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Tolefor

Dé xa tam tay tré em.

Doc ky hwréng dan sirdung trwrée khi dang.

Théng bao ngay cho bac sy, dugre sy tac dung khéng
mong muén gap phai khi strdung thuéc.

Thanh phan céng thirc cho 5 ml siro:

Thanh phan hoat chét:
O VTR T NOUZIN s it A s AR B s 1,65mg
GUAITENESIN....ceveeeeeeeeee e 33,3mg

Thanh phén ta dwoc: Pudng trang, glycerin, acid citric

khan, natri citrat, kali sorbat, mau chocolate brown HT,

hwong caramel, nwérc tinh khiét. ‘

Dang bao ché: Siro

M6 ta dang bao ché: Chét I6ng trong sudt, mau nau,

hwong caramel, vi ngot.

Chidinh:

Diéu tri triéu chirng ho khan, dac biét |a ho nhidu vao ban

dem.

Liéu dung, cach dung:

Liéu dung

Tolefor chi dung cho ngudilén va tré em tir 2 tudi tré 1&n.

Nguwdi Ion va tré em trén 40 kg (12 tudi): 10 ml/ 1an x 4

lan/ ngay.

Tré em: Liéu dung hang ngay tuy thudc vao can néng cla

tré (1ml siro/ kg/ ngay) hodc theo hwéng dén sau:

-Tréemtir 13- 20 kg (tir 2 dén 6 tudi): 5mif IAnx 2 - 3 1an/

ngay.

-Tré em tir 20 - 30 kg (ttr 6 dén 10 tudi): 10 ml/1Anx 2 - 3

1An/ ngay.

-Tréemtir 30 - 40 kg (tir 10 dén 12 tudi): 10 ml/ lAnx 3 -4

lan/ ngay.

Trong trwdng hop can thiét, liéu dung co thé 13p lai véi

khoang cach gitra hai l&n dung thudc ti thiéu la 4 gid.

Cachdung:

Thudc dung dé udng.

Str dung coc dong c6 vach dé chia liéu.

Nén udng thubc vao bubi tdi, nhat Ia trong giai doan dau

diéu tri do oxomemazin cé tac dung an than.

Choéng chidinh:

Man cam v6i bat ky thanh phan nao cta thubc, déc biét

la cac thudc khang histamin.

Do thubc c6 chira oxomemazin, nén chéng chi dinh voi:

-Tré so sinh (dwéi 2 tudi).

- Co tién st mat bach ciu hat.

- C6 nguy co bitiéu do rdiloan tién liet tuyén.

- Nguy cor tadng nhan ap (Glocom goéc dong).

Dung két hgp véi cabergolin va quinagolid.

Canh bao va than trong khi dung thuéc:

Céanh bao:

Khong nén s dung thubc nay trong trwérng hop ho co

dém. Vi trong trwéng hop nay ho 1a yéu té tw nhién dé

lam théng thoang dwdng hé hap.

Khéng nén két hop thubc nay véi mét loai thube long

dém hay thubc lam tiéu chat nhay.

Trwdc khi ké don diéu trj ho, cgn tim hiéu cac nguyén

nhan gay ho vi méi nguy&n nhan can cach didu trj khac

nhau.

"Néu dung véi lidu théng thuong triiu chrng ho van
khdng d&, khong duwgec tang liéu ma can kidm tra lai cac

trigu chirng 1am sang.

Than trong trwéc khi dung thude

Lién quan dén oxomemazin:

- Céc thubc phenothiazin dwgc xem |a mét trong nhirng
nguyén nhan co thé gay dot tie & tré so sinh, vi vay, khdng
dwoc ding oxomemazin cho tré dwéi 2 tudi

- %n chu y giam sat (lam sang va dién ndo dd) dbi véi
ngudi ddng kinh vi oxomemazin cé thé 1am gidm ngudng
cogiat.

- Thén trong khi dung oxomemazin cho:

+ Ngudi cao tudi: Dé bj ha huyét 4p thé dirng, chong mat
hay nhay cadm véi thuéc an than, bj tdo bén man tinh (co
nguy co liét ruét), co nguy co bj phi dai tién liét tuyén

+ Nhirng ngwdi cd bénh tim mach, do phenothiazin gay
tang nhjp tim va huyét ap.

+ Nhi*ng ngwdi suy gan va/ hodc suy than néng (do thubc
c6 nguy co'tich ldy).

- Trwére khi dung oxomemazin dé diéu trj ho cho tré nhd,
can loai trr kha néng tré bj hen phé quan hay trao nguoc
daday thic quan.

- Khéng nén str dung do uéng co rwou hodc cac thudc
chira con trong thei gian didu tri.

- Vi phenothiazin lam tdng nhay cam vé&i anh sang, khéng
nén phoi ndng trong thei gian diéu tri.

- Cac thudc khang histamin H1 can dwoc sir dung mot
cach than trong do c¢6 tac dung an than. Khéng nén str
dung cting v&i cac loai thudc an than khac.

