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Boc k§ hudng alin air dyng rude khi ding. Ghi dinh, chéng chl ginh, ligu ding,
. cich ding vA céc théng tin khi xem trong hudng clin air dyng
Qﬁ[dj/lﬁ” 5415 5X, NSX, HD: Xam "Batch No', "Mig. date”, "Exp. date” rén bao bl.
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STALLION LABORATORIES PVT. LTD. + {An 89).
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C18B, 305/ 2, 34 &5 GIDC, Kerala (Bavia)
Dist.: Ahmedabad (Gujarat).

LEVOCETIRIZINE TABLETS 5MG
STALEVO-5
Each film coated tablet contains: Visa No.:
Levocetirizine Dihydrochloride 5mg. Mfg. Lic. No. :
Dosage & Administration/indications/ Batch No.
Contraindications/Precautlons/Side Effects: )
Refer to the package insert for details. Mfg. Date  : dd/mmiyy.
| =4 .
Store below 30°C, in a cool, dry place. Exp. Date  : dd/mm/yy.
a Protect from light.
-
EI | KEEP OUT OF REACH OF CHILDREN. TG
m Vién nén bao phim STALEVO-5
b CAREFULLY READ THE ACCOMPANYING MB: vide e L T g
=} INSTRUCTIONS BEFORE USE. pfwlivitan e o T
o B quan dudi 300C, ncr khé mét, Traeh dnh sdng,
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Poc kj huwdng din siv dung triwée khi ditng.
Thubc nay chi ding khi cé sw ké don ciia thiy thube.
Néu cin thém thong tin xin héi y kién ciia thay thudc.
Pé xa tam tay ciia tré em.

STALEVO-5

THANH PHAN:

M i vién nén bao phim chira:

Levocetirizin dihydroclorid .................coeies 5mg

Td dwoc: Lactose, cellulose vi tinh thé, povidon (PVP K-30), magnesium stearat, bot talc tinh
ché, natri cross carmellose, keo silica khan, hydroxyl propyl methyl cellulose E — 15, titanium

dioxid, propylen glycol. /gg&

DUQC LUC HQC:

Levocetirizin 1a dbi hinh (R) cua cetirizin, la mot chét dbi khéng hiéu luc va cé chon loc trén
nhitng thu thé H1 ngoai bién. Nhing nghién ctru cho thiy levocetirizin ¢6 ai lyc cao dbi vai thu
thé H1 cia nguodi (Ki= 3,2 nmol/l) manh hon 2 lan so véi cetirizin (Ki= 6,3 nmol/l).
Levocetirizin phan ly tir céc thu thé H1 véi thoi gian ban thai 1a 115 + 38 phut.

Nhitng nghién ctu dugc ding hoc trén nhitng ngudi tinh nguyén khée manh cho thdy
levocetirizin ¢6 hoat tinh gip dbi cetirizin ca & trén da va trén mii. Thudc chi c¢é tac dung ngan
can su gin két histamin vao céc thu thé cht khong tic ddng dén su phéng thich histamin.

DUQC DONG HOC:

Hdip thu: Levocetirizin dugc hép thu tét. O ngudi 16n, néng d6 dinh trong huyét twong dat dwoc
sau khi uéng thubc 0,9 git. Thirc &n khong anh hwong t6i sy phan bd thue nhung Tmax thi bi
cham lai khoang 1,25 gid va Cmax thi giam khoang 36% sau khi udng thudc cung v6i bita an
nhiéu chat béo.

Phdn b6:

Trén in vitro ti 18 thubc gin két véi protein huyét twong trung binh 1a 91 — 92%. Thé tich phén bd
la khoang 0,4 1/kg.

Chuyén héa: & ngudi, ti 1é chuyén héa levocetirizin it hon 14% liéu dung, va do d6, su khac biét
vé chuyén héa da hinh di truyén hodc udng dong thoi cc chét tre ché enzym duoc cho 12 khong
dang ké. Con duomg chuyén hoa bao gdm qué trinh oxy hoa vong thom, khir alkyl dan chét N-,
khtr alkyl dan chit O- va két hop taurin. Con dudng khir alkyl cht yéu qua trung gian CYP 3A4
trong khi qua trinh oxy héa vong thom lién quan dén nhidu ddng phan CYP.

