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NHAN PHU
LOREZE

Loratadin micronized................... 10 mg

Quy cdch: Hop 5 vi x 10 vién nang mém

100%
LOREZE SPK : xx-xxxx-xx % ,
Hogt chilt-him lwgng M3i vién nang mém chira Loratadin micronized ...........10 mg. Chi
dinh, ching chi dinh, litu ding, céch dimg vi céc thing tin khic: xem to hudng din sir =

dung. Biio quin: Bio quin & noi kbd mat, duwdi 30°C, trinh anh sing. Tr 4
10 vién nang mém. Sé 16 SX, NSX, HD: xem Lot. No., Mfg., Exp. tré i iy, b '%.
he” C 3%’ Limited-
o
i

ngay 01 cia thing hét han. Sin xuiit bii: Mega Lifescicaces Pub
Lan. DNNK... mrﬂm!ayﬂmmi}hm;dfnm'm;mwd?}r’

/

» LOREZE SPK : xx-xxxx-Xx g
200% | Hoat chét-ham lrgng: Mdi vién nang mém chira Lorataditaicronizéd ..27...... 10 mg. Chi
dinh, chéng chi dinh, liéu ding, cich dung va cdc théng tin khac: Xem to huéng din sir dung.
Bio quan: Bao quan ¢ noi kh6 mat, dudi 30°C, tranh 4nh sang. Trinh bay: Hop 5 vi x 10 vién
nang mém. $6 16 SX, NSX, HD: xem Lot. No., Mfg., Exp. trén bao bi, ngay hét han 1a ngay 01
ciia thang hét han. Sdn xuidt béi: Mega Lifesciences Public Company Limited- Thai Lan.
DNNK... Pé xa tim tay tré em. Doc kj huwdng dén si dung truede khi ding.




descarboethoxyloratadin, la chét chuyén hoa
¢ tac dung dugc ly.

Khoang 80% tdng lidu cua loratadin bai tiét
ra nudc tiéu phan ngang nhau, dudi dang
chét chuyén héa, trong vong 10 ngay.

LOREZE Clearcap
Vién nang mém

Loratadin micronized

THANH PHAN
Mdi vién nang mém chira Loratadin
micronized ............ 10mg.

T4 dugc: polyethylen glycol 400, propylen
glycol, polysorbat 80.

T4 dugc nang mém: gelatin, glycerin, mau
xanh brilliant, nuéc tinh khiét.

MO TA

Vién nang mém hinh bau duc, trong subt,
mau xanh, chira 6 minim dich dau trong suot
mau vang nhat.

DUQC LU'C HQC

Loratadin 1a mét khang histamin c6 tac dong
kéo dai. Thudc c6 hoat tinh dbi khang chon
loc trén thu thé H; ¢ ngoai bién va dugc xem
1a thudc khang histamin thé hé thir hai.

DUGC PONG HQC

Loratadin hdp thu nhanh sau khi uéng. Nong
d§ dinh trong huyet tuong trung binh cua
loratadin va chit chuyén héa c6 hoat tinh
(desloratadin) dat duoc 1an luot 1a 1,5 va 3,7
gio.

Sau khi ubng loratadin, téc dung khang
histamin ctia thudc xuét hién trong vong 1- 4
gid, khoi déu tac dong khang histamin Xuét
hién khi dat sy twong quan giira néng do hip
thu cua loratadin va sy hinh thanh
desloratadin.

97% loratadin lién két voi protein huyét
tuwong. Thoi gian bén théi cua loratadin la 17
gid va cua desloratadin 1a 19 gi¢. Nira doi
cua thudc bién ddi nhiéu gitra cac ca thé,
khong bi anh huong boi uré mau, tang lén &
ngudi cao tudi va ngudi xo gan.

Do thanh thai cua thude la 57- 142
ml/phut’kg va khéng bi anh hudng bai uré
mau nhl.mg giam & nguodi bénh xo gan. Thé
tich phan bé coa thudc 1a 80 — 120 livkg.

