
https://trungtamthuoc.com/ 

ON 
(ESRANA) Teléfono: 91 806 52.40-Fax: 91 806 52.56 Email: aivallejio@normon.com 760 Tres 

=e PeRTUCHE DESLORATADINE NORMON 5 mg 20 comprimidos - INGLES - VIETNAM 
nui D 

FECHAIDATE | 19/11/2019 CODIGHIEODE , a DHAT Ei 
DIMENSIQNES/SIZ £ VA LAETUSIPHARMACODE | — 
N° DE PRUBEATEST NG OD ££ 

eee ae —s, 

PANTONE 

BRAILLE 
is, 

desloratadine normon’5 mg tablets 

OBSERVACIONES/NOTES 

ap
os
ew
ue
yg
 

_
—
—
 

Desloratedine 
Normon 5 mg 
film-coated tablets 

Oral use 
= (e) 20 film-coated tablets ©) NORMON 

ic
in
 

Internal code 

Desloratadine 
Normon 5 mag 
film-coated tablets 

w, 
m QO D 

a ze ~ © 
| ciety © 

a! 

o 2. 

(NIVdS) PUpeW - Soe) sai] 09/82 - 9 ‘OZUNEDapIe/ 8p EDLOY “W'S “NOINHON SOIMOLVHOSWI 

aunjsjow pue jy6y Wo. Jo9}01d Oj epso UI ebey9ed jeulBUO aL) Ul 840}5 “D,0¢ Mojeq a0} 
asn adjeq jayeo} oBeyoed ey) peay 

USUPIIUD JO YORE Puke WYBrs ayy JO jno deey 
NOLLdIN9S3ud TWIGS OL LOarans LONdOUd TWNIDIGAW 

UOHEUUOJU! JOYUNy JO} JoyeO| 88S 
syuaidioxe Jayjo pue oso}oe] 

SUIPE}EIO|SEP JO BU G SUIEWUOO ja/qe} payeoo-wiy YOR 

(as ee RE See 000000,000000, 0 $]2/qe} payeoo-wyy WT eulpe}e10jseq 

) 
BI

EP
 
aj
ge
le
n 

jo 
PW

 
JA
SE
] 

Au
)j
uO
 

10)
 
pa
Me
sa
l 

ea
sy

 

*p
un

gu
by

ge
q 

ya
el
q 

ul
ew
ey
y 

(
d
X
 

pu
r 

QW
 
‘W
eg
 

Bu
py

 

La
et
us
 

Ph
ar
ma
co
de



https://trungtamthuoc.com/ 

Kccnla) 
N
O
R
M
O
N
 

j 
YY 

cane 
2\\ 

Ronda de Vaidecartizo, 6 
: 

. 
9
 

T
N
H
 

‘ 
f
 

8760 
Tres 

Cantos, 
Madrid 

(
E
S
P
A
N
A
)
 

Teléfono: 
91 

806 
52 

40 
Fax: 

9
1
8
0
6
5
2
5
6
 

Email: 
a
l
v
a
l
i
e
j
o
@
n
o
r
m
o
n
.
c
o
m
 

§ 
: 

DUOC 
HIDES 

zu 
CION/DESCRIPTION 

Aluminio 
Desloratadina 

Normon 
5 mg 

Comp. 
Inglés 

VIETNAM 
a
 

\WAh CUONGIFESiveoscope 
FECHA/DATE 

19/12/2018 
Ef 

xe 
TPG 

MATERIALMATERIAL 
N°DEPRUEBA/TESTNo] 

2° 
i 

<P 
HCCRNEHOMVIDTH 

PASO/DISTANCE 
BETWEEN 

SPOTS 
é 

LAETUS/PHARMAGODE 
- 

DIMENS. 
MACULA/SPOT 

DIMENSION 
| PANTONE 

@ MANDRIL/INNER 
DIAMETER 

@ EXTERIOR 
BOBINA/OUTER 

DIAMETER | 1200 
Mts 

Lin 
| posiciON 

BOBINADOIREEL 
POSITION 

§ i 
VERSION/VERSION 

OG) 
Ge) Sal 

fap Bar fa 
zs 

OBSERVACIONES/NOTES 
(| {A 

t) 
{| 

Pad a 
at 

hy 
: I 

i
 

= 
5 

s 
es 

e 
e 

Desloratadine 
 Desloratadine 

Desloratadine 
Desloratadine 

* 

N
o
r
m
o
n
 

5 
m
g
 

film-coated 
tablets 

(Desloratadine 
5 

mg) 

Oral 
route 

- N
O
R
M
O
N
,
 

S.A. 

