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For registration in Vietnam
Artwork of catchcover “LOREZE” 1x10's code RC-L076-M64-30-00
Size : 82 x 60.3 x 10 mm
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NHAN PHU
LOREZE

Loratadin micronized............or.... 10 Mg

Quy cdch: Hop 5 vi x 10 vién nang mém

100%
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LOREZE SDK : XX-XXXX-XX
Hogt chiit-him lwgng: M&i vién nang mém chira Loratadi ... 10 mg. Chi
djnh, chéng chi djnh, litu ding, céich ding v efe thing tin khéc: %em to hudng din sir dyng.
Bio quin: Bio quin & noi khd mat, dudi 30°C, tranh dnh séng. Trinh bay: Hip 5 vi x 10 vién
nang mém. S6 16 SX, NSX, HD: xem Lot. No., Mfg., Exp. trén bao bl, ngdy hét han 1A ngdy 01
cia thing hét han. San xuft béi: Mega Lifesciences Public Company Limited- Thdi Lan,
DNNK... D xa tim tay tré em. Dpc k§ hirdng din six dung tricde khi ditng.
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LOREZE Clearcap
Vién nang mém

Loratadin micronized

THANH PHAN
Mdi vién nang mém chia Loratadin
micronized ......oeueee 10mg.

Ta duge: polyethylen glycol 400, propylen
glycol, polysorbat 80.

Ta duge nang mém: gelatin, glycerin, mau
xanh brilliant, nuéc tinh khiér.

MO TA

Vién nang mém hinh biu dye, trong suol,
miu xanh, chira 6 minim dich dau trong sudt
mau vang nhal.

DUQC LYC HQC

Loratadin la min khaug histamin ¢6 téc dfng
kéo dai. Thube ¢d hogt tinh dbi khang chon

Igc trén thy thé Hy & ngoai bién va duge xem
la thube khang histamin thé h¢ thir hai.

DUQC BONG HQC

Loratadin hap thu nhanh sau khi ubng. Ning
dj dinh trong huyét tuong trung binh cla
loratadin v chit chuyén hoéa cé hoat tinh
(desloratadin) dat dwge tin lugt 14 1,5 va 3.7
gidr.

Sau khi uong loratadin, thc dung khing
histamin cia thude xudt hign trong vong 1- 4
gitr, khoi déu tic dong khing histamin xui
hién khi dat sy trong quan giira ning 48 hip
thu cia loratadin vd sy hinh thanh
desloratadin,

97% loratadin lién két voi protein huyét
twong. Thoi gian bin thai cba loratadin 14 17
gnﬁ' va cia desloratadm 14 19 gid, Nira déi
cia thube bién dbi nhiéu gitra cde cd thé,
khéng bj anh hudmg bdi uré mau, ting lén &
ngudi cao tubi va ngudi xo gan.

D§ thanh thdi cta thube la 57- 142
ml/phiivkg va khong bj 4nh huomg béi uré
méu nhumg giam & ngudi bénh xo gan. Thé
tich phén bd cia thude 13 80 — 120 livke.

I.omtadm chuyén hoa nhidu khi qua gan lin
diu bdi hé enzym mwrowm eytochrom
P450; loratadin chii yéu chuyén héa thanh

descarboethoxyloratadin, 1a chét chuyén hoa
¢d tae dung duge 1y.

Khoang 80% 1dng lidu cia loratadin béi tiét
ra nuée tiéu phin ngang nhau, dudi dang
chéit chuyén héa, trong vong 10 ngay.
CHi BINH
«  Chi dinh diéu trj triéu chimg viém mii dj
img:
+ Chiy nude mii

+ Hit hoi m‘{

+ Ngira mili ho&e hong

s Chi dinh diéu trj tiéu chimg mé day " i

magn tinh wr phat.
LIEU LUONG v.& CACH DiiNG

clia bél: s1.
Tré em 2 - 12 ok Licu duge tinh theo mé
trgng.

- Cin niing > 30 kg 1vién (10 mg) ubng
mit Kin/ngdy.

