
I.u, 1,1.,,, t,L,,.,..r,,1..1

io

m
t<t
tuj

EL.,C:
CD

DA]

H

H\rl
rJ

E

I

a
I
I
G

o

E
FIT

E

N

--b

ID
--\C'
fr-
CJ

I
tE
lE)
0
Ir

I

- t
Ira
E
|I3

--EG,fi
II

CE
I

I

=-D
IE
CD
5
C?

s
--aE<
=CD
tsa

CA
t

-Dg
E
B
€t
G!(t
att
CD6
-B

-a

gt
t!,
clt

=GD

GD
.E
CB

=

f- -l

l-
l-.:\

tr
a
e

.il/

o
G'
c,

I'o
-nI8=

=E*=s3Efr
F aIet

-mG'-
d'
lr
ct

En

EE
nHe
Brr=
EEEfrf;e

;e
D=

tgcm
F-

rEr 
E 

FEE
fr5s
EISs"+85

B*$
gel

!o

N

I
gt
-t8..
Ira
-E
B
--I
IrI

r$

Q
C(
lj
I
G,
I

-c\
I

-cll

-rB.B
F}

-ra-Et
II

I

tlt
I'

B.rr
-ra
I

-c
Gi

!

:l
I

=
a-
!
!

e
5
q

d

s
Io
i
i

I

i

i

i

€

E

Eg
FTIEa a
EE.E

ii i3i!iEri
ngFFr

E;S
EF P

3s

I
I
3
i
E-

5
a
F
i

0

a
3

p

t

ts

3

i
i

i

:

,

i

i

m

€
3

i
i
i

;

i

i

!

:

i

I

E.

EFull
EEiIIS

FE E [;E
u 

$*gF ao
3

trl)

l.(,

oEl

GI

trL

o
o,

o
x
o,
cr

d
IJ'

E
(lt

GI

c,

EI

ct
CD
lJ?

E
tr
G'

o)(J
G'

(t,
o-

t
ID

A'
c,
(D

ol

o
(rt
c,o

(Et

o
o,
q,

*
C.'I

F
E'
(D
x
o

(D

o

=,
q,

+
EE

(,t

(Et

E
A'
o)
C?
(D

q,

?
C'T
c,o

F
o
q)

ot
CL

(rr

I
E'
(D
x
o
J
(D

o

ql

+
ED

C'I
J

(ct

^^/BOYTE
UAN rf nrtoc

A

DUYET

.E

o.
o
(g
TI
c

.(l,
g
E
:g

t
x

ut)(\t
e

(O.
E

@
ox
o
N)
(,l
cr
U'
(D

o
x
s
=

a

c)
o
o,
(D
CL

A'
cr
(D

@

t

.Qr

=,t$
C't

x
5
s.
(Dt
3
=(D.

tt
o)
o

rE

='

E,

BOvrd
cllc euAx rf nuoc

oA rst ouypr

https://trungtamthuoc.com/



Sd I0 SX, h?n dung

dugc 6p chim trOn vi

4
,fi

I

Dl

u

":

d

- $ir lr, ll! rdt

- Cfdu Htt fil - Biln lo

Paracetamol 500m9
Loratadln Smg

Dextromethorphan HBr 15mg

/

https://trungtamthuoc.com/



TO HI.IONC UAN SU OUNC CHO CAN gO Y TE

ViAn ndn bao phim

RMEKOL EXTRA

THANH PHAN

Paracetamol.. . ... .

Loratadin.

Dextromethorphan hydrobrom id. .

T6 duoc.

5mg

...15 mg

.vira dri 1 vi6n.

(Tinh b1t ng6, natri croscormellose, kollidon K30, microcrystalline cellulose 102, talc, aerosil,

mognesi stearot, PEG 6000, HPMC El5, titan dioxyd, tartrozin lake, greens lake)

D4,NG BAO CHE

Vi6n ndn bao phim

QUY CACH DONG GOI

HQp 25 vi x 4 vi6n ndn bao phim, kdm theo to huong d5n st dUng.

cAc Dac riNu Dr.rqc Lu. c HQC

- Paracetamol: ld ch6t chuyi5n h6a c6 hoat tfnh cta phenacetin, lir thu6c h4 nhiQt gi6m dau, co ch6

t6c dr,rng tuong tg nhu aspirin vd phg thu6c vio sg ri'c ch6 sinh t6ng hoo prostaglandin.Tuy v6y

kh6c vdi aspirin, paracetamol kh6ng c6 tilc dung ch6ng vi6m.

Paracetamol ldm gi6m th6n nhiQt o nguoi bQnh s6t nhung hi6m khi ldm gi6m thdn nhiQt o nguoi

binh thucrng. Thu6c t6c dQng l€n virng du6i d6i g6y ha nhi€t, toa nhiQt do gi6n mqch vi tdng luu

lugng m6u ngo4i bi€n.

- Loratadin: ld thu6c kh6ng histamin 3 vong c6 t6c dung kdo dei d6i kh6ng chgn loc tr6n thu th6

H1 ngoQi bi6n vd kh6ng cotitc dpng lim diu tr0n thAn kinh trung uong. Loratadin thudc nh6m

thudc aOl mang thu thO Hr th6 hQ 2 (kh6ng an thAn).

- Dextromethorphan hydrobrmid: ld thu5c gi6m ho c6 t6c dqng l6n trung t6m ho o triy s6ng.

CAC DAC TINU DIIqC DQNG HQC

Paracetamol

Hiip thu: Paracetamol h6p thu nhanh vi hoirn todn qua duong ti6u h6a. N6ng d0 dinh trong huy6t

tuong d4t dugc trong vdng 30 - 60 phrit sau khi u6ng.

