorpheniramin cing c6 hoat tinh khang cholinergic.
-Thuéc khang histamin hoat dong dé ngan chan viéc gidi phong histamin,
prostaglandin va leukotrien va da dugc chimg minh dé ngén chin su di
chuyén clia cac chit trung gian gay viém. Cac hoat tinh clia clorpheniramin
bao gém Uic ché histamin trén ca tron, tinh thdm mao mach do d6 gidam phu
névamay day trong cac phan ting qua man nhudi iing va séc phan vé.
DUGCHONGHOC:

- Clorpheniramin dugc hap thu tét qua dudng tiéu hoa sau khi uéng. Phat
huy tac dung trong vong 30 phut, téi da trong vong 1-2 gid va kéo dai 4-6
gi0.Thaigian ban thai dugc udctinh 1a 12-15 gio.

- Clorpheniramin chuyén héa thanh cac ddn xuit monodesmethyl va
didesmethyl. Khoang 22 % liéu uéng dugc bai tiét dusi dang khéng déi
trong nudc tiu. Chi mot lugng nhé da dugc tim thay trong phan.

CHiDINH:

-Thu8c dugc chidinh dé kiém soat triéu chiing ctia tat ca cdcbénh diung dap
Ung véi thudc khang histamin, bao gém s6t, viém mi van mach, may day,
phumach,ditngthiican, phan ing thuécva huyétthanh, con trung cén.
-Lam gidm triéu chiing ngia lién quan véibénh thay dau.
LIEUDUNG VA CACHDUNG:

Cdch diing: Dung uéng. Khéng dung qué liéu hodc diing qua tan sudt quy
dinh.

Liéudang:

-NguiI6n va tré em trén 12 tudi: 1 vién méi 4-6 gid. Liéu t6i da hang ngay: 6
vién (24 mg) trong 24 gic.

- Ngusi cao tudi: Ngudi cao tudi c6 khuynh huéng phan ting khang cholinergic
& than kinh hon. Can xem xét viéc st dung liéu lugng hang ngay thap hon (t6i
dala12mgtrong 24 gio).

-Tré em tU6-12 tudi: /2 vién mdi 4-6 gid. Liéu t6i da hang ngay: 3 vién (12 mg)
trong 24 gio.

-Khéng nén dung thudc cho tré em dudi 6 tudi.

CHONG CHiBINH:

-Chéng chidinh dnhimgbénh nhan qua méan cdm véithuéckhang histamin
hodcbatky thanh phannao ctiathudc.

- Cac dac tinh khang acetylcholin clia clorpheniramin dugc tang cuong boi
cac chat tc ché monoamin oxidase (MAOIs). Do d6 chéng chi dinh & nhiing
bénh nhan da dugc diéu tri véi IMAO trong vong 14 ngay trd lai day.
THANTRONG KHIDUNG THUGC:

- Clorpheniramin giéng nhu cac thudc ¢6 tac dung khang cholinergic khac,
nén st dung than trong & bénh nhan déng kinh, tang ap luc ndi nhan cau bao
goém bénh tdng nhan &p; phi dai tuyén tién liét; tang huyét 4p nang hodc bénh
tim mach; viém phé quan, gian phé quan hoéc hen suyén; suy gan; suy than.
Tré em va ngusi cao tudi cé khuynh huéng phan ting khang cholinergic than
kinh va kich thich nghich thudng (tdng nang lugng, bon chén, cang thang).

- Cac dic tinh khang cholinergic cGa clorpheniramin c6 thé gay buén ngu,
chéng mat, nhin ma va suy gidm tam than van dong & mét s6 bénh nhéan c6
thé anh hudng nghiém trong kha nang lai xe va sitdung méy méc.

-Tac dung cua rugu cé thé tang lén va do dé can phai tranh st dung déng
thai.

