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Excipianb q.s................................ 60 ml
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See the insert.
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COMPOSITION:
Each bottle 60 ml contains:
Alimemazine.........,.30 mg
(As Alimemazine tartrate)
Excipients q.s..,,......60 ml

Administration, dosage,
ind ications, co ntraind ica-
tions and other inf orma-
tion: See the insert.
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Manulacturer:

OPU PHARIIIACEIITICAL JOII{T STOCI( CO.

No. 27, 3A Street,
Bien Hoa ll lndustrial Zone,

An Binh Ward,
Bien Hoa City, Dong Nai Province.
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Nhdn chai 90 ml

Nhdn hQp 1 chai 90 ml
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41imemazine............................45 mg
(As Alimemazine tartrate)
Excipierb q.s......................... 90 mt

lndications, administrati0n, dosage,
contraindications and other informa-
tion: See the insert.
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COMPOSITION:
Each bottle 90 ml contains:
Alimemazine..........45 mg
(As Alimemazine tartrate)
Excipients q.s......... 90 ml

Administration, dosage,
indications, contraind ica-
tions and other inf orma-
tion: See the insert.
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WHO-GMP
D6 xa tim tay
Dgc kf huring khi dtng

THANH PHAN THUOG: M6i 60 ml sir6 chria:
Thinh phAn hoSt chAt:
Alimemazine....
(du6i d4ng alimemazine tartrate)

30 mg

Thirnh phin ti dugc:
Acid ascorbic, methyl paraben, propyl paraben, acid citric khan, glycerin, ethanol 96%o,huongtrii
c6y h5n hgp, dudrng tr6ng.
DANG BAO CH6:
Dung dich trong, s6nh, mdu ving, huong trdi clty h5n hqp, vi ngot, kh6ng c6 srii bgt khi, tria, vQt

i
la noac vang moc.

cHi ulvn:
- trzt6t ngir (thinh thoing ho{c t4m thoi).
- Di0u tri trieu chimg c6c bi6u hiQn di img kh6c nhau: Vi6m mfri theo mira hodc kh6ng theo mta,

, i.
vi6m k6t mqc, mdy day.

- Di0u tritrieu chimg ho khan gdy kh6 chiu, nh6t ld ho vC d6m.

CAcu DUNG, LIEU ouNG:
C{ch dtng: Dtng duong u6ng.

Liiu ding:
Khting histamin khdns d! fing):
Ddnh cho ngu<ri l6n vdtrd em tr6n I tu6i.
Di6u tri triQu chimg ngdn h4n (vii ngdy)
C6 th6 lap lai IAu dtng nhmg kh6ng quri 4 lAn trongngdy
Ngudi lon: Mdilan 5-10 mg, tuong ducrng m6i tan udng l0--20 ml sir6
Tri em ffAn I tu6i: 0,125-0,250 mglkg/lan, tuong duong m6i tAn udng 0,25-0,5 ml sir6lkg.
N€n uu ti0n u6ng thu6c vdo bu6i chi€u tOi do alimemazine c6 th6 gdy bu6n ngri.
Khdng ho:
Denh cho ngucri l6n vi tr6 em tr6n 2 tu6i.
Di6u tritriQu chimg ng6n nan (vdi ngny)
C6 th6 lap lai li6u dtng nhung kh6ng qt64lAn trong ngdy. Trudng hqp diCu tri ho, n6n u6ng thu6c
vio thdi di6m thudng xay ra con ho.
Ngudi lon: }/rlitan S-tO mg, tuong duong m5i tan u6ng 10^-20 ml sir6
Trd em ffAn 2 ndi: 0,125-0,250 mglkg^an, tuong duong m6i tin u5ng 0,25-0,5 ml sir6/kg.
N6n uu ti6n u6ng thu6c vdo bu6i chi6u tOi do alimemazine c6 thii g6y bu6n ngir.

Mdt nsfi:
Denh cho ngudi l6n vi tr6 em tr€n 3 tu6i.

U6ng thu6c tru6c khi di ngri

Ngudi l6n: 5-20 mg, tuong duong 10-40 ml sir6.
Tr,A em tAn 3 tu6i:0,25-0,5 mglkg, tucrng du<rng voi 0,5-1 ml sir6/kg.
cHONG cHi olNn:
- Quri m5n voi thu6c kh6ng histamin hay bdrt cri thdnh ph6n ndo cira thu6c.
- Trd em du<vi 2 tu6i trong chi dinh diAu tri trieu chimg ho.
- Benh nhin c6 tiAn su gi6m b4ch cAu h4t li6n quan d6n d6n xu6t phenothiazin.
- Benh nhdn c6 nguy co bi tiCu li6n quan d6n r6i lo4n ni€u d4o tuy6n ti6n ligt.
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Benh nhdn c6 nguy co gl6c6m g6c rl6ng.
cAxn BAo vA rn4N ingNc"xHr n"uNc rHU6c:
Khuyiin cdo ilfrc bigt:
Trgng diiu tri chilmg miit ngt):
N6u bi m6t ngri, 

