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Thanh phin:
M&i 5 ml dung dich chira:
Levocetirizin dihydroclorid 2,5 mg

Chi dinh, cich ding, chéng chi
dinh va cac théng tin khac:
Xem trong t& hwéng dan st
dung thubc kem theo

Poc ki hwéng din sir dung
trirdre khi diing
Pé xa tim tay tré em
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Levocstirizin dihydroclorid 2,5mg/5ml
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TERIZIN

Thanh phén:

M5i 5 ml dung dich chira:

Levocetirizin dihydroclorid
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Chi djnh, cach ding, chéng
chi dinh va cac thong tin
khac: Xem trong t& hudng
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Boc ki hwong din sir dyng
trwrdre khi diing
Dé xa tAm tay tré em
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Thanh phan:

Mbi 5 ml dung dich chira:
Levocetirizin dihydroclorid
2,5mg

Chi djnh, cich diing, chéng
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Levocetirizin dihydroclorid
2,5mg/5ml
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TERIZIN

Thanh phén:

M&i 5 ml dung dich chira:

Levocetirizin dihydroclorid
..2,5mg

Chi dijnh, cach ding, chéng
chi dinh va cac thong tin
khéc:

Xem trong t& hwédng dan st
dung thubc kém theo

Poc ki hwéng dén sir dyng
trwedre khi ding
Pé xa tim tay tré em
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Levocetirizin dihydroclorid
2,5mg/Smi
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Béo quan:
Trong bao bi kin, tranh &m,

tranh anh sang, nhiét dd dudi
30°C.

Tidu chudn chit lveng:
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HD: dd.mm.yy




19N BH gud yuey 'upl Buginuy udhny
‘Yuig ugA ex ‘Buonyd yuig ey déybu Bugo wng
10N BH 1040 weyd adng ugyd oo A Bugy

1540

v

gEE s o dORRROARDRERDORORRRBOERDOS .«ﬂ:&:ﬂﬁﬂr_z
£Erain ﬁ“uxmu .c.---.--.c.o_.-_.o.o...o._.._..o..-o.o-.-a.c----.-a.o Em_.h- oob__.w QZOT—¥
.xm o_ ﬁm .......................
Mas " Aep g wE : u:.: ipigngig wo 9. Aey wey ex 9@
Bunp 1yy 20a
SO0 :Budn)jpyo ugnyo nlL  [WG/BWiG'Z pUOOOIPAYIP UiZUNEIOAST Bunp os ugp Buony Ay 20@
Iwog x 0l L doH :yoga hnp - - - - - - - Z—N—m m.—- A oay wey ogny) Bunp gs ugp Buony

LI e I R R RN S _Oum:E—van"Uﬂsu_::m:ocuuﬂuﬂb
mCﬂSEU_UUEJDuq:UOEGEﬁﬂ R I R B R B R A N N S-.__Um_._umr_w.._u ‘Bunp yoeo ‘yuip 1yo

LA A R B N EEEEEEREE N EREEENEERRENRENHNEHN)]

“00€ 10Np Bus 'z " 'puojooIpAyip ujzUNeo0AS]

edyo yoip Bunp jw g 1oy
:ugyd yueyy




LE AR AR RSN R R RSN NENEN]
(I R RN N RN A NN NN N
L R I I
R R I T O I I I I I I T I I

Aep put - Bug jp [y ngi@ - - -
[ug/Blug'z puopPaIPAYIP UIZUNEI0AET

=

NIZId31

o[ WyFd 00N | »

TR NN
NYHd Q0 /3

ALONOD LG

W,

1ig/Bwg'z puopoipAyip uZPREd0AT

TERIZIN

Levocstirizin dihydroclorid 2,5mg/5ml
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Levocetirizin dihydroclorid 2,5mg/5ml
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Levocetirizin dihydroclorid 2,5mg/5mi
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Levocetirizin dihydroclorid 2,5mg/5ml
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Levocetirizin dihydroclorid 2,5mg/5ml
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Levocetirizin dihydroclorid 2,5mg/5ml
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TERIZIN

Levocetirizin dihydroclorid 2,5mg/5mi
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Levocetirizin dihydroclorid 2,5mg/5ml
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TO HUONG DAN SU DUNG THUOC

TERIZIN

Levocetirizin dihydroclorid 2,5mg/5ml
Dé xa tim tay tré em

Poc kj hwong din sir dung trwée khi ding

phan ta d gfe
'uéc tinh khiét.

Dang bao ché: Dung dich uéng

M5 ta: Dung dich déng nhét, khong c6 tiéu phén la

pH: 4,0-16.,0

Chi dinh

Levocetirizin duge chi dinh diéu tri tridéu chimg cta viém miii di tmg (bao gém ca viém mii di
Ging dai ding) va mé day & ngudi l6n va tré em tir 2 tudi tro 1én.