- Cin nfing < 30 kg: Loreze Clearcap khong
thich hgp cho tré ¢6 cin nding = 30 kg.

D6 voi bénh nhin suy gan, 49 thanh thai
loratadin giam, do d6 ding liéu | vién (10
mg) mdi hai ngay.

CHONG CHI PINH

Min cam véi bt ky thinh phin nio cia
thude.

THAN TRONG

- Nhimg bénh nhin suy gan hodic suy thin
(dp thanh thai <30 mL/phat), bao g&;n
nhimg bénh Iém tudi nén ding lidu ban déu
thip hon do giam thanh thai loratadin.

- Chura khiing dinh durge tinh an toan va higu
lyre cia loratadin khi ding cho te¢ dudi 02
tuoi.

- Ngimg ding thudc hodc théng bio véi bic
st khi xudt hign phin tmg dj (mg.

TUONG TAC THUOC

Céc thir nghiém lim sing duge kiém sodt
cho thiy u’:- sy ogia wing nong d% loratadin
trong huyét wong sau khi ding déng thoi
vii ketoconazol, erythromyein,
clarithromycin hofc cimetidin, nhumg khéng
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¢6 sit thay 461 ddng ké (ké ed thay dbi trén
dién tam do).

Anh huémg ciia thude dén cic két qua xét
nghiém:

Nén ngung st dung loratadin khodng 48 gi&
trudre khi tién hanh cae tién trinh thir nghiem
trén da vi cde thude khing histamin c6 thé
lim mét hojc gidm nhimg ddu higu cia cic
phan img duong tinh ngodi da.

Co thé xay ra tromg 1hc gu”ra loratadin va cac
thudc fec ché CYP3A4 va CYP2D6 din dén
ting ndng dd loratadi in, do dé eb thé tang tde
dung khdng mong muon.

PléU NU MANG THAI VA CHO CON
B

Phu niv mang thai

Chua khéng dinh duge tinh an wan khi s
dyng thude wong thii gian mang thai; do dé,
chi ding khi ndo 1gi ich cia thude durge thily
€6 lgi hon nhimg nguy co ¢6 thé xiy ra cho
bao thai.

Phy nit cho con bi

Do loratadin duge bai tidt qua sia me va
tang nguy co cha thube khéng histamin trén
Iré sor sinh va sinh non, nén ho{ic phéi ngumg
cho con bt hode phii ngung thude trong théi
gian cho con bil.

ANH HUONG CUA THUOC DEN KHA
NANG LAl XE VA VAN HANH MAY
MOC

Loratadin khung hofic khéng anh hwémg
déng ké dén khi nang lé.l x¢ va vin hinh
may moéc. Tuy nhién, cén thong bao cho
bénh nhin vé tinh trang nglh lo mo xdy ra
teén $6 it bénh nhin.

TAC DUNG KHONG MONG MUON

Cdc thc dung khong mong muén thong
thuémg bao gdm mét méi, nhire diu, budn
nga, khd migng, bi logn tiéu héa nhi budn
nin, viém da day, va cdc rigu chimg dj img
nhwr phét ban,

Hiém thiy trubmg hop rung 16¢c, sbe phan vé,
chire nang gan bit thuong, nhip tim nhanh,
dinh trong ngue.

Théng bie cho Mr.- s§ nling tdc dyng

kitdng mong mudn gip phdi khi ding
thude

QUA LIEU
Khong <6 trudbng hop quid litu loratadin
duge bio cdo. O ngwdi 1om, tinh trang qui
figu (vi du: 40-180 mg) c6 thé bj budn ngt,
nhip tim nhanh, va nhire dau. Trong trubng
hep qué lidy, nén lap ke didu tr trigu chimg
v didu trj ning d&. Co thé kich thich gy
nén (vi dit biing siro ipeca) néu bénh nhan
con tinh tao. Ding than hoat sau khi pay nén
¢o thé gidp ich dé ngan ngia hip thu
loratadin.Néu giy ndn khong két qua holic
6 chéng chi dinh, ¢6 thé tién hanh sie o
da day véi dung djch natri clorid 0,9% hoﬁt
v nurdre. \&
Theo ddi bénph nhin chit ché sau cép/:zg

phong ngira hit phai djch da day, nhat la
Vi tré em. &
Loratadin khing bi logi biing thim t4chThau,

04

QUY CACH DONG GOI: Hop 5 vi x 10
vién.

