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R San wudt tai CONG TY CO PHAN DUGC PHAM DAT VI PHU
Ld M7A, Buting D17, Khu Cong nghiép My Phude 1, Phuding
DAVIPHARM Thdl Hoa, Thanh phé Bén Cét, Tinh Binh Ducng, Viét Nam
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CONTRAHIST

Levacetirizin dihydraclorid
5mg

Dung ding liu chi dinh

DAVIPHARM

CONTRAHIST

Levocetirizin dihydroclorid
5mg

Dung dang ligu chi dinh

DAVIPHARM

CONTRAHIST

Levocetirizin dihydroclorid
5mg

Dung ding ligu chi dinh

DAVIPHARM

CONTRAHIST

Levacetirizin dihydroclorid
smg

Duing dang liéu chi dinh

DAVIPHARM

e chuydn giao cong nahé tir ADAMED PHARMA S.A
Pienkow, Mariana Adamkiewicza 6A, 05-152 Czosnaw, Poland

San xudt tair CONG TY CO PHAN DUTC PHAM DAT VI PHU

Lé M7A, Budng D17, Khu Cang nghiép M§ Phude 1, Phudng
Thé! Hoa, Thanh phé Bén Cat, Tinh Binh Dueng, Viét Nam

DAVIPHARM

CONTRAHIST

Levecetirizin dihydroclorid
5mg

Ding dang liéu chi dinh

DAVIPHARM

CONTRAHIST

Levocetirizin dihydroclorid
5mg

Ding ddng ligu chi dinh

DAVIPHARM

CONTRAHIST

Levocetirizin dihydroclorid
5mg

Ding ding ligu chi dinh

DAVIPHARM
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CONTRAHIST

Levocetirizin dihydrociorid 5 mg

Hop 2 vi x 7 vién hén bao phim/

Sar xudt tai CONG TY €0 PHAN DUCJC PHAM BAT VI PHU

L& MTA, Buling D17, Khu Céng nghifp My Phudc 1, Phudng

SWIPHARM Thdi Hba, Thanh phd Bén Gat, Tinh Binh Dudng, Vigt Nam

e ADAMED

Bluae chuyén gize chng nghé nr ADAMED PHARMA S.A
swicza 64, 05-152 Czosndw. Poland

Piefkdw, Mariana Ada
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CONTRAHIST

Levocetirizin dihydroclorid
5mg

Ding ding ligu chi dinh

DAVIPHARM

CONTRAHIST

Levocetirizin dihydroclorid
5mg

Ding dung ligu chi dinh

DAVIPHARM

CONTRAHIST

Levocetirizin dihydroclorid
5mg

Ding ding ligu chi dinh

DAVIPHARM

CONTRAHIST

Levocetirizin dihydroclarid
5mg

Dung ddng liBu chi dinh

Duge chuyén giao céng nghé Lix ADAMED PHARMA S.A
Pienkiow, Mariana Adamkiewicza 6A, 05-152 Czosnaw, Poland

DAVIPHARM

CONTRAHIST

Levocetirizin dihydroclaorid
5mg

Diing dung ligu chi dinh

DAVIPHARM

CONTRAHIST

Levocetirizin dihydroclorid
5mg

Ding ddng ligu chi dinh

DAVIPHARM

CONTRAHIST

Levocetirizin dihydroclorid
5mg

Dong ding liéu chi dinh

San xual tar: CONG TY CO PHAN DUTC PHAM DAT VI PHU
Lé M7A, Budmg D17, Khu Cong nghigp My Phudt 1, Phutng
Thésl Ha, Thanh phd Bén Cat, Tinh Binh Dudng, Viét Nam
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Levocetirizin dihydroclorid 5 mg
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Levocetirizin dihydrociorid 5 mg
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San xuat tai: CONG TY CO PHAN DUCC PHAM BAT VI PHU
Lé M72, Buong D17, kKhu Cong nghuép My Phudc 1, Phuding
DAavVIPHARM Thdi Hba, Thanh phd Bén Cdt, Tinh Binh Duong, Viét Nam
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Levocetirizin dihydroclorid
5mg