Loratadin chuyén héa nhiéu khi qua gan lan
dau boi hé enzym microsom cytochrom
P450; loratadin chu yéu chuyén hoéa thanh

CHI PINH
e Chi dinh diéu trj triéu ching viém miii di
img:

+ Chay nudc miii

+ Hét hoi Ol{

+ Ngtra miii hodc hong
—
e Chi dinh diéu tri triéu chung mé day/1 AdtBdU;
man tinh ty phat.
LIEU LUQGNG VA CACH DUNG f{ 7 f/
Ngudi lon va tré em trén 12 wdi: 1 yidn

udng mdt 1an/ngay hoic theo sur huong an\
cta bac si.

, N Sseupuce
Tré em 2 - 12 tuéi: Lidu dugc tinh theo thf.’:\¥~

trong.

- Can nang > 30 kg: 1vién (10 mg) udng
mot 1an/ngay.

- Can n3ng = 30 kg: Loreze Clearcap khong
thich hop cho tré c6 cén nang < 30 kg.

D4i v6i bénh nhin suy gan, do thanh thai
loratadin giam, do d6 dung liéu 1 vién (10
mg) mdi hai ngay.

CHONG CHI PINH

Min cam véi bat ky thanh phan nao cia
thube.

THAN TRONG

- Nhimg bénh nhan suy gan hodc suy than
(d¢ thanh thai <30 mL/phit), bao gépl
nhimg bénh 16n tudi nén dung lidu ban déu
thap hon do giam thanh thai loratadin.

- Chua khing dinh dugc tinh an toan va hiéu
lyc cua loratadin khi dung cho tré dudi 02
tuodi.

- Ngimg ding thudc hodc thdng bao véi bac
st khi xuat hién phan tng di Umg.

TUONG TAC THUOC

Céc thir nghiém 1am sang dugc kiém soat
cho thdy c6 su gia ting ndng d6 loratadin
trong huyét tuong sau khi dung déng thoi
véi ketoconazol, erythromycin,
clarithromycin hodc cimetidin, nhung khéng
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c6 sy thay d6i dang ké (ké ca thay dbi trén
dién tam do).

Anh hudng cha thude dén cac két qua xét
nghiém:

Nén ngung su dung loratadin khodng 48 gio
trude khi tién hanh céc tién trinh thir nghiém
trén da vi céc thude khang histamin c6 thé
lam mét hosc gidm nhitng ddu hidu cia cac
phan ng duong tinh ngoai da.

C6 thé xay ra tuong tc giira loratadin va cic
thuée trc ché CYP3A4 va CYP2D6 dén dén
tang ndng do loratadin, do dé cé thé tang tac
dung khéng mong mudn.

QUA LIEU

Khong co truéng hop qua lidu loratadin
duoc bio cdo. O ngudi [ém, tinh trang qua
lidu (vi du: 40-180 mg) c6 thé bi budn nga,
nhip tim nhanh, va nhtrc dau. Trong trudng
hop qué lidu, nén 1ap tirc diéu trj tridu chimg
va didu tri nang d5. C6 thé kich thich gdy
nén (vi du bi"mg siro ipeca) néu bénh nhin
¢on tinh tao. Dung than hoat sau khi gy ndn
c6 thé giup ich d& ngan ngira hap thu
loratadin.Néu gy ndén khéng két qua hoic
co chéng chi dinh, cé thé tién hanh stc I

e % ; : ; : TN\
PHU NU MANG THAI VA CHO CON da day vd&i dung dich natri clorid 0,9% hb@’é: \
BU voi nudc. \ 2

Phu nit mang thai Theo d&i bénh nhan chat ché sau cép cfruﬁl o

Chwa khing dinh dwgc tinh an toan khi sir
dung thude trong thdi gian mang thai; do dé,
chi ding khi ndo lgi ich ciia thube dwoc thdy
¢6 lgi hon nhimg nguy co ¢6 thé xay ra cho
bao thai.

Phu nit cho con bt

Do loratadin dugc bai tiét qua sita me va
tang nguy co cta thube khang histamin trén
tré so sinh va sinh non, nén hodc phai ngung
cho con bl hodc phai ngung thude trong thoi
gian cho con bu.

ANH HUONG CUA THUOC PEN KHA
NANG LAI XE VA VAN HANH MAY
MOC

Loratadin khong ho#ic khéng anh hudng
dang ké dén kha nang lai xe va van hanh
mdy moéc. Tuy nhién, cin théng bdo cho
bénh nhén vé tinh trang ngi lo mo Xay ra
trén s6 it bénh nhan.

