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KHAVETRI

(Vién nén Levocetirizin Hvdrochlorid 3.0 mg)

THANN PHAN

Mbi vién nén bao phim chira:

- Duoc chit: Levocetirizin hydrochlorid 5,0 mg

- Ta duge: Tinh bét ngd. lactose. polvvinyl pyrrolydon
(K-30). magnesi stearat. talc tinh khiét, HPMC(E-15).
HPMC(E-3). P.E.G-400. titan dioxid. mau ponceau 4R
lake. nhi tuong simethicon (30%).

DL OC DONG HOC

+ Hip thu .

Levocetirizin hap thu nhanh va manh khi dung duimg
ubng. O nguoi truong thanh. dinh néng dé thude trong
huyét thanh dat dugc ¢ 0.9 giv sau khi ding thude
duemg udng.

» Phin bé

Lugng levocetirizin lién két véi protein huyeét tuemg o
i vitro trung binh khedng tir 91 dén 92%. khéng phy
thudc vao nong 4 trong pham vi 90-5000 ng/mL, bao
g6m néng do trong huyet tuomg ¢ ngudng diéu tri cho
phép. Sau khi dung dudmg uéng, thé tich phin bd
trung binh khodng 0.4 L/kg, dic trung cho phin bd
trong téng luong nuoe cia co thé.,

* Chuyén hoa .

Con dutmg chuvén hoa levocetirizin bao gom oxi hoa
nhan thom. khir nhom alkyl diu N- va O-, va két hop
voi taurin, Con dudng khir nhom alkyl chi véu qua
trung gian CYP 3A4 trong khi oxi hoa nhan thom lién
quan dén va‘hoac nhiéu déng dang CYP chua xac
dinh,

= Thai trir ,

Thot gian ban thal trong huyét tuong & nguot truong
thanh khoe manh trong khoang 8 dén 9 tiéng sau khi
dung duong udng. Con dudng bai tiét chinh cua
levocetirizin va cac chét chuyén héa cua né théng qua
nuae tleu chiém trung binh 83.4% liéu dung. Luong
bai tiét qua phin chi chiém 12.9% tong licu.

DU'OC LLU'C HOC )

Levocetirizin. dong phan doi quang co tac dung cua
cetirizin. la thude khing histamin; tac dung chinh cua
né gidn tiép théng qua su (e ché chon loc thy thé HI.
Téac dung khang histamin cua levocetinzin d3 duoc
ghi nhan & nhidu md hinh nguéi va dong vat. Két hop
voi cac nghién ciru [z vitro chi ra rang levocetirizin co
ai lue voi thy thé HI ngudi cao gip 2 lin so voi
cetirizin (trong tmg Ki =3 nmol/L 50 vo1 6 nmol/L).

CHI DINH
B¢ lam giam cdc trigu chimg lién quan &1 viém mai dj
tmg theo mua, viém mii di (mg dai dang.

LIEU LUQONG VA CACH DUNG

Liéu khuvén cio: _

D6i voi ngudi lom vi tré em > 12 tudi:

Liéu khuyén cdo cua levocetirizin hvdrochlorid la 3
mg/ngay licu don vao budi tdi. Mot sé bénh nhin co
the dugc kiém soat bang viée sir dung lidu 2.3
mg/ngay vao budi toi.

Df!i Vi tré tir 6 - 11 tudi:

Liu khuyén ¢ao cua levocetirizin hydrochlonid 1a 2.5
mg/ngay liéu don vao budi t6i. Khong nén vuot qua
luu 2.5 mg/ngay béi vi tac dong & liéu 3 me la xdp xi
gap dd6i 50 vai ngudi lom.

Péi v treé tir 6 thang dén 3 tudi:

liéu khuyén cdo ban ddu cua levocetirizin
hydrochlorid la 1.25 mg/ngay ligu don vao budi toi.
Khong nén vuot qua liéu 1,25 mg/ngay dua trén su so
sanh tuong quan véi ngudi truéng thanh ding lidu 3
me.

Li¢u ding & bénh nhin suy thin:
Neudn lém va tré em tir 12 tudi tro 1én:

Giai doan cua | P4 thanh | Liéudang |

bénh thai
Creatinin |

Suy thdn nhe Cleg= 350-80 | 1 wvién méi |
mliphit ngay

Suy than vira Cler = 30-50 | 1 vién mdi
ml/phut ngay

Suy thin nang CLcr = 10-30 | Mt vién madi
ml/phut lan. dung 2

lin/tudn |

Bénh nhin suv | CLeg < 10 | Chéng  chi |

thin giai doan CUOI. ml/phit dinh

dang phai chay

| thin nhan tao

Khong can diéu chinh liéu néu bénh nhin chi bi suy
gan. tuy nhién trong truémg hop bi suy gan cing voi
suv thin. nén dung theo lidu da diéu chinh.

