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“thinh phin: Mdi 5 ml chira
Levocetirizin dihydroclorid 2,5 mg

Chi djnh, lieu diing vi cich ding,
chiing chi dinh, thin (rong. tic
dyng khong mong mufin:

xem bir hurdng din s dung chude.

Bio quan: & nhigr dé dwdi 30°C,
‘Tranh dnh sang va dd am.
Dang bio ché: Dung dich uong
DNNK:

B xa tim ray tré em.

Boc ki hudmg din sir dyng

trwrdre khi ding, 3

Cde thing tin khic d€ nghj xem
trong o hudng din sir dung kém theo

56 DK, 56 16 58X, NSX, D
xem Reg, No, Batch No.,
Mfy. Date, Exp. Date:

Sdn xuil bii:

M/s Akums Orugs & Pharmaceuticals Ltd
22, Sector - 6A, [IE, SIDCUL,

Ranipur, Haridwar -249403, An B

Distributor/ Marked by :
address Through Sticker
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Distributor/ Marked by :
address Through Sticker

Carton should be top open & bottomn pasting
Size : 37 (L) x 37 (W) x 85 (H) mm

Code No.:

Reason of Artwork : New/Expart (Registratior

Country : GENERAL a
COLOURS = ]
- Fantone 1785 C l

Ml Pantone Process Black € ;

Rx- Prescription Drug

Levocetirizine
Dihydrochloride Syrup
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Distributor/ Marked by :
address Through Sticker

Size : (80x40) mm

Code No. : Unvarnish area

Reason of artwork : New/Export (Registration)
Country :GENERAL }

COMPOSETION: M. Lice New: 12342007
Each & ml centaing m

Lavocatirizina Bateh Na, +
Dihydrichioride 25 mg Dite

Flavoured Syrupy base g Mg,

Colour: Guincling Yallow WS a0 ml Expiry Date -
DOBAGE  As prascribad by the e T
physician. Far ADMINISTRATION &

STORAGE | Stor balow 30°C, CONTRANDICATION
d from Bght & ok UNORIZINE sun packagn insart,
Claze the benla tightly aftar Apad carefully the package
wach uss. SYRU P inrart bofors use,
Keep madiclne out of reach of

children, Levocstirizine
SHAKE WELL BEFORE LSE, Dihydrochlorida
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TO HUONG DAN SU DUNG CHO CANBQ Y TE

1. Tén thude: UNORIZINE SYRUP

2. Thanh phén ciu tao ciia thude: Mdi 5 ml chira:
Hoat chat: Levocetirizin dihydrochlorid 2,5 mg

Ta duoc:

Glycerol, methyl hydroxybenzoat, propyl hydroxybenzoat, sacharin natri, propylen glycol,
sorbitol léng, mau quinolin vang, huong hoa qua hén hop, glucose long, sucrose, acid citric
monohydrat, natri citrat, dinatri edetat, nudc tinh khiét.

3. Dang bao ché: Sird

4. Cac dic tinh dugce lye hoc, duge dong hoc:

Duoc luc hoc:

Levocetirizin 12 ddng phan enantiomer cé hoat tinh clia cetirizin, thudc nhém khang histamin.
Téc dung chinh cta levocetirizin 1a do trc ché chon loc thu thé H1. Kha ning khéng histamin ctia
levocetirizin da dugc bao cao qua cac thir nghiém trén md hinh dong vat va trén ngudi. Cac
nghién ciru in vitro cho thdy levocetirizin c¢6 4i luc véi thu thé HI & ngudi cao gp 2 1dn so véi
cetirizin.

Dugc dong hoc:

Hap thu

Levocetirizin hap thu nhanh va nhidu qua dudng udng. O ngudi trudng thanh, ndng do dinh trong
méu dat duoc sau 0,9 gid sau khi ubng. Trang thai can bang (steady state) dat duoc sau hai ngay.
Mirc dd hip thu thudc khong phu thudc vao lidu va khong bi anh hudng bai thirc an nhung ndng
do dinh giam va thoi gian dat ndng do dinh kéo dai khi dung cung thirc n.

Phdn bo

Su phan bd levocetirizin vao cac mo va kha nang thudc qua hang rao mau ndo & nguoi chua duge
biét r5. O ché va chudt, néng d6 trong mo cao nhét dat duoc & gan va than, néng do thube thép
nhét ¢ than kinh trung uong.

O ngudi, 90% levocetirizin gin véi protein huyét tuong, thé tich phan b6 14 0,4 Vkg.

