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MAU NHAN THUOC PANG KY

1- MAU NHAN CHAI XYGZIN (Chai 100 vién nang ciing)

cONG THUC: Chai 100 vién nang cing TIEU CHUAN AP DUNG: TCCS
Levocetirizin dihydroclorid .. 5 mg SDKNVISA: v
Taduwgc .. vd ................... 1 vién Ma Vach

CHi BINH, CHONG CHi BINH, A YGZI N D6 xa tim tay tré em

LIEU DUNG - CACH DUNG, THAN Boc kj udng din sit dung trude khi ding

TRONG VA CAC THONG TIN KHAC: LE\’(I:EI'BIZN DIHYDROCLORID  5mg Béo quan ngi gﬁnﬁnm d§ dudi 30°C,
Xin doc trong ¥ huéng dan sif dung. -

541 SX/Lot. No

San xudt tqi; e —— NguySX}Mngme : {
2 Han dung/Exp. Date : /«
CONG TY TNHH DUQC PHAM USA - NIC o 0 AL /9
L6 11D, Budng C, KCN T&n Tao Q. Binh Tn, TP HOM T il T 3
*
"’ \2
W
N
2 - MAU NHAN CHAI XYGZIN (Chai 500 vién nang ciing)
S0ms Tk Chai 500 vién nang cimg ™" g 1" " 1%
Levocetirizin dlhydroclond 5 mg
Té dugc .. vd ......... . 1 vién Ma Vach
cHi BINH, CHONG G DINH, ‘ YGZI N
té)
LIEU DUNG - CACH DUNG, THAN ... oo i T e
TRONG VA CAC THONG TIN KHAC: =————— LEVOCETRIZINDIHYDROCLORID 5mg | Bdo qudn noi kho mat, nhiét dg dudi 30°C,
Xin doc trong t3 hubng din sif dyng. ———— _ trénh dnh sdng.
ThuSc ding cho bénh vign ———— 5610 Slot.No
e — Ngay SX/Mig. Date :
w San xudt tai: - Han dung/Exp. Dofe :
CONG TY TNHH cndula(‘amg i;:;
Manufactured by: USA - NIC PHARMA Co., Lid
La 11D, Budng C, KC TMNW{&HQII {, r, mno.mbgrt:nrmp.mrmnu.m

T
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Tp.HCM, Ngay (7 thing (O ndm 2016
KT.Téng Giam Péc
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MA U NHAN THUOC PANG KY

3-MAU NHAN Vi XYGZIN (1 vi x 10 vién nang citng)

C:}ZIN Xvezm X

;dmclond 5mg Levocetirizin Dihydroclorid Levocetirizin Dihyc
¥ PRESCRIBED DOSE C.TY TM!HDWCH“MUSA MC KHONG DUNG QUL
- YGZIN® AYGZN®
! Levocetirizin Dihydroclorid 5 mg Levocetirizin Dihydroclorid 5 mg
KHONG DUNG QUA LIEU CHI BINH USA-NIC PHARMA Co., Lid
@ :

=

GZIN YGZIN® (3
w E

5 mg Levocetirizin Dilyﬂrocbm 5mg Levocehnnn Dihyds uwni

‘.fnsscnmsn DOSE C.TY TNHH DUQC PHAM USA - NIC KHONG DUNG QUA LIEF

y

Tp.HCM, Ngay /7 thdng 10 ndm 2016
KT.Téng Giam Pdc

DS. Trdn Minh Anh
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MAU NHAN THUOC PANG KY

4-MAU HOP XYGZIN (Hop 10 vi x 10 vién nang ciing)

) _

v XYGZIN

LEVOCETIRIZIN DIHYDROCHLORID  5mg

Hgp 10 vi x 10 vién nang ciing

SPECIFICATIONS: IN HOUSE

BE XA TAM TAY CUA TRE EM
00C KY HUONG DAN S0 DUNG TRUGC KHI DUNG

BAO QUAN NOI KHO MAT, NHIET BO DUdI 30°C,

TRANH ANH SANG.

cONG THITC:
Levocetirizin Dihydroclorid ....... 5 mg
Té dugc vifa ai .................... 1 vién

cHi DINH, CHONG cHi BINH,
LIEU DUNG - CACH DUNG, THAN
TRONG VA CAC THONG TIN KHAC:
Xin doc trong td hutng din sir dung.