Thuoc nay chira sucrose (dwdng trdng), bénh nhan bi rdi
loan di truyén hiém gap nhw khéng dung nap fructose,
kém hép thu glucose — galactose hoac thiéu hut enzym
sucrose-isomaltase khéng nén str dung thudc nay.

Thubc nay chira 7,3 g sucrose trong méi liéu 10 ml. Ham
lweng nhw vay can dwoc can nhic dbi voi bénh nhan bi
daithao duéng.

Thuée nay chira duwdi 1 mmol (23 mg) natri trong mi 5 ml
siro, vé& co'bén dug'e xem nhur “khong chira natri”.

Str dung thudc cho phu ni¥ ¢é thai va cho con bu:

Théi ky mangthai:

Khong c6 dir liéu dang tin cay vé kha nang gay quai thai &
dong vat.

Hién chwa cé di liéu ddy da dé danh gia kha ning gay
quai thai hodc gay ddc cho thai khi dung oxomemazin
trong thai ky.

Trong sb tré so sinh, & cac ba me diéu trj lidu cao kéo dai
céac thubc khang cholinergic, hiém gap cac tac dung
khéng mong mudn trén dudng tiéu hoa lién quan dén
atropin nhw treréng bung, tac rudt do phan su, cham thai
phan su, &n kho, nhip tim nhanh, réiloan than kinh...).
Véicac div liéu trén, khdng nén dung thudc trong ba thang
dau thai ky. Thu6c nay chi ké don vao 3 thang cubi thai ky
khi that can thiét.

Néu dung thuéc vao cudi thai ky, can theo déi mét thoi
gian cac chirc ndng than kinh va tiéu hda & tré so sinh.
Theiky cho con bu:

Chua biét liéu oxomemazin c6 bai tiét qua sira me hay
khéng. Vi tac dung an than hoac gay phan khich nguoc
lai & tré so sinh va nhiéu nguy co gay ngirng thé khi nga
khi dung phenothiazin, khéng nén dung thudc khi dang
choconbd.

Anh hwéng clia thubc 1én kha nang lai xe, van hanh
may moc:

Lwu y nguwdi lai xe va van hanh may méc vé nguy co gay
budn ngl khi st dyng thudc nay, déc biét trong nhirng
ngay dgu diéu trj. Tac dyng an than sé manh lén khi st
dung cling cac do udng cé rwgu va cac thuoc chira con.
Twong tac, trong ky cta thuéc:




BIRRAL UNARIRHRS § B4 giat hoac 1am giam
ngudng co giat bao gbm cac thudc chéng trdm cam
(imipramin, thudc (rc ché tai hap thu chon loc serotonin),
thuoc an than kinh (phenothiazin va nhém butyrophenon),
mefloquin, cloroquin, bupropion, tramadol khi dung cung
promethazin cAn dwoc can nhic cAn than vi c6 thé 1am
tang nguy co co giat.

Atropin va cac thubc co tac dong giéng atropin (thube
chdng trAm cam nhém imipramin, da s6 cac thubc khang
histamin H1, thuc chdng liét rung co6 tac dong khang
cholinergic, thudc chdng co that c6 tac dong giéng atropin,
disopyramid, thuéc an than kinh nhém phenothiazin va
clozapin): khi st dung ddng thoi véi oxomemazin cé thé
lam ting cac tac dung khéng mong mudn nhw bi tidu,
glocom goc déng cap, tdo bon, khd miéng.

Cac thudc rc ché than kinh trung wong bao gbm dén chét
clia morphin (cé tac dung gidm dau, chéng ho va diéu tri
thay thé), nhém barbiturat, nhém benzodiazepin, cac
thubéc giai lo au khéng thudéc ho benzodiazepin
(meprobamat), thuéc gay ngu, thuéc chéng trdm cam co
tac dung an than (amitriptylin, doxepin, mianserin,
mirtazapin, trimipramin), thudc khang histamin H1 gay
ngl, thuéc ha huyét ap trung wong, baclofen va
thalidomid: Khi phoi hop véi oxomemazin lam tang tac
dung trc ché than kinh trung wong, giam tap trung va tinh
tao.

Thuéc chiu van dopamin khéng khang Parkinson
(cabergolin, quinagolid): Chéng chi dinh phoi hop vei cac
thudc an than kinh vi di khang Ian nhau.

Cac thuéc an than lam tang tac dung an than cla cac
thudc khang histamin H1.

Rwou lam tdng tdc dung an thdn cia thubc khang
histamin H1, vi vay, tranh udng rwgu va céc do udng co
cbn trong khi dung thuéc. Thubc lam mét tinh tao khi dang
lai xe hodc van hanh may méc.