D
e
s
l
o
r
a
t
a
d
i
n
e
 

N
o
r
m
o
n
 

5 
m
g
 

film-coated 
tablets 

(Desloratadine 
5 

mg) 

Oral 
route 

- N
O
R
M
O
N
,
 

S.A. 

D
e
s
l
o
r
a
t
a
d
i
n
e
 

N
o
r
m
o
n
 

5 
m
g
 

film-coated 
tablets 

(Desloratadine 
5 

mg) 

Oral 
route 

- N
O
R
M
O
N
,
 

S.A. 

} 
i
 

\ _
—
—
—
—
 

N
o
r
m
o
n
 

5 
m
g
 

film-coated 
tablets 

(Desloratadine 
5 

mg) 

Oral 
route 

- 
N
O
R
M
O
N
,
 

S.A. 

D
e
s
l
o
r
a
t
a
d
i
n
e
 

N
o
r
m
o
n
 

5 
m
g
 

film-coated 
tablets 

(Desloratadine 
5 

mg) 

Oral 
route 

- 
N
O
R
M
O
N
,
 

S.A. 

D
e
s
l
o
r
a
t
a
d
i
n
e
 

N
o
r
m
o
n
 

5 
m
g
 

film-coated 
tablets 

(Desloratadine 
5 

mg) 

Oral 
route 

- N
O
R
M
O
N
,
 

S.A. 

) 
a
 

a
 

—
—
 

N
o
r
m
o
n
 

5 
m
g
 

film-coated 
tablets 

(Desloratadine 
5 

mg) 

Oral 
route 

- N
O
R
M
O
N
,
 

S.A. 

D
e
s
l
o
r
a
t
a
d
i
n
e
 

N
o
r
m
o
n
 

5 
m
g
 

film-coated 
tablets 

(Desloratadine 
5 

mg) 

Oral 
route 

- 
N
O
R
M
O
N
,
 

S.A. 

D
e
s
l
o
r
a
t
a
d
i
n
e
 

N
o
r
m
o
n
 

5 
mg 

film-coated 
tablets 

(Desloratadine 
5 

mg) 

Oral 
route 

- 
N
O
R
M
O
N
,
 

S.A. 

J
 

NS 

N
o
r
m
o
n
 

5 
m
g
 

film-coated 
tablets 

(Desloratadine 
5 

mg) 

Oral 
route 

- N
O
R
M
O
N
,
 

S.A. 

D
e
s
l
o
r
a
t
a
d
i
n
e
 

N
o
r
m
o
n
5
 

m
g
 

| 
film-coated 

tablets 
(Desloratadine 

5 
mg) 

Oral 
route 

- N
O
R
M
O
N
,
 

S.A. 

D
e
s
l
o
r
a
t
a
d
i
n
e
 

N
o
r
m
o
n
 

5 
m
g
 

film-coated 
tablets 

(Desloratadine 
5 

mg) 

Oral 
route 

- N
O
R
M
O
N
,
 

S.A. 

REVISADO POR: 
Registros 

REVISADO POR: 
Compras 

Variable 
date 

(Batch 
and 

EXP) 
are 

printed 
at 

the 
packaging 

line 

REALIZADO POR: 
Técnico de disefio 



https://trungtamthuoc.com/ 

Tapg" Destoratadine NORMON 5 mg film-coated 
tablets. Duong ding: Uéng. Thanh phan: Méi vién nén 
bao phim chita 5 mg Desloratadin. Chi dinh, liéu ding, 
cach dang, chong chi dinh va cac thong tin khac: Xem to 
hudng dan sir dung trong hdp. Quy cach dong géi: Hép 2 
vi x 10 vién nén bao phim/vi. Diéu kién bao quan: Bao 
quan trong bao bi kin, tranh 4m, tranh anh sang, @ nhiét dé 

dui 30°C. Tiéu chuan: Tiéu chuan co sé. $6 16 SX, NSX, 
HD: Xem Batch, MD, EXP. trén vo h6p. San xuat tai Tay 
Ban Nha béi: LABORATORIOS NORMON, S.A (Dia 

chi: Ronda de Valdecarrizo, 6 — 28760 Tres Cantos (Madrid), 

Tay Ban Nha). 

Xuat xw: Tay Ban Nha 

Dé thuéc tranh xa tim tay tré em. 
Doc k¥ huwéng dan sir dung true khi dung. 