Dung ddng lidu chi dinh

DAVIPHARM

CONTRAHIST

Levocetirizin dihydroclarid
5mg

Diing ding ligu chi dinh

E DAvIPHARM

CONTRAHIST

Levacetirizin dihydroclorid
5mg

Ding ding lieu chi dinh

DAVIPHARM

S4n xuat tal: CONG TY CO PHAN DUTC PHAM DAT VI PHU

Lé M7A, Bugng D17, Khu Céng nghiep My Phude 1, FPhudng
Thai Hoa, Thanh phé B&n Cét, Tinh Binh Duong, Viet Nam

5mg

Diing ding ligu chi dinh

DAVIPHARM

CONTRAHIST

Levocetirizin dihydroclorid
Smg

Dlng ding ligu chi dink

DAVIPHARM

CONTRAHIST

Levocetirizin dihydraclorid
5 mg

Diing dung liéu chi dinh

DAVIPHARM
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Levocetirizin dihydroclorid 5 mg

CONTRAHIST e

Levocetirizin dihydroclorid 5 mg
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DAVIPHARM

Hip 4 vi x 7 vién nén bao phim

Boc ki hudng din sif dung trude khi diing

Béo quan: Bao bl

DE XA TAM TAY TRE EM

kin, noi kho réo, trénh énh sanag,

nhiét 45 khong qua 30°C

\ Thuéc diing dudng uéng
%
| ADAMED

Sin xudt tai: CONG TY €O PHAN DUCC PHAM DAT VI PHU
6 M7A, Budng D17, Khw Céng nghiép My Phudc 1, Phudng
Thdi Hba, Thanh phé Bén Cat, Tinh Binh Dudng, Viét Nam
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CONTRAHIST

Levacetirizin dihydroclorid
5mg

Ding ddng ligu chi dinh
| 4

DAVIPHARM

CONTRAHIST

Levacetirizin dihydroclorid
3mg

Dung ddng ligu chi dinh

DAVIPHARM

CONTRAHIST

Levocetirizin dihydroclorid
S5mg

Ding dung ligu chi dinh

DAVIPHARM

CONTRAHIST

Levocetirizin dihydroclorid
5mg

Dung dang ligu chi dinh

DAVIPHARM

Buge chuyen giao cang nghe ti: ADAMED PHARMA S.A

San xudt tai: CONG TY CO PHAN DUOC PHAM DAT VI PHU
Lo M74, Budmg D17, Khu Cong nghigp My Phudc 1, Phudmg
Théi Hoa, Thanh phd BEn Cat, Tinh Binh Duong, Viét Nam

Pierkdw, Mariana Adamkiewicza 6A, 05-152 Czosndw, Poland

5mg

5mg

5mg
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Levocetirizin dihydroclorid

Ding ding liew chi dinh

DAVIPHARM

CONTRAHIST

Levocetirizin dihydroclorid

Dlng ddng ligu chi dinh

DAVIPHARM

CONTRAHIST

Levocetirizin dihydroclorid

Ding ding lieu chi dinh

DAVIPHARM
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CONTRAHIST | 5mg

Levocetirizin dihydroclonid 5 mg

CONTRAHIST

Levocetirizin dihydroclorid 5 mg
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DAVIPHARM

Hop B vi x 7 viln hén bao phim[J =

Poc ky huidng diin sif dung trurde khi dimg e
| Thuse ding duling udng -~

\ . . BE XA TAM TAY TRE EM
Bdo quan: Bao bl kin, noi khd rdo, Urénh dnh sdng, _

| nhigt 86 khéng gus 30°C

San xust 13 CONG TY CO PHAN DUDC PHAM BAT VI PHU
E L4 M74. Dubng D17, Khu Cong nghigp Mi Phudc 1, Phuling

APHARM  The| Hoa, Thanh phd Bén Cat. Tinh Binh Dudng, Vigt Nan
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Levocetirizin dihydroclond
5mg

Ding dung ligu chi dinh

DAVIPHARM

CONTRAHIST

Levocetirizin dihydroclorid
S5mg

Dung dung ligu chi dinh

DAVIPHARM

CONTRAHIST

Levocetirizin dihydroclorid
5mg

Diing diing [iéu chi dinh

DAVIPHARM

CONTRAHIST

Levacetirizin dihydroclorid
5mg

Dung ding liéu chi dinh

DAVIPHARM

Puroe chuyén giao cong nghé tir ADAMED PHARMA S.A
Pierikdw, Mariana Adamkiewicza 68, 05-152 Czosnow, Poland

