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Loratadine 5 mg

3 layers
Tablet

e
Ty

Il

893 5]

6

)j Box of 25 strips
X 4 tablets

4

FOR
THE EFFECTIVE
CONTROL OF THE
COMMON COLD 4

S48 16 SX / Batch No. :

Ngay SX / Mfg. Date :
Han ding / Exp. Date :

SAVI PHARMACEUTICAL J.5.Co.{ SaWipharm J.5.C)
Lot No. Z.01-02-03a, Tan Thuan IZ localed in EPZ,
Tan Thuan Dong Ward, Dist. 7, Ho Chi Minh City

I/
III
/
|
|
|
|
l
.f
|
|
sawi DAY
COMPOSITION : Each tablet contains
Paracetamol 500 mg
Dextromethorphan HEBr -« 15mg
Loratadine Smg
Exclplents q.s. for 1 tablet

INDICATIONS - CONTRAINDICATIONS - DOSAGE -
ADMINISTRATION - PRECAUTIONS - SIDE EFFECTS :

See enclosed leaflet

STORAGE : Keep in a dry place,
do not store above 30°C. Protect from light.

SPECIFICATION : Manufacturer's

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE LEAFLET BEFORE USE
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4 tablets

sawvi DAY

Paracetamol 500 mg
Dextromethorphan HBr 15 mg
Loratadine 5 mg

FOR THE EFFECTIVE CONTROL
OF THE COMMON COLD

COMPOSITION : Each tablet contains

ParacelamOl .. s eremmsasiaysares s ensasnensynsnssssssanys 500 mg
Dextromethorphan HBr ........ccviviniiimmnssnsnnien 15 mg
T C T [ R R e i A e 5mg
Excipients q.s. for 1 tablet

INDICATIONS - CONTRAINDICATIONS - DOSAGE -
ADMINISTRATION - PRECAUTIONS - SIDE EFFECTS
: See enclosed leaflet

STORAGE : Keep in a dry place, do not
store above 30°C. Protect from light.

SPECIFICATION : Manufacturer's

KEEP OUT OF REACH OF CHILDREN.
READ CAREFULLY THE LEAFLET BEFORE USE
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Paracetamol 500 mg Paracelamaol 500 myg
Dextromethorphan HBr 15 mg Dextromethorphan HBr 15 mg
Loratadin 5 mg Loratadine 5 mg
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TO HUONG DAN SU DYNG THUOC

Rx-Thudc bin theo don

Vién nén SaVi Day
CONG THUC
Paracetamol 500 mg
Dextromethorphan hydrobromid 15 mg
Loratadin 5mg

Ta ducrq vira du 1 vién.
(Tinh bét bién tinh, silic dioxyd, talc, povidon K90, magnesi
stearat, green lake).

DANG BAO CHE

Vién nén trén 3 16p (tring — xanh — tring).
DUQC LYC HQC
Paracetamol
- Paracetamol (acetaminophen hay N-acetyl-p- aminophenol)
14 chit chuyén héa cé hogt tinh cua phenacetin, 12 thuoe giam
dau - ha sét hiru higu c6 thé thay thé aspirin; tuy vy, khdc vi
aspirin, paracctamol khong c6 higu qué diéu trj viém. V4i licu
ngang nhau tinh theo gam, paracctamol cé tic dung gidm dau
va ha sbt trong ty nhu aspirin, Paracetamol 1am giam than
nhigt & ngudi bénh sbt, nhung hiém khi lam gidm than nhigt &
ngudri binh thudmg. Thude tac dong lén ving dudi ddi giy ha
nhigt, t6a nhi¢t ting do gifin mych v ting luu lugng miu
ngoai bién,
- Paracetamol véi lidu didu tr, it tic dong dén hé tim mach va
ho hip, khong 1am thay ddi cin bing acid - base, khong gy
kich {mg, xude hofic chay mau da ddy nhu khi ding salicylat,
vi paracetamol khdng téc dung trén cyclooxygenase todn
than, chi tic dong dén cyclooxygenasc/prostaglandin cta h¢
thin kinh trung wrong.

Paracetamol khong c6 tic dung trén tiéu ciu hofic thoi gian
chiy mau.
- Khi diing qu4 liéu paracetamol mgt chit chuyén héa 1 N -
acelyl - benzoquinonimin giy dgc nfing cho gan. Li¢u binh
thuémg, paracetamol dung ngp t6t, khong cd nhiéu tic dung
phy cia aspirin. Tuy viy, qué litu cdp tinh (trén 10 g) lam
thuong tdn gan gy chét ngudi, nhimg vy ngd doc va tyr vin
bing paracclamol di ting 1én mdt cich déng lo ngai trong
nhimg nam gin diy.