SBK/VISA: ..
TIEU CHUAN AP DUNG TCCS

Sd_n xudt tqi: 7
CONG TY TNHH DUGC PHAM USA - NIC
L& 11D, Budng C, KCN Tén Tao,0. Binh Tén, TP HCM

v XYGZIN

LEVOCETIRIZINE DIHYDROCHLORIDE

)

Box of 10 blisters x 10 capsules

COMPOSITION :
Levocetirizine Dihydrochloride ... 5 mg
Excipients ... 0.5.p ... 1 capsule

INDICATIONS,
CONTRA-INDICATIONS,
DOSAGE, WARNINGS:

Read the package insert carefully

KMot No
Ngdy SX/Mig. Date
Han ding/Exp. Date :

Manuachwred by. USA - MIC PHARMA Co., Li¢
Block 110, Road C, Tan Tao IP, Binh Tan Dist., HCMC

Tp.HCM, Ngiy (7 thing (O nim 200>

KT.Téng Giim Péc

Ds' Trﬁn Minh Anh
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TO HUONG DAN SU DUNG THUOC

Vién nang cirmg XYGZIN
XYGZIN - Vién nang cing:
¢ Cong thirc: (cho mot vién):
= Levocetirizin dihydroclorid.......mniis 5 mg
- Taduogc.....vveeivnnenns 720 7: 1 1) DO 1 vién

(Tinh bot sén, bjt talc, magnesi stearat)

¢ Tac dung duoc ly:
Duoe luce hoc: )
- Levocetirizin 12 dong phan racemic cta cetirizin, 1a thuéc khang histamin manh c6 tic dung J

a chdng di img, nhung khéng gay budn ngu & lidu dugc ly. Levocetirizin c6 tac dung d6i khang
chon loc & thu thé H;, nhung hau nhu khong c6 tac dung dén céc thu thé khéc, do viy hau nhu
khong c6 tac dung dbi khang acetylcholin va khéng c6 tic dung dbi khéng serotonin. |>
Levocetirizin (rc ché giai doan sém cia phan tng di img qua trung gian histamin va cling lam
giam sy di doi cia céc té bao viém va giam giai phong céc chit trung gian & giai doan mudn
cta phan ing di ing.

Dugc dong hoc:

- Thoi gian ban thai ¢ ngudi 16n 1a 7,9+ 1,9 gio. DY thanh thai 1a 0,63 ml/phut/ kg. Thube duoc
dao thai chu yéu qua nudc tiéu duéi dang chua chuyén héa va chuyén hoa khoang 85,4% liéu
stir dung va khoang 12,9% dugc dao thai qua phén. =

¢ Chi dinh: Levocetirizin dugc chi dinh trong diéu tri cac truomg hop di tmg:

- Viém miii di tmg theo mua (bao gdm céc triéu chimg & mét)

- Viém mili di rng khong theo mua.

- Cham man tinh. M

¢ Liéu dung-cdch dung:
- Ubng 1 lan duy nhét trong ngay va co thé ubng cung hoac khong cung véi thic an.
Nguoi 16n va tré em tr 6 tudi tro lén: Liéu hang ngay khuyén céo la 5 mg (mdt vién).
Ngudi gia: Can chinh liéu & nguoi gia va suy giam chirc nang than.

D0 thanh thai creatinin A
' Liéu dung
(ml/min)
> 80 1 vién/ ngay
50-79 1 vién/ ngay
30-49 1 vién mdi 2 ngay
30 1 vién mdi 3 ngay
10 Chéng chi dinh

O bénh nhan nhi suy than, lidu phai dugc didu chinh theo timg ca nhén.
¢ Chong chi dinh:

- Nhimg ngudi c6 tién xir di img v6i levocetirizin, véi hydroxyzin hay bét cir thanh phén nao cua
thude.

- Bénh than ndng v6i né)ng do thanh thai creatinin dudi 10 ml/phat.
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¢ Tic dung khéng mong muén:
- Céc tac dung khong mong muc‘n‘x & mirc d§ nhe dén trung binh nhu kho miéng, suy nhugc, mét
moi, dau dau, viém mili, viém hau hong, mat ngu, dau bung va dau nira dau (trén 1%).
Théng bao cho bac si nhimg tac dung khéng mong mudn gap phai khi sir dung thudc.
¢ Than trong:

Thén trong cho nhimg bénh nhan ¢ van @ di truyén vé khong dung nap galactose, suy giam
Lapp lactase hodc giam hip thu glucose-galactose ciing khong nén dung thudc nay.

- Can phai diéu chinh liéu & ngudi gia va suy than vira hodc ning va ngudi dang thdm phan thin
nhén tao.

- Cén diéu chinh lidu & nguoi suy gan.