Sén xudt tai: CONG TY CO PHAN DUOC PHAM DAT VI PHU
Lé M7A, Bueng D17, Khu Céng nghiép M§ Phudce 1, Phuding
Thal Héa, Thanh phé Bén C4t, Tinh Binh Duang, Viét Nam

DAVIPHARM
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Levocetirizin dibydroclorid
5mg

Ding ddng ligu chi dinh

DAVIPHARM

CONTRAHIST

Levocetirizin dihydroclarid
5mg

Ding ding ligu chi dinh

DAVIPHARM

CONTRAHIST

Levocetirizin dihydroclorid
5mg

Dung dang |iBu chi dinh

DAVIPHARM
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Levocetirizin dihydroclorid
5mg

Ding ding ligu chi dinh

DAVIPHARM

CONTRAHIST

Levocetirizin dihydroclorid
5mg

Ding dang ligu chi dinh

DAVIPHARM

CONTRAHIST

Levacetirizin dihydroclorid
5mg

Dong ddng liéu chi dinh

DAVIPHARM

CONTRAHIST

Levocetirizin dihydroclorid
5mg

Ding ding ligu chi dinh

DAVIPHARM

Sdn xudt tai CONG TY €O PHAN DUGC PHAM DAT VI PHU
L& M7A, Buimg D17, Khu Cang nghiép My Phude 1, Phudng

Thei Hoa, Thanh ph Bén Cat, Tinh Binh Dudng, Viét Nam
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L& M7A, Buding D17, Khu Céng nghiép My Phude 1, Phuting
DAVIPHARM Thdi Hda, Thanh phé Bén Cat, Tinh Binh Dudng, Vigt Nam
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CONTRAHIST

Levocetirizin dihydroclarid
5mg

Ding ding ligu chi djnh

DAVIPHARM

CONTRAHIST

Levocetirizin dihydroclorid
5mg

Dung ddng ligu chi dinh

DAVIPHARM

CONTRAHIST

Levocetirizin dihydroclorid
5mg

Ding diang liu chi dinh

DAVIPHARM

CONTRAHIST

Levocetirizin dihydroclorid
S5mg

Dung ding ligu chi dinh

DAVIPHARM

CONTRAHIST

Levocelirizin dihydroclorid

Smg
Ding ding lidu chi dinh
DAVIPHARM

S4n xudt tai: CONG TY €O PHAN DUQC PHAM DAT VI PHU
L6 M74, budng D17, Khu Céng nghiép My Phude 1, Phuang
Théi Hda, Thanh phé B&n Cat, Tinh Binh Duang, Viét Nam

Buoe chuyén giao cdng nghé ti: ADAMED PHARMA S.A
Pienkow, Mariana Adamkiewicza 6A, 05-152 Czosnow, Poland

CONTRAHIST

Levocetirizin dihydroclorid
5mg

Dung didng ligu chi dinh

DAVIPHARM

CONTRAHIST

Levocetirizin dihydroclorid
5mg

Ding dung lieu chi dinh

DAVIPHARM

CONTRAHIST

Levocetirizin dihydroclorid
S5mg

Diing dung ligu chi dinh

DAVIPHARM

CONTRAHIST

Levocetirizin dihydroclorid
5mg

Ding dung liéu chi djnh

DAVIPHARM

CONTRAHIST

Levocetirizin dihydroclorid
Smg

Ding ding ligu chi dinh

DAVIPHARM
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CONTRAHIST

Levocetirizin dihydroclorid 5 mg

Boc ky hvdng dan sif dung trude khi diing

Thudc ding dudng uéng

Bdo quan: Bao bi kin, ndi khb rdo, trénh dnh sdng,

nhigt @ khong qua 30°C

DE XA TAM TAY TRE EM

Sin xual tai, CONG TY CO PHAN DUQC PHAM AT VI PHU

Lé M7 A, Dudng D17, Khu Cdng nghigép My Phude 1, Phuging
Thdi Hda, Thinh phd Bén Cdt, Tinh Binh Dudng, Viét Nam

Duge chuyén giao cong nghé tin ADAMED PHARMA S.A
ADAMED Pienkdw, Mariana Adamkiewicza BA, 08-152 Czosnow, Poland
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Levocetirizin dihydroclorid
5mg

