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COMPOSITION:

Each film coated tablet contains
Levacetirizine hydrochlaride .5 mg
INDICATIONS, CONTRAINDICATIONS, DOSAGE,
ADMINISTRATION & FURTHER INFORMATION:

‘ See the packaging insert

SPECIFICATION: In-House

STORAGE: Stares below 30°C
Pratect light and morsture
Please read the package inser carefully before use
Do not exceed recommended dosage
e Keep out of reach of children
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(Vién nén Levocetirizin Hvdrochlorid 3.0 mg)

THANH PHAN

Méi vién nen bao phim chira:

- Dugc chat: Levocetirizin hydrochlorid 5.0 mg

- Ta dugc: Tinh bot ngo. lactose. polyvinyl pyrrolvdon
(K-30). magnesi stearat. talc tinh khiét, HPMC(E-13).
HPMC(E-3). P.E.G-400. titan dioxid. mau ponceau 4R
lake, nhi tuong simethicon (30%).

DLOC BONG HOC

. Ilap thu

Levocetirizin hip thu nhanh va manh khi ding dudmg
uong O ngudi trudmg thanh. dinh ndng dé thude trong
huyét thanh dat duoc & 0.9 gio sau khi dung thudc
dudmg uong.

* Phin bd

Luong levocetirizin lién két voi protein huyét tuong &
in vitro trung binh khoang tir 91 dén 92%. khong phu
thuge vao nong df trong pham vi 90-3000 ng/ml.. bao
gdm néng dé trong huyét tuong o ngudmg diéu tri cho
phép. Sau khi diing duomg udng, thé tich phan bd
trung binh khoang 0,4 L/kg, dac trung cho phin bd
trong téng lugng nude cia co the.

*» Chuyén héa ) .

Con dudng chuyén hoa levocetirizin bao gom oxi hoa
nhan thom. khir nhém alkyl ddu N- va O-, va két hop
vai taurin. Con duong khir nhom alkyl chi yéu qua
trung gian CYP 3A4 trong khi oxi héa nhdn thom lién
quan dén va‘hoic nhidu déng dang CYP chua xac
dinh.

* Thai trir

Thoi gian ban thai trong huyét twong & ngudi trudng
thanh khoe manh trong khoang 8 dén 9 ;iéng sau khi
dung dutmg udng. Con duﬁmg bai tiét chinh cua
levocetirizin va cac chat chuyén hoa cua no thong qua
nugc tieu, chiém trung binh 85 A% liéu ding, Lugng
bai tiét qua phan chi chiém 12,9% téng liéu.

DUOC LUC HOC .

Levocetifizin, dong phan doi quang c¢6 tac dung cia
cetirizin, la thudc khing histamin; tac dung chinh cta
no gian tiép théng qua su irc ché chon loc thu thé [11.
Téac dung khé.l}g histamin cua levocetirizin dﬁ‘duc_lc
ghi nhdn & nhiéu md hinh ngudi va dong vat. Két hop
v&i cdc nghién etru In vitro chi ra rang levocetirizin ¢d
al lyc vai thy thé HI nguéi cao gip 2 lan so voi
cetirizin (tuong img Ki = 3 nmol/L so v&i 6 nmol/L).

CHi DINH
bé lam giam céc tri¢u chimg lién quan tdi viém mai di
(mg theo mua. viém miii di (mg dai dang.

LIELU LUONG VA CACH DUNG

Ligu khuvén cio:

Poi voi nguwdi 1om va tré em 2 12 tudi:

Liéu khuyen cao cua levocetirizin hvdrochlnnd la 5
mg/ngay lidu dom vao budi tdi. Mot sé bénh nhin co
thé duge kiém soat bang viéc sir dung lidu 2,5
mg/ngav vao budi 16i.

https://trungtamthuoc.com/

Déi véi tré tir 6 - 11 tudi:

Licu khuyén cdo cia levocetirizin hydrochlorid 1a 2.3
mg/ngay liéu don vao budi toi. Khong nén vuot qua
liéu 2,5 mg/ngay bai vi tac dong o liu 5 mg la xdp xi
gép ddi so vai nguoi lom.