Phtin bti: Paraceamol ph6n bO nhanh vd tl6ng d6u trong phAn l6n c6c m0 c0a co th€. Khodng

25o/o paracetamol trong m6u k€t frqp v6i protein huy6t tucrng.

Chuy€n hda: Paracetamol bi N-acetyl h6a v6i cytochrom Paso dC t?o ndn N-acetyl-

benzoquinonimin - ld mQt ch6t trung gian c6 ho4t tinh phdn ftng cao. Ch6t chuy6n h6a niy binh

thuong phin fng vdi c6c nh6m sulftrydryl trong glutathion vh do d6 chfing bi kht' ho4t tinh. Tuy

nhi€n n6u dtng li6u cao paracetamol, ch6t chuy6n h6a nlry du-o. c t4o thdnh voi lupng dU de lam

c4n kiQt glutathion cta gan; trong tinh trang d6, phAn ung cta n6 vdi nh6m sulhydryl cria protein

gan tdng l6n, c6 thd din dtln ho4i t0'gan.
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- Thdi /rr. Sau li6u di6u tri, c6 thd tim th6y 90 tl6n 100% thu6c trong nudc ti6u trong ngdy thri

nh6t, chri y6u sau khi li€n hqp trong gan vdi acid glucuronic (khodn g 60oh),acid sulfuric (kho6ng

35%)ho{c cystein (khoing 3Yo); cing ph6t hiQn th6y mQt lugng nho nhfr'ng ch6t chuyiin h6a

hydroxyl - h6a vd kht acetyl. Tre nho it c6 khd nlng glucuro li6n hqp voi thu6c hon so v6i

ngudi lon.

Loratadin

- Hiip thu: Loratadin dugc h6p thu nhanh vd gAn nhu hodn todn. Thric dn lim gidm h6p thu tuy

nhi6n kh6ng 6nh huong tdi hiQu qud l0m sirng c0a thu6c.

- Phdn b6: Loratadin li6n k6t mqnh mE (97-99%) vd ch6t chuytin h6a chinh cfra n6 ld desloratadin

li6n ktit vira phii (73-76%) vdi protein huyrit tuong.

- Chuyiin h6a; Loratadin dugc chuy6n h6a lAn diu nhanh ch6ng qua hQ enzym CYP3A4, CYP2D6

tai gan. Chdt chuy6n h6a chinh c6 hoat tinh ld desloratadin chiu tr6ch nhi€m mQt phin lcrn vC t6c

dqng lim sirng ctathu6c. Thoi gian d4t n6ng tlQ dinh trong huy6t tuong cta loratadin li 1-1,5 gio

vi desloratadin li 1,5-3,7 gid sau khi u5ng.

- Thdi lrur: Khoin g 40% li6u ttugc bdi titit qua nudc tir5u vir 42o/o li€u dugc bdi ti6t qua phdn sau l0

ngdy dtng thuOc, cht y6u du6i d4ng ch6t chuy6n h6a li6n hgp. Khoin g 27% li6u tlugc bni titit

qua nudc ti6u sau 24 gitt dAu ti6n.

- Thdi gian b6n thdi trung binh tr6n nguoi l6n khoe m4nh vlro kho6ng 8,4 gio (3 - 20 gio) vi
khoing 28 gio (8,8 - 92 gio).

- Suy thQn: A nhirng bQnh nhdn bi suy thdn man tinh, c6 hai AUC vd n6ng d0 dinh trong huy6t

tuong (C ,u* ) cta loratadin vd ch6t chuy6n h6a hoat tinh cria n6 tdng l€n so v6i cira b€nh nh6n c6

chftc n[ng thfn binh thuong. Thoi gian b6n thii trung binh c0a loratadin vir chAt chuyiln h6a ho4t

tinh cria n6 kh6ng kh6c biet d6ng kO so v6i nhirng nguoi binh thutvng. ThAm ph0n m6u kh6ng

6nh hucrng <trin dugc dQng hgc cria loratadine ho{c ch6t chuy€n h6a ho4t tinh cira n6 o nhirng

bQnh nh6n bl suy th4n m3n t[nh.

- Suy gon: O bqnh nhdn b! b€nh gan m4n tinh do rugu, cd AUC vh nting dO dinh trong huy6t

tuong cria loratadin tlng g6p d6i, cdn dugc dQng hgc cta chAt chuy6n h6a ho4t tinh cria n6 thi

thay tl6i kh6ng d6ng kO so vdi nguoi binh thuong. Thoi gian b6n thdi cta loratadin vd chAt

chuy€n h6a ho4t tinh cta n6ld24 gio vd 37 gid, vd tlng l6n khi bQnh n4ng hcrn.

- Ngwdi gid: Chc th6ng si5 dugc dQng hqc cta loratadin vd ch6t chuy6n h6a chinh cfia n6 o bQnh

nhdn cao tu6i khOe m4nh ld tuong duong v6i nguoi tre khoe m4nh.

Dextromethorphan hydrobromid

- Dextromerthophan <tugc h6p thu nhanh qua duong ti€u h6a vd c6 t6c dr,rng trong vdng l5-30 phtit

sau khi u6ng, k6o ddi khodng 6-8 gio.

- Thu6c dugc chuy6n h6a 0 gan vi bii ti6t qua nu6c ti6u du6i dang kh6ng bi6n d6i vd c6c ch6t

chuytin h6a demethyl, trong sti il6 dextrorphan cfrng c6 t6c dpng gi6m ho nhg.

CHi DINH
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Rmekol extra duoc chi dlnh Ac aiAu tri c6c triOu chring cim ctm: ho, s6t, nhric dAu, nghgt mfri, ch6y
nu6c mfii, ngfa mit, vi6m xoang, s6 m0i theo mta, vi€m mfri d! ting.