Cich ding:
Vién nén dung duong uong. Khuyvén cao nén nuot ca
vién (khong nhai hay nghién trude khi nudt).

CHONG CHI DINH
Sir dung levocetirizin hvdrochlorid chéng chi dinh
trong trudmg hop:
- Bénh nhan qué mdn voi levocetirizin hay vai bat
cur thanh phan nao cua thudc. Cac phan (mg xuit
hién tir n6i mé day i sbe phan vé.
- Bénh nhan suy than giai doan cudi.
- Bénh nhdn suy than giai doan cudi (Cl., < 10
mL/min) vi bénh nhén chay thin nhin tao.
- Bénh nhin nhi suy giam chuc nang thdn.
- Tré em tir 6 thang dén 11 tudi suy giam chirc nang
thin.

CANH BAOQ VA THAN TRONG

Levocetirizin nén sir dung thén trong & nhirng
trdmg hop:

- Nguoi udng ruou

- Phu nir co thai

- Phu nir cho con bua

Khéng nén ding:
- Tré em duodi 6 tudi. Cong thic cho tré em (nhi
khoa) nén duoc sir dung

-
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KHAVETRI
(Vién nén Levocetirizin Hvdrochlorid 5.0 mg)

- Nhimg nguti di (mg voi levocetirizin, cdc din
chat piperazin, hoac bat cr thanh phin nao cua
thudc

- Nhimg ngudi ¢6 vin dé vé di truyén hiém gap
khong dung nap galactose, thiéu hut Lapp lactase
hoac kém hap thu glucose-galactose

- Bénh nhan suy giam chirc nang gan trim trong

TUONG TAC THUOC

D liéu /r vitro cho thay levocetirizin dudmg nhu
khong anh hudng 161 twemg tic duoc ddng hoc. thong
qua trc ché hay hoat hoa cic enzym chuyén hoa thudc
& gan. Khong cé nghién ciru twong téc thude-thudc
duoc bio cdo voi levocetirizin. Cac nghién ciru tuong
tac thudc da duoc thuc hién vai hon hop racemic
cetirizin,

Antipyrin, Agithromycin, Cimetidin, Erythromycin,
Ketoconazol, Theophyllin, vi Pseudoephedrin

Cac nghién ciru tuong tac duoc dong hoc da thuc hién
voi hén hop racemic cetirizin di chimg to rang
levocetirizin  khéng tuong tac voi  antipyrin,
pseudoephedrin, erythromycin, azithromycin,
ketoconazol, va cimetidin. C6 su giam nhe (-16%) hé
s6 thanh thai giy ra bor su dung liéu 400 mg
theophvllin. Co thé 1a theophvllin ding liéu cao co the
gay anh huong lon hon.

Ritonavir ) .

Ritonavir cd thé lam tang nong dd levocetirizin trong
mau. ¢o thé lam tang nguy co cua nhimg tac dung phu
¢ levocetirizin. Nhan vién y T.c klem tra truoc khi su
dung két hop cic thube nay. néu can thiét co thé giam
liéu levocetirizin.

Theophyllin
Theophyllin 6 thé 1am tang nhe ndng dd levocetirizin
trong mau. Khong biét no c6 thé gaw ra bat ky »an dé
nao khong, do dé béo cho nhan vién y té biét néu ban
gap bét ky vin dé nao khi s dung két hop cac thudce
nav vii nhau.

PHU NU' CO THAI VA CHO CONBU
Phu nir ¢o thai
Nhom B.

Phu nir cho con b
Khéng xéc dinh duoc; tuy nhién cetirizin da dugc bao
c4o bai tiét qua siia me.

Tré em

Tinh an toan va hiéu qua chua duge ching minh & tré
dudi 2 toi trong diéu tr viém mai di img theo mua
hodc tré dudi 6 thang tudi trong diéu tri viém miii dj
{mg dai dang va n6i mé day twr phat man tinh,

ANH HUONG TOI KHA NANG LAI XE VA VAN
HANH MAY MOC

Trong cac thir nghiém lam sang xay ra tinh trang budn
nzl, mét moi va suy nhuge da duge bao cao & mot s
bénh nhan sau khi didu tri véi levocetirizin
hydrochlorid. Bénh nhan nén dugc canh bao tranh

tham gia vdo nhimg cong viéc nguy hiém doi hoi hoan
toan tinh tao, va co su dung dong co gidng nhu vin
hanh may méc hay lai xe sau khi udng levocetirizin.

TAC DUNG KHONG MONG MUON
HE tim mach: Tac dung phu lén tim mach hiém khi
Xy ra bao gbm danh tréng ngue.