SDK: 
DNNK.: 
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DRATADINE NORMON 5 MG FILM-COATED TABLETS 

(Desloratadin 5 mg) 

“Dé xa tam tay tré em 

Doc ky hwéng dan ste dung truéc khi ding” 

1. THANH PHAN: 
M6Gi vién nén bao phim chtra: 

Thanh phan hoat chat: Desloratadin ........0....00c..000eeeeee eee 5,00 mg 

Thanh phan ta duoc: Lactose khan, cellulose vi tinh thé, calci hydrophosphat khan, 

hydroxypropyl cellulose thay thé bae thap, magnesi stearat, keo silica khan, methyl 

hydropropyl cellulose, titan dioxyd, talc, indigo carmin aluminum lake E132, macrogol 6000 

2. DANG BAO CHE: 
Dang bao ché: Vién nén bao phim 

M6 ta dang bao ché: Vién nén bao phim hinh tron, hai mat 14i, mau xanh. 

3. CHI DINH: 
Thuéc duoc chi dinh & ngudi lén va tré em tr 12 tudi tra 1én dé giam cac triéu chimg di tmg t 

rong cac trudng hop sau: 

- Viém muti di tng. 

- Mé day. 

4. CACH DUNG, LIEU DUNG: 

Liéu lwong 

Negu6i Ién va tré em trén 12 tudi: 1 vién/ngay 

An toan va hiéu qua cua desloratadin dang vién nén bao phim 6 tré em dudi 12 tudi chua duoc 

xac dinh. Khéng co dif liéu cé san. 

Viém mii di tng khong lién tue (cac triéu ching xuat hién dudi 4 ngay moi tuan hodc duoi 4 

tuan) nén duge diéu tri theo danh gia vé tién str bénh cla bénh nhan va cé thé ngimg diéu tri 

sau khi cac triéu ching bién mat hoac tai str dung khi triéu chimg xuat hién tro lai. Trong viém 

mii di tng kéo dai (cae triéu chimg xuat hién 4 ngay tro lén mdi tuan va trong hon 4 tuan), cd 

thé diéu tri kéo dai cho bénh nh4n trong thi gian mac di tng. 

Bénh nhan suy gan hoae suy than: Dung | vién cach ngay. 

Cach sie dung: Ding duong uéng, Cé thé uéng cling hoac khéng voi thtre an. 

5. CHONG CHI DINH 
C6 tién sty man cam voi desloratadin, voi bat ctr thanh phan nao cla thuéc hodc loratadin. 

6. CANH BAO VA THAN TRONG KHI DUNG THUOC 

Hiéu qua va an toan cua desloratadin cho tré duéi 12 tudi van chwa duge xac dinh.



Siw —_ thudc cho phu nit cé el 

Chua cé danh gid mite d6 an toan ctta desloratadin str dung theo duéng ding ngoai déi véi phu 
ntt co thai. Chi su dung desloratadin trong thoi ky mang thai khi that su can thiét. 

St dung thuéc cho phu nit cho con bi: 

Desloratadin qua sita me, vi vay nén quyét dinh ngimg cho con bi hodc ngimg sir dung 
desloratadin sau khi can nhac tam quan trong cia thudc déi voi ngudi me. 

8. ANH HUONG DEN KHA NANG LAI XE VA VAN HANH MAY MOC: 
Thude khéng gay anh huong nguy hiém. Hau hét moi ngudi khéng bi buén ngii, Tuy nhién, do cd 
su khae biét vé phan img voi tat ca cdc san pham thudc, bénh nhan duge khuyén céo khong nén 
tham gia vao cdc hoat dong can sy tinh tao, nhu Iai xe hoac str dung may méc, cho dén khi ho biét 

ré phan img riéng voi timg san pham thudc. Ngoai ra, bénh nhan cting can biét rd cdc tac dung 
khéng mong muén xay ra trén hé than kinh 6 thé anh huéng dén kha nang lai xe va van hanh may 
moc , nhu dau dau (thuong gap), ao gidc, chong mat, buén ngu, mat ngu, tam than hiéu dong thai 

qua, co giat (rat hiém gap). 

9. TUONG TAC, TUONG KY CUA THUOC 

Twong tic cia thudc: 

Tranh str dung desloratadin voi: 

- Cae thudc tac déng dén men gan 

~  Tuong tac duge dong c6 thé xay ra (tang néng dé cia desloratadin va chat chuyén héa c6 hoat 
tinh) khi dung desloratadin déng thoi véi thuée tac dong dén men gan (nhu azithromycin, 

cimetidin, erythromycin, fluoxetin, ketoconazol). Khéng co nhiing thay déi lam sang quan 

trong trén dién tam dé hoac trén nhiing thir nghiém danh gid, dau hiéu nguy hiém hay vé tac 

dung ngoai y. 

- Nus6e budi kh6ng lam thay déi duge déng hoc cia desloratadin. 

Tuong ky ctia thuéc: Do khong 6 cac nghién ctru vé tinh tuong ky cta thuéc, khéng tron lan 

thudc nay voi cdc thuéc khac. 

