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CETISOOTHE
' Levocetirizine

Syrup 2.5mg/5ml

L-38 x W-38 x H-100mm

60 ml

CETISOOTHE
Levocetirizine

Syrup 2.5mg/Sml

COMPOSITION:

Each 5mi contains:

Levocelirizine Dihydrochloride 2.5 mg
Flavoured Syrup Base Qs.
Colour, Lake of Quinoline Yetlow

DOSAGE AND ADMINISTRATION:
As directad by tha i

STORAGE CONDITION:

Store a1 a temperaiure nol exceeding
30°C in A dry place. Prolect from light.

Keep out of reach of chidren.

SHAKE WELL BEFORE USE

Mig. Lic. No.. G/898
SLSX/ Batoh No: XXX
NSX/ Mig. Date; cdimmiyy

HD! Exp. Date: da/mmfyy
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CETISOOTHE
Levocetirizine

Syrup 2.5mg/5ml

CETISOOTHE

Levocetirizine
Syrup 2.5mg/5mi

SOK:

MBi § m gira c6 chira levocetinizin
dihydroclorid 2,5 mg.

Hap 1 chal x 60 ml siro

Chi dinh, cach ding, chéng chi dinh
v cac thang tin khae: xem trong
hudmg din sl dung thube kém theo.
Bao quéin & nhibl dd khiing qua 30°C,
& noi khis 0. Tranh dnh sdng.
Tigu chudn enét ligng: TCCS.

Lde ki trude khi ding

Dé xa Hm tay tré m

Bec ki hirdmg din st dung
trurdre ki ding.

DNNK:

San xudt tal An B3,
Cor 8 sdn xulil ®

O\Blllion

LABORATORIES PVT. LTD.
C18-305 23,445 61DC,
KERALA (BAVLA). DIST- AKMEDABAD,
GLIJARAT STATE, INDIA
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L-95 x W-49mm

N 3

CETISOOTHE
Levocetirizine

Syrup 2.5mg/5ml

OB rillion

Levocetirizine Dihydrochloride 2.5 mg
Flavoured Syrup Base Qs.
Colour: Lake of Quinoline Yellow

DOSAGE AND ADMINISTRATION:
As directed by the Physician.

STORAGE CONDITION:
Store at a temperature not exceeding
30°C in a dry place. Protect from light.

Keep out of reach of children.

SHAKE WELL BEFORE USE
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CETISOOTHE

(Siro levocetirizin 2,5 mg/5 mL)

Poc ki huéng dan stk dung trudc khi ding
Dé xa tam tay tré em

Thong bao ngay cho bac sy hodc dwoc sy nhirng phan vng co hai
gdp phdi khi sir dung thuée

1. Thanh phén cong thire thude

Maéi 5 mL siro chira:

Hoat chat: Levocetirizin dihydroclorid 2,5 mg

Td dwoe: Sucrose, natri methyl paraben, natri propyl paraben, natri benzoat, glycerin, propylen
glycol, lake of quinolone yellow, essence liquid pineapple, acid citric khan.

2. Dang bao ché

Siro trong, mau vang dén vang nhat.

3. Chidinh
Thude duge chi dinh dé:
- Giam céc tridu chimg & miii va mit ciia viém miii di tmg theo mua va viém mii di img man
tinh.
- Giam céc triéu ching cua may day vo can man tinh.
& ngudi I6m va tré em tir 2 tudi tré 1én.

4. Liéu ding, cich ding

Liéu dang:

Ngudi lém va tré em tir 12 tubi tré lén: Liéu hang ngay dugc khuyén cdo 1a 5 mg (10 mL

Siro).

Ngudi cao tudi:

Didu chinh lidu cho ngudi cao tudi bi suy thin mirc dj trung binh dén ning duge khuyén céo (xem
phﬁn bénh nhan suy than).

Tré em: mdi ngay 1 lan.

Tré em tir 6 dén 12 tuéi: Liéu hang ngay duge khuyén cdo la 5 mg (10 mL siro)

Tré em tir 2 dén 6 tudi: Lidu hang ngdy duge khuyén céo 1 2,5 mg chia lam 2 lan, méi lin 1,25
mg (2,5 mL siro x 2 lan/ngay).

D¢ an toan va hiéu qua cua thude ding cho tré so sinh va tré méi biét di dudi 2 tudi chua duge
chirng minh.