"an 
ti* hiEu nguydn nhdn gdy m6t ngri. Ntfu dd dung thu6c tr€n 5 ngiy md v6n

cdn bi m6t ngri thi n6n nghi ring c6 mQt benh l)r ti6m 6n, vd cAn pnai ianfr gi6 lai uidJaieu t.i.
Trong diiu tri cdc biAu hiQn di timg:
N6u sau mQt thcri gian di6u tri md cdc tri6u chimg di ung v5n cdn ho{c ndng l6n (kh6 tho, phi, t6n
thucrng da...) ho4c c6 nhirng d6u hiQu c6 li6n quan d6n nhi6m virus, cAn phai drffi giri tai vipc Aicu
tri.
Trong diiu tri ching ho:
Trutmg hqp ho c6 ddm cAn phii ile tU nlien vi ld yi5u t6 co bin b6o v6 ptrOi- ptr6 quan. Tru6c khi
k6 toa thu6c ch6ng ho, cAn tim nguy6n nh6n g6y ho dd c6 di6u tri dac hiQu. Nti" ho kh6ng gi6m
khi dtng theo li0u th6ng thudng, kh6ng n6n tdng li6u md can khem lai tinh tr4ng l6m sdng cria
bQnh nhdn.

ThQn trgng khi dilng:
Do hi6n nay ngudi ta cdn gin rllnh ring phenothiazinc6 thO li mQt y6u t6 trong nhirng truong hqp
dQt tu d nhfi nhi, khdng n6n sri dung thu6c ndy cho tr6 ducyi 2 tu6i.
CAn tdng cuong theo ddi (ldm sdng vd di6n nao d6) o bQnh nhan bi rlQng kinh do ciic d5n xu{t
phenothiazin c6 thiS ldm gi6m ngu6ng gdy itQng kinh.
ThQn trgtng khi chi illnh alimemazine cho:
- Benh nhan lon tu6i c6 khA ndng cao bi ha huy6t 6p tu th6, bi ch6ng mdt, budn ngti, bi t6o b6n

m4n tinh (do c6 nguy co bi liet ruQt), c6 khA ndng biphi dai tuy6n ti6n liQt.
- BCnh nhdn bi bQnh tim mach do c6c d6n xu6t phenothiazin c6 th6 gdy nhip tim nhanh vd h4

huy6t rip o mQt s6 ngudi.
- BCnh nhdn bf suy gan vd/hay suy th4n nAng, do c6 nguy co tich tu thu6c.
Trucrng hqp dtng thu6c cho trd em, cin phii bitit chic ld tr6 kh6ng b! hen ph6 quan hay bi trdo
ngugc da ddy - thgc quin tru6c khi ke toa thu6c ho.

TuyQt AOi trann ,6ng .ucru vi thu6c kh6c c6 chtia cdin trong thdi gian diAu tri. Do cric d5n xu6t
phenothiazin c6 thiS g6y nhay cim voi iffi s6ng, trrinh phoi ning trong thoi.gian di6u tr!.
C6n th{n trong do nguy co an th6n. Kh6ng khuy6n c6o k6t hgp voi c6c thu6c an th6n khiic.

I.
I huoc nay co chua:

- Methyl paraben vA propyl paraben, c6 thii g6y phan,mg diimg (c6 thd phan img muQn).

- Dudng. Benh nh6n c6 v6n dC vC di truyen hiiSm gap kh6ng dung n4p fructose, k6m h6p thu
glucose-galactose ho4c thiiiu hpt sucrase-isomaltase kh6ng n6n dtng thu6c ndy.

- Glycerin, c6 th6 g6y dau dAu, r6i lo4n ti6u h6avd ti6u chiy.
Thu6c ndy c6 chta},So/o (ttltt) ethanol, tuong tmg 80 mg ethanol trong 20 ml sir6 (hoac 160 mg

ethanol trong 40 ml sird), tuong duong 2,02 mlbia (5% (ttltt) ethanol), 0,84 ml rugu vang (l2oh
(ttltt) ethanol) trong m5i ZO ml sir6. C6 hai cho bQnh nhAn bi nghiQn rugu. CAn luu f <t6i voi php

nt c6 thai ho4c dang cho con bir, tr6 em vir c6c d6i tuqng c6 nguy co cao nhu bQnh nh6n bf suy

gan ho{c dQng kinh.

srJ DUNG THUOc cHo pHU NrI cO ruat vA cHo coN B0:
Sfr dgng thuiic cho phg nfr c6 thai:
Vdi c6c dt lieu c6 s8n, n6n trrinh sri dpng alimemazine trong thai k) trir khi bric si cho ld cAn

thi6t. That vdy, dt liQu tr6n <lQng v4t c6 thai ld kh6ng dt de ktit lu{n vd c6c dir liQu ldm sang vdn
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cdn han ch6. Trong trucrng hgp <li6u tri vdo cu6i thoi kj,mang thai, cAn luu f dtin cric rl{c tinh
atropinic vd an thAn cria thu6c ndy d6 theo ddi tr6 s<y sinh.