Dextromethorphan hydrobromid

LA thude giam ho ¢6 tic dyng Ién trung tim ho & hinh nio.
Mic du cdu tric hod hoc ¢ lién quan dén morphin, nhung
dextromethorphan khéng c6 tie dung gidm dau va ndi chung
rit it tdc dyng an thiin. Dextromethorphan dugc dung gidm ho
nhat thoi do kich thich nhe ¢ phé quan v hong nhu cam lanh
thong thudng hofic hit phdi cdc chat kich thich.
Dextromethorphan ¢4 hi¢u qua nhét trong diéu trj ho man
tinh, khang c6 dom. Thubc thudng dugc ding phéi hop voi
nhidu chét khac trong diéu trj trigu chimg dudng hd hip trén.
Thube khong c6 tic dung long dom. Higu lyc cia
dextromethorphan g?m trrong duong véi higu lyc cia codein.
So véi codein, dextromethorphan [t gdy tdc dyng phu & dudng
tidu hod hon, Vi lidu didu trj, tic dung chéng ho cua thude
kéo dai dugc 5 — 6 gidr. Pdc tinh thip, nhung véi litu rit cao
c6 thé gy trc ché hé than kinh trung uong.

Loratadin

Loratadin 1 thuc khang histamin 3 vong cé tdc dung kéo dai
dbi khang chon loc trén thy thé H1 ngoai bién va khong c6 tic
dung 1am dju trén thdn kinh trung uong. Loratadin thuje
nhém thudc déi khéng thu thé H1 thé h¢ thir hai (khdng an
thén),

Loratadin c6 tdc dung 1am nhg bét triéu ching cua viém miii
va viém két mac dj tmg do giai phong histamin. Loratadin con
¢6 thc dyng chéng ngira va ndi may day lien quan dén
histamin. Tuy nhién, loratadin khdng c6 téc dung bdo v¢ hoic
trg gitip 14m sang déi v6i trudmg hop gidi phéng histamin

N

n@ing nhu chodng phan vé. Trong truémg hogp d6, diéu tri chd
yéu Ia ding adrenalin v corticosteroid.

Thubc khéng histamin khong c6 vai trd trong diéu trj hen.

Nhirng thudc di khang H1 thé h¢ thir hai (khong an than)
nhur; Terfena@in, astemizol, loratadin, khéng phén bd vao nilo,
khi dung thudc véi li¢u thong thudng, Do dé, loratadin khdng
c6 tdc dung an than, ngugce vai tic dyng phy an than cuia cic
thudc khéng histamin thé hg thir nhit.

P diéu trj viém mii dj img va may day, loratadin c6 tic dyng
nhanh hon astemizol vi cé tac dung nhu azatadin, clemastin,
cetirizin, chlopheniramin, lerfenadin vd  mequitazin.
Loratadin c6 tan sudt tic dyung phy, diic biét dbi voi hé thin
kinh trung wong, thip hom nhitng thude khing histamin thudc
thé h¢ thir hai khéc. :

Vi viy, loratadin diing ngay mot l4n, tic dung nhanh, djic biét
khdng c6 tac dung an than, 12 thubc lyra chon dau tién dé diu
trj viém mii dj tng hodic may day dj rng.

Nhimng thude khang histamin khong ¢6 tac dung chira nguyén
nhdn ma chi trg gitp 1am nhe bt trigu chimg. Bénh viém mi
dj tmg c6 thé 12 bénh man tinh va tai didn; dé dicu tr thanh
cong thudmg phai ding céc thude khang histamin lau dai va
nglt quang, va st dyng thém nhimg (hude khac nhu
glucocorticoid ding theo dudmg hit va ding ko dai. Co thé
két hgp loratadin véi pseudoephedrin hydroclorid dé lam nhe
bén trigu chimg ngat mii trong diGu tij viém miii dj (ng cd
kém ngat miii.

DUQC DONG HQC
Paracetamol

Hip thu

Paracctamol duge hiip thu nhanh chong v hiu nhu hodn todn

qua dudmg tiéu héa, Thire dn co (hé 1am vién nén giai phéng

kéo dai paracctamol chim dugc hﬁp thu mdt ph:’in vil thire dn

gidu carbon hydrat 1am giam ty 1§ hip thu cia paracctamol.

Ndng do dinh trong huyét tuong dat trong vong 30 dén 60
. riwad { . oy h Iy .

pht sau khi uong vai licu dicu trj.

