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(/ COMPOSMION : Each tablet contans : - STORAGE : Koep in a dy placo, Loratadlne
10mg  do not store above 30°C. Sawn 1

Exdpienlsuh .............. 1tablet Protect from light.

INDICATIONS - CONTRAINDICATIONS SPECIFICATION : Manufacturer's
DOSAGE - ADMINISTRATION -

PRECAUTIONS - SIDE EFFECTS : READ CAREFULLY THE LEAFLET BEFDRE USE
See enclosed leaflet KEEP OUT OF REACH OF CHILDREN
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f Loratadine .................. 10mg 80C KY HUGNG DAN SU DYNG ]
[ | T4 dugc via di ...........1 vién TRUGC KHI DUNG 1
. chl DINH - CHONG CHl DINH - DE XA TAM TAY CUA TRE EM |=
LIEU LUONG - CACH DUNG - TIiEU cHuAN : TCCS ,
THAN TRONG - TAC DUNG PHY : e . |
Xin doc 10 hudng ddn sg dyng thudc a0 =.
= 1
BAD QUAN : Noi kho, ALt :
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COMPUSITION : Each tablet contains :

Loratading .......cccousurenunssense 10mg
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.

READ CAREFULLY THE LEAFLET
BEFORE USE

KEEP OUT OF REACH OF CHILDREN
SPECIFICATION : Manufacturer’s
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CONG TY CP DUUC PHAM SAVI (SaWspharm J.S.C)
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loratadine
Saw 10

Loratadine 10 mg

Loratadine
Saws 10
Loratadine 10 mg

I, CTY CP DUJC PHAM SA VI
Y (SaWipbarm J.5.C)
GEP-WHOD

TR NHIDM TEON VEN

Lloratadine
Saws 10
Loratadine 10 mg

[ Sathpharm J.5.C)
WHO-GuP

Loratadine
Saw 10
Loratadine 10 mg

Loratadine SaVi 10
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THANH PHAN : M3 vian chia ©  TiEU CHUKN : TCCS

Loratading ..........c....... 10 mg =
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THANH PHAN : M&i vién chia :

Loratadine ................ 10 mg
T4 dugc vira dd ........ 1 vién

CHI BINH - CHONG Chl DINH -
LIEU LUGNG - CACH DUNG -
THAN TRONG - TAC DUNG PHY :
Xin doc trong 1o
hudng din sd dyng.

BAO QUAN : Noi kho,

nhigt d¢ khong qua 30°C. - -

Tranh dnh séng.
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THANH PHAN : Mdi vién chita :
Loratadine .................. 10 mg
T4 duge vita dis .......... 1 vién

BAO QUAN : Nai kho, nhigt dd
Kkhdng qué 30°C.
Tranh dnh s4ng.

cHl BINH - cHONG CHI BINH
LU LUGNG - CACH DUNG -
THAN TRONG - TAC DUNG PHY :
Xin doc 1 hudng ddn

SU dyng thudc.

m“wuncnll Vi { Satapharm 5.0
LA 2014200 CRATX Tha T, 07, TNI:H-

5815 SX / Batch No. :
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Ngay SX /Mig. Date :
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200 lablets

loratadine
Sawr 10

Loratadine 10 mg

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

INDICATIONS - CONTRAINDICATIONS

PRECAUTIONS - SIDE EFFECTS :
R See endlosed leaflel.

SPECIFICATYON : Manufacturers

Keep oul of reach of childran
Read carelully the leafiet belore use
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CONG TY CP DUYC PHAM SAVI ( SaWspharm J.S.C)
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CONG TY CP DUGC PHAM SAVI (SaWiphiarm J.S.C)
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COMPOSITION :

Each tablet contains :

Loratadine ....................... 10 mg
Excipients g.s. for ......... 1 tablet

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

DOSAGE - ADMINISTRATION -
PRECAUTIONS - SIDE EFFECTS :
See enclosed leafiet.