Liéu dung va cach ding

Ngudi 16m va tré vi thanh nién tir 12 tudi tro 1én:

Liéu khuyén céo 14 5 mg (10 ml) mdi ngay.

Ngudi gia: Diéu chinh liéu khuyén céo & ngudi gia voi tinh trang suy thin muc do trung binh
dén nang

Suy than

Can diéu chinh khoang cach dua liéu tity theo chire ning than cia timg c4 nhén. Tham chiéu theo
bang dudi ddy va diéu chinh liéu theo chi dinh. Dé sir dung bang tinh liéu nay can tinh dwoc do
thanh thai creatinine ctia bénh nhan (Clcy) tinh theo don vi ml/phut. Cler (ml/phut) co thé dugc
udc tinh dua trén creatinine huyét thanh (mg/dl) theo cong thirc sau déy:

(140- tudi (ndm) x can nang (kg) ( x 0,85 véinir gidi)

e N T T T

Hiéu chinh liéu theo mirc do suy than nhu sau:

Nhém D¢ thanh thai creatinine Liéu dung va tan suat sir
(ml/phut) dung

Binh thudng > 80 5 mg (10 ml), 1 lin/ngay
Nhe 50-79 5 mg (10 ml), 1 lan/ngay
Trung binh 30-49 5 mg (10 ml) méi 2 ngay
Nang <30 5 mg (10 ml) méi 3 ngay
Bénh thén giai doan cudi — # .

Bénh nh.ﬁn%ang lc:)c mau =10 Chong ditl G
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V6i tré em bi suy thén, lidu dung nén dugc hiéu chinh theo timg c4 thé dya trén can ning va do
thanh thai creatinine. Chua c6 dir liéu cu thé ddi véi tré em bi suy than.

Suy gan

Khéng can chinh liéu véi bénh nhan chi cé suy gan. Néu bénh nhén vira suy gan vira suy than thi
chinh liéu theo muic do suy than (xem phén Bénh nhén suy than).

Tré em

Tré em tir 6-12 tuoi:

Liéu khuyén cdo 12 5 mg (10 ml) méi ngay.

Tré em tir 2-6 tuoi:

Liéu khuyén cdo 14 2,5 mg (5 ml) mdi ngdy, chia thanh 2 lin ding (2,5 ml x 2 lan/ngay).

Dil d 6 dir lidu vé viée sir dung thude trén tré em tir 6 thang tudi dén 12 tudi, dix lidu ndy van
chura du dé hd tro cho viée sir dung thudc trén tré em dudi 2 tudi.

Cich diung:

Levocetirizin ¢6 thé duoc ding cing véi bita an hoic khong. Udng truc tiép dung dich thudc hodc
ubng ngay sau khi pha lodng véi nuée néu can.

Thoi gian diéu tri:

+ Vi viem mili di tmg khong lién tuc (triéu chimg < 4 ngay/tuan hodc kéo dai dudi 4 tudn/nim):
Vige diéu tri phai dua trén bénh va tién sir bénh, c6 thé dimg thube ngay khi hét tridu chimg va st
dung lai khi céc tridu ching tai dién.

+ Trong trudng hop viém miii di tmg dai dang (riéu chimg > 4 ngay/tuan hodc kéo dai trén 4
tudn/ndm): Nén diéu tri lién tuc sudt thoi gian co tiép xuc vai di nguyén.

Pi c6 kinh nghiém 1am sang vé viée c6 thé str dung levocetirizin trong it nhét 6 thang didu tri. Déi
v6i mé day man tinh va viém mii di {mg man tinh, da c6 dir liéu nghién ciru 1am sang vé thii gian
diéu tri 1én dén 1 nam déi véi cetirizin (hop chét racemic).

Chong chi dinh

Quéa mén véi levocetirizin, cetirizin, hydroxyzin, din xuét piperazin hoac bét ctr ta duge ndo cua
thude

Bénh nhén suy thin nang c6 dd thanh thai creatinine < 10 ml/phut.

Cinh béo va than trong khi diung thudc

Rugu: Thén trong khi dung thude ltc udng ruou (xem phan Twong tac, tuong ky cua thude).
Théan trong khi sir dung thude trén cac bénh nhan bi dong kinh hodc bénh nhan cé nguy co co giat
do levocetirizin c6 thé gdy con co giat.

Céc bénh nhan khong dung nap fructose khéng nén sir dung san phim nay.

Than trong khi str dung thudc trén cac bénh nhan co cac yéu t6 nguy co d& dan dén bi tiéu (vi du:
ton thuong tay sdng, tang san tuyén tién liét) do levocetirizin c6 kha nang lam tang nguy co bi
tiéu.