LIEU DUNG VA CACH DUNG

Li6udtng: Ngudi lcrnvdtr6em tr€nl2tu6i: lvi6n/lin x2ldn/ngdy; khodngc6chgiirac6cli6uit
nh6t ld 4 gio.

Cr{ch dtng: u6ng cd vi6n thu6c vdi nhiAu nudc.

CHONG CHi DINH

- Di fng vdi b6t k) thdnh phAn ndo cria thu6c.

- Nguoi bQnh itang tti6u tri holc vira ngLmg su dqng chua duoc 2 tuAn c6c thu5c ric chti monoamin

oxydase (IMAO), c6c thuSc ftc ch6 t6i h6p thu chon loc serotonin (SSIRs) vd c6c thu6c ch6ng

trAm cdm kh6c vi c6 th6 gdy nhirng ph6n ['ng nlng nhu s6t cao, ch6ng m{t, tdng truyet ap, cnay

m6u ndo, th4m chf tu vong.

- Trd em du6i 12 tu6i.

CAC TRTIONG HqP THAN TRQNG KHI DUNG THU6C

Paracetamol:

- Thu6c ndy c6 chira paracetamol, khdng n6n ph6i hqp v6i c6c chti phAm kh6c c6 chfa
paracetamol dC tr6nh bi qu6liAu ho4c ngQ dQc thu6c.

- Benh nhdn n6n dugc tu v6n d€ hoi 1i kiiln bric sI ho{c duoc si n6u c6c tri€u chfng dau dai ding

k6o ddi qu6 5 ngdy hodc con s5t qu6 3 ngiy.

- Bpnh nh6n bi b6nh gan ho4c bQnh th6n, nguy co qu6 li€u ld cao hcrn o nhfi'ng b6nh nhdn xo gan

kh6ng ph6i do ruou.

- B6c si cAn cinh b6o cho bQnh nh6n nhirng d6u hiQu cta phdn ung tr€n da nghiCm trong (tuy r6t ft

xiy ra) nhu: h6i chung Steven-Johnson (SJS), h6i chung hoai tti da nhi6m dQc (TEN), h6i chfng

Lyell, hQi chfng ngoai ban mun m0 toirn th6n c6p tinh (AGEP).

Loratadin

- BQnh nhAn b! suy gan.

- Bqnh nhdn cAn dugc tu v6n n6n ngung su dung Rmekol extra trudc 48 gio khi titin hdnh c6c xdt

nghiQm tr6n da cho di ring vi c6c thu6c kh6ng histamin c6 th6 ngdn cin ho4c ldm gi6m c6c phdn

ring duong tinh cta x6t nghiQm.

D ext ro met ho rp han hy dr o br o mi d

- Ngudi bQnh bi ho c6 quii nhiAu dom vir ho man tfnh o nguoi hirt thuOc, hen ho{c trdn khi.

- Nguoi bQnh c6 nguy co ho4c dang bi suy giAm h0 h6p.

- Dextromethorphan chuy6n h6a boi h€ enzym CYP2D6 t4i gan. Vi vAy, st dqng th4n trgng

Rmekol extra 0 nhirng b€nh nh6n dang dirng c6c thudc g6y ri'c ch6 enzym CYP2D6.

Phqt ntb cd thaiz

f6t qua tir c6c nghiOn cfu dlch t6 hgc cho th6y paracetamol vd loratadin kh6ng c6 t6c dQng x6u t6i

thai nhi khi sri dung li€u khuytln c6o cho php nir c6 thai.

Kh6ng c6 dff liQu v€ vi6c s0'dqng dextromethorphan cho phu nft c6 thai.

N€n thqn trgng khi su dgng Rmekol extra cho phu nfr'c6 thai, chi sri dung khi thdt cAn thi6t.
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Paracetamol dugc bdi ti6t vio trong s[ra mq nhmg kh6ng c6 ! nghia l6m sirng.

Loratadin dugc bii titit vio trong sfra mg.

Kh6ng c6 dir lieu vA viQc dextromethorphan vi c6c ch6t chuy,Sn h6a cta n6 c6 bni ti6t vdo trong sta

mg hay kh6ng.

Vi v4y kh6ng n6n su dqng Rmekol extra cho phu nir dang cho con b[.

Anh hnfung ftn khd ndng ldi xe hogc vQn hdnh mdy mdc:

Dextromethorphan vd loratadin c6 th€ g6y ch6ng mdt, budn ng0. Vi vdy b6c sT cAn cdnh b6o cho

bQnh nh6n kh6ng n€n l6i xe vi vdn hinh m6y m6c n6u cim th6y c6c bi€u hi6n nhu ch6ng mdt, bu6n

ng0, dau dAu.

Anh hwdng cfia tri dngc: Trong vi6n n6n bao phim Rmekol extra c6 st dung t6 dugc mhu tartrazin

lake, t6 dugc nhy c6 th€ gdy phin ring di fng. Vi v6y, kh6ng n6n su dung Rmekol extra cho nhirng

b€nh nh6n m6n cdm vdi mdt s6 mdu thp'c phAm.

TUONG TAc cu,q. THUoC vol CAC THUoC KHAC vA CAC LoAI TUoNc TAc
KHAC

Paracetamol

- Metoclopramid, domperidon ldm tdng t6c d0 h6p thu c0a paracetamol, colestyramin ldm gi6m

h6p thu cta paracetamol.

- Citc thu6c ch6ng <t6ng nhu warfarin vd c6c thu6c coumarin kh6c c6 th6 bi tang t6c dqng n6u dtrng

paracetamol dii ngdy do d6 lim tlng nguy co ch6y m6u, o li6u th6ng thuong 6nh huong kh6ng

c61i nghia.

