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THANH PHAN;
Azelastin hydroclorid tmg
Té dugcviadi 1 visnnén.

CHI BINH, CHENG CHI BINH, CACH DUNG VA CAC THONG

TINKHAC:

hudnadin st Kkdmih

54616 SX:
Ngay SX:
Han dang:

BAOGUAN: Noikho, nhmaquhon;qué 30°C, rdnh &nh s&ng.

DEXATAMTAY CUATRE EM.
POC KY HUGNG DAN SUDYNG TRUGC KHI DUNG.
THUGC NAY CHI DUNG THEOBON THUSC.

Cd sd sdn xust:

CONG TY LIEN DOANH MEYER-BPC

S8 6A3 quéc 1§ 60, P. Phi TAn, thanh phd Béin Tre, tinh BEn Tre, Vigt Nam

Huvnh Thién Nghia




https://trungtamthuoc.com/

MAU PANG KY Vi THUOC SOLAZETIN

s a:‘ V-c\l‘swf oy ?r b \
(‘( . ‘..".. Al 4© " \a o\ <cc® L f‘/ ."..
"% = o8 GOV 1
t", 5 3 Lt an ¥ s c ne ]
AT e
: ‘-m‘lu"‘ - v :L»\«‘b gt e Y 60 o o
oy cb" t e e ABS e
T AMEII il
€5 0 o™ o Pge® RN ¥ ] 60 5
.‘3-‘ 6 il ws" t} o e y s b - o 1o 'g
5 1S . A > &S0y N
P M ‘; A S C‘v?,‘,‘.m"‘ -l & t.@“' foe® o §
ot & - '.:'" .l-\:\““m w’““ﬂ %e i e &'
< \ .y Bhug N z \ﬂ, o s F
T AR GO 108
o ne 5 s s e
A o %, 0 AL o2
3 60\(""7;&“"'“] s > t ..’.. S o88 SO\C}: |8
it 2 " ol st oy
) & [ i yme ot g e ‘ﬂ0°"'
k al <& 1. Cn\a%i\“"ﬂ o™ i A 1"\/ .... o“’:‘d& ‘y
Phong to 150%
A i .2‘" './’ \‘u."'“" 1\'€°U %\'/ i A B z @%, v
. ...,... AL oG \a, OC\U;\( 1605 2 . D)
¢ T o8 SO ! o
W @p an oo e me .
e 1 'll‘g' Op.\“\ .: ,C\L\S ‘\% % 4 !
- ‘1 ex T\ IS ot <
it N> . [ ] oG clo o°
‘“Uc\ﬂ e ‘ha 1 09 1?,?,.6 (Y 0 w\.drﬂ E*Ea.
1)(. 00\\ ’t 4 “\2\ .t'. \.1. 3 )
b\"‘ 'Z‘e me s s: 1S R
il e o e . ogee " e \ &
co C < ‘. 1 ‘ =
g 4] ! @ e e .." c
Lty an ' lo\ c e W l& v 5 T
2 hitt &g |2
Bune M o 7 e N O e L &
W oae GOV e g TV Iy <
y e eV o s 1{15"“‘ ) &V = e {/ o o
A\ - & ;\4[‘, $ ‘." & [
. Pova oG ocl? cC
Wt i t " W .3-. 0 an yor¢ (:,\’\‘;'Dh ' e" é
@ 3 De A0S Ay %
i a{%e l'.u'\ s \,?'“007‘“ . ‘.'.li.. I\L"‘L < kg \a‘ 0 =
0 oc\? i LA @® 00 OQV¥ |8
At e t e e G o
.\05“‘\ l}\f %e i P \QOOP“ z:' v N‘L’m‘ ’{J\OOP
e N e \a i W . 0ge® o
o \0 s W 4]
Q «<® aa COVY gi0¢ i) A Ll 2 e