-Khéng nén st dung véi cac thudc khéac ¢ chira thude khang histamin, bao
g6m cac chatkhang histamin c6 trong thuéc triho va cdmlanh.

-Nhiing bénh nhan cé van dé di truyén hiém gap vé khdng dung nap galactose,
thiéu hut Lapp lactase hodc kém hép thu glucose-galactose khéng nén diing
thudc nay.

-Thuéc cé chiéiamau Quinolin yellow, c6 thé gay cac phan ting di iing.
-Déxatamtaytréem.

Phunircé thaivachoconbu:

-Thaiky mang thai: Khong cé dirliéu day da vé viéc st dung clorpheniramin
maleat & phu nit mang thai. Khong ré nhitng nguy cd tiém an d6i véi ngudi.
St dung trong 3 thang cudi thai ky cé thé dan dén cac phan tng & cac tré so
sinh hodc tré sinh non. Khong dugc sirdung trong khi mang thai trirkhi cé chi
dinh ctiabacsi.

-Thaiky cho con bu: Clorpheniramin maleat va thuéc khang histamin khac
c6thé tic ché tiét sifa va c thé dugc bai tiét vao sirame. Khong dugc sidung
trong thaiky cho con butrirkhicé chidinh ctiabacssi.

Anh huéng ctia thuéc d6i véi cdng viéc (ngudi van hanh may méc, dang
lai tau xe, ngudilam viéc trén cao va cac truong hop khac):

Céc dac tinh khang cholinergic clia clorpheniramin c6 thé gay buén ngg,
chéng mét, nhin m& va suy gidm tam than van déng va cé thé anh hudng
nghiém trong dén kha nanglaixe hodc van hanh may moc.

TUONG TAC CUA THUGC VG1 CAC THUOC KHAC VA CAC LOAI TUONG
TACKHAC:

- Strdung déng thai clorpheniramin va thudc ngl hoac thudc gidi lo du c6
thé lam tang tac dung an than, do d6 nén hoiy kién clia nhan vién y té trudc
khiduing déng thai clorpheniramin véi cac thude nay.

- Clorpheniramin tic ché chuyén héa phenytoin va c6 thé dan dén ngo doc
phenytoin.

-Tac dung khéang cholinergic clia clorpheniramin tang lén bai cac thuéc MAOIs.
TACDUNG KHONG MONG MUON (ADR):

Bang tom tat cac phan iing khéng mong muén:

Caccoquan | Tansudt (**) | Cac phan dng khéng mong muén
RGi loan mau va| Khéngré |Thi€uméautanhuyét,loantaomau.
hébach huyét
R&iloan hé théng| Khéngré | Phan ingditing, phtmach, phan ting
miéndich phanvé.

R&i loan chuyén| Khéngré |Chéanan.
héavadinhduéng
Réiloantamthan Khéng ré LG 1&n *, kich thich *, kho chiu *, ac

mong*, tram cam.

RGi loan hé than| Rdt thuong gdp | Anthan, buénngu.

kinh*
Thuong gdp | Réiloan su chd y, phéi hgp bét thudng,
dau dau chéng mat.
R&iloan mét Thuong gdp | Nhin ma.

R&i loan tai va tai| Khéngré |Utai.

trong

Cachxutriqualiéu:

Diéu trj triéu chiing va hé trg chiic ndng séng, can chd y dén tim mach, ho
hap, chiic nang than, gan, can bang nudc va dién gidi. Néu uéng qua liéu, diéu
tribang than hoat tinh nén dugc xem xét néu khéng c6 chéng chi dinh va méi
xay ra qué liéu (diéu tri hiéu quéa nhat trong vong 1 gid). Diéu tri ha huyét p va
r6iloan nhip trdm trong, diéu tri co giat than kinh trung uong bang tiém tinh
mach diazepam. Cé thé phai truyén méau trong nhiing ca ndng.