Loratadin

- Thuiic tic chi! CYP3P4, CYP2D6: Khi st dgng d6ng thoi loratadin v6i c6c thu6c fc ch6

CYP3A4, CYP2D6,tuong t6c ti6m An ldm tdng niing d6 loratadin, do d6 c6 nguy co ldm tdng cilc

t6c dpng kh6ng mong mu6n.

- Ketoconazol, erythromycin, cimetidin: Ting n6ng dO loratadin trong huy6t tuong dd clugc b6o

c6o sau khi dung chung vdi ketoconazol, erythromycin, vir cimetidin trong c6c thu nghiQm ddi

chung nhung kh6ng c6 sg thay AOi aang fC ve tam sing (bao gdm ci diQn tim d6).

Dextromethorphan HBr

- Ruqu: Sri dqng d6ng thoi dextromethorphan vdi ruou c6 th0 ldm tdng citc titc dung an thAn cria
.. a
thuoc nay.

- Cdc thu6c *c ch€ monoomin-oxidase (lMAOs), thuiic chiing tdm cdm, thu6c trc chii tdi hiip thu

chgn loc serotonin (SSR19; Su dpng ddng thoi dextromethorphan v6i c6c thu6c niy c6 th6 d6n

diin hgi chung serotonin vdi sp thay tl6i tr4ng th6i tinh thAn, tdng huy6t 6p, btin chdn, rung gi{t

co, t6ng phin x4, toet mtt h6i, con rtng minh vd run. Vi v4y khdng.nOn dirng Rmekol extra trong

khi vd trong 2 tuAn sau khi ngirng su dr,rng c6c thu6c tr€n.

- Cdc thu6c tlc che CypZO6: Dextromethorphan duoc chuy6n h6a qua CYP2D6 vd chuy6n h6a lAn

tliu rQng r6i. Sft dpng d6ng thdi dextromethorphan v6i c6c thudc fc ctr6 CypZp6 c6 nguy co

lim tdng n6ng tt6 cta dextromethorphan, do il6 lirm tdng cdc tttc dgng kh6ng mong mu6n c0a

thu6c (kfch dQng, nhAm l6n, rung, m6t ngri, ti6u chdy vir suy h6 h6p) vd ph6t tri6n h6i chirng

serotonin. C6c ch6t fc chti CYP2D6 ti6m ning nhu fluoxetin, paroxetin, quinidin vh terbinafin,

aminodaron, flecainid, propafenon, sertralin, bupropion, methadon, cinacalcet, haloperidol,

4
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perphenazin vd thioridazin. Sri dqng d6ng thdi vdi quinidin ldm tdng n6ng dQ dextromethorphan

trong huy6t tuong l6n g5p 20 lAn, lim t[ng t6c dung kh6ng mong mu,5n vC rOi lo4n hQ thAn kinh

trung uong cria thu6c ndy. N6u cin su dung d6ng thdi vdi c6c thu5c tic ch6 CYP2D6 thi cAn theo

d6i bQnh nh6n vir ginm li6u dextromethorphan.

TAC DUNG KHONG MONG MUON (ADR)

Paracetamol:

Ban da vd nhirng ph6n fng d! ung kh6c thinh thoing xiy ra. Thuong li ban do ho4c mhy day, nhtmg

d6i khi n[ng hon vi c6 th6 kdm theo s6t do thudc vd thuong t6n ni6m mac. Nguoi benh m6n c6m v6i

salicylat hi6m mdn cim vdi paracetamol vd nhfrng thu6c c6 li6n quan. Trong mQt s5 ft tru<rng hgp

ri€ng 16, paracetamol dd gdy gi6m b4ch cAu trung tinh, gi6m ti6u ciu vd gi6m toan thC huyrit cAu.

it Sqp, l/l 000<ADR< I /l 00

- Da: ban da.

- D4 dny - ru6t: bu6n n6n, nOn.

- Huy6t hgc: thi6u miiu, r6i loan tao miiu nhu gi6m b4ch cAu trung tinh, gidm toin thiS huy6t cAu,
I

glam Dacn cau.

- Thfn: bQnh thdn, tlQc tinh v6ithdn khi lpm dpng ddi ngdy.

Hiiim gSp,ADR<l/1000

- Circ ph6n ung qu6 m6n kh6c.

Loratadin:

Lopn nhlp th6t n4ng dd xdy ra khi tli6u tri v6i m6t s6 thu6c kh6ng thu th6 histamin Hr th6 he 2. DiCu

d6 kh6ng xu6t hiQn khi tli6u tri bing loratadin.

Khi srl dr,rng loratadin v6i li6u l6n hon l0mg/ ngdry, nhirng t6c dung phu sau ddy c6 th6 xiy ra:

Thudnggaip, ADR>1/100

- ThAn kinh: dau dAu.

- Ti6u h6a: kh6 miQng.

it gqp, l/ I 000<ADR< l/l 00

- ThAn kinh: ch6ng m[t

- HO h6p: kh6 mfii vi hat hoi.

- Kh6c:vi6m k6t mpc.

Hi€m g(p,ADR<l/1000

- Thin kinh: trAm cim.

- Tim m4ch: tim d|p nhanh, loan nhlp nhanh tr6n th6t, d6nh tr6ng nggc.

- Ti6u h6a: bu6n n6n.

- Chuy6n h6a: chftc ndng gan b6t binh thuong, kinh nguyQt khOng d€u.

- Kh6c: ngo4i ban, n6i may ilay vd cho6ng phin v6.

D extro meth o rp h a n hy d r o br o mi d :

Thwngg{p, ADR>l/100

- Todn thdn: mQt m6i, ch6ng m{t.

