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Mau 3/ACTD

12.Nhirng dau hiéu va tridu chimg khi dung thuée qua liéu :
Nhimg d4u hiéu qua lidu bao gdm budn ngu, tim d4p nhanh va nhirc dau.

13.Cén lam gi khi ding thude qua lidu khuyen cio:

Viéc diéu tri qua liéu loraladme thudng 1a didu tri triéu chimg va dleu tri hd tro, bit dau ngay va
duy tri chimg ndo con cén thiét. Trudng hop qua lidu loratadine cap, gdy non bang siro ipeca aé
thdo sach da day ngay. Dung than hoat sau khi gdy non c6 thé gitip ich dé ngﬁn ngua hap thu
loratadine. Néu gdy non khéng két qua hodc chéng chi dinh gy nén(vi du ngudi bénh bi ngit, co
giat hoac thiéu phén xa ndn) c6 thé tién hanh rira da day véi dung dich natri chloride 0.9% va dit
dng ndi khi quan dé phong ngira hit phai dich da day.

14.Tén nha sin xuit/ Chi s& hiru gidy phép lwu hanh :

FLAMINGO PHARMACEUTICAL LTD.,
Pia chi: R-662, TTC Industrial Area, Rabale Navi Mumbai 400 701, An dd

15.Nhitng diéu than trong khi diung thubc nay:

-Sir dung ¢ bénh nhin suy gan, thin va nguoi cao tuoi

Bénh nhén suy gan hodc suy thén (vi du mirc loc tiéu céu than it hon/ 30 mL/phut), bao gbm ca
nhirng bénh nhan 16n tudi, cé6 mirc dao thai thudc thap, thikchi~nén ding mot lidu nho loratadin
lic khoi déu. O nhimg bénh nhén bi suy gan thi viéc dao th R réta.ﬂim it hon pseudoephedrine,
khong thé thay ddi riéng 1¢ mbi loai lidu dung loratadin @a\pseQ ephedrin trong diéu tri két hop,
néi chung, viée diéu tri két hop nay khéng nén ap dung cho nh‘lfng bénh nhén suy gan. Dbi véi
bénh nhan suy thén, nén dung liéu ban dau thp trong viéc diéu tri két hop nay.

-Khi co thai va cho con bu:

Chua c6 cac nghién ciru day du va két qua vé sir dung Loratadine trong thai ky. Do do, chi dung
Loratadine trong thai ky khi can thiét voi lidu thép va trong thoi gian ngin. Loratadine va chit
chuyén héa Descarboethoxyloratadine tiét vao sita me. Néu can sir dung Loratadine & ngudi cho
con bt nén diing véi lidu thip va trong thoi gian ngén.

-Anh kutmg trén kha ndng ldi xe va van hanh mdy moc

Trong céc thur nghlern lam sang, khong thdy c6 sur suy giam vé kha nang lai xe & bénh nhan dung
loratadin. Tuy vay, can bao cho bénh nhén biét 14 trong mot sé rét it truomg hop, ngudi ding
loratadin c&m thay budn ngi, diéu nay c6 thé anh hudng dén kha nang 1ai xe hodc van hanh may
moéc.

16.Khi nao cin tham vin bac sy ?
Néu giip cac tac dung khong mong muén nhu trén hodc khong nim trong danh sich néu trén.

17.Ngay xem xét sira ddi lai tor thong tin cho bénh nhan: 1/6/2012

-Han ddng: 3 nim ké tir ngdy sin xuét. W
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T& thong tin cho bénh nhan
1.Tén san phim: Vién nén LORAL

2.Mo ta san pham
-Vién nén tron méu tring khong bao phim, mot mat ¢ vach, mat kia phing
-Trinh bay: Hop/ 10 vi phdm (Alu-Alu) x 10 vién

3.Thanh phin céa thudc: Loratadin, Monahydrate Lactose, t’ml&?:lot ngé, Natri tinh bot
Glycolate, Sodium lauryl sulphate, keo Silicon Dioxide, Magnesmrm\\s\tei‘;a.té Nude tinh khiét.

4.Ham lurong cha thude: M3i vién nén khéng bao chira
Hoat chat: Loratadin 10 mg

5.Thubc ding cho bénh gi ? ,
Loratadin duge chi dinh dung cho: Viém mii di ing, viém két mac di tmg, ngira, may day.

6.Nén dung thude nay nhw thé nao va lidu lwong ?

Buong ding: Ubng

Lidu Iuong: .

Ngudi 16n va tré em tir 12 tudi: 1 vién (10 mg) mot lan mdi ngay.
Tré em 2-12 tudi: Can ning co thé > 30 kg; 10 mg mot 1an mdi ngay.
Can nang co thé < 30 kg: 5 mg mot 1an mbi ngay.

7.Khi niao khong nén diung thube nay ?

Chéng chi dinh dung thubc v6i bénh nhan cé tién st min cam hay di tmg v&i bit ky thanh phén
nao cia thube.

Khong ding thude qua han ghi trén bao bi.