Chuyén hoa

Mirc d& chuyén hoa levocetirizin & ngudi thip hon 14% lidu sir dung. Su khac biét vé mirc do
chuyén hoéa do da hinh vé& kiéu gen hodc sir dung ddng thoi véi cac chit e ché enzym chuyén
héa & gan la khong dang ké. Con dudng chuyén héa thude bao gdm oxy héa vong thom, dealkyl
héa N- va O-, lién hop taurin. Con dudng dealkyl héa chi yéu qua CYP3A4 trong khi con dudng
oxy héa vong thom lai lién quan dén nhiéu enzym CYP khac nhau va mét sé enzym CYP chua
duoc biét rd.

Thdi tric

Thoi gian ban thai & ngudi truong thanh 1a 7,9 £ 1,9 gio. Khi sir dung ¢ tré em, thoi g:an ban thai
ciia thudc ngén hon. Con dudng thai trir chinh ctia levocetirizin va cac chét chu




nuée tiéu, chiém khoang 85,4% liéu ding. Luong thudc thai trir qua phan chiém khoang 12,9%
lidu. Levocetirizin dugc thai trir cha yéu theo co ché loc cau than va bai tiét & dng than.

Nhom d6i twong dic biét:

Bénh nhén suy thén:

Thanh thai creatinin biéu hién & levocetirizin twong duong v6i do thanh thai creatinin cla
cetirizin. Vi thé khuyén cao diéu chinh khoang liéu levocetirizin dua trén thanh thai creatinin véi
bénh nhan suy thén tir trung binh dén ning. G bénh nhan bj than vd niéu giai doan cudi, thanh
thai creatinin toan phan giam x4p xi 80% so v&i ngudi khée manh binh thuéng. Lugng
levocetirizin dao thai trong sudt 4 gio thim phan méu tiéu chuén 14 dudi 10%.

Negudi cao tudi:

Trén 16 dbi twong ngudi cao tudi, sau khi udng mot liéu don 10 mg, thoi gian ban hiy ting
khoang 50% va d6 thanh thai giam 40% so vd&i ngudi binh thuong. Viée giam d¢ thanh thai ¢
nhiing ngudi cao tudi tinh nguyén nay cé vé 1a do suy giam chirc ning than.

Tre em:

Dir liéu tir mot nghién ciru dugc dong hoc ¢ tré em voi liéu uémg don 5 mg levocetirizin dugc
thuc hién & 14 tré tir 6 dén 11 tudi véi trong lugng co thé tir 20 dén 40 kg da chi ra ring céc gia
tri Cmax va AUC cao gép 2 1an so véi ngudi truéng thanh khde manh trong mét so sénh nghién
ctru chéo. Gia tri Cmax trung binh la 450 ng/ml dat dugc sau 1,2 gid, c¢an nang binh thuong, tong
thanh thai creatinin nhiéu hob 30% va thoi gian ban thai ngin hon 24% so vé6i ngudi trudng
thanh. Cac nghién ciru dugc dong hoc chuyén sau da khong duoce tién hanh o tré dudi 6 tudi.

D4 timg ¢6 mdt phan tich duge dong hoc dugc tién hanh trén 323 d6i tuong (181 tré em tir 1-5
tudi, 18 tré tir 6-11 tudi, va 124 ngudi truong thanh tir 18 dém 55 tudi). Cac ddi tugng nay dugce
ding levocetirizin don lidu hodc da lidu, trong khoang lidu tir 1,25 mg- 30 mg. Céc dir liéu tir
phén tich nay cho thdy tré em tir 6 thang dén 5 tudi dung lidu 1,25 mg/ngay c6 vé dat duoc nong
dd trong mau tuong duong véi nguoi truéng thanh ding lidu 5 mg/ngay.

5. Quy cach dong géi: Hop 1 chai 30 ml

6. Chi dinh, li¢u diing, cich diing, chong chi dinh:

Chi dinh

Didu tri triéu chimg viém miii di img (bao gbm ca viém mili di tng dai dang) va may day.

Liéu ding va cdch ding

Nguoi lom va tré em trén 12 tui

Lidu hing ngay khuyén c4o 13 5 mg (10 ml)

Nguoi cao tudi

Diéu chinh lidu duge khuyén cdo ap dung déi véi nhitng ngudi cao tudi cé suy gidm chirc ning
chirc ndng than trung binh va ning.