Da li¢u: Tac dung phu Ién da hiém khi xay ra bao gom
phi mach than kinh, phat ban. ngira. héng ban nhiém
sac ¢b dinh va ndi mé day.

HE tiéu hdéa: Tac dung phu lén h¢ ticu hoa bao gbm
khé miéng (2.6%). va hiém khi bao gom budn nén.
Noén cing dd dugc bao cao.

Man cam: Tac dung phu qua man hiém khi xav ra bao
gbm cdc phan (mg qua man va sdec phan vé.

Hé th':lr! kinh: Tac dung phu lén hé than kinh bao
gom budn ngu. dau dau, mét moi, co gidt va suy
nhuoc. D cam va chong mat ciing duoc bdo cao.

Gan: Tac dung phu 1én gan hiém khi xdy ra bao gom
cdc tha nghiém bat thutmeg vé chic nang gan.

.\f}[ﬁl: Tac dung phu 1én mit hiém khi xay ra bao gém
roi loan thi giac.

H¢ hd hép: Tac dung phu 1én hé hd hip bao gom
viém mii hong, viém mii, chay mau cam. ho va hiém

khi kho tha.

Tim thin: Tac dung phu lén tim thin bao gbm gay
nén tinh hung hang va kich dong.

Co xuong khop: Tac dung phuy lén co xuomg khop '_L

bao gém chimg dau co.

Hé tiét ni¢u: Téc dung phu 1én hé tiét niéu bao gbm
chimg bi tiéu.
Théng bdo cho bdc si cdc tde dung khong mong
muén gdp phai khi sie dung thuéc.

QUA LIEU VA XULY :

Cac triéu chimg qua liéu co thé bao gbm budn ngu &
ngudi lém; kich dong va bén chon ¢ giai doan ddu, sau
do la budn ngit & tré em. Chua tim thiy thude giai doc
didc hiéu cho levocetirizin hydrochlorid. Neu xav ra
tinh trang qua liéu, khuyén cdo diéu tri triéu chimg va
hd tro.

Levocetirizin hydrochlorid loai bo bing cach thdm
tach khong cé hiéu qud, va tham tich s& khéng co tac
dung trir khi sir dung dong thoi voi tac nhan cd thé
thim tach.

BAO QUAN )
Béo quan dudi 30°C. Tranh anh sang va am.
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KHAVETRI

(Vién nén Levocetirizin Hydrochlorid 5.0 mg)

HAN DUNG )
24 thang ké tr ngay san xuat.

TRINH BAY
Hoép 10 vi x 10 vién

TIEU CHUAN

Nha san xuat.

- Dgc ky hrdng din sir dung trude khi ding.
- Neu can tnem mong un, xin no1 y Kien béc si.
- Dé xa tAm tay tré em.

SAN XUAT bdi:
WINDLAS Biotech Limited

40/1, Mohabewala [ndustrial Area, SBI Road.
Dehradun-248110, Uttaralchand, An Do.
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TO THONG TIN CHO BENH NHAN

L. Tén san pham:
KHAVETRI

2. M6 ta san pham:
Vién nén bao phim, hinh tron, mau hdng, 16i & hai mat.

3. Thanh phan va ham lugng cua thude: Mi vién nén bao phim c¢6 chira :

- Hoat chat: Levocetirizine hydrochloride 5,0 mg

- Ta duwgc: Tinh bot ngd 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 dii, 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 twong simethicon (30%) USP: 0,05 mg, nudce tinh khiét BP: vira du.

4. Thude dung cho bénh gi?
- Pé lam giam cac triéu chimg lién quan t&i viém miii dj img theo mua, viém mii di ing dai ding.

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

D6i véi ngueoi lom va tre em > 12 tuéi:

Liéu khuyén cao cia levocetirizin hydrochlorid la 5 mg/ngay liéu don vao budi téi. Mot s6 bénh nhan
¢6 thé duge kiém soat bang viéc sur dung lidu 2,5 mg/ngay vao budi tdi

Déi voi tré e 6 - 11 tudi:

Liéu khuycn cao cua levocetirizin hydrochlorid 1a 2,5 mg/ngay lieu don vao budi téi. Khong nén virot
qua lieu 2,5 mg/ngay bai vi tac dong o lidu 5 mg la xap xi gap doi so voi ngudi 1on.