Levocetirizin khéng anh huong dén hoat ddng cua cac enzym CYP 1A2, 2C9 -2€19, 2D6, 2E1
va 3A4 & ndng do cao hon nong d6 dinh dat dugc sau mot lidu 5 mg ubng. ]%/chl bi ch\lyen hoa
voi ti 16 nho va khong c6 tiém ning tc ché sw chuyén héa, nén it c\o St tucmgl tdc cia
levocetirizin v6i cdc chit khac, hodc nguoc lai. 55

Thai trie: Thoi gian ban hiy trong huyét twong ngudi 16n 14 7,9 = 1,9 gid. Do thanh thai toan



than trung binh 1a 0,63 ml/phut’kg. Pudng bai tiét chi yéu ctia levocetirizin va céc chit chuyén
héa 1a qua nuéce tidu, chiém khoang 85,4% lidu ding. Bai tiét qua phan chi chiém 12,9% liéu
ding. Levocetirizin duoc bai tiét bing ca su loc & cau than va su tiét chi dong & dng than.

CHI PINH:
Levocetirizin duge chi dinh trong diéu tri viém mii di tng dai dang, viém miii di ing theo mua
va may day tu phat méan tinh.

LIEU DUNG VA CACH DUNG:
Khuyén nghi ding 1 1an/ngay.
Nguoi [on va tré em tiv 12 tubi tré lén:

Liéu dung khuyén cdo 1a 5 mg/ngay. /K[&/
Nguwdi cao tudi: e
Khuyén nghi diéu chinh liéu ding cho ngudi cao tubi bi suy than mic dd trung binh dén nang
(xem phén bénh nhén suy than).

Tré em dudi 12 tubi:

Levocetirizin khdng dugc khuyén cdo dung cho tré dudi 12 tubdi (tré em dudi 12 tudi nén dung
ham luong khac).

Bénh nhan suy thin:

Khoang céch gifta cac lidu tiy theo chirc nang than cua timg ngudi. Tham khéo bang sau va diéu
chinh liéu dung. D& sir dung bang nay, cdn danh gia do thanh thai creatinin (ml/phtt) cia bénh
nhan. Do thanh théi creatinin (ml/phut) duge tinh tir mitc do creatinin huyét thanh (mg/dl) theo
cong thire sau:

[140 — tudi] x cAn ning (kg)
-------------------- (x 0.85 ddi v6i phu nit)
72 x creatinin huyét thanh (mg/dl)

oA = . A N A e a a A
Diéu chinh liéu ding doi voi bénh nhin suy thin:

Nhém Thanh thai creatinin | Lidu dung va kl‘wﬁng [
. (ml/phut) cach giira cac lieu
Binh thudng | > 80 1 vién/ngay

Nhe 15079 1 vidn/ngay

Trung binh | 30— 49 | vién mbi 2 ngy

Ning <30 1 vién mdi 3 ngay

Bénh nhdn gial dogn cudi— | _ Chéng chi-dinh

Bénh nhén loc thdn nhén tao " &

B
!

Bénh nhan suy gan:

Khong can diéu chinh lidu diing & bénh nhan bi suy gan. O bénh nhin bi suy gan va suy than,
khuyén nghi diéu chinh lidu ding (xem phan Bénh nhan suy than).

Thei gian ditng thude:



Thoi gian dung thudc phu thudc vao loai bénh va thoi gian bi bénh. Péi véi di ung theo mua
dung khoéang 3-6 tuan, truong hop di tmg phén hoa trong thoi gian ngén: dung khoang 1 tuin la
da. C6 kinh nghiém 1am sang str dung 5 mg levocetirizin dang bao phim didu tri trong 6 thang.
Dbi v6i ndi mé day man tinh va viém miii di img man tinh, ¢6 kinh nghiém 1am sang sit dung
didu tri trong 1 nam dbi véi dang racemic, va didu tri trong 18 thang d6i véi bénh nhan bi ngira
do viém da di ung.

