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+Tiéu hoa: buon ndn, non, tiéu chay, dau vung thuong vi.

+Tim: danh tréng nguc, loan nhip tim.

+Da: phat ban, phan img man cam (co thit phé quan, phu mach va phan vé).

Hiém gap, ADR < 1/1 000

+Huyét hoc: mét bach cau hat, giam bach cau, thiéu mau huyét tan, giam tiéu cau

+ADR khéc: co giat, vd md héi, dau co, di cam, tac dung ngoai thép, réi loan giac ngu, trAm
cam, 14 1an, 1 tai, ha huyét ap, rung toc.

Huéng din cdach xir tri tdc dung khong mong muén:

+Khi dung véi lidu diéu tri, cac tac dung khong mong mudn nhu budn nga, mét moi, chong
mit, mat ph01 hop ddng tac va tac dung khang muscarin thuong hét sau vai ngay diéu tri.

+Ngimg thudc va hoi y kién bac s§ hodc duoc s§ néu can thiét.

Nén tranh dung nhirng thudc hoic thwe phim gi khi dang sir dung thudc nay:

- Cac thudc e ché monoamin oxydase (IMAO) lam kéo dai va tang tac dung khang
muscarin ctia thudc khang histamin. Trong vong 14 ngay sau khi két thic diéu tri bang cac
thudc trc ché monoamin oxydase, tuong téc gitta cac thudc nay voi dexclorpheniramin van
Xay ra.

- Ethanol hoic céc thudc an than.

- Cac thube c6 chtra phenytoin, dasatinib, pramilintid.

- C4c thudc trc ché cholinesterase va betahistidin.

Can lam gi khi mét lan quén khong dung thuoc

Néu bi quén 1 lleu bo qua lidu da quén va tiép tuc dung thudc theo lich trinh nhu cil. Khong
nén tang liéu gap doi dé bu cho lidu da quén.

Cin bio quan thudc nay nhw thé nao:

Noi kho rdo, tranh éanh sang, nhiét d6 khong qua 30°C.

Nhirng dau hi¢u va triéu chirng khi diung thudc qua liéu:

- Triéu chimg qua liéu: Ngu nhiéu, kich thich nghich thudng hé TKTW, loan tdm thin, con
dong kinh, nging tha, co giat, tac dung khang muscarin, phan ing loan truong luc va truy
tim mach, loan nhip.

Cin phai lam gi khi dung thude qua liéu khuyen cdo:

Néu truong hop qua lidu xay ra, dé nghi dén ngay co s& y t& gin nhat dé nhan vién y té c6
phuong phap xu ly kip thoi.

Nhirng diéu cin than trong khi dung thudc nay:

Cdc finh trang cin thin trong khi sir dung thuéc:

- Do tac dung khang muscarimin nén can dung than trong cho nhitng nguoi tdc mon vi ta
trang, ngudi bi bénh nhugc co va nhiing tinh trang khéac tuong tu.

- Ngudi nghién ruou hay dang dung cac thudc an than khac.

- Tre em, déc biét tré co tién str dong kinh.

- Nguoi bi bénh phéi tic nghén, bénh ph01 man tinh, thd ngén hozc kho thé, hen phé quan
do nguy co bién ching trén duong hd hép.

- Ngudi bi tang nhan ap.

- Nguoi cao tudi.

- Ché phdm c6 chira lactose monohydrat, than trong khi dung cho ngudi bénh mic cac rdi
loan di truyén hiém gap vé dung nap galactose, ching thiéu hut lactase Lapp hodc ri loan
hép thu glucose - galactose.

Cic khuyén cdo diing thudc cho phu nit cé thai va cho con bii:

Thoi ky mang thai:

Ché pham, trong didu kién sir dung binh thuong, c6 thé duge ké toa trong 2 chu ky dau cua
thai ky (6 thang dau thai ky); va viéc st dung chi nén dugc xem x¢ét trong 3 thang cuoi thai ky
khi that can thiét, va chi st dung mot lan. Néu ché phidm duoc dung vao cudi thai ky, phai
theo doi, giam sat chirc nang than kinh va tiéu héa clia tré so sinh.

Chi dung thudc khi that can thiét, can can nhic gitta loi ich va nguy co trén thai nhi.

Thoi ky cho con bu:
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C6 mdt lugng nho dexchlorphenamln duogc tiét vao sita me. Vi tinh chét thudce an than cua
thudc nay, khong duoc sir dung ché phdm nay trong khi cho con by.

Anh ‘huwong ciia th uoc doi véi cong vigc:

Thubc c6 thé gy ngu ga, chong mit, hoa mét, nhin mo va suy giam tdm than van dong.
Can than trong s dung v&i ngudi thyue hién cac cong viée nguy hiém va can sy tap trung.

Khi nao cin tham vén bac sy, dwgc sy:

Néu can thém thong tin xin hoi y kién bac s§ hodc dugc sy.