INDICATIONS - CONTRAINDICATIONS

SaWr 10

SPECIFICATION : Manufacturer's

Keep out of reach of children
Read carelully the leaflet before use

f Manufactured by
SA VIPHARMACEUTICAL JiSiCo. (SaWipharm JS.C)

Lot No. Z2.01-02-03a, Tan Thuan IZ/EPZ.
Dist. 7, 'Ho ChiMinh City,
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TO HUONG DAN SU DUNG THUOC

Viénnén Loratadine Savi 10

THANH PHAN :
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- Téa duge vira du
(Lactose monohydrate, microcrystalline cellulose 102, sodium
glycolate starch, magnesium stearate, colloidal silicon dioxide)

DANG BAO CHE:

Thudc vién nén
DUQC LY & CO CHE TAC DUNG

Loratadine 12 thudc khang histamine 3 véng c6 téc dung kéo dai
dbi khang chen Ioc trén thy thé H; ngogi bién va khéng cé tﬂc dung
[am dju trén thin kinh trung uong. Loratadine thugc nhém thuéc déi
khéng thy thé H, thé h§ thir hai (khéng an than).

Loratadine cé tic dyng lam nhg bét tri¢u chimg cia viém mdi va
viém két mac dj img do gidi phong histamine. Loratadine con c6 tac
dyng chéng ngira vi ndi may day lién quan dén histamine. Tuy nhién,
loratadine khong cé tic dyng bdo v¢ hoiic trg gitp 1dm sing dbi voi
trutng hop gidi phéna histamine néng nhu chodng phan v¢. Trong
trudmg hgp do, dicu trj chu yéu 1a dung adrenaline va corticosteroide.
Thudc khing hlslammc khéng cé vai trd trong diéu trj hen.

Nhimg thudc ddi khang H; thé hé tha hai (khong an thin) nhu:
Tcrfemdme astemizole, loratadine khong phan bd vio ndo, khi ding
thudc véi liéu théng thugng, Do do, loratadine khong 6 tic dung an
thin, ngugc vdi tic dung phy an than cia céc thude khing histamine
thé h¢ thir nhit.

Dé didu trj viém mii dj img va may day, loratadine c6 tic dung nhanh
hon astemizole va c6 tic dung nhu azatadine, celirizine,
chlophemramlnc clemastine, terfenadine va mcqmlazme Loratadine
¢ tan sudl tac dung phy, dic biét dbi véi h¢ than kinh trung vong,
thép hon nhimg thudc khang histaminc thugc thé h¢ thir hai khic,

Vi vy, loratadine ding ngay mot ldn, tic dung nhanh, dic bi¢t khng
¢6 tac dung an thin, 12 thudc lya chon dau tién dé didu trj viém mili dj
img hoic may day dj img.

Nhimg thuéc khang histamine khdng c6 tic dung chita nguyén nhén
ma chi trg gidp 1dm nhe bt tri¢u chimg. Bénh viém mii dj img ¢6 thé
12 bénh man tinh va t4i dién; dé diéu trj thanh céng thuimg phai dung
cdc thudc khang histamine ldu dai va ngit quing, va sir dung thém
nhimg thudc khéc nhur glucocorticoide ding theo dudng hit va dung
kéo dai.

C6 thé két hgp loratadine véi pseudoephedrine hydrochloride dé 1am
nhg bat trigu chimg ngat mii trong diéu trj viém mii dj img c6 kém
ngat mii.