Diép g v6i cic test di tmg trén da bi tre ché béi cac thube khang histamin va can thoi gian hoi
phuc 1a 3 ngay trude khi ding thudc.

Tinh trang ngira c¢6 thé xay ra khi ngimg levocetirizin thdm chi néu céc triéu.chimg nay khéng
biéu hién trude khi bét déu diéu tri. Cac triéu chimg nay c6 thé tw bién mét. Trong mot s6 truong
hop, cac triéu chimg co thé rat dit doi va can tai diéu tri. Khi bat ddu diéu tri lai, cdc tridu chimg
nay c6 thé duge giai quyét.
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Trée em

Du dé c6 dir liéu vé viéc sir dung thuc trén tré em tir 6 thang tudi dén 12 tudi, dir liéu nay vin
chwa du dé hd tro cho viée sir dung thubc trén tré em dudi 2 tudi.

Sir dung thuée cho phu nir ¢6 thai va cho con bi

Phu nit co thai

Chua c6 du dir liéu lam sang (dudi 300 phu nir co thai) vé viéc dimng levocetirizin cho phu nir c6
thai. Tuy nhién, véi cetirizin (dong phan racemic cua levocetirizin), da cé dir liéu l6m (trén 1000
phu nir ¢6 thai) cho thay anh huong khong cé di tit hodc doc tinh trén bao thai/tré so sinh. Cac
nghién ctru trén dong vat khong cho thiy anh huéng c6 hai truc tiép hodc gidn tiép 1én thai ky, su
phat trién ctia phéi thai/thai nhi, qué trinh sinh dé, hodc su phat trién sau sinh. Chi sir dung
levocetirizin trong thai ky khi thét can thiét.

Phu nit cho con bu

Cetirizin bai tiét qua sita me. Do d6, levocetirizin ciing ¢6 thé dugc bai tiét qua sitta me. Céc tdc
dung khéng mong mudn c6 lién quan téi sir dung levocetirizin da quan sat dugc trén phu nir cho
con bu. Do dd, nén than trong khi chi dinh levocetirizin cho phu nir cho con bu.

Anh hwéng dén khi ning ldi xe va vin hinh méay méc

Céc nghién ctru so sanh trén 1am sang da khing dinh levocetirizin khong anh huéng dén sir tinh
tdo, kha nang phan tmg va kha ning lai xe khi dung & ché d6 liéu khuyén céo. Tuy nhién, mot sb
bénh nhén c6 thé gap cac tridu chimg budn ngl, mét méi, suy nhuoc khi dang didu trj voi
levocetirizin. Do d, trude khi 14i xe, van hanh may méc hay thuc hién céc hoat dong mao hiém,
ngudi bénh nén theo doi phan img cia co thé véi thude.

Twong tic, twong ky, cia thube

Chua ¢6 nghién ciru twong téc thude cua levocetirizin (bao gdm chua c6 nghién ctru véi nhimg
chét cam img CYP3A4). Nhitng nghién ciru véi hop chit racemic cetirizin cho thdy khéng c6 céc
twong tc bt loi lién quan vé mat lam sang (voi antipryrin, azithromycin, cimetidin, diazepam,
erythromycin, pseudoephedrin, glipizid, ketoconazol va pseudoephedrin). Giam nhe d¢ thanh thai
clia cetirizin (16%) da dugc quan sat trong nghién ctru dung da liéu phdi hop véi theophyllin (400
mg x 1 lan/ngay); trong khi d6 theophyllin cé khuynh huéng khong bi thay ddi khi dung kém véi
cetirizin.

Trong mét nghién ciru da liéu ritonavir (lidu 600mg x 2 1dn méi ngay) va cetirizin (10mg médi
ngay), muc dd tiép xuc toan than véi cetirizine tang khoang 40% trong khi su phéan bb cua
ritonavir thay d6i nhe (-11%) khi dung ddng thoi voi cetirizin.

Mirc do hdp thu ctia levocetirizin khéng bi giam boi thire an, méc du téc do hap thu giam.

O mot 56 bénh nhan nhay cam, viéc su dung cung ltc cetirizin hodc levocetirizin vGi rugu hodc
thude trc ché than kinh trung uong khéc c6 thé giam sy tinh tdo va kha ning lam viée.

Téc dung khéng mong mudn cia thude

Nguwoi lon va tré vi thanh nién tiv 12 tudi tré lén:

Trong céc nghién ctru diéu tri & nir va nam tir 12-71 tudi, 15,1% bénh nhén trong nhém sir dung
levocetirizin 5 mg gip it nhat mot téc dung khong mong mudn so v6i 11,3% trong nhém sir dung
gia duge. 91,6% cdc tac dung khong mong mudn nay & mirc d6 nhe dén vira,
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Trong cac nghién ciru diéu tri, ty 1é bénh nhan phai chdm dirt nghién ciru sém do tic dung khéng
mong muén 1a 1,0% (9/935) & nhém ding levocetirizin Smg va 1,8% (14/771) & nhém ding gia
duoe.,

Céc nghién ctru diéu tri 1am sang véi levocetirizin gdm 935 bénh nhan tham gia véi liéu hang ngay
la 5mg. Theo két qua phan tich gdp, ty 1& bénh nhan gap tic dung khong mong mubn 1a 1% hodc
16n hon (& mure do khong phd bién: 1/1000 < ADR < 1/100) khi ding levocetirizin 5 mg hogc gia
duogc.