Ding dang li€u chi dinh

DAVIPHARM

CONTRAHIST

Levocetirizin dihydroclarid
5mg

Dung ddng ligu chi dinh

DAVIPHARM

CONTRAHIST

Levocetirizin dihydroclorid
5mg

Dung diang lidu chi djnh

DAVIPHARM

CONTRAHIST

Levocetirizin dihydroclarid
5mg

Ding €ang ligu chi dinh

DAVIPHARM

CONTRAHIST

Levocetirizin dihydroclorid
5mg

Biing ding liéu chi dinh

DAVIPHARM

CONTRAHIST

Levocetirizin dihydroclorid
Emg

Diing ding ligu chi dinh

DAVIPHARM

CONTRAHIST

Levocetirizin dihydroclorid
S5mg

Ding dang ligu chi dinh

DAVIPHARM

CONTRAHIST

Levocetirizin dihydroclorid
5mg

Buge chuyén giao cong nghe 10: ADAMED PHARMA 5.A
Pienkdw, Mariana Adamkiewicza 6A, 05-152 Czosndw, Paland

Ding dung ligu chi dinh

DAVIPHARM

CONTRAHIST

Levocetirizin dihydroclorid
5mg

Ding dung ligu chi dinh

DAVIPHARM

CONTRAHIST

Levocetirizin dihydroclorid
5mg

Ding ding ligu chi dinh

San xudl tai. CONG TY €O PHAN DU'OC PHAM DAT VI PHU
L& M7A. Budng D17, Khu Cong nghigp My Phute 1, Phuwrang
Théi Hda, Thanh phé B&n C&t. Tinh Binh Duang, Viét Nam

DAVIPHARM
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CONTRAHIST | 5mg

Levocetinizin dihydroclorid 5 mg

CONTRAHIST i

Levocetirizin dihydrodorid 5 mg

DAVIPHARM

©oc ki hudng din sl dung trude khi ding
Thubc ding dudng uéng

5 : : . DE XA TAM TAY TRE EM
Bao quan: Bao bi kin, nd kha ras, trinh anh sang,

nhiét 4 khong qud 30°C

San xust tar. CONG TY CO PHAN DUGC PHAM DAT VI PHU

E L& M7A, Buing D17, Khu Céng nghiép My Phude 1, Phuling
ISVIPHARM  Thdi Hba, Thinh phé Bén Cit, Tinh Binh Dugng, Vigt Nam
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T( HUONG DAN SUDUNG THUOC

Vién nén bao phim

CONTRAHIST

Pé xa tim tay tré em
Doc kj huwdng din sic dung trude khi ding
Théng bdo ngay cho bdc sj hodc dwgc sy nhitng tic dung khong mong mudn khi sie dung thubc

1. THANH PHAN CONG THU'C THUOC:
M®i vién nén bao phim CONTRAHIST chua:
Thanh phén duoc chét:

Levocetirizin dihydroclorid ............. Smg

Thanh phin td duoc: Cellulose microcrystalline (type 102), Lactose monohydrate phun sdy,
Magnesium stearate, Té dwoc bao phim (Opadry 03B28796 White): Ihypromellose (E464),
Macrogol (type 400), Titanium dioxide (E171).

2. DANG BAO CHE:

Vién nén bao phim.

M3 té vién: Vién nén bao phim mau tring, hai mét 18i, thuén dai, & mjt mét co khic “* 117 (chiéu
dai 8 mm, chidu rong 4,5 mm), khéng c6 tap chét hogc nhiém bén c6 thé nhin thiy duorc.

3. CHI PINH:

Levocetirizin duoe chi dinh diéu tri tri¢u chimg di kém vdi cac tinh trang di Umg:
- Viém miii di tmg theo mua.

- Viém miii di tmg quanh nam.

- May day man tinh.

4. CACHDUNG - LIEU DUNG:

Cach dung

Thube dung dudng ubng mot 1an duy nhét trong ngay, nudt nguyén vién thudc clung vdi chét 16ng
va ¢6 thé ubng cung hodc khéng clng voi thire an.

Liéu diing

Ngueoi lon va tré em trén 12 tuéi: 1iéu khuyén cao mdi ngay 1a 5 mg (mot vién).