Tré em tir 6 dén 12 tudi

Lidu hing ngay khuyén cdo 1a 2,5 mg chia 2 14n, mdi 1an 1,25 mg (2,5 ml dung 2 lan/ngay).
Nguoi truong thanh suy giam chitc nang than -
Khoang cach liéu cin phai dugc c4 thé héa theo chitc ning than.

.



Diéu chinh lidu cho bénh nhén suy gidm chirc ning than theo bang dudi ddy, tinh theo do thanh
thai creatinin (ml/phut) theo cong thirc Cockeroff:

[140-A] x M (kg)
Cl cr= A ‘\f‘\’r

72 X creatinin huyét thanh (mg/dl)

Trong do:

A: tudi tinh theo nam

M: trong lugng co thé tinh theo kg
W: 0,85 dbi véi phu nir.

Nhom D6 thanh thai creatinin (mL/phit) | Liéu va khoang liéu
Binh thuong >80 S mg 1 lan/ngay

Suy than nhe 50 -79 5 mg 1 lan/ngay

Suy thén trung binh 30-49 5 mg 1 1an/mdi 2 ngay
Suy thén ning <30 5 mg | 1an/mdi 3 ngay
Bénh than giai doan cudi/ | <10 Chfmg chi dinh

bénh nhan loc mau

Tré em suy giam chirc ndng than:

Liéu phai dugc diéu chinh theo tirng cé thé dua trén d¢ thanh thai thin va can nang. Khong c6 dir
liéu cu thé cho tré em c6 chirc ning thin suy giam.

Bénh nhdn suy giam chitc ndng gan:

Khoéng cin hiéu chinh liéu d6i v&i bénh nhan ¢ chiic ning gan suy giam. Trong trudng hop bénh
nhan c6 chirc nang gan va chirc ning than suy giam, can phai higu chinh lidu cho bénh nhan.
Chéng chi dinh

Di Umg véi levocetirizin.

Suy than nang véi do thanh thai creatinin dudi 10 ml/phut.

7. Céc truong hop than trong khi dung thude:

Cén than trong véi bénh nhan udng ruou.

Céc dir liéu vé sir dung thude cho tré tir 6 dén 12 thang tudi khong du dé khuyén céo sir dung
thudc cho tré so sinh va tré dudi 2 tudi.

Thoi ky mang thai va cho con bu

Chua c6 dir liéu vé sir dung thude cho phu nir cé thai. Cac nghién ctu trén dong vat cho thdy
thubc khong c6 anh hudng c6 hai truc tiép hoic gian tiép lén dong vt mang thai, su phét trién
phdi, su sinh nd hodc tré so sinh.

Cén than trong khi sir dung thube cho phu nit ¢é thai va cho con bu.

Anh hudéng dén kha ndng ldi xe va vian hanh mdy méc

Vi thubc c6 thé gdy ra mot sé tac dung khéng mong mubn nhu dau ddu, chéng mit, co giat.. nén
bénh nhan can than trong khi 14i xe va van hanh may méc trong thdi gian sir dung levocetirizin.

8. Twong tic ciia thude véi cac thude khac va cac loai twong tac khac 7 acen

Chua c6 nghién clru vé tuong tac thudc ciia levocetirizin (bao gdm ca tuong tao/ cac 1 "huﬁc
'-.'l a( )
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lam tang hoat tinh enzym CYP3A4). Céc nghién cGu v&i hop chét déng phin quang hoc cetirizin
cho thiy khéng c6 twong 1ic ndo nghiém trong (v&i antipyrin, pseudoephedrin, cimetidin,
ketoconazol, erythromycin, azithromyein, glipizid, va diazepam). M{rc d0 thai trir cetirizin bi
giam nhe khi diing da lidu két hop vai theophylin con sy phin bd theophylin khéng bi thay déi
khi ding cung vai cetirizin.

Trong nghién ciru da liéu diing dong thoi ritonavir (600 mg hai 1an mdi ngay) va cetirizin (10 mg
mdi ngdy), mic dé tidp xic vdi cetirizin tang khoang 40% trong khi mirc dd phan bd cla
ritonavir thay déi nhe (giam khoang 11%)

Khi dung ciing thac dn, mirc do hip thu levocetirizin khéng bi anh huéng nhung tbe do hip thu
lai giam.

O nhirng bénh nhin nhay cam, sir dung déng thoi levocetirizin hodc cetirizin vdi rugu hodc cac
chét irc ché than kinh trung vong khac ¢6 thé anh hudng dén hé thin kinh trung uong.