- TuAn hoirn: nhip tim nhanh.
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- Ti0u h6a: bu6n n6n.

- Da: do birng.

it gqp, 1/l 000<ADR< l/ I 00

- Da: n6i mey day.

Hiiim gfip,ADR<l/1000

- Da: ngo4i ban.

- Thinh thoing th6y bu6n ngt nhg, r6i lo4n ti6u h6a. Hdnh vi kj, quac do ngQ dQc, ric cn6 n9 tnAn

kinh trung uong vi suy hO h6p c6 th€ xdy ra khi dtng li€u qu6 cao.

euA LIEU vA cAcH xrl rRi

Qud tiiu paracetamol:

TriQu chtrng

St dung qu6 liAu xiy ra do dirng mQt li6u dQc duy nhdt hoac c6 th6 do u6ng li6u lon thu6c ldp l4i

nhiAu lAn, hodc do u6ng thu6c qu6 ddi ngdy. Hoai tt gan phu thuQc liAu ln tric dung d6c c6p tfnh

nghidm trong nh6t do qu6 li6u vd c6 th6 gdy tri vong. Budn n6n, n6n vir dau bung thuon g xdy ra

trong vdng 2-3 gio sau khi u6ng liAu dQc. D6u hiQu d4c trung cria su dgng qu6 li€u ld hiQn tugng

methemoglobin- mdu, g6y chfng xanh tim da, ni€m mac vd m6ng tay ch6n. d tre em dE mac hQi

chung xanh tim da, ni€m mac vi m6ng tay chdn hon o nguoi l6n.

DAu hieu l6m sdng t6n thuong gan tro l6n 16 rQt trong vdng 2-4 ngdy sau khi u0ng li€u tlQc. Xdt

nghiQm sinh thi6t gan phrit hiQn hoSi tu trung tdm ti€u thtry gan trir vtng quanh tTnh mach cfta.

Nhirng trudng ho. p kh6ng tft vong, thuong t6n gan dugc phuc hiii sau nhi€u tuAn ho4c nhi6u th6ng.

Cdch x* tri khi dilng qud liiu: ngoiti c6c bi6n ph6p gidi dQc chung thi cAn ph6i cho bQnh nhin u6ng

ti6n ch6t c0a glutathion ldr acetylcystein ho{c methionin cirng s6m cdng t6t. N6u xri tri chAm (sau khi

udng thu6c qu6 36 gio), gan dA bi t6n thuong sE kh6 h6i phuc.

Qud litu loratadin:

TriQu chimg.' nguoi lon, bi6u hiQn qu6 li6u: Bu6n ngri, nghip tim nhanh, nhfc dAu. O trd em c6 bi6u

hiQn ngo4i th6p vi d6nh tr6ng nguc khi qu6 li€u.

Xti tri: Trong truong hgp qu6 li6u lAp tric di€u tr! triCu chri'ng vd h6 trg. Trudng hqp qu6 li6u

loratadin cdp, g6ry n6n dC th6o s4ch dA ddy ho4c titin hdnh rtia da ddy ngay (truong hqp bQnh nhdn b6t

tinh ho4c thiiSu phin xa n6n).

Quri liiu dextromethorphan hydrobromid:

TriQu chtlng: budn n6n, bu6n ngt, nhin md, rung gi4t nhdn cAu, bf ti6u ti6n, trang th6i tC m6, 6o gitrc,

m6t OiCu hda, suy h6 h6p, co gi4t.

X* tri: h6 trg dtng naloxon 2mg ti€m tTnh m4ch, cho dirng nhlc l4i ntlu c0n t6i t6ng li6u l0mg.

DIEU KIPN BAO QUAN

Noi ktr6 m6t, tr6nh 6nh s6ng, nhiet d0 dudi 300C.

HAN DUNG

36 th6ng kO ttr ngiy sin xuAt.

Kh6ng ditng qud hqn stt dung ghi tAn nhdn.
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SAN XUAT TAI

s c0Nc rY co puAN DUqc puAvt sAo KIM

KCN Quang Minh, MG Linh, Hn NQi

DiQn tho4i: 04.35841216 Fax: 04.35840788

Hd Ni.i, ngdyJt.thdng.Al..ndm 2017

c6lqc ry PHAM SAO KIM
MAY

LG VIn Tri

Saohim Pharma

Ngdy xem xdt sfta AOi, cQp nhQt lqi nQi dung hwdng ddn s* dqtng thudc:
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To HIIoNc oAN stl nUNc cHo NctIot BPNH

Vi1n ndn boo phim

RMBKOL EXTRA

DQC Xi Utrct'tC Oiw SU D(ING rUU1C TRUOC KHr DUNG

oE x,q r,iu r,qy rRE EM

rn1Nc s,io cuo aic si Hoic DUqc si cAc ric owc xa)Nc MzNG MU)N Gip
pafi xat DLING THUoc

THANH puAN

Paracetamol.. . .. .

Loratadin.

...500mg

Dextromethorphan hydrobrom id

.5 mg

15 mg

T6 duoc vua dri I vi6n.

(Tinhb1tng6, natri croscarmellose, kollidon K30, microcrystalline cellulose 102, talc, aerosil, magnesi

steorat, PEG 6000, HPMC El5, titan dioxyd, tartrazin lake, greens lolce)

uO rA sAN pHAvr

Vi0n n6n dii bao phim miu xanh, canh vd thinh vi6n ldnh ldn.

QUY CACH DONG GOI

HQp 25 vi x 4 vi6n ndn bao phim, kdm theo to huong d6n sri dgng thudc.