Dq: voi tre tir 6 thang d"en 3 ioi: ) o

Licu khuyén cao ban dau cua levocetirizin hydrochlorid 1a 1,25 mg/ngay liéu don vao budi toi. Khong
nén vurgt qua lidu 1,25 mg/ngay dua trén su so sanh tuong quan v&i ngudi trudng thanh dung liéu 5

mg.
Cach dung: J/
Vién nén dung durong udng. Khuyén cdo nén nudt ca vién (khong nhai hay nghién trude khi nuot). é"v/

6. Khi nao khong nén diing thude nay?
- Bénh nhén qua man vOi levocetirizin hay voi bét cir thanh phan nao cia thude. Cac phan (g xuét
hién tir ndi me day téi sdc phan vé.
- Bénh nhan suy than giai doan cudi.
- Bénh nhan suy than giai doan cudi (Cl,, < 10 mL/min) va bénh nhan chay than nhan tao.
- Bénh nhan nhi suy giam chirc ning than.
- Tré em tir 6 thang dén 11 tudi suy giam chirc nang than.

i Tac dung khéng mong mudn:

Hé tim mach: Tac dung phu Ién tim mach hiém khi xay ra bao gém danh tréng nguec.

Da liéu: T4c dung phu lén da hiém khi xay ra bao gdm phii mach than kinh, phat ban, ngira, héng ban
nhiém sic ¢d dinh va ndi mé day.

HE tiéu hoa: Tac dung phu lén hé tiéu hoa bao gdm kho miéng (2,6%), va hiém khi bao gdm budn
noén. Non ciing da dwgc bao céo.

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

Hé than kinh: Tac dung phu lén hé than kinh bao gbém budn ngu, dau dau, mét moi, co giat va suy
nhugc. Di cam va chong mat cling duoc bao cao
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Gan: Tac dung phu Ién gan hiém khi xay ra bao gom cac thir nghiém bat thuomg vé chirc nang gan.
Mit: Tac dung phu 1én mat hiém khi xay ra bao gdm rdi loan thj giac.

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

Tam than: Ta dung phu 1én tdm than bao gdm gy nén tinh hung hang va kich dong.

Co xuong khép: Tac dung phu lén co xwong khép bao gdbm chirng dau co.

Hé tiét niéu: Tac dung phu lén hé tiét niéu bao gbm chimng bi tiéu.

3 Cén lam gi khi mot 1an quén khong diing thude?
Udng liéu da 16 quén ngay khi nhd ra, néu khi nhé ra ciing la lic sip t&i thoi gian ding liéu ké tiép thi
bo qua liéu da quén. Khong duoc ding gap dbi liéu dé bu vao lidu da quén.

0. Cén bao quan thude nay nhu thé nao?
Bao quan dudi 30°C. Tranh anh sang va am.

10. Nhirng dau hiéu va triéu cht’rng khi dung thuée qua lieu:

Cac tri¢u chung qua liéu cd thé bao gdm budn ngu & nguot 16n: kich dong va bon chon ¢ giai doan
dau. sau do la budn ngt o tré¢ em. Chua tim tha) thude giai doc dic hiéu cho levocetirizin
hvdrochlorid. Néu xay ra tinh trang qua liéu, khuyén cao diéu tri triéu chimg va hé tro.

Levocetirizin hydrochlorid loai bo bang cach tham tach khong c6 hiéu qua, va tham tach s& khong cé
tac dung trir khi sir dung dong thoi vi tac nhan 6 thé tham tach.

11. Can phai lam gi khi dung thudc qua liu khuyén céo: 4'7, _
Ngay lap tirc dira bénh nhdn dén bénh vién gan nhit. p
12. Tén/biéu tuong cua nha san xuat/nha nhap khau/ chu so hitu gidy phép dang ky san pham:

Co so san xuat: Windlas Biotech Limited
40/1, Mohabewala Industrial Area, SBI Road, Dehradun-248110, Uttaralchand, An D6,

Co so dang ky:
CONG TY CO PHAN DUQC PHAM KHANH HOA
S6 82 dudng Thong Nhit, Phuong Van Thang, Thanh phé Nha Trang, Tinh Khanh Hoa,Viét Nam

13. Nhimg diéu can than trong khi diing thube nay
- Ngudi udng ruou
- Phu nir ¢6 thai
- Phu nit cho con bu
Khoéng nén dung:
- Tre em dudi 6 tudi. Cong thire cho tré em (nhi khoa) nén duge sir dung
- Nhimg nguoi di ang véi levocetirizin, cac dan chét piperazin, hodic bt cir thanh phan nao cia
thuode
- Nhirng ngudi ¢6 van dé vé di truyén hiém gap khong dung nap galactose, thiéu hut Lapp lactase
hoac kém hap thu glucose-galactose
- Bénh nhan suy giam chirc nang gan trim trong

14. Khi nao cin tham van bac si: f“ : g

Thong bao cho béc si nhirng tac dung khéng mong mudn gap phal Khi st dung thuoc

1§ Ngay xem xét sura ddi lai to thong tin cho bénh nhén: Théng 12/2013.

PHO CUC TRUGNG
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