Cac thudc khang acid lam gidm hép thu phenothiazin, vi
vay, nén dung cach nhau it nhat 2 gié dé tranh twong tac.
Cac thubc ha huyét ap, thuéc chen beta (ngoai trir
esmolol va sotalol), thubéc chen beta trong suy tim
(bisoprolol, carvedilol, metoprolol, nebivolol), nitrat va cac
dan chét lién quan khi dung cung v&i promethazin 1am
tang tac dung ha huyét ap, dc biét ha huyét ap thé ding.
Tac dung khéng mong mudn (ADR) ctia thudc:

Pac tinh dwgc ly cia omemazin la ngudn goc clia cac tac
dung khéng mong mudn & cac cwéng dd khac nhau, co
hoac khéng lién quan dén lidu.

Théan kinh

- Lo mo hoac budn ngd, xay ra nhidu hon & giai doan diu
diéu trj.

- Tac dung khang cholinergic nhw khé niém mac, tao bén,
roi loan thi giac, gian ddng tt, tim d&p nhanh, nguy co b
tieu.

- Ha huyét ap thé dirng.

- R6i loan tién dinh, chéng mat, gidm tri nhé hodc si tap
trung (hay gap & ngwdi cao tudi).

-Mat didu héa van dong, run ray.

-Lan, dogiac.

- I-!iém gap: Cac phan rng kich thich nhw kich ddng, cang
thang, mat ngu.

Phén (rng qua mén

- Phéat ban, eczema, ngira, ban xuét huyét, cé thé ndi may
day khong 14. :

-Phu, hiém g&p phit mach.

-Sécphanvé.

- Nhay cam véi anh sang.

Mau

- Giam bach cAu, giam bach cu trung tinh, ddc biét chirng
mét bach ciu hat.

- Giam tiéu cu.

- Thiéu mau tan huyét. .
Céc tac dyng khdng mong muén sau c6 thé lién quan dén
guaifenesin, chwra xac dinh dwoc tn suét (chua thé théng
ké tAn suét tr dir liéu s&n c6), bao gdm:

- Hé mién dich: Phan (rng qua man nhw ngtra, ndi may
day, phatban.

-Tiéu hoa: Pau bung trén, tiéu chay, budn nén, ndn

Qua liéu va cach xcr tri:

DAu hiéu qua liéu oxomemazin: Co giat (dac biét & tré
em), réiloan y thirc, hdn mé.

Didu trj triéu chirng va h trg.

Dwerc Iyrc hoc:

Nhom duwgc ly: Thuée khang histamin toan than.

MaATC: Oxomemazin RO6ADO08
Guaifenesin RO3CAO03
Oxomemazin

Oxomemazin 1a dan chéat phenothiazin, cé tac dung khang
histamin H1, dwgc dac treng bai:

-Tac dung an than & lidu théng thwerng do tac dong khang
histamin va (rc ché adrenalin trung wong.

- Tac dung khang cholinergic gay tac dung khéng mong
mudn & ngoai vi.

- Tac dung trc ché adrenalin ngoai vi gay nguy co ha huyét
apthé dirng.

Thong qua co ché db6i khang co tinh thuan nghich &
nhitng mirc d6 khac nhau, tat ca cac thudc khang
histamin déu c6 chung tinh chat dbi khang véi cac tac
dung ciia histamin trén da, phé quan, ruét va dic biét 1a
mach mau. Y
Guaifenesin: Long dom '
Dwoc dong hoc:

Chwa c6 théng tin vé dwgc ddng hoc clia oxomemazin.
Cac dic diém chung cua tat ca cac khang histamin, dic
biétla phenothiazin, co th& ké ra la:

- Sinh kha dyng thwéng la trung binh

- C6 kha ndng chuyén héa manh mé véi sy hinh thanh
nhiéu chat chuyén héa, giai thich cho ty 1& rét thdp cac
chatkhang bién ddi trong nwérc tidu

- Théi gian ban hily cé thé thay ddi nhwng thwdng kéo dai,
nén c6 thé dung mot lidu duy nhat hang ngay

- Thé tich phan bd 16n nhé tinh tan trong m& ciia nhizng
chat nay

Nguw&i suy giam chirc nang gan hodc than: cé nguy co
tich Ity thudc khang histamin,

Quy cach déng géi:

Hop 1 chai x 100 ml, chai thay tinh kém c6c dong béng
nhya.

Hop 1 chai x 60 ml, chai thly tinh kém cdc dong béng
nhya.

Piéu kién bao quan:

Noi khd, trdnh anh sang, nhiét dd duwéi 30°C.

Han diing: 36 thang ké tlr ngay san xuét. Sau khi mé nép,
strdyng trong vong 1 thang.

Tiéu chuén chat lwgng: Tiéu chudn co sé.

i

Nha san xuét;

CONG TYCP DUQC TRUNG WPONG MEDIPLANTEX
358 duwérng Gidi Phéng, Phuong Liét, Thanh Xuén, Ha Ngi
SX tai: Nha may dugc phdm sé 2, Trung Hau, Tién Phong,
Mé Linh, Ha NoI.
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