Phan bd

Paracctamol phin b6 nhanh va ddng déu trong phin Iim cic

mé ctia co thé. Khodng 25% paracctamol trong miu két hop

vGi protein huyét trong.

Thii trir

‘Thai gian bin (hai cta paracetamol 13 1,25 - 3 git, c6 thé kéo

dai vai lidu giy doc hofc & ngudi bénh c6 thuong ton gau,

Sau lidu didu trj, c6 thé tim thdy 90% dén 100% thude trong

nuée tidu trong ngdy thir nhét, chd yéu sau khi lién hgp trong

gan véi acid glucuronic (khoang 60%), acid sulluric (khodng

35%) hojc cystein (khoang 3%); ciing phdt hi¢n thiy mot

lugng nhé nhitng chit chuyén héa hydroxyl - hod va khir

acetyl. Tré nhé it kha nang glucuro lién hep véi thude hom so

véi ngudi 1ém.

Paracetamol bj N - hydroxyl héa bdi cytochrom P450 dé tao
nén N - acelyl - benzoquinonimin, mgt chat trung gian co tinh
phan (mg cao. Chit chuyén héa ndy binh thuémg phan tng
vdi cac nhom sulfhydryl lron‘g glutathion v& nhur vily bj khtr
hoat tinh. Tuy nhién, néu udng liéu cao paracetamol, chit
chuyén héa ndy dugc tgo thanh véi lugng du dé 1am can kit
glutathion cta gan; trong tinh trang d6, phén g cta nd véi
nhém sulfhydryl ciia protein gan ting lén, c6 thé ddn dén hogi
tir gan.

Dextromethorphan hydrobromid

Dextromethorphan dugc hép thu nhanh qua dubng tidu héa va
6 tac dung trong vdng 15 - 30 phut sau khi ung, kéo di
khodng 6 - 8 gitr (12 gitr vai danp gidi phéng chim). Thude
duge chuyén héa & gan va bi tict qua nude tidu duti dang
khdng ddi va cic chﬁt chuyén héa demethyl, trong sb dé c6
dextrorphan ciing c6 tdc dung gidm ho nhe.
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Loratadin

Loratadin hdp thu nhanh sau khi udng. Nong d§ dinh
trung binh trong huyét twong cia loratadin va chit chuyén
héa cé hogt tinh cta nd (descarboethoxyloratadin) tueng tng
1a 1,5 va 3,7 gid.

97% loratadin lién két véi protein huyét twong, Thai gian
bin thdi cia loratadin 1 17 giy vd cla
descarboethoxyloratadin 13 19 gid. Thoi gian ban thai cia
thude bién ddi nhitu giira cdc ca thé, khong bi dnh hudng bai
uré mau, tAng 1én & ngudi cao tudi va ngudi xo gan.

Do thanh thai cua thude 13 57 - 142 ml/phit/kg vA khong
bi dnh hudng bdi uré méu nhung giam & ngudi bénh xo gan.
Thé tich phén b6 cua thude 1a 80 - 120 livkg.

Loratadin chuyén héa nhiéu khi qua gan lan dau boi h¢
cnzym microsom cytochrom P450; loratadin chu yéu chuyén
héa thanh descarboethoxyloratadin, 1A chit chuyén héa cé tic
dung duge ly.

Khoing 80% tdng litu cua loratadin bai tiét ra nude ticu
v phin ngang nhau, du6i dang chit chuyén hoa, trong vong
10 ngay.

Sau khi udng loratadin, tac dyng Khéng histamin cia
thude xudt hién trong vong 1 - 4 gidr, dal (i da sau 8 - 12 gitr
v kéo dii hon 24 gid. meg dd caa loratadin v descarbo-
ethoxyloratadin dgt trang thai on dinh & phan 16n ngudi bénh
vao khodng ngdy thir nfim diing thude.

cui DINII

Dicu trj chc triéu chirg cta cdm cim nhu ho, sot, nhirc
diu, dau nhirc bip thit, nhic xuang Khop, két hop véi nghet
miii, chy nurde miii, chay nude mit, man ngira,

LIEU LUGNG VA CACH DUNG
Thudc nay chi diing theo sy ké don ciiu bic s

Ngudi 1on va tré em trén 12 woi: uong 1 vién, néu cin u{mg
thém 1 vién budi trra va 1 vién budi chiéu. Udng céch nhau
it nhiit 4 gid.
Ngudi cao tudi (trén 65): chi ding thudc theo chi din ciia
thity thude,
Trong trudmg hgp suy thin nfng (thanh thai creatinin < 10
ml /phit) thl khoang céch gitra cic lin ding udng thude
phai ddi hon (8 gidr).