9. Tdc dung khéng mong mudn

Tén suft cac tac dung khéng mong mubn dwoc dinh nghia nhu sau: rét thuong gap (=1/10),
thuong gip (>1/100 dén <1/10), it gip (>1/1000 dén < 1/100), hiém gip (>1/10000 dén <
1/1000), rat hiém gap (<1/10000), khong biét dén (khdng thé tién lugng tir cic dir lidu c6 sin):

Tac dung khéng | Thuong gap | It gip Hiém gip Rét hiém gap
meong mudn
Cac r6i loan vé Giam tiéu cau
mau va hé bach
huyét
Cac rbi loan hé Qua man Sbe phan vé
mién dich
Céc rdi lean tam | Mo ngu Béi roi Kich dong, 10 14n, trAm | T4t may giat
than cam, 4o gidc, mit ngi
Céc rdi loan hé | Chéng mat | Dicam Co gidt Loan vi gidc, ngat
thin kinh trung | Dau dau R&i loan van dong riung minh,
uong rbi loan truong lue,

rSi loan vén dong
Cac tol loan thi R6i loan tai mat
giac Nhin md

Xoay miit
Cac r6i loan vé Nhip ttm nhanh
tim mach
Céc 18i loan hé | Viém hong
ho hép, 16ng nguc | Viém mii*
va trung that _—
Cac rbi loan hé | Paubung | Non mira :_rj;:q"f;-l?-(!;"':;-,?
tiéu hoa Khd miéng {8/ 1%




Buodn non

’ Aw X
Cac roi loan ve
gan

Chiic ning gan bat
thuong (tang
transaminases, alkaline

phosphat, Y-GT wva

billirubin)
Céac rbi loan da Ngua May day Phu mach
va mé dudi da Phat ban Héng ban nhidm sic
c6 dinh
Cic r6i loan vé Kho dai
than va tiét niéu Déi dam
Cac roi loan | Mé&t moi Suy nhuge | Phu né
chung Kho chiu
Theo cac diéu tra J- Téang cén

* triéu ching xay ra & tré¢ em.
10. Qua lidu v cach xir tri
Triéu chimg qud liéu

Triéu chimg qué liéu bao gdm budn ngl & ngudi 16n va ban dau kich déng va bon chon sau dé la
budn ngi & tré em.

Xir tri

Khéng cé thube diéu tri dic hiéu.

Khi xay ra qué lidu, cAn diéu tri hd trg va diéu tri tridu ching. C6 thé xem xét rira da day khi méi
dung thudc trong thai gian ngén. Sir dung loc mau dé loai bo levocetirizin 1a khong hidu qua

11. Céc déu hiéu can lwu y va khuyén cdo

Thudc nay chi ding theo dom ciia bdc sf.

Poc kj huéng dan sie dung triee khi dimg. Néu can thém thong tin, xin hoi y kién bdc si hodc
duoc si.

Théng bdo cho bdc st nhitng tdc dung khong mong mudn gdp phai khi sir dung thuoc.

Dé thubc xa tam tay tré em.

Khong diing thuéc qud han in trén bao bi.

12. Diéu kién bio quan, han diung

Diéu kién bdo qudn: Bao quan & nhiét d6 dudi 30°C. Tranh anh sang va do am.
Han ding: 24 thang ké tir ngdy san xuét.

13. Tén, dia chi ciia co' s¢' sin xuét

M/s Akums Drugs & Pharmaceuticals Ltd.

22, Sector-6A, L.1LE., SIDCUL, Ranipur, Haridwar-249 403, An bo.

14. Ngay xem xét sira dbi, cap nhit lai ndi dung hwéng din sir dung thube.
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TO HUONG DAN SU DUNG CHO NGU'OI BENH

1. Tén thuée: UNORIZIN SYRUP

2. Khuyén cao

Thuéc nay chi ding theo don cua bdc si.

Doc k§ huong dan sic dung tricoe khi ding, Néu can thém théng tin, xin hoi y kién bdc

sT hodc duworc si.

Théng bdo cho bdc s nhitng tdc dung khong mong muon gdp phai khi sie dung thuoc.

Dé thuéc xa tam tay tré em.

Khéng ding thudc qua han in trén bao bi.

3. Thanh phin, ham lwgng ciia thude: M&i 5 ml chira:

Hoat chdt: Levocetirizin dihydrochlorid 2,5 mg

Ta dwoc:

Glycerol, methyl hydroxybenzoat, propyl hydroxybenzoat, sacharin natri, propylen glycol,

sorbitol 1ong, mau quinolin vang, huong hoa qua hén hgp, glucose long, sucrose, acid citric

monohydrat, natri citrat, dinatri edetat, nudc tinh khiét.