Ddi v6i tré tir 6 thing dén 5 tudi:

Liéu khuyén cio ban diu coa levocetirizin
hydrochlorid la 1.25 mg/ngay liéu don vao budi tdi.
Khéng nén vugt qua liéu 1,25 mg/ngay dua trén su so
sanh tuong quan véi ngudi tnromg thanh ding lidu §
mg.

Liéu ding & bénh nhin suy thin:
Neudi lon va tré em tr 12 tudi tro lén:

Giai doan cia | D¢  thanh | Liéuding |
bénh | thai
| | Creatinin o
| Suy than nhe CLcg= 50-80 | 1 vién moi
| ml/phut ngay
Suy than vira Cleg = 30-50 | | vién mdi |
. ml/phit ngay
[ Suy thén nang CLcgr = 10-30 | Mat vién mdi
ml/pht lan, dung 2
| lan/tudn |
Bénh nhin suy | CLeg < 10 | Chong chi
| than giai doan cudi, | ml/phat dinh ‘
| dang phai chay
‘ than nhin tao

Khong can diéu chinh lidu néu bénh nhan chi bi suy

gan, ty nhién trong treong hop bi suy gan cang vai
suy than. nén ding theo liéu dd diéu chinh.

Cich ding: ) . )
Vién nén dung duong uong. Khuyén cao nén nudt ca
vién (khéng nhai hay nghién trudce khi nuot).

CHONG CHIi PINH .
Str dung levocetirizin hydrochlorid chong chi dinh
trong trudmg hop:
- Bénh nhin qua man vi levocetirizin hay voi bal
cir thanh phan nao cla thube. Cac phan img xudt
hién tir ndi mé day téi soc phan vé.
- Bénh nhan suy than giai doan cudi. .
- Bénh nhin suy than giai doan cuai (Cl, < 10
mL/min) va bénh nhén chay than nhén tao.
- Bénh nhén nhi suy giam chitc nang than,
- Tré em tir 6 thang dén |1 tubi suy giam chirc nang
théan.

CANH BAO VA THAN TRONG
Levocetirizin nén sw dung thin trong & nhirng
trudng hop:

- Ngudl udng rugu

- Phu nir 6 thai

- Phu nir cho con bu

Khéng nén ding: .
- Tré em dudi 6 todi. Cong thirc cho tré em (nhi
khoa) nén duoc sir dung




LEVTRANG

{Vién nen Levocetirizin Hvdrochlorid 3.0 mg)

- Nhimg nguoi di (mg véi levocetirizin. cc dén
chdt piperazin. hodc bat cu thanh phin ndo cua
thude . )

- Nhimg ngudi ¢6 van dé vé di truyén hiém gap
khong dung nap galactose. thieu hut Lapp lactase
hoac kém hip thu glucose-galactose

- Bénh nhan suv giam chirc nang gan trim trong

TUONG TAC THUOC

Dir liéu /n vitre cho thfn levocetirizin dudmg nhu
khdng anh huong 161 twong tac dugc dong hoc. thong
qua tc ché hay hoat hoa cac enzym chuyén héa thube
o gan. Khong co nghién clu tuomg tac thude-thude
dugc bdo cdo voi levocetirizin, Cac nghién ciru tuong
tac thudc di duoc thuc hién vai hon hop racemic
cetirizin.

Antipyrin, Azithromycin, Cimetidin, Erythromycin,
Ketoconazol, Theophyllin, va Pseudoephedrin

Cac nghién ciru tuong tac duoc dong hoc da thuc hién
voi hén hop racemic cetirizin di chimg 10 ring
levocetirizin - khong  lwong  tac  voi  antipyrin.
pseudoephedrin. ervthromyein. azithromycin,
ketocondzol va cimetidin. Co su giam nhe (-16%) hé
sé thanh thai gidv ra boi su dung lidu 400 mg
theophyllin. Co thé la theophyllin ding liéu cao c6 thé
gav anh huong lom hom.

Ritonavir . .