Bénh nhén suy than:
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Cin diéu chinh khoang cach lidu tity theo chirc nang than ctia timg c& nhan. Tham chiéu theo bang
dudi day va diéu chinh liéu theo chi dinh. Dé sir dung bang tinh liéu nay can tinh dugc do thanh
thai creatinin cuia bénh nhéan Cler (mL/phit). Cler (mL/pht) ¢6 thé duge wdc tinh dya trén creatinin
huyét thanh (mg/dL) theo cong thirc sau day:

[140-tudi(nim)]xcin ning(kg)
" 72xcreatinin huyét thanh (mg/dL)

Cle x (0,85 cho phuni)

Diéu chinh liéu ding déi véi bénh nhén suy than:

Nhém Thanh thai creatinin Liéu diing va tan sult
(ml/phiit)
Chirc n@ng than binh >80 5 mg mdi ngay
thuong
Suy than nhe 50-79 5 mg moi ngay
Suy than trung binh 30-49 5 mg modi 2 ngay
Suy than ning <30 5 mg mdi 3 ngay
Bénh than giai doan cudi. <10 Chong chi dinh
Bénh nhan dang loc mau

Bénh nhi suy than: O tré em bj suy thén, lidu ding cin dugc diéu chinh tiy theo timg bénh nhin
dua vdo d§ thanh thai thiin va cén nang cua tré. D an toan va hiu qua cia thude dang cho tré bi
suy than chua duge chimg minh.

Bénh nhin suy gan:

Khéng cdn diéu chinh liéu ding & bénh nhén chi bi suy gan.

O bénh nhan suy gan va suy thin, diéu chinh lidu dugc khuyén cdo (xem phén bénh nhan suy
than).

Cach dung:

Thude chi ding cho dudmg udng. Ubng thudc vao bubi téi, cé thé cing hodc khong cling véi thire
in.

Thoi gian diéu tri:

Véi viém mii di ing khong lién tuc (tri¢u chimg xuét hién < 4 ngay:’tuﬁn hodc kéo dai dudi 4
tudn): viéc diéu tri phai dua trén bénh va tién sir bénh, c¢6 thé dimg thube ngay khi hét triéu chimg
va str dung lai khi cac triéu chimg tai dién.

Trong trudng hop viém miii di ing dai déing (triéu chimg xuét hién > 4 ngay/tuin hodc kéo dai trén
4 tudn): nén diéu tri lién tuc sudt thoi gian c6 tiép xic vai chét gay di tng.

Pi ¢6 kinh nghiém lam sang vé viéc c6 thé sir dung levocetirizin trong t6i thidu 6 thang didu trj.
Péi voi may day man tinh va viém mii di (mg man tinh, da c6 dir liéu nghién ctru 14m sang vé
thoi gian diéu tri [én dén 1 nam dbi vdi cetirizin (hop chit racemic).
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5. Chéng chi dinh

Bénh nhan qua man véi levocetirizin, cetirizin, hydroxyzin hodc bat ky thanh phan ta dugc nao cla
thude.

Bénh nhan suy than niang véi do thanh thai creatinin dudi 10 ml/phat.

6. Canh bdo va than trong khi dung thube.

Thén trong khi dung thude lic udng rugu

Thén trong khi ding thubc & céc bénh nhan c6 cac yéu t6 d& din dén bi tiéu (vi du: ton thuong tily
sdng, tang san tuyén tién ligt) do levocetirizin ¢6 kha niing lam ting nguy co bi tiéu.

Théan trong khi ding thuéc & bénh nhin dong kinh va bénh nhan c6 nguy co co gidt vi
levocetirizin c6 thé 1am trdm trong hon cdc con co giat.

Ngira c6 thé xay ra khi ngimg ding levocetirizin ngay ca khi nhimg tri¢u chimg d6 khong xudt hién
trude khi bit diu diéu tri. Céc triéu chimg ¢6 thé tu khoi. Trong mét s6 trudng hop, cdc triéu chimg
c6 thé nang va c6 thé cin phai dung lai thudc. Nén diéu tri céc tridu chimg trude khi diéu tr tro lai.
Thude chira methyl praben va propyl paraben, c¢6 thé gy ra céc phén (g di (mg.

Thuée chira sucrose. Khong sir dung thudc nay cho bénh nhan bj cac van dé di truyén hiém gap
nhu khéng dung nap fructose, hip thu kém glucose-galactose, thiéu sucrase- isomaltase.

7. Sir dung thude cho phy ni¥ ¢6 thai va cho con bi

Phu ni¥ co thai:

Khéng c6 dir liéu vé sir dung thude trén phu nif ¢6 thai, chi nén ding thudc néu loi ich vuot trdi so
véi nguy co.

Phu nit cho con bii: Thubc bai tiét vio sita mg. Cén than trong khi diing thudc & phuy nit cho con
bt va chi ding khi lgi ich déi véi ngudi me vuot trdi so véi nguy co ¢6 thé xay ra cho tré bu me.

8. Anh hudng ciia thudce 1én kha niing l4i xe, vin hanh may méc

Chua ¢6 biing chimg vé anh hudng cta thuée 1én kha nang 14i xe, vén hanh méy méc.

Tuy nhién, mét s6 bénh nhan ¢ thé giip cac tridu chimg budn ngii, mét méi va suy nhuge khi diéu
tri v&i levocetirizin. Do d6, bénh nhan nén cén nhéc dén phan tmg cta co thé véi thudc khi c6 ¥

dinh ldi xe hay van hanh may moc.