PIEU KIEN BAO QUAN: Nai kho, nhiét d6 dudi 30°C, tranh anh sang.
HANDUNG CUATHUOC: 36 thang ké tirngay san xuat.

CO SO SAN XUAT:

CONGTY C6 PHAN XUAT NHAP KHAU Y TE DOMESCO
Dia chi: S6 346 dudng Nguyén Hué, Phudng My Phu, Thanh phd
CaoLanh, TinhBéngThap

DOMESCO  Dién thoai: 1800.969.660

NGAY XEM XET SUA DOI, CAP NHAT LAl NOI DUNG HUGNG DAN SU
DUNGTHUOC: 17/11/2023.

TG HUGNG DAN SU' DUNG THUOC CHO BENH NHAN
Clorpheniramin maleat 4 mg

e Docky huéng dan stitdung truéckhi dung.

e Déxatamtaytréem.

e Thong bao ngay cho bac si hoac dugc si nhitng tac dung khong mong
muén gap phaikhisirdung thuéc.

o Hay giitlai to huéng dan sitdung; ban cé thé can phaidoclai.

THANH PHAN, HAM LUQNG CUATHUGC:

Méivién nén chia:

-Clorpheniramin maleat 4mg
-Ta dugc: Lactose, Microcrystallin cellulose PH101, Povidon K90, Mau Quinolin
yellow, Natri starch glycolat, Magnesi stearat, Dicalci phosphat.
MOTASANPHAM:

Dangbao ché:Viénnén.

Hinh thic: Vién nén mau vang, hinh chirnhat thuén, méi mat vién cé khac 3
vach, canhvathanhviénlanhlan.

QUY CACHPONG GOI:

-Hop 1vix30vién, hép 5 vix 30 vién, hop 10 vix 30 vién, hop 20 vix 10 vién,
hép 280vix 10vién.

-Chai200vién, chai 500 vién.

THUGCDUNG CHO BENH Gi?

Thuéc strdung dé diéu tri triéu chiing dj ing do s6t va cac di ing khac.

Hoat chat la clorpheniramin maleat, mét loai thudc khang histamin lam
gidm triéu ching di Ging va ngua do phat ban da. Thuéc dung dé diéu tri
ngtia, man d6, sung, nhay cdm vakich thich gay ra bsi:

.S6tvacactac nhan didng khac:Vat nuéi, ve nha, bao tirnam mac.

.May day va phétban.

.Ditngdavaviémda.

.N&iréomvanhiét phatban.

.Diting thiic dn, thuc phdm bé sung, thudc.

.Contrung dét, chich.

.N&iman ngtado thly dau.

NENDUNGTHUOC NAY NHU THE NAOVA LIEU LUGNG?

16ng nguic va trung
that

Réiloantiéuhda Thuong gdp | Buénnoén, khdé miéng.

Khéngré [ Nonmua, dau bung, tiéu chay, kho tiéu.
R&iloan gan mat Khéngré |Viémgan,vangda.
Réiloandavadugi| Khéngré |Viém da troc vdy, néi man, may day,
da nhay cdmanhséng.
Réi loan co xuong| Khéngré |Cogiatca,yéuco.
khép va mé lién két
RGi loan than va| Khéngré |Bitiéu.

tiétniéu

Réiloan chung Thuong gdp | Mét moi.

Khéngré  |Tucnguc.

(*) Tré em va ngudi cao tudi cé khuynh huéng phan ting khang cholinergic &
than kinh va kich thich nghich thudng (tdng nang lugng, bon chén, cang
théng).

(**) Tan suat téc dung khéng mong mudn dugc dinh nghia nhu sau: Thuong
gdp (1%< ADR< 10%), rdtthudng gdp (ADR=10%).