BAO QUAN: Bio quin dwéi 30°C & noi
khd réo, tranh dnh sdng.

HAN DUNG: 24 thing ké tr ngiy san xuflt
Khing diing thudic khi dd qué han sir dung
Bac k§ Inedng din six dung trude ki dimg,
Néue cdn thém théng tin, xin héi § kién bde 7,
B thude trdnh xa tim tay mré em.

Sehn xeedt beri:

MEGA LIFESCIENCES Public Company
Limited.

384 Moo 4, Soi 6, Bangpoo Industrial Estare,
Pattana 3 Road, Phracksa,

Mueang, Samutprakarn 10280, Thai Lan.
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TO THONG TIN CHO BENH NHAN

1. Tén san phim: LOREZE Clearcap

2. M ti sin phim: Vién nang mém hinh béu dyc, rong sudt, mau xanh, chira 6 minim djch diu
frong suot méau vang nhat.

3, Thinh phin cda thude: M3i vién nang mém chita Loratadin micronized 10mg vi cde 14 duge
khic bao goém polyethylen glycol 400, propylen glycol, polysorbat 80, gelatin, glycerin, mdu xanh
brilliant, nude tinh khiét.

4. Ham lugng cia thudc:
M&i vién nang mém chira Loratadin micronized 10mg

5. Thubc ding cho bnh gi?

»  Chi dinh didu trj tri¢u chimg viém mii dj img:
+ Chay nuée mii {D’
+ Hithai Bt
+ Ngira mili hofic hong

& Chi dinh diéu trj wriéu chimg mé day man tinh ty phét.

6. Nén ding thube nay nhw thé nio vi lidu lrgng?

Newai lm va tré em trén 12 tudi: 1 vién ubng mit lin/ngdy hodie theo sy hudmg diin clia bac 7.

Tré em 2 - 12 1udi: Liéu duge tinh theo thé trong.

- Cin ndng > 30 kg: 1vién (10 mg) ubng mit lin/mgay. P
- ':.:'a"ln ning S 30 kg: Loreze Clearcap khéng thich hop cho tré ¢6 cin nang‘ S 30 ke.

Doi véi bénh nhin suy gan, 4§ thanh thai loratadin giam, do 36 ding lidu | vién (10 mg) mdi hai
ngay.

7. Khi ndo khéng nén diing thufic nay?

Man cam v bat ki thanh phén ndo caa thudc.

8. Tiic dyng khéng mong mudn

Céce t4e dyng khdng mong mudn thing thuing bao gdm mét mai, nhire diu, budn ngh, khd migng,
rbi loan tiéu héa nhu budn ndn, viém da day, va cdc tri¢u chimg dj img nhu phit ban.

Hiém thiy trwimg hgp rung téc, sée phan vé, chire ning gan bt thuimg, nhip tim nhanh, danh wéng
ngye.

Théng bio cho bdc s nhitng tdc dung khdng mong mudn gap phai khi ding thude

9, Nén tranh ding nhirng thubc hodic thye phﬁm gi khi dang sir dyng thubic niy?

Cic thir nghi¢m lim sang duge kidm sodt cho thiy ¢6 sy gia ting nong d§ loratadin trong huyét
tuong sau khi ding déng thiri vi ketoconazol, erythromycin, clarithromycin hoge cimetidin, nhumg
khdng ¢o sy thay ddi ddng ké (ké ca thay ddi wén dign tam do).

Anh huimg ciia thube dén cic két qua xét nghigm:

Page |
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Nén ngung sir dung loratadin khoang 48 gits trude khi tién hanh cde tién trinh thi nghi¢m trén da vi

cée thube khang histamin ¢d thé lam mit hofic giam nhimg déu hi¢u ciia céc phan (mg duong tinh

ngodi da.