/ CONG TY

( 1N DOANH

Hut'nh Thi¢n Nyhia



https://itrungtamthuoc.com/

MAU PANG KY TG HUGNG DAN SU DUNG THUOC
VIEN NEN SOLAZETIN

RX SOLAZETIN

PE XA TAM TAY TRE EM
PQC K¥ HUGNG DAN SU DUNG TRUGC KHI DUNG
THUGC NAY CHI DUNG THEO BON THUSC
Thanh phén céng thirc thude: Mdi vién chifa:
- Thanh phan dugc chét:
Azelastin hydroclorid 1 mg
- Thadnh phén ta dugc:

Lactose, Tinh bdt mi, PVP K30, Natri starch
glycolat, Colloidal anhydrous silica, Magnesi stearat.

Dang bédo ché:

- Vién nén.

- Vién nén mau tréing, hinh trdn, hai mat tron.
Chi dinh:

Diéu trj hen ph& quan, viém mdi dj dng, ndi mé
day, cham/ viém da, viém da dj Gng va ngida. Tuy

nhién, khong dung thudc dé gidm con hen suyén da
phaét trién.
Céch dung, liéu ding:

- Hen phé quén: Liéu thudng ding cho ngudi 16n 1a
udng mdi lan 2 vién, ngay uéng 2 I4n sau budi 4n séng
va trude khi di ngu.

- Viém mii di dng, ndi mé day, cham/ viém da,
viém da dj (ing, ngda: Liéu thudng ding cho ngudi I16n
la udng mdi 1an 1 vién, ngay ubng 2 Idn sau bila &n
sang va trudce khi di ngl.

Liéu lugng co thé dudc diéu chinh theo bénh, tudi
va tridu ching clia bénh nhan trong tiing trudng hop.
Tuan thl nghiém hudéng dan st dung.

Chéng chi dinh:

Solazetin chdng chi dinh cho ngudi bénh c6 tién si
di ting vdi azelastin hydroclorid ho#c bat ky thanh phén
ndo cia thudc.

Cénh bdo va thdn trong khi dung thudc:

- Tinh trang budn ngll trong cdc hoat déng yéu céu
tinh tdo tinh thédn: Trong cdc thd nghiém lam sang,
budn ngl dugc bdo c4o xuét hién & mdt s& bénh nhan
diéu trj thudc azelastin hydroclorid, vi vay nén sii dung
than trong thudc khi l4i xe hodc van hanh may méc.

- Nén tranh sit dung d6ng thai Azelastin hydroclorid
vGi dd udng c6 cbn hodc cdc thudc tc ché hé than kinh
trung udng khac (nhu thudc cam lanh, thuéc dj ung
ho#c thudc an thadn, thubc gidm dau cé chét gay me,
thudc ngl, thudc gidn co, thudc diu trj dong kinh,
thudc didu trj trdm cam, lo &u) vi cé thé 1am gidm sy
tinh téo va suy gidm thém hoat dong cla hé than kinh
trung vong.

- Thudc cé chiia lactose, khdng nén chi dinh thudc
nay cho cdc bénh nhan khéng dung nap galactose do

di truyén hi€ém giip, bénh nhan thiét hut enzym lactase
ho#@c bénh nhan khéng dung nap glucose- galactose.

Sur dung thuée cho phy ni¥ ¢é thal va cho con bui:

- Phy nii ¢6 thai: Khéng cé dii thong tin vé tinh an
toan clia azelastin trong thai ky & ngudi. Trén dong vat
thi nghiém, khi uéng liéu cao azelastin c6 thé gay ra
cdc tac dung phu (thai chét luu, cham phat trién va dj
dang xudng). Do dé, cdn than trong khi sl dung
azelastin hydroclorid trong thoi ky mang thai.

- Phu nii cho con bui: Azelastin ¢6 bai tiét vao sida
vdi s8 lugng it. Do d6é khong khuyén cdo ding
Azelastin hydroclorid trong thoi ky cho con bii.

Anh huéng ctia thuéc Ién kha ning 14i xe, vén hanh
may mdc:

Thudc nay cé thé gay budn ngli, ngudi 14i xe va van
hanh may mac cén than trong khi st dung thuéc.