Ngedi cao tuoi: Piéu chinh liéu duoc khuyén cdo & ngudi cao tudi v4i tinh trang suy than mac do
trung binh dén nang (xem phan Bénh nhan ngudi lon suy than phia dudi).

Tré em tir 6 dén 12 tuéi: lidu khuyén cdo mdi ngay 1a 5 mg (mdt vién).

D4 véi tré em dudi 6 tudi: dang bao ché vién nén Smg khong phi hop véi tré em dudi 6 tuodi.

Bénh nhéan ngueai 1om suy than:
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Cén didu chinh khoang céch giita cac liéu dung tiy theo chire nang thdn cia timg ngudi. Tham
chiéu theo bang dudi ddy va didu chinh lidu theo chi dinh. Dé sit dung bang tinh liéu nay can tinh
duoc do thanh thai creatinin ctiia bénh nhén CLcr (ml/phit).

Piéu chinh lidu dung theo mitc d§ suy thdn trong bang sau:

Nhém P thanh thai Litu hrong
creatinin (ml/phut)
Binh thudng >80 | vién x 1 1an mdi ngay
Nhe 5079 1 vién x 1 14n mdi ngay
Trung binh 30-49 1 vién x 1 1an mdi 2 ngay
Ning <30 1 vién x 1 14n mdi 3 ngay

Bénh nhi suy thdn: & tré em bl suy thén, lidu ding can dugc didu chinh tiy theo ting bénh nhan
dua vao d6 thanh thai than va c4n ning cua tré. Khang c6 dit lidu cu thé trén tré bi suy thén.

Bénh nhan suy gan: Khong cin chinh lidu véi bénh nhan chi ¢ suy gan. Néu bénh nhén vira suy
gan vira suy than thi chinh liéu theo muc d¢ suy than (xem phan Bénh nhdn ngudi [on suy than trén
day).

Thoi gian diéu tri:

Véi viem mili di img khéng lién tuc (tri¢u chimg < 4 ngay/tuan hozic kéo dai dudi 4 tudn mot nam):
vide didu tri phai dya trén bénh va tién st bénh, ¢6 thé dimg thude ngay khi hét trigu chimg va st
dung lai khi cdc triéu ching tai dién.

Trong trudng hop viém mii dj tng dai ddng (tri¢u chimg > 4 ngay/tuin hodc kéo dai trén 4 tuan
mdt nam): nén diéu tri lién tuc subt thoi gian ¢6 tiép xtic voi di nguyén.

P4 c6 kinh nghiém lam sang vé vie c6 thé sir dung vién nén bao phim levocetirizin véi liéu trinh it
nhét 6 thang. Dbi voi may day man tinh va viém mili di tng man tinh da c6 dir liéu nghién ciru lam
sang vé thdi gian didu tri 1én dén 1 nam dbi véi hop chat racemic.

5. CHONG CHI PINH:

Chéng chi dinh ding levocetirizin trong cac truong hop sau:

C6 tién st min cam véi levocetirizin, véi cetirizin, voi hydroxyzin, véi dan chét piperazin hoic véi
bat cir ta duge nao.

Bénh nhén suy thin nang voi do thanh thai creatinin dudi 10ml/pht.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC:

Ruou

Than trong khi diung thude luc udng ruou.

Nguy co bi tiéu

Do levocetirizin c¢6 thé lam ting nguy co bi tiéu, nén than trong & bénh nhén c6 céc yéu o dé dan
dén bi tiéu (vi du, tdn thuong tuy song, ting san tuyen tien ligt).

Dong kinh va co gidt
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Levocetirizine ¢6 thé lam trim trong hon con dong kinh, do do cin can than trong & bénh nhan
dong kinh va bénh nhén cé nguy co co giét.

Xét nghiém

Xét nghiém chuan dodn di (mg da bi trc ché boi thube khang histamin, do d6 khi sir dung thude,
thoi gian da @ thudc thai trir 1a 3 ngay trude khi tién hanh xét nghi¢m.

Tré em

Khéng nén ding dang vién nén bao phim cho tré em dudi 6 tudi do dang bao ché nay khéng cho
phép chia lidu phit hop cho tré dudi 6 tudi. Nén dung céc dang bao ché khac cua levocetirizin danh
cho tre em.