ADR Gia dwoe (n=771) Levocetirizin 5 mg (n = 935)
Pau dau 25 (3,2%) 24 (2,6%)
Buon ngu 11 (1,4%) 49 (5.2%)
Kho miéng 12 (1,6%) 24 (2,6%)
Mét moi 9 (1,2%) 23 (2,5%)

Mt s6 tac dung khéng mong mudn khéc (& mirc do khong phé bién: 1/1000 < ADR < 1/100) da
quan sat dugc nhu suy nhugce hodc dau bung.

Ty Ié cac tac dung an thin khéng mong mudn nhu budn ngi, mét moi, va suy nhuge xay ra phd
bién hon & nhém diing levocetirizine 5 mg (8.1%) so véi nhom dung gia duge (3,1%).

Tré em

Trong 2 nghién ctru lam sang c6 d6i chimg v6i gia duge & bénh nhi tir 6 thang dén 11 théng tudi
va 1 tudi dén dudi 6 tudi, 159 bénh nhan phoi nhiém véi levocetirizin & liéu 1,25 mg/ngay trong 2
tudn va 1,25mg x 2 lan/ngiy tuong tmg. Ty 1¢ céc tdc dung khong mong mudn (> 1%) da duge
bao cdo & nhém dung levocetirizin hodc gia duge nhu sau:

Hé co quan Gii duge (n = 83) Levocetirizin 5 mg (n = 159)

Roi loan tiéu héa

Tiéu chay 0 3 (1.9%)

Non 1 (1,2%) 1(0,6%)

Tao bon 0 2 (1,3%)

Robi loan hé than kinh

Buon ngu 2 (2,4%) 3 (1.9%)

Roi loan tam than

Ri loan gide ngu 0 2 (1,3%)

O tré 6-12 tubi, cac nghién ciru mu ddi ¢6 ddi chimg véi gia duge duge thyc hién trén 243 t¢ phoi
nhiém véi levocetirizin 5 mg/ngay trong céc khoang thoi gian khac nhau dao dong tir dudi 1 tuan

dén 13 tudn. Ty 18 tac dung khong mong mubn sau da duge béo cdo:

ADR Gia duge (n = 240) Levocetirizin 5 mg (n = 243)
Pau dau 5(2,1%) 2 (0.8%)
Budn ngi 1(0,4%) 7 (2.9%)

Luu y rang ngay ca khi co dir liéu 1am sang duge trinh bay trong phan nay ¢ tré 6 thang dén 12
tudi nhung van khéng cé du dir liéu hd trg viéc sur dung san phém cho tre so sinh va tré dudi 2

tudi.

Théng bdao ngay cho bdc st hodc dwee st nhiing tdc dung khong mong muén gdp phii

khi sit dung thuéc

cpPClHN



Qui liéu va cach xir tri
Triéu ching va dau hiéu:
Triéu chimg qua liéu c6 thé bao gdm ngi ga & ngudi 16n. O tré em 6 thé xay ra lo 4u va bdn
chdn, bt rit lac déu rdi ngu ga.
Xir tri qud liéu:
Chua ¢6 thube giai doc ddc hiéu déi voi levocetirizin. Néu xay ra qua liéu, can diéu tri triéu chirng
hodc diéu tri hd tro. Loc mau khong c¢6 hiéu qua trong viéc loai trir levocetirizin.
Quy cach déng goi:
5 ml/6ng nhwa, 5 6ng nhua/vi. Hop 2 vi, 4 vi, 6 vi, 8 vi.
10 ml/6ng nhua, 5 éng nhya/vi. Hop 2 vi, 4 vi, 6 vi, 8 Vi.
Lo 30 ml, Lo 60ml, Lo 75 ml, Lo 150 ml. Hop 1 lo
Bio quan: Bao quan trong bao bi kin, tranh 4m, tranh énh sang, nhiét do duéi 30°C.
Han ding: 36 thang ké tir ngay san xuat.
Tiéu chuin chit lwgng: Tiéu chuin co so
Nha san xuét

.. cpclun
Céng ty co phan dwgc pham CPC1 Ha Ni
Cum cdng nghiép Ha Binh Phuong, xd Van Binh, huyén Thuéng Tin, thanh phé Ha Noi
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