CHONG CHIi PINH:

Man cam véi levocetirizin, cac chit dan xuét piperazin khéc, hodc v&i bat ky thanh phén t4 duge.
Ciing chéng chi dinh & cdc bénh nhén bi suy than ning v6i do thanh thai creatinin dudi 10
ml/phut.

U
CANH GIAC VA THAN TRONG: /(/’
Cén thén trong khi udng rizou, bénh nhan ¢é céac vén dé di truyén hiém gap nhu khéng dung nap
galactose. Levocetirizin ¢ chéng chi dinh & cac bénh nhén co tién str man cam vdi levocetirizin,
cetirizin, hodc chit me hydroxyzin.

DUNG TREN PHU NU CO THAI VA CHO CON BU:

Co6 thai:

Tinh an toan cta thubc nay cho thai ky chua duoc thiét 1ap. Vi thé nén sir dung than trong trong
thai ky va chi ding khi lgi ich cua viée dung thudc hon hin nguy co c6 thé xay ra cho bao thai.
Cho con bu:

Thubc vao sita me. Nén dung thén trong & phu nit cho con bu, va chi dung khi lgi ich a6i voi
ngudi me hon han nguy co ¢6 thé xay ra cho tré bi me.

ANH HUONG DEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Tranh 14i xe hay v&n hanh may méc khi ding levocetirizin do thudc c6 thé gay nga gat.

TAC DUNG PHU:

Str dung levocetirizin cho thdy xay ra budn ngt, mét méi, viém mili, khé miéng va viém hong &
bénh nhan tir 12 tudi tré 1én; sbt, budn ngt, ho, chay mau cam & tré em tir 6 dén 12 tudi. Cling ¢6
béo céo ty 16 mic phd bién cac phan tmg bét lgi nhu suy nhuoc hozic dau bung.

Ngoai cac phan ung bét loi trong qua trinh nghién ctu 14m sang duge liét ké & trén, mot sb rat
hiém cac phén tmg phu ciia thudc sau ddy da duge bdo cdo sau ban hing: qui min cam bao gbm
ca rdi loan tAm than, gy hén, kich dong, co giat mét, danh tréng, kho tho.

“Théng bdo cho bdc si nhiing tic dung khong mong muén gip phdi khi diing thubc.”

TUONG TAC THUOC:

C6 nguy co bi ngi lim néu ding thubc nay véi cac thude sau day: Ru'oru, éhé‘I chéng suy nhuoc
loai ba vong nhir amitriptylin; narcotic nhu morphin, codein: benzodlazepm nhu diazepam; cac
thudc khang histamin gy budn ngi nhu chlorpheniramin; thude ng. N

SU DUNG QUA LIEU:



a) Trigéu chimg:
Triéu ching qua lidu c6 thé bao gbm c6 ngi gat & ngudi 16m, & tré em thi bit ddu bi kich
dong va khong nghi ngoi, sau do la ngu gét.

b) Kiém so4t tinh trang qua lidu:
Khéng ¢6 thube giai doc dic hiéu cho levocetirizin.
Néu xay ra qua lidu, nén didu tri tridu chimg va hd tro. Nén cin nhéc rira da day néu méi
ubng thube.
Levocetirizin khéng dugce dao thai mot cach cé hidu qua bang phuong phap tham phan mau.

PIEU KIEN BAO QUAN: Bao quan noi kho mat, nhiét d6 duéi 30°C. Tranh anh sang.
TIEU CHUAN CHAT LUQNG: Nha san xudt. / [K& '
HAN DUNG: 36 thang ké tir ngdy san xuét.

PONG GOI: Hop 100 vién (10 vi x 10 vién nén bao phim).

SAN XUAT BOT:
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Laboratories Pyt Ltd. C1B, 305/2, 3,4 & 5 G.I.D.C. Kerala (Bavla), Dist. Ahmedabad,
Gujarat, An Dé.
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