4. M6 ta san pham

Dang bao ché: Sird

MG ti: Dung dich trong sudt, mau vang.

5. Quy cach dong goi: Hop 1 chai 30 ml

6. Thudc dung cho bénh gi

Thube dwoc dung dé:

Piéu tri triéu chirng viém miii dj émg (bao gdm ca viém miii di tng dai ding) va may day.

7. Nén ding thude nay nhw thé nao va lidu ding

Ngueoi lém va tré em trén 12 tudi

Liéu hing ngay khuyén céo 1a 5 mg (10 ml)

Ngueoi cao tuéi

Piéu chinh lidu dugc khuyén céo ap dung dbi véi nhitng ngudi cao tudi cé suy giam chirc ning

chirc ndng than trung binh va néng.

Tré em tir 6 dén 12 tuéi

Liéu hing ngay khuyén céo 1 2,5 mg chia 2 1an, mi lan 1,25 mg (2,5 ml dung 2 lan/ngay).

Nguoi truong thanh suy giam chirc ndng than

Khoang cach lidu cin phai duge c4 thé héa theo chirc nang than.

Diéu chinh liéu cho bénh nhan suy giam chitc ning thin theo bang dudi déy, tinh theo do thanh

thai creatinin (ml/phut) theo cong thirc Cockcroff:
[140-A] x M (kg)

Clo- W

72 x creatinin huyét thanh (mg/dl)




Trong dé:

A: tudi tinh theo nim

M: trong luong co thé tinh theo kg
W: 0,85 déi v6i phu nir.

Nhom D6 thanh thai creatinin (mL/phut) | Liéu va khoang liéu
Binh thuong > 80 5 mg | lan/ngay

Suy than nhe 50— 79 5 mg 1 lan/ngay

Suy than trung binh 30 — 49 5 mg 1 lan/méi 2 ngay
Suy than nidng <30 5 mg 1 lan/mbi 3 ngay
Bénh thin giai doan cudi/ | < 10 Chéng chi dinh

bénh nhan loc mau

Tré em suy giam chirc nang thdn:

Liéu phai dugc didu chinh theo ting c4 thé dua trén do thanh thai than va can ning. Khong c6 dir
liéu cu thé cho tré em c6 chirc ning than suy giam.

Bénh nhdn suy giam chitc nang gan:

Khong can hiéu chinh liéu déi véi bénh nhan c¢6 chirc ning gan suy giam. Trong trudng hop bénh
nhan c6 chirc nang gan va chirc ning than suy giam, cn phai hiéu chinh liéu cho bénh nhan.

8. Khi nao khéng nén ding thude nay

Chéng chi dinh déi v6i cac bénh nhan sau:

- Di g vdi levocetirizin.

- Suy thén né@ng vdi d thanh thai creatinin dudi 10 ml/phut.

9. Tac dung khéng mong mudn

Tan suét cac tac dung khong mong mubn dugc dinh nghia nhu sau: rat thuong gap (=>1/10),
thuong gap (>1/100 dén <1/10), it gip (>1/1000 dén < 1/100), hiém gap (>1/10000 dén <
1/1000), rat hiém gap (<1/10000), khong biét dén (khong thé tién luong tir cac dir liéu c6 sin):

Tac dung khong | Thudng gip it gap Hiém gap Rét hiém gip
mong mudn
Céc roi loan vé Giam tiéu cau
mau va hé bach
huyét
Cac roi loan hé Qua man Sbc phan vé
mién dich
Céc roi loan tAm | Mo ngi Boi roi Kich dong, 1a 1dn, trAm | T4t may giét
thén cam, 4o gidc, mat ngi
Cac roi loan hé | Chéng mat | Dicam Co giat Loan vi gidc, ngit
thin kinh trung | Dau déu R6i loan véan dong ring minh,
uong rdi loan truong luc,
% o
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roi loan van djng

Cac roi loan thi

R6i loan tai mat

giac Nhin mo
Xoay mit
Cac roi loan vé Nhip tim nhanh
tim mach
Céc roi loan hé | Viém hong
ho hap, 1dng nguc | Viém mii*
va trung that
Cac r6i loan hé | Pau bung Non mira
tiéu hoa Kho miéng
Budn nén
Céac roi loan vé Chirc n3ng gan bét
gan thuong (tang
transaminases, alkaline
phosphat, '-GT va
billirubin)
Céc r6i loan da Ngtra May day Phti mach
va md dudi da Phat ban Hong ban nhiém sic
¢b dinh
Cac roi loan vé Kho dai
than va tiét niéu Dai dam
Cac  roi  loan | Mét moi Suy nhuge | Phu né 5
chung Khé chiu
Theo céc diéu tra Tang can

* triéu chimg xay ra o tré em.