THONG TIN CHO CAN BO Y TE

Cic dac tinh dwgce lwe hoc, dwge dong hoc:
Duwoc luc hoc:
Nhém dugc 1y: thube khéng histamin, thé hé thir nhat.
Ma ATC: RO6ABO02.
Clorpheniramin maleat la dan xuét tir alkylamin c6 téc dung khéng histamin an than thudc thé
hé thir nht. Dexclorpheniramin maleat la dong phan dextro, c6 tac dung dugc ly tuong tu
nhung manh gip 2 lan clorpheniramin maleat. Dexclorpheniramin lam giam hodc mét tac
dung chinh ctia histamin trong co thé bang cach canh tranh phong bé c6 dao ngugc histamin &
cac thu thé H; & cac md trén duong tiéu hoa, thanh mach va dudng ho hip.
Dexclorpheniramin maleat dugc ding dé diéu tri triéu ching cac bénh di Gmg nhu may day,
pht mach, viém miii di img, viém mang tiép hop di tmg, ngira.
Dugc dong hoc:
Dexclorpheniramin maleat hip thu t6t nhung twong dbi cham vi thudc chuyén héa nhidu &
niém mac duodng tiéu hoa va chuyén hoa budc diu & gan khi ubng va xuat hién trong huyét
tuong trong vong 30 — 60 phut. Néng d6 dinh huyét tuong dat duge trong khoang 2,5 dén 6
git sau khi udng. Khoang 25 —45% lidu don vao duoc tuan hoan toan than dudi dang thudc
khong chuyén hoa. Sinh kha dung thap, dat 25 — 50%. Khoang 70% thudc trong tudn hoan
lién két véi protein. Thé tich phén b khoang 2,5 — 3,2 lit’kg (ngudi 16m) va 3,8 litkg (tré em).
Thube duge bai tiét chu yéu qua nude tleu dudi dang khong doi hodc chuyén hoa, sy bai tiét
phu thudc vao pH va luu luong nude tiéu. Chi mot lugng nho duoc thdy trong phan. Thoi gian
ban thai cua dexclorpheniramin & ngucl 16n khoang 12 — 43 gid va 5,2 — 23,1 gior d6i véi tre
em. O ngudi bénh suy than man, thoi gian ban thai kéo dai tdi 280 — 330 gio.
Chi dinh, liéu ding, cich dung, chdng chi dinh:
Chi dinh:
Pidu tri triéu ching cta cac loai di img khac nhau:
- Viém mii di ing theo mua hay quanh nam.
- Viém mang két.
- May day.
Liéu diing, cdch ding:
Str dung cho tr¢ em 26 tudi va nguoi 1on.
Nén dleu tri trong thoi gian ngan.
Nén udng thudc lic no hosc trudce khi di ngu. Nubt vién thudc v6i mot ly nude day.
Liéu lugng thay d6i tuy theo timg ngudi bénh, phu thudc vao déap img va dung nap cua timg
ngudi bénh.
Liéu dé nghi:
+ Tréem tir 6 — 12 tudi: % v1en/lan 2-3 lan/ngay Khéng qua 3 vién/ngay.
+ Ngudi lon va tré em trén 12 tudi: 1 vién/lan, 3 — 4 1an/ngay. Khong qua 6 vién/ngay.
+ Ngudi cao tudi: 1 v1en/1an Khong qua 3 vién/ngay.
Udng céch it nhét 4 gio mdi lan.
Chéng chi dinh:
- Quéa man voéi dexclorpheniramin hodc bét ky thanh phan nao cta thudc.
- G16¢6m goc hep.
- Bi tidu tién do réi loan tuyén tién liét-ni¢u dao.
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- Khong str dung thong thuong & phu nir dang cho con bu.
- Tré em dudi 6 tudi.

Cac truwong hop thin trong khi diung thudc:

Cic finh trang cin thin trong khi sir dung th ubc:

- Do tac dung khdng muscarimin nén can dung than trong cho nhitng ngudi tic mon vi ta
trang, ngudi bi bénh nhugce co va nhimg tinh trang khac tuong tu.

- Ngudi nghién ruou hay dang ding cac thude an than khac.

- Tré em, ddic biét tré c6 tién sir dong kinh.

- Ngudi bi bénh phéi tic nghén, bénh ph01 man tinh, thd ngén hoic kho thd, hen phé quan
do nguy co bién ching trén dudmg ho hép.

- Nguoi bi tang nhéan ép.

- Ngudi cao tudi.

- Ché pham c6 chira lactose monohydrat, than trong khi ding cho ngudi bénh méc cac rdi
loan di truyén hiém gap vé dung nap galactose, chimg thiéu hut lactase Lapp hoic rdi loan
hap thu glucose - galactose.