Sfr dgng thuiic cho phg nfr cho con bf :
Kh6ng bi6t tigu alimemazine c6 du-o. c bdi titit qua sfra mg hay kh6ng. Tuy nhi6n do thu6c co tilc
dung an thAn ho4c gAy kfch thich nghlch thucrng d tr6, hon nta c6c d5n *u6t phenothiazin c6 thti
gdy ngtmg thd khi ngri o tr6, do tI6 kh6ng n6n dtrng thu6c khi cho con bri.
ANU HTIoNG c0,q. rHuoc LtN KHA NANG LAr xE, vAN uANH vrAy vr6c:
CAn th6ng b6o cho nguoi phni kii xe hay vdn hanh miiy m6c vC mra nlng bi bu6n ngt khi dung
thu5c, nh6t la trong thdi gian dau. HiQn tuqng ndy cdng 16 hcyn n6u dirng chung voi c6c thric u6ng
hay cdc thu6c khric c6 chria cdn. NCn bit dAu <li6u tr! c6c bi6u hiQn di ung vdo bu6i t6i.
TUoNG TAc, TTIoNG Ky cuA THUOC:
Khilng n1n phdi hry:
- Ruqu ldm tdng tric dgng an th6n cria thudc khrlng histamin. ViQc giim t4p trung vd tinh tiio c6

th6 gAy nguy hiiSm khi l6i xe hay v4n hinh miiy m6c. Tr6nh u5ng cdc thric u6ng vd thu6c kh6c
c6 chria cdn.

- Circthu6c an than khric: lim tAngtitcdUng an thAn cta thu6c kh6ng histamin Hr.
- MOt sO thu6c gdy phan img antabuse vcri rugu (n6ng btmg, d6 nguoi, n6n, nhip tim nhanh):

disulfiram, cefamandol, cefoperazon, latamoxef (khring sinh nh6m cephalosporin),

chloramphenicol (kh6ng sinh nh6m phenicol), chlorpropamid, glibenclamid, glipizid,
tolbutamid (ch6ng d6i thSo duong nh6m sulfamid), griseofulvin (khting n6m), nh6m nitro-5-
imidazol (metronidazol, ornidazol, secnidazol, tinidazol), ketoconazol, procarbazin (thu6c

ch6ng ung thu).
Trrffi u6ng ciic thfc u6ng vd thu6c kh6c c6 chria c6n.

- Sultoprid: c6 nguy co tdng r6i lo4n nhip thdrt, ttac biet ld xo6n dinh, do phOi hqp c6c trlc dgng

diQn sinh l;f.

NAn hru !,khi phili hqp:
- Circthudc ric chrl thAn kinh trung uong khSc (thudc ch5ng trAm ctm an thAn, thu6c ngir nh6m

benzodiazepin, barbiturat, clonidin vir c6c thu6c li6n quan, thu6c ngit, c6c ch6t d6n xu6t morphin
(thu6c gi6m dau vd thu6c ch6ng ho), methadon, thu5c an thAn kinh, thu5c gi6i lo Au). ViQc ginm

t4p trung vd tinh t6o c6 thiS g6y nguy hi6m khi l6i xe hay v4n hdnh m6y m6c.

- Atropin vi c5c thu6c c6 tic dQng atropinic (thu6c ch6ng trdm cdm nh6m imipramin, thu6c

ch6ng parkinson c6 t6c tlQng khring cholinergic, thu6c ch6ng co thit co titc dQng atropinic,

disopyramid, thu6c an thin kinh nh6m phenothiazin): Tdng citc titc dgng ngoai y atropinic nhu

bi ti6u, t6o b6n, kh6 miQng.

Tuong ky thu5c:
Do kh6ng c6 c6c nghiCn cr?u vA tinh tucrng ky cira thu6c, kh6ng trQn l6n thu6c ndy v6i c6c thu6c

khdc.

rAc ngNG KH0NG MoNG MUoN cu.q. tHuoc:
C6c <t4c tinh duo. c l;i cria alimemazine cf,ng ld nguyCn nhdn cira mQt s6 t6c dgng ngo4i f v6i nhi6u

mric dQ kh6c nhau vd c6 hay kh6ng c6 li6n quan d6n li6u dtng.