C6 thé xdy ra tuong tée gida loratadin va cae thude e ché CYP3A4 vi CYP2D6 din dén ting nong

44 loratadin, do 46 6 thé tang tic dyng khéng mong mudn.

10.Ciin 1am gi khi m{t lin quén Khing ding thube? a : n

Néu quén uong thube, nén uong lhyéc ngay sau khi nhé ra. Néu théri diém nay gén vai lidu ke ticp,

bo lieu di quén. Khdng uong b licu di quén.

- Chn bio quin thude nay nhwr thé nao?

Béo quin dudi 30°C & noi kho rdo, trinh dnh sang. [Bl

- Nhirng ddu hifu v tri¢u chimg khi ding thube qua liéu - )

Khéng ¢6 trudmg hop qué liéu loratadin duge bio cdo. O ngudi iém, tinh rang quéd ligu (vi dy: 4D---"—--..
180 mg) <6 thé bj budn ngi, nhip tim nhanh, va nhirc diu. Trong truémg hop qua liéu, nén I3p tie ,:——lff\
diéu trj trigu chimg va diéu trj nang dé. C6 thé kich thich gay nén (vi du biing siro ipeca) néu bénh

nhin con tinh tdo. Ding than hoat sau khi gdy nén c6 thé giop ich dé ngan ngira hip thu
loratadin, Néu géy ndn khing két qua hodic ¢6 chdng chi dinh, c6 thé tién hanh stc rira da day voi

dung dich natri clorid 0,9% hofic vl nurée. —_~
Theo ddi bénh nhan chit che sau edp ciru phong ngira hit phai djch da day, nhat la déi véi tré em. e, o0
Loratadin khang bi logi bing thim tach mau, e
- Ciin phii lam gi khi diing thudc qui litu khuyén cdo )

Lién lae vi bic st hodc bénh vién gin nhit néu ban da ding thude qua lidu khuyén cio.

- Nha sin xuiit vi chii sé hivu gidy phép déing ky san phiim:

MEGA LIFESCIENCES Public Company Limited.

384 Moo 4, Soi 6, Bangpeo Industrial Estate, Pattana 3 Road, Phracksa, b
Mueang, Samutprakarn 10280, Théi Lan.

- Nhirng diéu cin thin trgng khi dimg thube nay

Tuén theo huémg din diing thude cta béc sf cia ban.

Nhimg b¢nh nhin suy gan hofie suy thin (d§ thanh thai <30 mL/phat), bao gbm nhimg bénh 1ém tudi
nén dang licu ban diu thiip hon do giam thanh thai loratadin. Chua khing dinh duge tinh an toan va

higu lyc ciia Joratadin khi ding cho tré duéi 02 tuéi. Ngimg ding thuéc hode théng bio voi bic st
khi xuat hi¢n phan img di dmng.

Ny

Phy nir mang thai va cho con bi:
Phy nit mang thai
Chura khiing dinh duwge tinh an todn khi sir dyng thude trong théi gian mang thai; do do, chi diing khi

nito lgi fch clia thue dugre thy c6 lgi hon nhimg nguy co c6 thé xdy ra cho bio thai.
Phu nit cho con bii

Do loratadin duge bai tiét qua sira me va ting nguy co cia thube khing histamin trén tré so sinh va
sinh non, nén hogc phéi ngung cho con bi hofic phai ngung thudce trong thei gian cho con ba.

Anh hwong clia thube dén kha niing ldi xe va viin hinh mdy méc
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Loratadin khong hofic khdng dnh huémg déng ké dén kha niing l4i xe va vin hanh mdy méc. Tuy
nhién, cin théng bdo cho bénh nhén vé tinh trang ngi lo mo x4y ra trén s6 it bénh nhén.

- Khi nio cin tham vén bdc si: Néu ban cim thiy bt thuéng khi ding thude, nén lién lac véi béc
si clia ban.

- Ngiy xem xét sira ddi lai t& thing tin cho b§nh nhin:

18.09.2014

TUQ. CUC TRUING
P.TRUING PHONG
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