- O mét sb nguoi bénh sir dung levocetirizin c6 hién tugng ngu ga, do vay nén thén trong cho
ngudi lai xe va van hanh may moc.

- Tranh ding dong thoi levocetirizin véi rugu va cac thude e ché than kinh trung wong, vi
ting thém tac dung phu cua thudc nay. J

> ¢ Tuwong tic thude: /

- Chwa c¢6 nghién ciru vé twong tic thudc ciia levocetirizin (bao gdm chwa cé nghién ciru véi
cdc chit cim ing CYP3A4).

- Nhirng nghlen ciru véi hop chit racemic cetirizin cho thiy khéong cé cic twong tic bat lgi |/ =
lién quan vé mat lam sang (véi antipyrin, azithromycin, cimetidin, diazepam, |
erythromycin, glipizid, ketoconazol va pseudoephedrin).

- Trong nghién ciru da lidu giira theophylin (400 mg mot 14n mdi ngay) va levocetirizin, ngudi ta
thdy c6 su giam nhe dg thanh thai cua levocetirizin (16%) trong khi d6 theophylin ¢6 khuynh
hudng khc‘mg bi anh hudng boi thuoce dung phoi hgp levocetirizin.

* |
T

- O mot sé bénh nhan nhay cam thi khi sir dung cetirizin hodc levocetirizin cing v6i rugu hodc
cac thude trc ché than kinh trung wong c6 thé gdy tac dung bat lgi trén h¢ than kinh trung wong.

¢ Sit dung cho phu nir ¢6 thai va cho con bu:
- Khong dung cho phu nif ¢6 thai va cho con b. {\;‘
¢ Sir dung cho ngwoi ldi xe va van hanh may méc:

- Thudc c6 thé gay budn ngi nén thin trong cho ngudi 14i xe va van hanh may méc.

¢ Qui liéu va xir tri:

- Triéu chimg: ngi ga & ngudi 16n; & tré em ban déu 1a kich dong va thao cudng rdi ngu ga.

- X tri: Chua c6 thudc giai doc dic hiéu dbi voi levocetirizin dihydroclorid, chi yéu 1a diéu tri
tri¢u chimg va diéu tri duy tri. Rira da day c6 thé dugc can nhzic néu khoang thdi gian qua lidu
ngan. Loai trir levocetirizin dihydroclorid bang phuong phap tham phén la khong c6 hiéu qua.

¢ Trinh bay:

- Hop 10 vi x 10 vién nang cing.

- Chai 100 vién nang cirng.

- Chai 500 vién nang cing.

¢ Han dung:
- 36 thang ké tir ngay san xuat.
¢ Bio quan:
- Noi khd mat, nhiét d6 dudi 30°C, tranh 4nh sang.
¢ Tiéu chuin: TCCS.
DE XA TAM TAY CUA TRE EM
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
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NEU CAN THEM THONG TIN XIN HOI Y KIEN CUA THAY THUOC
KHONG SU DUNG THUOC QUA HAN DUNG

méNG BAO CHO BAC SI NHUNG TAC DUNG KHONG MONG MUON GAP PHAI KHI
SU DUNG THUOC

CONG TY TNHH DUGC PHAM USA - NIC (USA - NIC PHARMA)
L6 11D dudng C — KCN Tén Tao — Q.Binh Tan — TP.HCM
DT : (08) 37.541.999 — Fax: (08) 37.543.999
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M3u 3/ ACTD
TO THONG TIN CHO BENH NHAN

1. Tén san phim: XYGZIN

2. MO ta sin pham Vién nang ctmg s6 4, hai mau do-hdng, bén trong chira bot thude mau
tring khd toi, ddng nhét.

3. Thanh phan ciia thudc:

MB&i vién chira:

Levocetirizin dihydroclorid...........cccccuennee. 5mg

T4 duge: (Tinh bt sén, bot talc, magnesi stearat)
4. Ham lwgng ciia thude: Levocetirizin dihydroclorid 5 mg
5. Thubc ding cho bénh gi?

Levocetirizin dugc chi dinh trong diéu tri céc truong hop dj tmg: ﬁ\
i - Viém mili di tmg theo mia (bao gdm céc triéu chimg & miit) \0)
- Viém miii di img khong theo mua. / TY m
- Cham man tinh. JHAM
PRRgn £ E o s sl NIC /.
6. Nén dung thuoc nay nhw thé nao va liéu llrgmg" s

- Ubng 1 lan duy nhét trong ngay va co the udng cing hodc khdng cung véi thirc an. @
Ngudi 16n va tré em tir 6 tudi tré 1én: Liéu hang ngay khuyén cdo 12 5 mg (mét vién).
Ngudi gia: Can chinh lidu & ngudi gia va suy giam chirc nang thén.