TAC DUNG KHONG MONG MUON
Cac tic dung khong mong mudn théng
thudng bao gém mét mdi, nhic dau, budn
ngu, khé miéng, rdi loan tiéu héa nhw budn
non, viém da day, va céc triéu chung di ing
nthur phat ban.

Hiém thdy trudng hop rung toe, séc phan vé,
chirc niang gan bit thuong, nhip tim nhanh,
danh tréng nguec.

Thong bdo cho bdc sy nhitng tic dung

khong mong muon gdp phdi khi ding
thuoc

phong ngira hit phai dich da day, nhit la d0i
vai tré em.

Loratadin khong bj loai bing thim tdchTau.

B

QUY CACH PONG GOI: Hép 5 vi x 10
vién.

BAO QUAN: Bao quan dudi 30°C & noi
khé réo, tranh 4nh sang.

HAN DUNG: 24 thang ké tir ngay san xuét
Khéng ding thudce khi dd qua han sir dung.
Doc k§ hudng dén sir dung trude khi ding.
Néu cdn thém théng tin, xin hoi ¥ kién bdc sT.

BEé thudc trdnh xa tdm tay tré em.

San xudt boi:

MEGA LIFESCIENCES Public Company
Limited.

384 Moo 4, Soi 6, Bangpoo Industrial Estate,
Pattana 3 Road, Phraeksa,

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

1. Tén san phim: LOREZE Clearcap

2. M ta sin phim: Vién nang mém hinh bdu duc, trong sudt, mau xanh, chifa 6 minim dich déu
trong sudt mau vang nhat.

3. Thanh phin cia thude: M3i vién nang mém chira Loratadin micronized 10mg va céc ta duge
khéc bao gdm polyethylen glycol 400, propylen glycol, polysorbat 80, gelatin, glycerin, mau xanh
brilliant, nuéc tinh khiét.

4. Ham lwgng ciia thuoe:
Mé1 vién nang mém chita Loratadin micronized 10mg

5, Thubc¢ diing cho bénh gi?
e Chi dinh diéu tri triéu chimg viém miii di img;
+ Chay nude miii (])r
+ Hat hot
+ Ngira mfiii hoéc hong
¢ Chi dinh diéu tri triéu ching mé day man tinh t phat.
6. Nén ding thudc nay nhw thé nao va litu lugng?
Nguoi l6m v tré em trén 12 tudi: 1 vién udng mot 1an/ngdy hodc theo sy hudng din ciia bac si.
Tré em 2 - 12 tuéi: Liu dugc tinh theo thé trong.
- Can ning > 30 kg: 1vién (10 mg) ubng mot lé“mfngéy.
- Cén nang < 30 kg: Loreze Clearcap khong thich hop cho tré ¢6 cdn nang < 30 kg.
Béi voi bénh nhan suy gan, d6 thanh thai loratadin giam, do d6 dung lidu 1 vién (10 mg) mdi hai
ngay.
7. Khi nio khing nén ding thudec nay?
Man cam véi bat ki thanh phan nao cua thude.
8. Tac dung khéng mong muf()'n ) ‘ ‘
Céc tac dung khéng mong muon théng thudng bao gom mét moi, nhire dau, budn ngl, khd miéng,
roi loan ti€u héa nhu budn ndn, viém da day, va cac triéu ching di (ing nhie phat ban.
Hiém thay trudng hop rung tdc, sbc phin vé, chirc ning gan bat thuémg, nhip tim nhanh, danh tréng
nguc.
Théng bdo cho bdc sy nhitng tdc dung khéng mong muin gap phai khi diing thuoc
9. Nén tranh dung nhitng thude hoje thire phim gi khi dang sit dung thube nay?
Céc thir nghiém lam sang duge kiém soat cho thiy c6 su gia ting ndng d¢ loratadin trong huyét
tuong sau khi dung dong thot voi ketoconazol, erythromycin, clarithromycin hodce cimetidin, nhung
khong c6 su thay doi dang ké (ké ca thay dbi trén dién tam db).