Ritonavir ¢6 thé lam tang nong do levocetirizin trong
mau. co thé lam ting nguy co cua nhimg tac dung phu
@ levocetirizin, Nhin vién v n. kiém tra truge khi sir
dung két hop cac thube nay. néu ¢in thiét co thé giam
liéu levocetirizin.

Theophyllin
Theophyllin co the lam tang nhe néng dé levocetirizin
trong mau. Khong biét no ¢6 thé gay ra b'lt k¥ vén dé
nao khéng. do do bao cho nhan vién y té biét néu ban
gap bit kv van dé nao khi sir dung két hop céc thude
nav voi nhau.

PHU NU CO THAL VA CHO CON B(C
Phu nir ¢ thai
Nhom B.

Phu nir cho con bi
Khéng xac dinh duoc: tuy nhién cetirizin da duoc bao
cao bai tiét qua sira me.

Tré em

Tinh an todn va hiéu qua chua duge chimg minh & tré
dudi 2 tudi trong diéu trj viem mii di (ng theo mua
hoac tre duoi 6 thang tum trong diéu trj viém mii dj
img dai dang va ndi mé day tu phat man tinh.

ANH HUONG TO1 KHA NANG LAI XE VA VAN
HANH MAY MOC )

Trong cac tha nghiém 1am sang Xay ra tinh trang budn
ngl, mé moi va suy nhuoc da duge bao cao & mot sd
bénh nhan sau khi diéu tri voi  levocetirizin
hvdrochlorid. Bénh nhin nén dugc canh béo tranh
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tham gia vao nhimg cong viéc nguy hiém doi hoi hoan
toan tinh tao, va co s dung dong co gidng nhur van
hanh may moc hay lai xe sau khi uong levocetirizin.

TAC DUNG KHONG MONG MUON _
Hé tim m‘gc_h: Tac dupg phu Ién tim mach hiém khi
xay ra bao gom danh trong ngure.

Da lidu: Tac (dung phu lén da hiém khi xay ra bao gobm
phu mach thin kinh, phat ban, ngira, héng ban nhiém
sac c6 dinh va ndi mé day.

H¢ tiéu héa: Tac dung phu lén hé tiéu héa bao gom
khé miéng (2,6%), va hiém khi bao gém budn nén.
Non ciing da duoc bao cao.

\lin cam: Tac dung phy qua m'm hiém khi xay ra bao
gém cac phan img qua mn va séc phan vé.

Hé thin kinh: Tac dung phy lén hé than kinh bao
gom budn ngu, dau dau. mét moi. co gidt va suy
nhugce. Di cam va chong mat ciing duoc bao cao.

Gan: Tac dung phuy lén gan hlem khi xay ra bao gom
cac thir nghigm bt thutmg vé chire nang gan.

:\rlla‘it: Tac dung phu lén mét hiém khi xay ra bao gbm
roi loan thi giac.

HE hd hdp: Tac dung phu lén h¢ hd hip bao gém
viém mii hong. viém mai, chiay mau cam, ho va hiém
khi kho the.

Tim thin: Tac dung phu l&n tam thin bao gdm gav
nén tinh hung hang va kich dong.

Co xuong khép: Téc dung phu Ién co xuong khop
bao gom ching dau co.

Hé tiét ni¢u: Tac dung phu lén hé tiét ni¢u bao gém
chirng bi tiéu.
Théng bde cho bdc si cdc tdc dung khong mong
muén gip phai khi sie dung thuéc.

QUA LIEU VA XULY

Céc triéu chimg qua licu cé thé bao gdm budn ngi &
ngudi I6n; Kich dong va bbn chon @ giai doan déu, sau
d6 1a bubn ngt & tré em. Chua tim thiy thube giai doc
dac hiéu cho levocetirizin hydrochlorid. Néu xay ra
tinh trang qua lidu, khuyén cdo diéu tri tridu chirng va
hé trg.

Levocetirizin hydrochlorid loai bo bing cich thim
tach khong c6 hiéu qua, va thim tach sé khong cé tac
dung trir khi sir dung dong théi véi tac nhan co thé
thim tich.