8.T4c dung khong mong mudn:
Phén 16n cée tac dung phu duoc ghl nhan bao gdém: mét méi, nhirc diu, budn ngo, kho miéng, rbi
loan tiéu hoa, vi du budn nén, viém da day va c6 nhitng triéu chimg di img nhr 1a nbi may day.
Loratadine ¢6 thé gy nhirc dau, khat, md mét, khd miéng va khd miii. Nhimg tdc dung nay c6
thé giam khi co thé thich img v6i thube. Loratadine thutmg khéng gdy ngn gét khi ding ding
liéu va trong trang thai binh thiomg. Cé thé 1am thay dbi mau cia nuée tidu (khong haJ)

Théng bdo véi thdy thudce cdc tdc dung khéng mong mudn gdp phdi khi dimg thuic.

9.Nén tranh ding nhing thube hogdc thwe phim gi khi dang sir dung thube nay ?

Trong céc nghién clru 14m sang trén phimg co thé khde manh, khi ding thube déng théd vai
ketocqnazol, erythromycin, clarithromyein, hoac cimetidin, khéng cé thay dbi 1am sang dang ké
nao veé ECG hodc céc’dénh gia v& xét nghiém, nhimg du hiéu nguy hiém, hodc gap nhitng tac
dung khong mong muén.

Loratadin khéng lam anbh hurdng téi su gan,\vm protein huyét tuong cua warfarin va digoxin.

Cac tac dung phu khdng ting dbi véi Vi nhng nguoi udng thudc tranh thai ciing véi
loratadine. e

10.Cén lam gi khi mot lin quén khéng dung thuoc ¢

Khéng dung liéu gip dbi néu quén ding thudc. Néu ban quén ding 1 lidu thube, ubng lai ngay
khi nhé ra, va sau d6 ding lidu thude tiép theo ding theo lich dung thubc.

11.Cén bao quéan thuéc nay nhir thé nao ?
Gifr thude noi khé rdo, & nhiét 49 dudi 30°C. Gitt thude ngoai tAm tay tré em.
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LORAL

Loratadine Tablets USP 10 mg
Each uncoated Eablet‘cgntains:

Loratidine USP 10
3 Flamingo ?

Mamgootured hy:
FLAMINGO PHARMACEUTICALS LIMITED
R-663, TTC Industriad Arca, Rabale Navi Mumbai 400 701, Indis

LORAL

Loratadine Tablets USP 10 mg
Each uncoated tablet contains:

Loratidine USP 10ma
3 Flamingo

Mamyfoctwad by:
FLAMINGO PHARMACEUTICALS LIMITED
R-662, TTC Industrial Arca, Rabalé Navi Mumbai 400 701.India

LORAL

Loratadine Tablets USP 10 mg
Each uncoated tablet contains:

Loratidine USP 10mg
& Flamingo

Mamgbctured by:
FLAMINGO PHARMACEUTICALS LIMITED
R-682, TTC Industrial Arss, Rabale Navi Mumbai 400 701.India

LORAL

Loratadine Tablets USP 10 mg
Each uncoated tablet contains:

Loratidine USP 10mﬂ
o Flaingo

Mawfactured by:
FLAMINGO PHARMACEUTICALS LIMITED
R-862, TTC Industrial Area, Rabale Navi Mumbai 400 701.India

LORAL

Loratadine Tablets USP 10 mg
Each uncoated fablet contains:

Loratidine USP 1%
3 Hamingo

Mamifacnewd by
FLAMINGO PHARMACEUTICALS LIMITED
R-662, TIC [pdustriaf Ares, Rabak Navi Mumbai 400 %0). Indsa

LORAL

Loratadine Tablets USP 10 mg
Each uncoated fablet contains:

Loratidine USP 10@
3 Hlamingo

Mamgactored by
FLAMINGO PHARMACEUTICALS LIMITED
R-662, TTC Incamtrial Ares, Rabale Navi Mumbai 400 701, India

BNo.:141 Mfg.: 01/07/2008 Exp.: 30/06/2011
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COMPOSITION: Ench uncoated tablet conlains:
Loratidine USP 10mg

INDICATIONS, DOBAGE & ADMINISTRATION,
CONTRAINDICATION, WARNING:

Please refer to pwlumo Insart.
SPECIFICATION: USP

STOME Sbm In a dry 1g'm:e sla
balow 30°C. Proteat from Bght
ROUTE OF ADMINISTRATION: Oral

KEEP OUT OF THE REACH CF CHILDREN.
CAREFULLY READ THE ACCOMPANYING

Flamingo Pharmaceuticals Ltd.
Factory: R-882,TTC Industrial Aros Rabale,

Navi Mumbal 400 701. Indis,
Office 1 P.O.Box No.27257, Mumbal 400 0T, India,

Visa No./Sé BK:
Batch No./ Sé 18:
Mfg.Date/ NSX ~ 8
Exp.Date/ HD : /2011
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Flamingo

CONG THUC: M3/ vién nén khdng bao chira:
Loratidine USF 10mg )

CHI BINH, CACH DUNG, LIEU DUNG, CHONG CHI BINH,
CANH BAO: Xin xem huéng olin sir dyng dinh kém.,

TIEU CHUAN: USP

BAO QUAN: Nerl khd réo, trénh énh séng,
& nhit 40 dudl 30°C.

%%UW&EETEMM KHI DUNG

THONG TIN XEM TRONG
TO HUONG DAN BU DUNG KEM THEO,

o —

Sdn xudt tef An 0 bi:
Flamingo Pharmaceuticals Ltd.
Factary: R-662,TTC Indusirial Ares Rabals,
Navt Mumbai 400 701. India.
Offica; P.0.Box No.27257, Mumbal 400 071. Indis.