Cic khuyén cdo diing thudc cho phu ni¥ cé thai va cho con bii:

Thoi ky mang thai:

Ché pham, trong diéu kién str dung binh thuong, c6 thé duoc ké toa trong 2 chu ky dau cua
thai ky (6 thang dau thai ky); va viéc sir dung chi nén dugce xem xét trong 3 thang cudi thai ky
khi that can thiét, va chi str dung mot 1an. Néu ché phim duoc dung vao cudi thai ky, phai
theo ddi, giam sat chirc nang than kinh va tiéu hoa cia tré so sinh.

Chi dung thudc khi that cn thiét, cin cin nhic giita loi ich va nguy co trén thai nhi.

Thoi ky cho con bu:

C6 mét lugng nho dexchlorphenamin duoc tiét vao sita me. V&i tinh chit thubc an than cia
thudc nay, khong duoc str dung ché phdm nay trong khi cho con bi.

Anh ‘huong cua thuéc doi véi cong vige:

Thubc c6 thé gdy nga ga, chéng mat, hoa mét, nhin md va suy giam tdm thin van dong.
Cén than trong st dung v6i ngudi thue hién céc cong viée nguy hiém va can su tap trung.
Twong tic cia thudc véi cac thude khac va cac loai twong tic khac:

- Cac thudc e ché monoamin oxydase (IMAO) lam kéo dai va ting tac dung khang
muscarin cta thubc khang histamin. Trong vong 14 ngay sau khi két thic diéu tri bang cac
thube rc ché monoamin oxydase, tuong tac giita cac thudc nay véi dexclorpheniramin van
Xay ra.

- Ethanol hodic cac thudc an thdn gdy ngu c6 thé ting tic dung wc ché hé¢ TKTW cua
dexclorpheniramin.

- Dexclorpheniramin trc ché chuyén hoa phenytoin va c¢é thé dan den ngd doc phenytoin.

- Cac thudce rc ché CYP3A4 nhu: dasatinib, pramilintid 1am ting nong d6 hodc tic dung cta
dexclorpheniramin.

- Thudc lam giam tac dung ctia cac chét trc ché cholinesterase va betahistidin.

Tac dung khéng mong muon:
Thwong gap, ADR > 1/100

+Thén kinh: trc ché hé TKTW: ngu tir ngu nhe dén ngt sdu, mét moi, chong mat, mét phoi
hop dong tac, nhirc dau, rdi loan tam than — van dong. Tac dung khang muscarin: kho
miéng, dom dac, nhin mdg, bi tiéu tién, tdo bon, ting trao nguoc da day.

It gdp, 1/1 000 < ADR < 1/100

+Tiéu hoa: budn ndn, ndn, tiéu chay, dau ving thuong vi.

+Tim: danh tréng nguc, loan nhip tim.

+Da: phét ban, phan tmg mén cam (co thit phé quan, phit mach va phan vé).

Hiém gdp, ADR < 1/1 000

+Huyét hoc: mét bach cau hat, giam bach cau, thiéu mau huyét tan, glam tiéu cau

+ADR khéc: co giat, v md hdi, dau co, di cam, tic dung ngoai thép, roi loan gidc ngu, trim
cam, 14 14n, U tai, ha huyet ap, rung toc.
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Hudng din cdch xir tri tic dung khong mong muon:

+Khi dung véi lidu diéu tri, cac tac dung khong mong mudn nhu budn ngii, mét moi, chong
mat, mét ph01 hop dong tac va tac dung khang muscarin thuong hét sau vai ngay diéu tri.

+Ngimg thube va héi y kién bac s§ hodc dugc s§ néu cén thiét.

Qua liéu va cach xir tri:
Qud liéu:

- Triéu chtng qua liéu: Ngu nhiéu, kich thich nghich thuong hé TKTW, loan tdm than, con
dong kinh, nging tho, co giat, tdc dung khang muscarin, phan ung loan truong luc va truy
tim mach, loan nhip.

Cdch xir tri:

- Khong c6 thude giai doc dac hiéu, diéu trj theo triéu chimg va hd trg chirc ning song, can
chu y déc biét dén chuc nang gan, than, ho hép, tim va can béng nudc, dién giai. Rua da
day hodc gdy non bing sird ipecacuanha. Sau d6, cho dung than hoat va thudc tay dé han
ché hap thu.

- Khi gé@p ha huyét 4p va loan nhip, can dugc diéu tri tich cuc. Co thé diéu tri co giat béng
tiém tinh mach diazepam hodc phenytoin. C6 thé phai truyén méau trong nhimg ca ning.

Han dung cua thudc:
36 thang ké tir ngay san xuat. Khong st dung thude hét han dung.

Ten, dia chi cia co s& san Xuat:
CONG TY CO PHAN HOA - DUGC PHAM MEKOPHAR
S6297/5 Ly Thuorng Kiét, Phuong 15, Quén 11, Tp. H6 Chi Minh.

| Ngay xem xét sira dbi, cip nhat lai ndi dung hwdng dén siv dung thude:
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