DUGC DONG HQC

Loratadine hdp thu nhanh sau khi uong Nﬁng d9 dinh trong huyét
twong trung binh cua loratadine va chdt chuyén héa c¢6 hogt tinh cua
né (descarboclhoxylomtadmc) tuong img 14 1,5 va 3,7 gidn.
97% loratadine lién két voi protein huyét tuong. Niua doi cua
loratadine 13 17 gid va coa descarboethoxyloratadine l4 19 gid. Nira
doi cia thube bién ddi nhiéu gitta céc cé thé, khong bj anh hutng bdi
uré méu, tAng 1én & ngudi cao tudi va ngudi xo gan.
D§ thanh thai cua thudc 12 57 - 142 ml/phuvkg va khang bj anh hudng
bdi uré mau nhung gidm & ngudi bénh xo gan. Thé tich phan bd cua
thubc 12 80 - 120 livkg.
Loratadine chuyén héa nhidu khi qua gan Ian ddu béi hd enzym
microsom cytochrom Puso; loratadine chu yéu chuyén hoa thanh
descarboethoxyloratadine, 12 chét chuyén héa c() tac dung dugc ly.
Khoang 80% tong liéu cia loratadine bai tiét ra nuéc tiéu va phin
ngang nhau, dudi dang chét chuyén hoa, trong véng 10 nga
Sau khi uémg loratadine, uc dung khang histamine cia lhug;: xudit hign
trong vong 1 - 4 gid, dat t6i da sau 8 - 12 git, va kéo dai han 24 gla
Néng d§ ciia loratadine va descarbocthoxyloratadine dat trang thai on
dinh & phén 6n nguti bénh vao khoing ngay thir nam dung thudc.

DU LIEU AN TOAN TIEN LAM SANG
Khéng co s6 lidu vé& an toan tién lam sing
CHI D|NH DIEU TR]
Viém mii dj img,.
Viém két mac dj img.
Ngira va may day lién quan dén histamine,

LIEU LUGNG VA CACH DUNG

Cdch diing:
Thudng ding dudng udng.
Liéu hegng:
* Newdi lom, nguoi cao tudi va tré em tic 12 uéi trg lén:
Duing 10 mg loratadine (1 vién nén), ding mot lan/ngay.
*Tréem: 2-12 {mfi:
Trong lugng co thé > 30 kg: 10 mg loratadine (1 vién nén), mot lin
hing ngay.
Trong lugng co thé < 30 kg: 5 mg loratadine (/2 vién nén), mot lin
hang ngay.
An todn va hi¢u qua khi ding loratadine cho tré em dudi 2 tudi chua
dugc xéc dinh.
* Ngudi bj suy gan hodc suy thiin ning (d9 thanh thai creatinine <
30 ml/phut), ding liéu ban ddu 12 10 mg loratadine (1 vién nén), cir 2
ngay mét lan,

CHONG CHI BINH
Qué mén vdi bt cir thanh phan nio cia ché phim.
CANH BAO VA THAN TRQNG KHI SU DUNG

Suy gan.

Khi ding loratadine, ¢6 nguy co khd mi¢ng, dic biét & ngudi cao
tudi, va ting nguy co sau ring. Do d6, cin phai v sinh ring migng
sach sé khi ding loratadine.

TUONG TAC VU1 CAC THUOC KHAC, CAC DANG TUONG
TAC KHAC:

- Diéu trj ddng thoi loratadine va cimetidine din dén tang néng do
loratadine trong huyét tuong 60%, do cimetidine irc ché chuyén héa
ctia loratadine. Diéu nay khéng c6 biéu hién [dm sang,

- Diéu trj ddng thoi loratadine va ketaconazole din t6i tang nﬁng dj
loratadine trong huyét tuong gip 3 lin, do (rc ché CYP3A4 Ditu d6
khcng ¢6 biéu hign lim sang vi loratadine cé chi sd diéu trj rong.

- Diéu trj dong thoi loratadine va erythromycin din dén tang nong do
loratadine trong huyét tuong. AUC (di¢n tich dudi dudng cong cia
ndng d§ theo thdi gian) cua loratadine, ting trung binh 40% va AUC
cia descarboethoxyloratadine tng trung binh 46% so véi ditu trj
loratadine dom ddc. Trén di¢n tdm dd khéng c6 thay llGI vé khoing
QTc. Vé mit lim sang, khéng c6 biéu hi¢n sy thay ddi tinh an toan
cia loratadine, va khong c6 thdng béo vé téc dung an thin hofic hign
tugng ngét khi diéu trj dong thai 2 thude nay.

TRUONG HQP CO THAI VA CHO CON BU

Tricomg hgp c6 thai :
Chua c6 nhimg nghién ctru diy du va kidm tra 5t vé sir dung
luratadln trong thai ky. Do dé chi diing loratadine trong thai ky khi
cfin thiét, vai li¢u thip va trong thdi gian ngin.