QUALIEUVA CACHXUTRI:

Triéu chiing va biéu hién khistrdung thuéc qua liéu:

Liéu gay chét cla clorpheniramin khoang 25 - 50 mg/kg thé trong. Nhiing
triéu chiing va ddu hiéu qué liéu bao gém an than, kich thich nghich thudng
hé than kinh trung uong, loan tam than, co giat, ngiing thd, tac dung khang
cholinergic, phan ting loan truong lucva truy tim mach bao gém loan nhip.

Réiloantim mach Khéngré  [Panh tréng nguc, nhip tim nhanh,
loan nhip tim.

R&iloan mach mau Khong ré Ha huyét ap.

RGi loan hd hdp,| Khéngré |Tangtiétphéquan.

gdung:Dudng udng.

Cachdung:Dung uéng.

Liéudung:

-Céthé chiaviénthudc thanh nhiéuliéu bang nhau.

- Ngudi I6n va tré em trén 12 tudi: 1 vién méi 4-6 gid. Liéu téi da hang ngay:
6Vién (24 mg) trong 24 gio.

-Tré em tU6-12 tudi: V2 vién mdi 4-6 gid. Liéu téi da hang ngay: 3 vién (12 mg)
trong 24 gid.

- Ngudi cao tudi: Hai y kién bac sitrudc khi dung thudc nay néu ban cé nhiéu
kha nang bj tdc dung phu nhu 16 1dn va ban phai dung liéu hang ngay thap
hon.

-Khéng dung quaé liéu khuyén cao.

-Khéng néndung thudc cho tré em dudi 6 tudi.

KHINAO KHONG NEN DUNGTHUGC NAY?

- Néu ban timg cé phan tng di ting véi thuéc khang histamin hodc bat ky
thanh phan nao ctiathudc.

- Néu ban dung thudc tc ché monoamin oxidase (IMAO) diéu tri trdm cam
trongvong 14 ngay tralai day.

-Néu ban dang duing cac thudc khac chira khang histamin bao gém cac ché
phémtrihovacadmlanh.

TACDUNG KHONG MONG MUON:

Nhu céac thudc khéc, thudc cé thé gay tac dung khéng mong muén, nhung
khéng phai bénh nhan nao ciing méc phai. Tré em va ngudi gia dé xay ra cac
tdcdungkhéng mong muén hon.

- Tac dung phu thudng gap nhat la buén ngu, tac dung nay c6 thé hiu ich
néutriéu ching kho chjuxay ravao ban dém.

Ngung dung thuécvalién hé bacsinéuban:

- Phan tng di Ung tré nén tram trong bao gém tang cdm giac nguia da, sung
mathodc miéng gay kho tha.

-Bibénhgan.

-Bithi€éu mau hay chdy mau khdng ré nguyén nhan hodc bam tim.

-Khé khan khi ditiéu.

-Truy mach.

Céacphan ing phu sau day co théxay ra:

-Khé tap trung, mét mai, chong mat, nhiic dau hodgc mamat.

-Chéanan, khotiéu, cdm gidc non hodc nén, tiéu chay, dau bung, miéng kho.
-Huyét ap thap (bingét) hoac thay déinhip tim.

-Ticnguchoacdom dac.

-Bong da, n6i mén ngtia va nhay cdm vai anh mt troi.

-Utai.

- Cogiat, yéu cavabat thudng trong phéihgp cac dong tac.

-Nham lan, dé bi kich thich, cau gat, tram cdm hodc nhimng con ac méng.
-Tréem cé thétrgnénkich dong. X

NEN TRANH DUNG NHUNG THUGC HOAC THU'C PHAM G KHI DANG SU
DUNGTHUGC NAY?

Thuc pham:Tranh udng rugu khi dang st dung thuéc nay.

Duing cacthuéckhac:

-Théng tin véi bac si trude khi dung thudc nay danh sach tat ca cac thudc ké
don ma ban dang st dung, dac biét la phenytoin (tri ddng kinh) hoac thuéc
gidiloauhodcthudcgiup banngudéhaon.