THUOC DUNG CHO BPNH Gi

Rmekol extra dugc ding dO di€u tri c6c tri6u chrng cdm cfm nhu: ho, s5t, nhfc dAu, nghet mfii, chiy
, !. I -.nu6c mfri, ngfa mdt, vi6m xoang, s6 mfri theo mta, vi6m mfri di ftng.

KHI NAO KHONG NTN OUNG THUOC NAY

Kh0ng ding Rmekol extra trong c6c trudng hqp sau:

- BAn di ung vdi b6t k! thnnh phAn ndo cira thu6c.

- B?n dang st dqng hoac mdi ngimg sri dpng chua dugc 2 tuAn c6c lopi thu6c nhu thudc fc ch6 t6i

h6p thu chgn lgc serotonin (SSIRs), thu6c tic ch6 monoamin-oxidase (IMAO), thu6c ch6ng trAm

cim kh6c.

- Tr€ em du6i l2 tu6i.

NH(NG DIEU CAN TudN TRQNG KHI DUNG THUOC NAY

Sri dgng thfn trgng Rmekol extra n6u b4n thuQc mQt trong c6c trudng hgp sau:

- Kh6ng n6n sft dr,rng cirng vdi c6c thu6c kh6c c6 chria paracetamol vi c6 nguy co qu6liAu.

- Ni5u ban bi bQnh gan ho{c bQnh th4n, bao gdm cd bQnh xo gan kh6ng do ruou.

- N€u b1n chuAn bi titin hinh c6c xdt nghi€m tr6n da cho di ftng thi ndn ngtrng u5ng Rmekol extra

tru6c2 ngdy, vi c6c thuSc kh6ng histamin (loratadin) c6 th6 6nh hucrng t6i k€t quA cria xdt nghiQm.

- N€u ban bi ho kdm theo r6t nhi6u dom ho4c ho m4n tinh do hfit thu6c nhi6u, hen ho4c trdn khf.

- Ntiu c6c triQu chimg ilau dAu keo ddi qu6 5 ngdy hoic s6t qu6 3 ngdy, ban nOn hoi j ki€n ctia b6c si.

-
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- Phin ung phU nghi0m trgng tr6n da m{c dU ti le mac phdi li kh6ng cao nhung nghiCm trqng, th4m

chf de dga tfnh mang bao gdm hQi chung Stevens-Johnson (SJS), hQi chfng ho4i tu da nhi6m dQc

(TEN) hay hQi chung ngo4i ban mqn mt toin thdn c6p tinh (AGEP).

TriQu chfng c0a ciic hQi chirng n6u tr6n dugc mO td nhu sau:

+ HQi chirng Steven-Johnson (SJS): le di ung thu6c th6 bgng nuoc, bgng nudc khu trf o quanh c6c

hOc tp nhi6n: mit, mfii, mi€ng, tai, bQ ph4n sinh duc vir h4u mdn. Ngoii ra c6 th6 kdm s6t cao,
.l.

vi0m phdi, r6i lopn chric n[ng gan thqn. Chdn do6n hQi chfi'ng Steven-Johnson (SJS) khi c6 ft

nh6,t2 h6c tg nhi6n b! t6n thuong.

+ HQi chring ho4i tir da nhi6m dQc (TEN): le the di ung thudc npng nh6t, gdm:

. C6c t6n thuong ila dpng 0 da: ban dang soi, ban dang tinh h6ng nhi6t, h6ng ban hodc cic

bong nu6c bung nhing, c6c t6n thuong nhanh ch6ng lan toa khip nguoi;

. T6n thuong ni€m mac mit: vi6m gi6c mac, vi6m k6t m4c mir, lodt gi6c mac.

. T6n thuong ni€m mpc duong ti6u h6a: vi6m mi6ng, trot ni6m m4c mi6ng, lo6t hAu, hong

thuc qudn, da diry, ruQt;

. T6n thuong ni6m mac duong sinh duc, ti€t niQu.

o Ngodi ra cdn c6 c6c tri6u chftng todn th6n trAm trong nhu s5t, xu6t huy6t duong ti6u h6a,
,A

vi6m ph6i, vi6m cdu th6n, vi6m gan... tj/ le tu vong cao 15-30%.

+ HQi chfng ngoai ban mun mri todn thdn c6p tfnh (AGEP): mun mi vO trtrng nho ph6t sinh tr6n

n6n h6ng ban lan rQng. TOn thuong thucrng xudt hi€n o c6c n6p g6p nhu nilch, bgn vd m{t, sau 116

c6 th6 lan rQng todn thdn. Tri6u chung toirn th6n thuong c6 lir s5t, xdt nghiCm m6u b4ch cAu mfii

trung tfnh tdng cao.

Khi ph6t hiQn nhirng d6u hiQu ph6t ban tr6n da dAu ti€n ho[c b6t ky ddu hiQu phdn ring qu6 m6n niro

kh6c, bQnh nhdn cAn phdi ngung su dgng thu6c. Nguoi dd ttng bi c6c phin ung tr6n da nghiOm trong

do paracetamol gdy ra thi kh6ng cluong dtrng thu6c tro lai vi khi d6n kh6m chfta b€nh cAn ph6i

th6ng b6o cho nhdn vi6n y t6 bi6t v6n d€ ndy.

Phg nft cd thai:

K6t qui tt c6c nghi€n cfu dich tE hgc cho th6y paracetamol vir loratadin kh0ng c6 t6c dQng x6u tdi thai

nhi khi su dgng liAu khuyiin c6o cho phg nfr c6 thai.

Khdng c6 dt liQu vO viQc sri dgng dextromethorphan cho phq nfr c6 thai.