Truang hgp cho con bit
Loratadine v:) chit chuyén hoa descarboethoxyloratadine tiét vao sira
me. Néu cin sir dung loratadine & ngudi cho con bu, chi ding
loratadine v6i lidu thép va trong théri gian ngén.

TAC BPONG CUA THUOC KHI LAI XE VA VAN HANH MAY
MOC : Khéng c6 tic dong.

Théng bdo cho Bdc sT nhfing tdc dung khéng mong muén
g(ip phai khi sit dung thuéc

TAC DUNG KHONG MONG MUON CUA THUOC (ADR)

Loan nhip that ning da xay ra khi diéu trj véi mét sd thudc khang thy'/
thé histamin H, :hf h¢ 2. Diéu dé khong xuét hign khi didu trj bﬁngp
loratadine.

Khi sir dyng loratadine véi lidu 16n hon 10 mg hang ngdy, nhiing tic
dung phy sau ddy c6 thé xay ra:

Thuong gdp, ADR > 1/100
Thin kinh: Dau déu.
Tiéu héa: Khé mi¢ng.

[t gap, 1/1000 < ADR < 1/100
Than kinh: Chéng mat.
Ho hép: Khd mii va hit hoi,
Khic: Viém két mac.

Hiém gép, ADR < 1/1000
Thin kinh: Trdm cam.
Tim mach: Tim dfp nhanh, loan nhjp nhanh trén that, danh tréng
nguc.
Tiéu héa: Budn nén.
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Chuyén héa: Chirc néing gan bdt binh thudng, kinh nguyt khong déu.
Khdc: Ngoai ban, néi may day, va chodng phin v§.

Huedmg dan cdch xir tri ADR
Khang c6 dit liéu v& huéng din cach xur trf ADR.

QUA LIEU

O ngudi 16m, khi udng qué lidu vién nén loratadine (40 - 180 mg), ¢6
nhimg biéu hign: Budn ngd, nhip tim nhanh, nhic dau, & tré em, cb
biéu hién ngoai thap va dénh trdng ngyc, khi udng siro qué lidu (vugt
10 mg). Piéu tri qua liéu loratadine thudmg I3 dicu trj trigu chimg va
h3 trg, bit diu ngay va duy tri chimg ndo con cin thiét. Trutng hgp
qua licu loratadine cip, gy non bang siro ipeca dé thao sach da day
ngay. Diing than hoat sau khi gdy non cé.thé giup ich dc nglin ngira
hap thu loratadine. Néu gy non khong két qud hofic chdng chi dinh
(thi dy ngudi binh bj ngat, co giat, hofic thiéu phan xa nén), c6 thé
tién hanh rira da day voi dung dich natri clorid 0,9% va dit éng ndi
khi quan dé phong ngira hit phai djch da day.

Loratadine khéng bj loai bing thim tach mau.

DONG GOI :
Hop 3 viva 10 vi — Vi 10 vién
Hgp chai 100 vién, chai 200 vién, chai 500 vién, chai 1000 vién

PHO CUC TRUONG

Nguyén Yom Thandy

BAO QUAN :
Noi khd, nhigt d§ khéng qua 30°C. Tranh énh sang

TIEU CHUAN AP DUNG :
Tiéu chudn USP 32.

HAN DUNG :
36 théng ké tir ngay sdn xudt.

TRACH MHIEM TRON VEN

Dé xa tém tay cita tré em.
Dgc kf hueéng din sie dung triede khi ding.
Néu cdn thém théng tin, xin hdi y kién Bdc si.
Sén xudit tai;
CTY CO PHAN DUGC PHAM SA VI Sawipharm J.5.C)
L6 Z.01-02-03a KCN/KCX Tén Thuén, Q.7, TP.HCM
Dién thogi : (84.8) 37700142-143-144
Fax : (84.8) 37700145

Tp. HCM, ngay ¥0 théng 07\*:1%01}/-
U
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