10. TAC DUNG KHONG MONG MUON CUA THUOC
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r ji /ngay, tac dung khéng mong mudn xuat hién khoang 3% trong dé tac dung 
ay nhat la mét moi, khé miéng va nhire dau 

an kinh: Dau dau. 

Tiéu héa: Khé miéng 

Anh huong chung: Mét mdi 

- It gap, 1/1000 < ADR < 1/100 

Chua thay cé bao cdo 

- Hiém gap, ADR < 1/1 000 

Chua thay cé béo cdo 

- Rat hiém gp, ADR < 1/10 000 

Than kinh: Ao gidc, chéng mat, buén ngu, mat ngu, tam than hiéu dong thai qua, co giat 

Tuan hoan: Nhip tim nhanh, danh tréng ngue. 

Tiéu héa: Dau bung, buén nén, non, kh6 tiéu, tiéu chay 

Gan, mat: Tang néng d6 cdc enzym gan, tang billirubin, viém gan. 

Co xuong khép: Dau co. 

Anh huéng chung: Phan tmg qué man (nhu séc phan vé, phu mach, khé tho, ngtra, phat ban 

va néi mé day) 

- Chua ré tan suat: 

Roi loan chuyén héa va dinh dudng: Tang khau vi 

Réi loan tam than: Hanh vi bat thuong, gay han 

Tuan hoan: QT kéo dai 

Gan mat: Vang da 

R6i loan da va mé duéi da: Nhay cam anh sang 

Anh huong chung: Suy nhuoc 

Tham do: Can nang tang 

11. QUA LIEU VA CACH XU TRi 

Trong trudng hop qua liéu, xem xét nhtmg bién phdp chuan dé loai bé phan hoat chat chua 
duoc hap thu. Khuyén cdo diéu tri trigu chimg va diéu tri hé tro. 

Dua tren nhtg thir nghiém lam sang khi ding liéu lén dén 45 mg desloratadin (gap 9 lan liéu 
ding), khéng quan sat thay nhimg tac dung lam sang cé lién quan. Desloratadin khéng bj loai 
trir bang tham tach mau nhung chua biét cé bij loai trir qua tham tach mang bung khong. 12.
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Desloratadin lam gidm nhting tac d6ng trén thy thé H1 6 co phé quan min, mao mach va co 

tron duong tiéu héa, gm gidn mach, co that phé quan, tang tinh tham thanh mach mau, dau, 

ngtta va co that co tron dudng tiéu héa. Desloratadin duoc sir dung dé gidam nhe cdc triéu ching 
di img 

13. BAC TINH DUOC DONG HOC 
Hap thu: Sau khoang 30 phut str dung thudc, cé thé phat hién thay desloratadin trong huyét 
twong. Desloratadin dat néng dé toi da sau 3 gid ding thuéc, thoi gian ban hty 27 gid. 

Phin bé: Khoang 83-87% desloratadin lién két voi protein huyét tuong. 
Chuyén héa: Chua xéc dinh 16 enzym chuyén hoa desloratadin. Desloratadin khong tre ché 
enzym CYP3A4 va CYP2D6. 

Thai tree: Desloratadin thai tri qua phan va nuéc tiéu. 

Duoc déng hoc trén doi tuong dic biét: 

Duge dong hoc cua desloratadin trén bénh nhan suy than man tinh duoc so sAnh véi cac déi 

tong khoe manh trong mt nghién ctu don liéu va mot nghién cttu da liéu. Trong nghién ctru 
don liéu, mize dé phoi nhiém véi desloratadie 6 nhimg bénh nhan suy than man mirc d6 nhe 

dén trung binh va mur dé nang cao hon khoang 2 - 2,5 lan so véi ngudi khée manh. Trong 
nghién ctru da liéu, trang thai én dinh dat duoc sau ngay tht 11, mt dé phoi nhiém voi 
desloratadin 6 nhitng bénh nhan suy than man mire d6 nhe dén trung binh cao hon 1,5 lan va 

9 nhitng bénh nhan suy than man mire d6 nang cao hon 2,5 lan so vai cac déi tuong khdée manh. 

14. CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC 

Khéng co. 

15. QUY CACH DONG GOI 

H6p 2 vi x 10 vién nén bao phim/vi. 

16. BAO QUAN 

Bao quan trong bao bi kin, tranh 4m, tranh anh sang, O nhiét dé dudi 30°C 

17. HAN DUNG 

24 thang ké tir ngay san xudt. 

18. TIEU CHUAN CHAT LUONG: TCCS 

19. TEN, DIA CHI, BIEU TUQNG (NEU CO) CUA CO SO SAN XUAT 

Laboratorios Normon S.A. 

Dia chi: Ronda de Valdecarrizo, 6 — 28760 Tres Cantos (Madrid), Tay Ban Nha