N6n tr6nh st dpng Rmekol extra n6u b4n dang mang thai. Trong trudng hgp cAn thitit hdy hoi ;f kiiSn cia

b6c sT ho[c dugc si.

fhdi kj cho con brtz

Paracetamol dugc bdi ti6t vio trong sira mg nhung kh6ng c6 1i nghTa I6m sirng.

Loratadin tlugc bii ti6t vio trong sira mg.

Kh0ng c6 dir liQu v0 viQc dextromethorphan vi c6c ch6t chuyOn h6a cta n6 c6 bdi ti6t vho trong sira mg

hay kh6ng.

Vi vay kh6ng n€n sri dqng Rmekol extra cho n6u b4n clang nu6i con bir.

inh hwdng ftn khd ndng ldi xe hofrc vQn hdnh mdy mdc:

Dextromethorphan c6 th€ gdy ch6ng m[t, buiin ng0 vi vdy ban khOng ndn l6i xe v]r vAn hdnh m6y m6c

sau khi u6ng Rmekol extra.

Anh hwhng cfia td drqc: Trong vi6n ndn bao phim Rmekol extra c6 su dr,rng t6 dugc miru tartrazin lake,

t6 duo. c niy c6 th6 g6y phin ['ng di ['ng. Vi v6y, kh6ng n6n sft dgng Rmekol extra n6u bqn bi di ftng v6i

mQt s6 miru thgc phAm.
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rAc nqNc rHONc MoNG lvru6N (ADR)

Paracetamol:

Ban da vi nhirng phAn ring d! ['ng kh6c thinh thoing x6y ra. Thuong ld ban do ho4c miy day, nhung ddi

khi n4ng hon vir c6 th6 kdm theo s6t do thui5c vi thucrng t6n ni6m mac. Ngudi bQn m6n cdm v6i

salicylat hii5m m6n c6m vdi paracetamol vd nhirng thu6c c6 li0n quan. Trong mQt sO ft truong hqp ri6ng

16, paracetamol dd g6y gi6m b4ch cAu trung tinh, gi6m ti6u cAu vd gi6m todn th6 huytit cAu.

it gqp, l/1000<ADR< I / I 00

- Da: ban da.

- D4 dny - ruQt: budn n6n, n6n.

- Huy6t hgc: thi6u m6u, r6i loan tao m6u nhu gi6m b4ch cAu trung tfnh, gi6m todn th6 huy6t cAu, gi6m

bqch cAu.

- Th4n: bQnh th4n, dQc tfnh vdi thpn khi lam dgng dii ngdy.

Hiilm g(p,ADR<l/1000

- Circ ph6n tmg qu5 m6n kh6c.

Loratadin:

Lopn nhip th6t n4ng tld xdy ra khi di6u tr! v6i mQt sO thu6c kh6ng thU th6 histamin Hr th6 hQ 2. Di6u d6

kh6ng xu6t hign khi tli6u tri bang loratadin.

Khi sri dgng loratadin vdi liAu lon hon 10mg/ ngiy, nhfi'ng t6c dung phg sau diy c6 th6 x6y ra:

Thuong gflp, ADR>1/100

- ThAn kinh: dau diu.

- Ti6u h6a: kh6 miQng.

it gqp, l/1000<ADR< l/l 00

- ThAn kinh: ch6ng m{t

- H6 hAp: kh6 mfri vir hat hoi.

- Kh6c: vi6m ki5t m4c.

Hidm g(p,ADR<l/I000

- ThAn kinh: trAm cim.

- Tim m4ch: tim d$p nhanh, loan nhip nhanh tr6n th6t, d6nh tr6ng ngpc.

- Ti0u h6a: budn n6n.

- Chuy6n h6a: chfc ndng gan U6t Uinfr thudng, kinh nguyQt kh6ng <10u.

- Kh6c: ngo4i ban, n6i mey day vir cho6ng phin vQ.

D extro meth orp h an hy dro b ro mi d :

Tfudnggqip, ADR > l/100

- Toin thdn: mQt m6i, ch6ng m{t.

- TuAn hodn: nhlp tim nhanh.

- Ti6u h6a: budn ndn.

- Da: do birng.

it gdp,l/1000 < ADR < l/100

- Da: n6i mey day.
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Hiiim g\p,ADR < li 1000

- Da: ngoqi ban.

- Thinh thoing th6y bu6n ngt nhe, r6i loan ti6u h6a. Hirnh vi kj,quac do ngQ d6c, uc ctr6 trg thAn kinh

trung uong vd suy hO h6p c6 tnC xdy rakhi dtng li6u qu6 cao.

Khi bpn g[p b6t k] t6c dgng khdng mong mu5n ndo, bao g6m cd nhirng t6c dung khdng mong mu5n

kh6ng c6 trong td hu6ng d6n sri dung niry, h6y th6ng b6o cho b6c si holc duoc si c0a ban ho{c bpn c6

the b6o c6o t6c dqng kh6ng mu6n cira thu5c tdi Trung tim Qu6c gia vG Th6ng tin thuSc vir Theo d6i

phin ri'ng c6 h4i cria thu6c:

. Dia chi: Truong dai hgc Dugc Hi NOi, l3- l5 Le Th6nh T6ng, Qu4n Hodn Ki6m, He NQi

o Fax: 04.3.9335642 DiQn tho4i: 04.3.9335618

o Website: htto://canhgiacduoc.org.vn Emai: di.pvcenter@gmail.cont

Cdc th6ng tin mi bpn cung c6p s€ d6ng g6p vdo vi€c sri dpng an toin thu6c Rmekol extra.