CHONG CIII DINH
- Ngudi bénh suy ho hip.
- Tré em dudi 12 tudi.
- Min cam v6i bt ky thanh ph'm nio cua cdng thirc.
- Dang diing hofic dd dung thudc tre ché monoamin oxidase
tir 2 tufin trude trér 1gi.
- Bénh gan niing hofic thiéu niing ( bdo gan.
- Ngudi bénh thiéu hut glucose - 6 - phosphat
dehydrogenase
- Ngudi bénh nhiéu ldn thiéu mau hofic ¢6 bénh tim,
phdi, thin hofic gan.

THAN TRONG KHI DUNG THU(')C
- Khong dung dé chita sot don thudn.
- Khong dung qué 5 ngdy dé chira dau nhirc, néu khong cai
thién duge triéu chimg, hoac khi ho kéo dai trén 1 tudn kém
theo sdt, hozic khi cé sét cao, ban da, nhirc dau dai dang,
hoZc dau hong kém theo ho: thi phai tham vin thay thude.
- Khong dung thude ndy cling lic véi bt ky thudc ndo khéc
¢6 chira paracetamol, vl ding qué liéu s& gdy nguy hiém
cho sirc khoe.
- Bénh nhén suy thin niing ho#c bj thiéu nang té bdo gan:
phai c6 y kién thiy thudc khi dung thudc nay.
- Lién quan dén paracetamol: phai thin trong & ngudi c6
thiéu méu tir trudce, vi chimg xanh tim ¢4 thé khong biéu 1§

r3, mic di c6 nhimg ndng do cao nguy hiém cia
methemoglobin trong méu, Udng rugu nhiéu c6 thé giy
tdng d{c tinh vdi gan cia paracetamol; nén trdnh hofic han
ché udng rugu.

- Bac si cAn canh bdo bénh nhan vé cac du hidu cla phan
trng trén da nghi€ém trong nhu hgi chimg Stevens-Johnson
(SJS), hoi chimg hogi tir da nhiém doc (TEN) hay hoi
chirg Lyell, hdi chimg ngoai ban myn mu toan thin cip
tinh (AGEP).

- Lién quan dén loratadin: khi dung loratadin 6 nguy co
kho mi¢ng, diic bigt & npudi cao tudi va ting nguy co siu
rang. Do dé, cin phai vé sinh rang mi¢ng sach s& khi dung
loratadin.

- Lién quan dén dextromethorphan: Thin trong & b¢nh nhin
c6 nguy co hofc dang bj suy giam ho h’fxp, bénh nhén bj
hen.

- Ngudi cao di, phy nir c6 thai hay dang con con bu: phai
tham vin thiy thudc khi ding thude nay.

TUONG TAC THUOC

@ bénh nhan ding thude chéng dong mau, néu dung
paracetamol déu dan da lam ting nh¢ thi gian
prothrombin.

Phenobarbital lam tang hoat tinh cdc men vi tidu thé ¢
gan, lam sin sinh chit chuyén héa doc va do dé doc tinh
trén gan cla paracclamol ¢6 thé tang Ién néu ding ddng
thai phenobarbital khi dang bj qua liéu paracctamol (tang
kha niing hoqi tr gan)

Vi¢e dung pnnu.m.l.unol ¢6 thé 1am sai léch phép dinh
lwgng acid uric-huyét (bing phuong phap ding acid
phosphotungstic) vd phép dinh lrgng glucose huyét (bing
phuong phip diing glucose-oxydase peroxydase).

Dextromethorphan cd rong tde vdi chit irc ché thin
kinh trung wvong (ké ca alcohol), phenothiazin, thube L.hnng
trim cam, thude an than Kinh ... khi str dung dong thari.

Tranh dung dong thoi véi cic chit tc ché men
monoamin oxidase. Phai ngimg dung cic chit khing
histamin 48 gi&r trude khi lam cde xét nghi¢m (rén da, vi cic
chit khang histamin ¢6 (hé 1am trg ngai hojic 1am giam cic
phin mg duong tinh d6i v6i cde chit chi thj cd do phan
(g trén da.

SU’ DUNG CHO PHU NOU CO THAI VA CI1O CON BU
Thude ndy c6 kha niing phin b vao sita mg nhur moi thude
khic. Do dé cac bd mg phdi tham vin thdy thudc dé c6
quyét dinh 1a ngung cho con ba hofic khong dung thude
ndy. Phy nir trong thti ky ¢6 thai cin tham vén thdy thube
trudie khi diing thudc nay.