Ngay ca khi c6 mot sb dir liéu 1am sang & tré 6 théng dén 12 tudi, cic dir liéu nay khong du dé hd
trg cho viée sir dung levocetirizin cho nhii nhi va tr¢ dudi 2 tudi. Do d6, khong khuyén céo ding
levocelirizin cho nhil nhi va tré dudi 2 tudi.

Canh bdo lién quan dén ta dwoge:

Thudc ¢6 chira lactose, bénh nhan méc bénh di truyén hiém gip khong dung nap galactose, thiéu
hut Lapp lactase hodc roi loan hap thu glucose-galactose khong nén dung thude nay.

7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

Sir dung thude cho phu nit co thai:

Cac nghiérg ctru trén dong vat khong cho thdy anh huéng cé hai truc tiép hodc gian tiép Ién thai ky,
su phat trién ctia phoi thai/thai nhi, qua trinh sinh d¢, hodc sy phat trién sau sinh.

Do céc nghién ciru vé kha nang sinh san trén dong vat khéng phai hic ndo cling du doan duge dap
(g trén ngudi, chi sir dung levocetirizin trong thai ky khi that can thiét.

Str dyng thude cho phu nir cho con bu:

CAn than trong khi ké don thude cho phu nir dang cho con bu. Cetirizin, ddéng phan racemic cua
levocetirizin, duge cho 12 bai tiét vao sita me. Do vy, c6 thé levocetirizin cling duoc bai tiét vao
sira me. Cac phan ung bét loi lién quan dén levocetirizin ¢6 thé quan st thdy & tré bt me. Khong
khuyén cao sit dung levocetirizin cho phu nir dang cho con bu.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

Cac thir nghiém 1am sang, so sanh da khing dinh levocetirizin khong dnh hudéng dén sur tinh tao
kha nang phan ung va kha nang 14i xe khi dung o ché do liéu luong khuyen cao. Tuy nhién, mét sb

bénh nhén co thé cam thay budn ngu, mét moi, suy nhugce khi dang diéu tri vdi levocetirizin. Do do.

trude khi lai xe, thue hién cac hoat ddng nguy hiém. vén hanh may méc. ngudi bénh nén theo doi
phan Gmg cua co thé doi véi thuoe.

9. TUONG TAC, TUONG KY CUA THUOC:

Chua c6 nghién ciu tuong tac thube in vivo cia levocetirizin (bao gém chua cé nghién ciru voi
nhitng chit cam tng CYP3A4). thrng nghién ctru véi hop chét racemic cetirizin cho thay khong
co cac tuong tac bét loi lién quan vé mat 1am sang (véi antipyrin, pseudoephedrin, cimetidin,
ketoconazol, erythromycin, azithromycin, glipizid va diazepam). C6 sy giam nhe d6 thanh thai
cetirizin (16%) khi ding chung véi theophyllin (400 mg x 1 lan/ ngay), trong khi tic dung cha
theophylline khang thay déi khi dung dong thei véi cetirizin.
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Ritonavir: Trong mot nghién ciru da lidu ritonavir (liéu 600 mg x 2 lan mdi ngay) va cetirizin (10
mg mdi ngay), mic d phoi nhiém voi cetirizin ting khoang 40% trong khi sy phan phéi cua
ritonavir thay d6i nhe (-11%) khi ding dong thoi véi cetirizin.

Thire én: Mire d6 hap thu cla levocetirizin khong bi giam bai thitc dn, méac du téc do hap thu giam.
Rugu: & lmcf)t s6 bénh nhan nhay cam, viéc sir dung cung Iic cetirizin hodc levocetirizin voi rugu
hodic thube te ché than kinh trung uong khéc ¢6 thé cang lam giam sur tinh tdo va hi¢u suét cong
vigc.

Tuwong ky:

Do khéng cé céc nghién ciru vé tinh twong ky cua thudc, khong tron lan thude nay véi cac thube
khac.

10. TAC DUNG KHONG MONG MUON CUA THUOC:

Tém tit cac phan img khéng mong muén: duoc phan nhém theo tan suat: Rat lhEr(‘mg gap (ADR >
1/10), thudng gap (1/100 < ADR < 1/10), it gép (1/1000 < ADR < 1/100), hiem gap (1/1000 =
ADR < 1/10000) va rat hiém gap (ADR < 1/10000);

Khéng rd tan sudt:

Hé théng mién dich: Qué min bao gdm sdc phin vé.