D thanh thé.i' creatinin ki diing
(ml/min)
> 80 1 vién/ ngay
50-79 1 vién/ ngay
30 - 49 1 vién mdi 2 ngay N\
30 1 vién mdi 3 ngay
- 10 Chéng chi dinh

O bénh nhén nhi suy than, liéu phai dugc didu chinh theo timng c4 nhén. y

7. Khi nao khong nén ding thudc nay?

- Nhing ngudi c6 tién xtr di tmg véi levocetirizin, vdi hydroxyzin hay bét cir thanh phén nao
cua thuoc.

- Bénh than ning véi ndng do thanh thai creatinin dugi 10 mL/phut.

8. Tac dung khong mong muon:

- Céc tédc dung khong mudn ¢ mirc do nhe dén trung binh nhu khd miéng, suy nhugc, mét moi
dau dau, viém miii, viém hau hong, mat ngu, dau bung va dau nira dau (trén 1%).
Théng bao cho béc si nhitng tic dung khong mong mudn gip phai khi sir dung thudc

9. Nén tranh cdc loai thudc hodc thwe phim gi khi dang sit dung thudc nay?

- Chwa c6 nghién ciru vé twong tic thudc ciia levocetirizin (bao gdm chwa cé nghién ciru
v6i cdc chit cam ing CYP3A4).

- Nhirng nghién ciru véi hop chit racemic cetirizin cho thiy khéng c6 cdc twong tic bit
loi lién quan vé mit 1Am sang (véi antipyrin, azithromycin, cimetidin, diazepam,
erythromycin, glipizid, ketoconazol va pseudoephedrin).
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Trong nghién ctru da liéu giira theophylin (400 mg mét 1an mdi ngay) va levocetirizin,
ngudi ta thdy c6 su giam nhe d thanh thai cua levocetirizin (16%) trong khi d6 theophylin
¢6 khuynh hudng khong bi anh hudng béi thude ding phdi hop levocetirizin.

O mot sb bénh nhan nhay cam thi khi sir dung cetirizin hodc levocetirizin cling véi rugu
hodc céac thudc trc ché than kinh trung wong c6 thé gy tac dung bt lgi trén hé than kinh
trung uong.

10. Cin 1am gi khi mét lAn quén ding thudc.

11.

12.

Tiép tuc ding thudc theo hudéng din. Khong dung lidu gap ddi khi quén khong udng thude.
Chn bao quan thudc nay nhw thé nao?

Noi khé mat, nhiét do duéi 30°C, tranh anh sang.

Nhirng d4u hiéu va triéu chirng khi dung thudc qua liéu.

Triéu chimg: Ngi ga & ngudi 16m; & tré em ban dau 12 kich dong va thao cudng rdi ngu ga.

13. Can phai lam gi khi ding thudc qua liéu khuyén cdo.

14. Tén ciia nha sin xuét sian phim:

15.

16.

17.

Xir tri: Chua ¢6 thude giai doc dic hidu dbi voi levocetirizin dihydroclorid, chu yéu 1a diéu
tri triéu ching va diéu tri duy tri. Rua da day c6 thé duoc can nhéc néu khoang thoi gian qua \
liéu ngén. Loai trir levocetirizin dihydroclorid bing phwong phép thdm phén la khong c&
hi¢u qua.

._,____\_‘1._;,.," by 1 ‘
e

Cong ty TNHH Dugc pham USA - NIC
Nhitng diéu cin than trong khi dung thudc nay.

Théan trong cho nhimg bénh nhan co6 vAn @ di truyén vé khong dung nap galactose, suy
giam Lapp lactase hodc giam hap thu glucose-galactose ciing khong nén diung thube nay.

Cén phai diéu chinh liéu & nguoi gia va suy than vira hodc ning va ngudi dang thAm phan
than nhéan tao.

Cén diéu chinh lidu & nguoi suy gan.

O mot sb ngudi bénh sir dung levocetirizin ¢6 hién tugng ngl ga, do vy nén than trong cho
ngudi lai xe va van hanh may moéc.

Tranh ding dong thoi levocetirizin voi rugu va cac thudc e ché than kinh trung wong, vi
lam ting thém tac dung phu cua thudc nay.

Khi nao cin tham van bic si?

Théng bao cho bac si nhimg tac dung khong mong mubn khi str dung thude.

Ry w_-a.f <

Ngay xem xét sira ddi lai to thong tin cho bénh nhian: Ngay 17/10/2016
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