Anh hudng cia thude dén cac két qua xét nghiém:
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Neén ngung sir dung loratadin khoang 48 gio trude khi tién hanh cac tién trinh thir nghiém trén da vi
cac thubc khang histamin c6 thé lam mat hodc giam nhiing dAu hiéu cia cac phan ng dwong tinh
ngoai da.

C6 thé xay ra tuong tc gifra loratadin va cac thude i che CYP3A4 va CYP2D6 dan dén tang ndng
d¢ loratadin, do do c6 thé tang tac dung khong mong mudn.

10.Can lam gi khi mot lin guen khong dung thudc?
Néu quen uong thude, nén udng thudc ngay sau khi nhd ra. Néu thoi diém nay gin véi lidu ké tiép,
bo lidu di quén. Khong udng bu liéu da quén.

- Cin bio quén thubc nay nhu thé nao?

Béo quan dudi 30°C ¢ noi khd réo, tranh anh sang. @1

- Nhitng ddu hi¢u va triéu chimg khi dung thude qua lidu -

Khéng c6 truong hop qua lidu loratadin dugc bao cdo. O ngudi 16m, tinh trang qué liéu (vi du: 40---—'-\
180 mg) c6 thé bj budn ngu, nhip tim nhanh, va nhirc du. Trong truong hop qué lidu, nén Iap tue

diéu tri triéu chimg va diéu tri ning d&. C6 thé kich thich giy ndn (vi du bing siro ipeca) néu bf,:nh

nhén coén tinh tdo. Dung than hoat sau khi gdy nén cé thé gitp ich dé ngin ngira hip thu
loratadin.Néu gay non khong két qua hoiic c6 chéng chi dinh, c6 thé tién hanh sic rira da day véi

dung dich natri clorid 0,9% hoac véi nude. o
Theo d6i bénh nhan chét ché sau cap ciru phong ngira hit phai dich da day, nhat 14 doi vdi tré em. Yo g
Loratadin khong bi loai bang thdm tach mau. i
- Cén phal lam gi khi dang thubc gua liéu khuyen cao

Lién lac véi bac st hogc bénh vién gan nhat néu ban da ding thudc qua lidu khuyén céo.

- Nha san xuit va chii s¢ hiru gidy phép ding ky san phim:

MEGA LIFESCIENCES Public Company Limited.
384 Moo 4, Soi 6, Bangpoo Industrial Estate, Pattana 3 Road, Phraeksa, N
Mueang, Samutprakarn 10280, Thai Lan. ‘

- Nhirng diéu cin théin trong khi diung thudc nay i
Tuén theo hudng din ding thude cia bac si cta ban. 2

Nht‘mg bénh nhén suy gan hodc suy thén (d9 thanh thai <30 mL/phiit), bao gdm nhimg bénh 16n tudi /
nén dung liéu ban d4u thp hon do giam thanh thai loratadin. Chua khéng dinh dugc tinh an toan va

hi¢u lyc cua loratadin khi dung cho tré duéi 02 tudi. Ngimg ding thudc hoac thdng bao vdi bac si

khi xuat hién phan (g dj tng.

Phu nitr mang thai va cho con bu:
Phu nit mang thai
Chura khéng dinh dugc tinh an toan khi sir dung thudc trong thoi gian mang thai; do do, chi dang khi

ndo lgi ich clia thude dugce thiy c6 lgi hon nhimg nguy co ¢6 thé xay ra cho bao thai.
Phu nit cho con bu

Do loratadin dugc bai tiét qua sita me va tang nguy co ciia thudc khang histamin trén tré so sinh va
sinh non, nén ho#c phai ngung cho con bui hodc phai ngung thube trong thoi gian cho con bu.

Anh huéng ciia thube dén kha ning ldi xe va vin hanh mdy mée
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Loratadin khong hodc khong anh huong déng ké dén kha nang 14i xe va vén hanh mdy moc. Tuy
nhién, cin théng bdo cho bénh nhén v& tinh trang ngl lo mo xéy ra trén 6 it bénh nhan.

- Khi nao cAn tham vén béc sy: Néu ban cam thdy bat thuong khi ding thudc, nén lién lac véi bac
si cla ban.

- Ngay xem xét sira dbi lai to thong tin cho bénh nhén:
18.09.2014

TUQ. CUC TRUONG
P.TRUONG PHONG

ﬂ@uy@z Jﬁty At ung
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