NTN TnANH DUNG NHING THUOC HOAC THUC PHAM Gi KHI DANG stl ouNc
THU6C NAY

B4n n6n th6ng b6o cho b6c si n6u ban ilang dirng hodc vila m6i dtng trong vdng 2 tuAn mQt sO lopi

thuiSc sau:

- Metoclopramid, domperidon lim tdng tdc d0 h6p thu cria paracetamol, colestyramin ldm gi6m h6p

thu cta paracetamol.

- Circ thu6c chdng d6ng nhu warfarin vd c6c thu6c coumarin kh6c c6 th€ bi tang t6c dgng ni5u dirng

paracetamol ddi ngdy do d6 lirm tang nguy co chiy m6u, o li€u thdng thudng 6nh huong kh6ng c6 1f

nghTa.

- Thu6c ric chti enzym CYP3A4, CYP2D6: Loratadin chuy6n h6a qua hC CYP3A4 vit CYP2D6,

dextromethorphan chuy6n h6a qua h€ enzym CYP2D6. Vi vQy cdc thu6c ric ch6 enzym CYP3A4,

CYP2D6 c6 thO 6nh hucrng tdi t6c dqng cria thu6c.

- Ketoconazol, erythromycin, cimetidin c6 kh6 nSng ldrm thay d6i ndng dQ cria loratadin khi s[r dqng

tl6ng thdi.

- Cdc thu6c ric ch6 monoamin-oxidase (lMAOs), thu6c ['c ch€ t6i hdLp thu chon lgc serotonin (SSRIs)

thudc ch5ng trAm c6m kh6c: S0'dgng d6ng thoi dextromethorphan vdi cric thurSc niry c6 th€ d6n d€n

hQi chung serotonin vdi sg thay d6i tr4ng th6i tinh thAn, tdng huy6t 6p, bdn chdn, rung giQt co, tdng

phin x4, toet m6 h6i, ccrn rtng minh vd run. Vi vay kh6ng n6n ding Rmekol extra trong khi vd trong

2 tuAn sau khi ngtrng sri dqng c6c thu5c tr€n.

Thdng b6o cho b6c si bitit neu b4n dang sft dgng hodc vtra m6i st'dpng mQt s6 lo4i thu6c ndo d6, kti cd

nhirng thu6c kh6ng c6 trong don.

NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUqNG

- Rmekol extra dugc dtrng cho ngudi lcrn vd tr6 em tr6n 12 tu6i: I vi0n/lin x 2 lAn/ngdy, khodng

c6ch giira c6c li6u it nh6t ld 4 gio.

- Rmekol extra dugc dtng dO u5ng, udng cA vi€n thu6c cirng v6i nhiAu nudc.

cAN lau ci xut Mer t AN eutN KHONG DUNG THUOc
-.t t :
UOng ngay n€u cdn thi€t.
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cAN nAo euAN ruu6c Nay NutI rHE NAo
Noi kh6 m6t, trdnh 6nh s6ng, nhiQt dQ dudi 30'C.

NHITNG DAU HIE,U VA TRIEU CHI.TNG KHI DUNG THUoC QUA LIEU

Qud tiiu paracetamol:

Sri dpng qu6 li6u x6y ra do dilng mQt li6u dQc duy nh6t ho{c c6 th6 do ur5ng li6u lcrn thu5c l{p lai nhi6u

lAn, ho{c do u6ng thudc qu6 dii ngiry. Hoai tu gan php thuQc li€u ld t6c dung dQc c6p tfnh nghiCm trong

nh6t do qud li€u vd c6 th6 gdy tti vong. Budn n6n, n6n vd dau bqng thuong xiy ra trong vdng 2-3 gitt

sau khi u6ng liAu <tQc. Ddu hi6u d4c trung cia sri dung qu6 li6u ld hien tugng methemoglobin- m6u, g6y

chring xanh tfm da, ni6m m4c vd m6ng tay chdn. O trd em d6 mic hQi ch0ng xanh tfm da, ni6m mac v?r

m6ng tay chdn hon o nguoi l6n.

D6u hiQu l6m sing t6n thu<rng gan trO l6n rd rQt trong vdng2-4 ngdy sau khi u6ng li6u d0c. Xdt nghiQm

sinh thitit gan ph6t hiQn ho4i tri trung tAm ti€u thuy gan trir vtng quanh tinh mpch cri'a. Nhirng trudng

hqp kh6ng tt vong, thuong t6n gan clugc phqc h6i sau nhi€u tuAn ho4c nhidu th6ng.

Quri tiiu loratadin:

Nguoi lon, biCu hiQn quri li6u: BuOn ngt, nghip tim nhanh, nhfc ilAu. O tre em c6 bi6u hiQn ngoai th6p

vd d6nh triSng nggc khi qu6 liAu.

Quri lii u dextro methorp ha n hy dro b ro mid :

TriQu ch{tng: budn n6n, bu6n ngti, nhin md, rung giQt nhdn cAu, bi tii3u tiQn, tr4ng th6i t6 m6, do gi6c,

m6t diAu hda, suy hd h6p, co gi4t.

CAN LAM Ci TTU DUNG THU6C QUA LIEU KHUYEN CAO

CAn nhanh ch6ng dua bQnh nhdn u6ng thu6c qu6 li6u viro vi€n. Loai thu6c dd u6ng ra khoi dA diy bing

c6ch rria dA ddy cing sdm cing t6t. St dpng c6c biQn ph6p ch6ng dQc theo huong d5n vi tinh tr4ng l0m

sing cq th6.

KHr NAO CAN rnAM VAN nAC Si, DuqC Si

Hoi f ki6n b6c si n6u con dau dAu, ho{c c6c tri6u chring cria b4n

HAN DUNG: 36 th6ng kC tir ngdy sdn xu6t

Kh6ng dilng qud thdi hqn ghi tr€n bao bi.

sAN xuAr r4l:

dai ding,
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