10. Nén tranh dung nhirng thudc hodc thye pham gi khi dang sir dung thuc nay

Chua c¢6 nghién ciru vé tuong tac thudc cha levocetirizin (bao gdm ca tuong tac vdi cac thude

lam ting hoat tinh enzym CYP3A4). Cac nghién ciru véi hop chét ddng phan quang hoc cetirizin

cho thdy khong c6 twong tac nao nghiém trong (v&i antipyrin, pseudoephedrin, cimetidin,

ketoconazol, erythromycin, azithromycin, glipizid, va diazepam). Mac d¢ thai trir cetirizin bi
giam nhe khi dung da lidu két hop véi theophylin con sy phan bb theophylin khong bi thay dbi
khi dung cling vdi cetirizin.

Trong nghién ctru da lidu dung dong thai ritonavir (600 mg hai lAn mdi ngay) va cetirizin (10 mg

mdi ngdy), mirc do tiép xtc véi cetirizin ting khoang 40% trong khi mic dd phan bé cua

ritonavir thay ddi nhe (giam khoang 11%)

lai giam.




O nhing bénh nhin nhay cam, sir dung ddng thoi levocetirizin hoic cetirizin véi rugu hodc cac
chét e ché than kinh trung wong khac c6 thé anh huéng dén hé than kinh trung uong.

11. Can lam gi khi mot lin quén khong ding thude

Dung ngay khi nh&, khong dung liéu gip doi dé bu vao liéu da quén. Tuy nhién, néu gan véi thoi
gian dung thubc tiép theo, bo qua lidu da quén.

12. Cin bdo quan thude nay nhw thé nao

Bao quan & nhiét do dudi 30°C. Tranh 4nh séng va d6 4m. Khong dé dong lanh.

13. Nhitng diu hiéu va tridu ching khi ding thudc qua lidu

Triéu chirng qué liéu bao gdm budn ngi & ngudi 1én va ban dau kich dong va bon chdn sau do 1a
budn ngu & tré em.

14. Cén phai lam gi khi dung thudc qua liéu khuyén cao

Khéng c6 thubc diéu tri dic hiéu.

Khi xay ra qué lidu, cn diéu tri hd tro va diéu tri triéu chimg. C6 thé xem xét rira da day khi méi
dung thudc trong thoi gian ngan. Sir dung loc mau dé loai bo levocetirizin 1 khong hiéu qua

15. Nhirng diéu thén trong khi diing thudc nay

Cén than trong vai bénh nhan uéng ruou.

Céc dir liéu vé str dung thudc cho tré tir 6 dén 12 thang tudi khong du dé khuyén cao sir dung
thuéc cho tré so sinh va tré dudi 2 tudi.

Thoi ky mang thai va cho con bu

Chua c6 dir liéu v& st dung thube cho phu nit c6 thai. Cac nghién ciru trén dong vat cho thiy
thudc khéng c6 anh huong 6 hai truc tiép hodic gian tiép 1én dong vat mang thai, su phit trién
phdi, su sinh né hoac tré so sinh.

Can than trong khi st dung thudc cho phy nir ¢6 thai va cho con bi.

Anh huéng dén khd ndng ldi xe va vdn hanh mdy méc

Vi thube c6 thé giy ra mot sb tac dung khong mong mubn nhu dau dau, chéng mat, co gidt.. nén
bénh nhan cén than trong khi l4i xe va van hanh mdy méc trong thdi gian sir dung levocetifizin
16. Khi nao cin tham vén bac sy, dwogc sy

Néu can thém thong tin xin héi ¥ kién bac sT hodc dugc si,

Théng bao cho béc si cac tac dung khong mong mudn gip phai khi ding thudc,

17. Han dung cila thube

24 thang ké tir ngdy san xuét.

18. Tén, dia chi ciia co s sdn Xuit

M/s Akums Drugs & Pharmaceuticals Ltd.

22, Sector-6A, LI.E., SIDCUL, Ranipur, Haridwar-249 403, An Dd.

19. Ngay xem xét sira doi, cip nhat lai noi dung hwéng din sit dung thude
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