Ttic dltng fiAn thdn kinh:
- Thiu thiu ho4c budn ngtr, nh6t la vdo thdi gian diAu tri dAu.

- TicdQng kh6ng cholinergic lim kh6 ni6m m4c, t6o b6n, r6i lo4n didu ti6t, giSn ddng ttr, tim

dfp nhanh, nguy co bi ti6u.
- H4 huy6t 6p tu thti.

- nOi lo4n thing bing, ch6ng mdt, gi6m tri nh6 ho[c khi nlng t4p trung.

- M6t <li6u hda vfn dQng, run rAy (thuong xay ra hcrn o nguoi l6n tu6i).
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- Lti ldn, 6o gi6c.

- Hitim khi x6y ra:

Phdn frng quti mdn:
t6c dung dang kich thfch nhu kich d6ng, lo l6ng, mAt ngri.

- Ban d6, chdm, ngta, ban xu6t huy6t, mdy day.
- Pfir,pht Quincke nhrmg hitim gap.
- S6c phin vQ.

- Nhay cim voi 6nh sring.

Tdc dqtng ffAn mdu:
- Giam bach cAu, gi6m b4ch cAu trung tinh, m6t b4ch cAu

..1 I- uram tleu cau.

- Thii5u miiu t6n huytit.
Th6ng bdo ngay cho bdc si hodc drqc sI nhteng phdn ilmg cd

euA LrEU vA cAcn xtl rni:

a. c rRudryc

hqi gqp phdi

TriQu chri'ng:
Co giat (dic biQt ld tr6 em), r6i loqn nh4n thric, hdn m6.

Crich xir tri:
Di6u tritri€u chimg d benh viQn. Tfch cpc theo d6i de c6 biQn ph6p xt tri kip thoi.
Duqc Lu. c HQC:
Nh6m duqc ly: OOi nrang thg th6 histamin Hr, thudc an thin.
Md ATC: R06AD01
Alimemazine li m6t thu6c kh,lng histamin Hr thuQc nh6m phenothiazin, c6 c6c d{c tfnh nhu sau:

- Tdc dgng an thAn d h6u th6ng thudng do t6c dQng khring histamin vd ric chi5 adrenalin d than
kinh trung uong.

- Tdc dpng kh6ng cholinergic gdy titc dgng ngo4i ;f o ngo4i bi6n.
- Tric dgng ric ch6 adrenalin d ngo4i bi6n c6 th6 anh hu&ng tltin huytit dQng hqc (c6 th6 gAy ha

huy6t ep tu th6).
Cric thu6c khang histamin c6 <I{c tinh chung ln d6i kh6ng, do d6i kh6ng tuong tranh it nhi6u mang
tinh thuan nghich, vryi t6c dlmg ctra histamin, chri y6u tr6n da, mach milu vi ni6m mac d k6t m4c,,^
mfri, ph6 quin vd ru6t
DUqC DQNG HQC:
Crlc s6 liQu v0 dugc dQng hgc cria alimemazine hiQn cdn chua tluqc dAy dir. Cric thu6c
histamin n6i chung c6 nhfrng <lac tinh v6 du-o. c d6ng nhu sau:

- Kha dpng sinh hgc d mric dQ trung binh.

- Chuy6n h6a thu6c tucrng d6i manh t4o ra nhi6u sAn phAm chuy6n h6a, didu ndy giii thich
sao phAn thu6c kh6ng b! chuyt-An h6a chi chi6m mQt n6ng d0 r6t thAp trong nu6c ti6u.

- Thdi gian ban thii dao dQng, thuong ld k6o ddi, cho phdp dung mQt li6u duy nhdrt trong
- Cdc phdn tir thu6c tan trong lipid do it6 th6 tich phdn b6 thu6c cao.

QUY CACH DONG GOr:
HQp I chai x 60 ml sir6.
HQp I chai x 90 ml sir6.

DIEU KIEN BAO QUAN, HAN DUNG, TITU CHUAN CHAT LI.IQNG CUA
Bio quin: o nhiQt dQ dudi 300C, ncvi khd 16o, triinh 6nh s6ng.

H4n dtng:24 thingk6 tt ngdy sdn xu6t. Kh6ng dtng thu6c khi qurl han dtng.
Ti6u chuin ch6t lugng cta thu6c: TCCS

rtN, DIA cHi cuA co so sAN xuAr rHUOc:
cONc rY cO PHAN DUqc PHAM oPv
36 27,Duong 3,{, Khu COng NghiQp Bi6n Hda II, Phucrng An Binh, Tp. Bi6n Hda, Tinh D6ng
Nai.
DT: (0251)3992999 Fax: (0251) 3892344
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