BAQ QUAN

Bao quan dudi 30°C. Tranh anh sang va dm.
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(Vién nén Levocetirizin Hydrochlorid 5.0 mg)

HAN DUNG _
24 thang ké tir ngay san xuat.

TRINH BAY
Hép 10 vix 10 vién

TIEU CHUAN
Nha san xuat.

£ ch ky huimg diin sir dyng truréc khi dang.

- Néu cin thém théng tin, xin héi ¥ kién bic si.
- Dé xatim tay tré em.

SAN XUAT béi:

WINDLAS Biotech Limited

40/1, Mohabewala Industrial Area, SBI Road,
Dehradun-248110, Uttaralchand, An P§.

https://trungtamthuoc.com/
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TO THONG TIN CHO BENH NHAN

15 Tén san pham:
Levtrang
2 M5 ta san pham:

Vién nén bao phim, hinh tron, mau hong, 16i & hai mat.

3. Thanh ph‘iﬁn va ham luong coa thude: Mdi vién nén bao phim c6 chira :

Hoat chdt: Levocetirizine hydrochloride 5,0 mg

- Ta dwgc: Tinh bot ngé BP: 12mg, lactose BP: 105mg, polyvinyl pyrrolydon (K-30) BP: 5 mg,
magnesi stearat BP: 1,5 mg , talc tinh khiét BP: 1,98 mg, isopropyl alcohol BP: vira du, HPMC(E-15)
BP: 0,57 mg, HPMC(E-5) BP: 2,85 mg, P.E.G-400 BP: 0,62 mg, titan dioxid BP 2 mg , mau ponceau
4R lake [H: 0,06 mg, nhii twrong simethicon (30%) USP: 0,05 mg, nurde tinh khiét BP: vira du.

4. Thudc ding cho bénh gi?
- Dé lam giam cac triéu chimg lién quan téi viém miii di img theo mua, viém miii di img dai dang.

5. Nén dung thude nay nhu thé nao va liéu luong?

Déi vdi ngieci lom va tré em = 12 tuéi:

Liéu khuyén cao cua levocetirizin hydrochlorid la S mg/ngay liéu don vao budi toi. Mot sd bénh nhan
¢6 thé dugc kiém soat bang viéc sir dung liéu 2,5 mg/ngay vao budi tdi

Doi voi tré 1ir 6 - 11 tudi: ‘ o ,};,/
Liéu khuyén cdo ctia levocetirizin hydrochlorid 1a 2,5 mg/ngay li€u don vao bu6i toi. Khong nén vurot
qud lieu 2,5 mg/ngay boi vi tic dong & liéu 5 mg la xap xi gap doi so vai ngudi lén.

Doi véi tre tir 6 thang dén 5 tudi: . .

Liéu khuyén céo ban dau cia levocetirizin hydrochlorid 1a 1,25 mg/ngay lieu don vao budi toi. Khong
nén vurot qua lidu 1,25 mg/ngay dua trén sw so sanh tuong quan véi nguoi truong thanh ding liéu 5
mg.

Cach dung: ) i ) . ’

Vién nén dung dudng udng. Khuyén cdo nén nudt ca vién (khong nhai hay nghién trude khi nuot).

6. Khi nao khéng nén dung thude nay?
- Bénh nhan qua man voi levocetirizin hay vai bét cir thanh phan nao cua thude. Cac phan (g xudt
hi¢n tir no1 me day toi soc phan vé.
- Bénh nhan suy than giai doan cudi.
- Bénh nhan suy thdn giai doan cudi (Cle < 10 mL/min) va bénh nhén chay thdn nhan tao.
- Bénh nhén nhi suy giam chirc nang than.
- Tré em tir 6 thang dén 11 tudi suy giam chirc ning than.

7 Tac dung khéng mong mudn:

He tim mach: Tac dung phy lén tim mach hiém khi xay ra bao gom danh trong ngure.

Da liéu: Téc dung phu Ién da hiém khi xay ra bao gdm phii mach than kinh, phat ban, ngira, hdng ban
nhiém sic c¢d dinh va ndi mé day.