9. Twong tic, twong ky, ciia thude

Tuwong tic cia thude:

Chua ¢6 nghién ciru tuong tac thude cua levocetirizin (bao gdm: chira c6 nghién clru véi nhiig
chét ting cuong CYP3A4). Nhiing nghién ctru vGi hep chét racemic cetirizin cho thiy khong c6
céc tuong tic bét lgi lién quan vé mat lam sang (voi antipyrin, pseudoephedrine, cimetidin,
ketoconazol, erythromycin, azithromycin, glipizid va diazepam). Giam nhe d¢ thanh théi cetirizin
(16%) di dugc quan sat trong nghién clu ding da liu phdi hop véi theophyllin (400 mg 1
lan/ngay): trong khi d6 theophyllin ¢6 khuynh huéng khong bi thay ddi khi dung kém vdi cetirizin.
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Trong mdt nghién ciru da lidu ritonavir (liu 600 mg x 2 lan/ngdy) va cetirizin (lidu 10 mg/ngay),
mirc do tiép xtic toan than véi cetirizin ting khoang 40% trong khi su phan phéi ctia ritonavir thay
ddi nhe (-11%) khi ding ddng thoi véi cetirizin.

Mirc d6 hap thu ctlia levocetirizin khong bj giam boi thire dn, mac di toc do hép thu giam.

O mot sb bénh nhén nhay cam, viéc sir dung clng lic cetirizin hodic levocetirizin véi rugu
hodic thudc trc ché thin kinh trung wvong khéc ¢6 thé ¢6 céc tac dung lam giam thém sy tinh tdo va
kha nang phan xa.

Tuwong ky, ciia thube:

Do khéng c6 céc nghién ciru vé tinh twong ky cta thude, khong trén 1an thude nay véi cic thude
khéc.

10. Téc dung khong mong mudn ciia thude

Céc tac dung khéng mong mudn sau khi thude luu hanh duoc liét ké dudi day theo cac hé co quan
va tin suft.

Tén sufit duoc xdc dinh nhu sau: rat thudng gip (= 1/10), thudng gip (= 1/100 va <1/10), it gip
1/1000 va <1/100), hiém gip (= 1/10 000 va <1/1000), rit hiém gip (<1/10000) va khong biét
(khong thé dy dodn tir s6 ligu ¢6 sin)

- Réi logn h¢ mién dich:

Khong biét: Qua man ké ca phan (g phan vé.

- Réi loan chuyén héa va dinh dudng:

Khéng biét: Tang cén, ting cam gidc thém in.

- Réi logn tam than:

Khong biét: Hung hing, lo au, 4o gidc, trim cam, mét ngl, ¥ dinh ty tir.

- Réi logn hé than kinh:

Khéng biét: Co giat, di cam, choang vang, ngat, run ray, r6i loan vj gidc.

- Réi logn tai va tai trong:

Khong biét: chong mat

- Réi logn vé mit:

Khong biét: Rbi loan thi gidc, nhin mé.

- Réi loan vé tim:

Khéng biét: Panh trbng nguc, nhip tim nhanh.

- Réi loan hé hé hip, long nguc va trung thit:

Khong biét: Kho tha.

- Réi loan tiéu héa:

Khéng biét: Budn non, non.

- Roi loan gan - mt:

Khéng biét: Viém gan.

- Rbi loan thén va tiét ni¢u:

Khéng biét: Tiéu kho, bi tiéu.
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- Roi logn da va mé dwdi da:

Khong biét: Phii than kinh mach, hong ban séc t6 ¢d dinh, ngtra, phat ban, may day.
- Réi loan hé co xwong va mé lién két:

Khéng biét: Dau co, dau khép.

- Réi loan chung va tai dwong ding thudc:

Khong biét: Phu

- Khdc:

Khong biét: tang can, xét nghiém chirc nang gan bét thudng.

11. Qua liéu va cdch xir tri

Quid liéu

Triéu chimg qua liéu c6 thé gdbm ngl ga & ngudi Iém, ¢ tré em thi lic dau l1a kich dong va bon
chdn, birt rirt va sau dé 1a ngu ga.

Cich xit tri khi ding thubc qud liéu

Khoéng c6 thude giai doc diic hiéu cho levocetirizin.

Néu xdy ra qua lidu, nén diéu tri triéu chimg hodc diéu tri hd tro. Nén can nhéc rira da day néu

mai uéng thude. Levocetirizin khong duge loai trir hidu qua bang tham tich mau.

12. Quy cach dong goi
Hop 1 chai x 60 mL siro.

13. Piéu kién bao quin, han ding, tiéu chuin chit lugng ciia thube

Piéu kién bao quin: Bao quan & nhiét d¢ khong qué 30°C, & noi kho rao. Trénh anh sang.
Han ding: 36 thang ké tir ngay san xuat. Khdng dung thudc qua han sir dung.

Tiéu chudin chét lwgng: Tiéu chuin co s6.

14. Tén, dia chi ciia co’ sé san xuét thude
Stallion Laboratories Pvt. Ltd.

Plot No. C1B-305, 2. 3, 4 & 5, G.1.D.C., Kerala (Bavla), Dist. - Ahmedabad, Gujarat State, India
(An Do)