Thing bio cho Bdc st nhitng tic dung khdng mong
mudn gip phai khi sie dung thude.

TAC DYNG KHONG MONG MUON CUA THUOC
(ADR)

Téc dung phy cta paracetamol gdm ban da, budn nén,
ndn, logn tao mau va viém tuy, thubng déu nhe, mac du cic
phan img huyét hoc nhu giam tiéu cdu, giam huyét ciu toan
thé, giam bach cdu trung tinh va chig mét bach ciu hat da
dugc béo cdo. Phan ung qua mén nhu ndi mé day, kho the,
ha huyét p da c6 xay ra & ngudi I6n va tré em.

Dextromethorphan déi khi gdy mét méi, chéng miit, nhip
tim nhanh, budn nén, do bimg da. O lidu rht cao ¢4 thé gdy
{rc ché than kinh trung wong va 14 Iin tam than, suy gidm ho
hdp.

Ngudi cao tudi va tré em nhay cam hon vdi tic dung
todn than cua thudc, so véi ngudi Iém.
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Téc dung phy cta loratadin bao gdm mét méi, nhirc
déu khé mi¢ng, rdi loan ticu héa nhu budn ndn, viém da
day va céc tri¢u chirng dj ing nhu phét ban,

QUA LIEU VA XU TRi
Triéu chimg:

Céc trigu chimg qué liéu bao gdm budn nén, ndn, budn
ngt, nhin md, rung giét nhan chu, bl tidu tién, trang thai t&
mé, do gidc, mét digu hda, suy hé hip, co gidt, nhip tim
nhanh, nhirc dau, c6 biéu hién ngoai thip va dénh tréng
ngyc (¢ tré em) va dau bung thudng xay ra trong vong 2 - 3
gity sau khi ubng liéu doc cia thude.

Khi bj ngd ddc niing, cé thé cé kich thich hé thin kinh
trung uong, kich dgng, va mé sing. Tiép theo ¢ thé [a vrc
ché h¢ thén kinh trung wong; sﬂng s¢, ha thin nhlct mct la;
th¢ nhanh, nt’)ng, mach nhanh, yéu, khong déu; huyét ap
thip; va suy tudn hoan.

Séc c6 thé xdy ra néu gidn mach nhiéu. Con co gidt
nget thd gdy tir vong c6 thé xay ra. Thudng hon mé xay ra
truée khi chét dot ngdt hofic sau vai ngay han mé. Diu hi¢u
lam sidng thuong (On gan trd nén ro rét trong vong 2 dén 4
ngdy sau khi ubng I:éu dc. Aminotransferase huyét luung
ting (doi khi ting ri it cao) va ndng d¢ bilirubin lrong huyét
twomg ciing c6 thé ting; thém nira, khi thuong ton gan lan
rng, thdi gian prothrombin kéo dai. Suy thin cfp ciing xiy
ra & mol so ngudi bénh.

0 nhimg trutmg hop khong U vong, thuong tdn gan
phyc héi sau nhidu tudn hojic nhitu théng.

Xetrf:
_ Bao gdm diéu trj tri¢u chimg va dp dyng céc bi¢n phap
ho trg.
Cin thyc hign ngay viéc gdy non hojc xic rira da day,
rudt (xem thém bén dudi), chi djnh ding luc chat giai doc
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N-acetylcystein (uong hofic tiém) dé dé phong ddc tinh trén
gan va cic bién phép yém trg chung va kiém tra theo ddi
thich déng. Than hoat tinh c6 thé [am héng sy hdp thu cia
N-acetylcystein dLrtmg udng. Do dé khi chi djnh.than hoat,
nén diing dang thudc tiém tinh mach cua N-acetylcystein thi
mdi dat higu qua giai djc.

Néu gy ndn khong két qua hojic chdng chi dinh (th dy
ngudi bénh bi ngt, co git hojc thiéu phin xa ndn) c6 thé
t:cn hanh rira da day voi dung djch natri clorid 0,9% va dat
6ng ngi khi quan dé phong ngira hit phai dich da day.

DONG GOI: Hop 10 vi x 10 vién nén.
Hgp 25 vi xé x 4 vién nén

BAO QUAN: Bio quan ¢ noi kho, nhigt d§ khong qua
30°C. Trénh anh sang,

TIEU CHUAN AP DUNG: Tiéu chuin co so.
HAN DUNG: 36 théing ké tir ngay san xuét
Dé xa tim tay ctia tré em.

D{JC kp huedng diin sir dung triede khi ding.
Néu cin thém thong tin, xin héi j kién Bic si.
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