H¢ tiéu héa: Tac dung phu Ién hé tiéu héa bao gém kho miéng (2,6%), va hiém khi bao gbm budn
non. Non ciing da dugc bao céo.

Min cam: Tac dung phu qua man hiém khi xay ra bao gdm cac phan (mg qua min va sdc phan vé

H@ than kinh: Téc dung phu lén hé than kinh bao gdm budn ngi, dau dau, mét moi, co giat va suy
nhuoc. Di cam va chong mat ciing dugc bao cao

https://trungtamthuoc.com/



Gan: Tac dung phu lén gan hiém khi xay ra bao gom cac thu nghiém bét thudng vé chirc nang gan.
Mit: Téac dung phu 1én mat hiém khi xay ra bao gom rdi loan thi giac.

Hé ho hap: Tac dung phu lén hé ho hip bao gom viém miii hong, viém miii, chay mau cam, ho va
hiém khi kho tho.

Tam than: T4 dung phu Ién tim than bao gdm gdy nén tinh hung hang va kich dong.

Co xuong khép: Tac dung phu 1én co xurong khép bao gom chimg dau co.

Hé tiét niéu: Tac dung phu 1én hé tiét niéu bao gdm chung bi tiéu.

8. Can lam gi khi mot 1an quén khong dung thudc? _
Ubng liéu da |5 quén ngay khi nhé ra, néu khi nhé ra cling 1a liic sép ti thoi gian dung liéu ké tiép thi
bo qua liéu da quén. Khong dugc dung gap doi liéu dé bi vao lidu da quén.

9. Can bao quan thudc nay nhu thé nao?
Bao quan dudi 30°C. Tranh dnh sang va am.

10. Nhimng dau hiéu va triéu chirng khi dung thudc qua liéu:

Céc triéu chimg qua liéu o thé bao gdm budn ngi & ngudi 16m; kich dong va bdn chdn & giai doan
ddu, sau do6 la budn ngi ¢ tré em. Chua tim thay thudc giai doc dac hiéu cho levocetirizin
hydrochlorid. Néu xay ra tinh trang qua lieu, khuyén cao diéu tri triéu ching va ho tro.

Levocetirizin hydrochlorld loai bo bang cach thim tach khong ¢6 hiéu qua, va tham tach s& khong ¢

tac dung trir khi sir dung ddng thdi vai tac nhan c6 thé tham tach.

L. Cén phai lam gi khi dung thudc qua liéu khuyén céo: ]/ '
Ngay lap tic dua bénh nhan dén bénh vién gén nhat. ‘f/
12. Tén/biéu tugng cua nha san xuat/nha nhap khaw chi s hitu gidy phép dang ky san pham:

Co s6 san xuat: Windlas Biotech Limited
40/1, Mohabewala Industrial Area, SBI Road, Dehradun-248110, Uttaralchand, An Do. \

Co so dang ky:
CONG TY CO PHAN DUGC PHAM KHANH HOA
S6 82 dudmg Théng Nhat, Phuong Van Thing, Thanh phd Nha Trang, Tinh Khanh Hoa,Viét Nam

13. Nhirng diéu can than trong khi ding thudc nay
- Ngudi udng rugu
- Phu nit ¢6 thai
- Phu nir cho con bd
Khéng nén dang:
- Tré em dudi 6 tudi. Cong thirc cho tré em (nhi khoa) nén duge sir dung
- Nhitng ngudi di ing vi levocetirizin, cac dan chét piperazin, hodc bat ctr thanh phan nao cia
thudc
- Nhitng ngudi ¢6 van dé vé di truyén hiém gap khong dung nap galactose, thiéu hut Lapp lactase
hodc kém hdp thu glucose-galactose
- Bénh nhan suy giam chirc nang gan trim trong

14. Khi nao cin tham vén bac si-

Thong bao cho bac si nhimg tac dung khéng mong mudn gap pha1 khl su dung thuoc A

15, Ngay xem xét sira ddi lai to thong tin cho bénh nhan: Thang 12;‘2013 {/
‘,;uo cuC TRUONG

N guym Yin Thank

‘\‘_ -
0.
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