Tuong téc, tuong ky cia thude:

S dung déng thdi azelastin hydroclorid véi dd
udng chua cén hodc véi cdc thudc e ché hé than kinh
trung uadng khéc cé thé 1am tang e ché hoat dong clia
hé than kinh trung udng.

Téac dung khéng mong muén cia thuéc (ADR):

Cdc tac dung khéng mong mudn thudng dugc béo
cdo bao gdm phat ban, budn ngt, khé chju, khat nudc,
budn nén/ nén va vj ddng.

Théng bdo ngay cho bdc sT hode duge st nhiing phan
tng co hai gdp phai khi sif dung thuéc

Qué liéu va céch xir tri:

Két qua nghién ciu trén dong vat cho thay liéu doc
c6 thé gay ra céc triéu ching thédn kinh trung uong, vi
du nhu kich thich, run rdy, co giat. Néu nhiing diéu nay
xay ra & ngudi, nén diéu trj triéu ching va hd trg vi
khéng cé thudc giai doc dic hiéu. Nén ria da day néu
mdi xay ra qua liéu.

Bdc tinh duge lyc hoc:
Nhém duge Iy: Thudc chdng dj dng.
Ma ATC: S01GX07

Azelastin, mét ddn xudt cia phthalazinon dugc
phan loai 1a hgp chat chdng di tng manh ¢6 t4c dung
kéo dai vdi dac tinh khang histamin H1 chon loc. D
liéu ti cac nghién cdu in vivo (tién 1am sang) va in vitro
cho thdy Azelastin tic ché sy téng hgp hodc giai phéng
cac chét trung gian héa hoc duge biét 1a ¢6 lien quan
dén cdc phan dng di dng giai doan ddu va giai doan
cudi nhu leukotrien, histamin, PAF va serotonin.

Cho dén nay, cac danh gia dién tam dé diéu trj dai
han & nhiing bénh nhan udng liéu cao azelastin, da
chi ra réing, trong cdc nghién cdu da liéu, khong c6 tdc
dung dang ké nao vé mit 1am sang cha azelastin doi
vdi khodng QT (QTc) da hiéu chinh.

Khéng quan sat thdy mdi lién quan giiia azelastin
véi r8i loan nhip that ho#c xodn dinh & hon 3700 bénh
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nhan dugc diéu trj bang azelastin duéing uéng. Qul cach déng goi:
Déc tinh dugc dgng hoc: - Hop 01 vi x 10 vién nén.
- Sau khi udng, azelastin dugc hdp thu nhanh - Hop 03 vi x 10 vién nén.
chéng vdi sinh kha dung tuyét di 1a 81%. Thic an  pisy kién bdo quan cia thudc: Bao quan thudc noi
khdng c6 anh hudng dén sy hédp thu cla thudc. kho, nhiét do khong qua 30°C, tranh 4nh séng.

- Thé tich ;_)h_?'nlgﬁ gaok;:"’ "ﬁ’ ‘::6; ph:g bgo?ﬁ Han ding ctia thudc: 36 thang ké tif ngay san xuét.
u ra ngoat vi. n rotein oan = s x
4 i R SR ’ ° Tiéu chudn chét lugng cda thuée: TCCS

- Thdi gian ban thai sau mét liéu don azelastin 1a . s : i
khodng 20 gi& ddi véi azelastin va khoang 45 gid d&i 16 dla chi clia co sd sdn xuét thudc:

véi chat chuyén héa cé hoat tinh N-Desmethyl {
azelastin. Bai 1iét chli yéu qua phan. Sy bai tigt din (¢)
mét lugng nhd li€u lugng thudc trong phan cho thay cé MEYER-BPC
thé xay ra mot s chu trinh gan rudt. CONG TY LIEN DOANH MEYER-BPC
S8 BA3 qudc 16 60, P. Phii Tan, TP. B&n Tre, tinh BEn Tre,
Viét Nam

TONG GIAM POC
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