- St dung dong thai clorpheniramin va thuéc ngd hodc thudc gidi lo du c6
thélam tang tac dung an than, do d6 nén hoiy kién clia nhan vién y té trudc
khidung déng thai clorpheniramin véi cac thudc nay.

- Clorpheniramin Uc ché chuyén héa phenytoin va c6 thé dan dén ngd doc
phenytoin.

-Tac dung khang cholinergic cGia clorpheniramin tang 1én béi cac thuéc MAOIs.
CANLAMGIKHI MOT LAN QUEN KHONG DUNGTHUGC?

Néu ban quén uéng mét liéu dung, hay uéng ngay khi nhd ra. Néu thdi gian
gan vai lan dung thudc tiép theo, bd qua liéu da quén va hay dung liéu tiép
theo vao thai gian thudng 1&. Khéng dung liéu gap doi dé bu vao liéu da quén.
Néu cac triéu chiing van con, lién hé véi bacsi.

CANBAO QUANTHUOC NAY NHU THENAO?

Béo quan thu6c naikho, nhiét d6 dusi 30 °C, tranh anh sang.

NHUNGDAU HIEUVATRIEU CHUNG KHIDUNG THUOC QUA LIEU?

Triéu chiing vabiéu hién khistitdung thuéc qua liéu:

Nhiing triéu chiing va dau hiéu qua liéu bao gém an than, kich thich nghich
thudng hé than kinh trung uong, loan tam than, co giat, ngiing th, tac dung
khéng cholinergic, phan ting loan truang luc va truy tim mach bao gém loan
nhip.

CANPHAILAM Gi KHIDUNGTHUGC QUA LIEU KHUYEN CAO?

-Néu ban hay batky ai khac (nhu'tré em) uéng qué nhiéu vién thuéc, hay gap
ngay bac sihoac tdi khoa Héi stic - Cap ctiu cia bénh vién gan nhat.

-Khéng laixe néu ban dung qualiéu. )

NHUNG BIEU CANTHANTRONG KHIDUNG THUGC NAY:

-Tu védn béc si trude khi dung thudc néu ban bj huyét ap rat cao, bénh tim,
dong kinh, glécém, phi dai tuyén tién liét, bénh gan, bénh than, viém phé
quan, hen suyén hoacgian phé quan.

-Tranh udng rugu khi dang sirdung thuéc nay.

-Tranh4ixe vavan hanh may moéc néu thuéc gay buén ngd, chong mat hodc
nhinma.

- Néu ban khéng dung nap véi mét sé loai dudng, hay hoi bac si ciia ban
trudckhisttdung do thuéce cd chira lactose.

-Thudc cé chiiamau Quinolin yellow, c6 thé gay cac phan ting di ing.

Phuniicé thaivacho conbu:

Théng béo véi bac sinéu ban dang mang thai hay cho con bu.

Anh huéng ciia thuéc ddi véi cong viéc (ngusi van hanh may méc, dang
laitau xe, ngudilam viéctrén cao va cac truong hop khac):

Tranh i xe va van hanh may moc néu thuéc gay buén ngli, chong mét hoac
nhinma.

KHINAO CANTHAMVAN BAC STHOAC DUGC Si?

Tohudng dan sirdung néu tém tét cac théng tin quan trong ctia thudc. Néu
ban c6 thdc mécnao khéc, hay hdi béc sthodc dugc sictia ban.

HANDUNG CUATHUOC: 36 thang ké tirngay san xuat.

€O SG SAN XUAT:
CONGTY CO PHAN XUAT NHAP KHAU Y TEDOMESCO
@ Bia chi: S6 346 dudng Nguyén Hué, Phudng My Phu, Thanh phd
CaoLanh, TinhDéng Thap
DOMESCO  Pién thoai: 1800.969.660

NGAY XEM XET SUA DOI, CAP NHAT LAl NOI DUNG HUGNG DAN SU
DUNGTHUOC: 17/11/2023.
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