Chuyén héa va dinh dudng: Thém an.

Tam thin: Ao gic, trdm cam, mét ngt. hung hang, kich dong, y dinh tu tir, & mong.

Than kinh: Dj cam, chong mit, ngét, run, 1di loan vi gidc, co giét.

Mit: Mo mat, réi loan thi giac, thi hre.

Tai va mé dao: Chong mat.

Tim: Nhip tim nhanh, danh trong ngue.

H6 hép, 16ng nguc va trung that: Kho tho.

Tiéu hoa: Nén, budn ndn, tiéu chiy.

Gan mat: Viém gan.

Da va mo dudi da: Phi mach than kinh, phét ban ¢é dinh do thude, ngira, phéat ban, may day.

Co xuong va md lién két: Dau co, dau khép.

Than va tiét niéu: Tiéu kho, bi tidu.
'Réi loan chung va tai chd ding thude: Phu né.

Xét nghiém: Tang can, xét nghiém chuc nang gan bét thudng.

Théng bdo ngay cho bdc sy hodc dugc si khi gap cdc tic dung khong mong muén nhw zré;{ khi
sit dung thudc hoic bdo cdo cdc phin teng c6 hai cia thuoc vé Trung tim Thong fin thuéc va
Theo déi phin irng cé hai ciia thudc (ADR) Quoc Gia.

11. QUA LIEU VA CACH XU TRI:

Triéu chung va déu hiéu

Triéu chimg qua liéu c6 thé bao odm ngu ga & ngudi 16m, con & tré em lic ddu 12 lo 4u va bon chon,
birt rrt sau d6 1a ngu ga.

Xuk tri qud liéu

Chua co thube giai doc dac hidu d6i véi levocetirizin. Néu xay ra qui lidu, diéu tri triéu ching hodc
diéu tri hd tro duogce khuyén cdo. C6 thé can nhic rira da day néu chi méi uéng.
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Théam tach mau khong cé hiéu qua trong viéc thai loai levocetirizin.

Viéc theo doi bénh nhan nén dira trén chi dinh lam sang hodc khuyén céo cua trung tim chéng doc
quéc gia néu co.

12. PAC TINH DUQC LUC HQC:

Ma ATC (Anatomical Therapeutic Chemical): RO6AEQ9.

Phdn logi: thube khang histamin thudc dan Xuét piperazin.

Co ché tac dung

Levocetirizin chat déng phan ciia cetirizin, 1a mot chat ddi khang manh va chon lgc trén thy thé H1.
Céc nghién ciru lién quan cho thay levocetirizin ¢6 ai luc cao doi vai thu thé H1 & nguoi (Ki=3.2
nmol/l). Levocetirizin co ai luc cao ghp 2 14an so véi cetirizin (Ki = 6.3 nmol/l). Levocetirizin tach
ra tir cac thl,l thé H1 v&i chu ky ban rd 1a 115 + 38 phat. Sau khi dung don 1¢é levocetirizin cho thdy
coty 1€ gin voi thu thé 14 90% sau 4 gir va 57% sau 24 gio.

Céac nghién ctru vé duoc dong hoc ¢ nhitng tinh nguyén vién khoe manh da chimg minh rang. voi
mét nura 1idu levocetirizin, thudc c6 hoat tinh tuong duong véi cetirizine ddi vai ca trén da va mii.
Dic tinh dwoc luc hoc

Hoat tinh duoge déng hoc clia levocetirizin da duge nghién ciru trong céc thir nghiém dbi chimg
ngau nhién c6 kiém sodt.

Trong mot nghién ciru so sinh hiéu qua cla levocetirizin 5 mg, desloratadine 5 mg va gia dugc doi
véi phan tmg sung va d6 do histamin gay ra, diéu tri bing levocetirizin da 1am giam dang ké su
hinh thanh phan tng sung va dé hiéu qua nhit trong 12 gi¢r ddu va kéo dai 24 gio; (p <0,001) so
vai gia duge va desloratadine.

Tac dung cia levocetirizin 5 mg trong viée kiém sodt céc triéu chimg gy ra boi di ing cam Umg da
duge quan sat thay sau khi ubng thudc 1 gid trong cdc thir nghiém déi chimg véi gia duge vé chong
di img.

Trong céc nghlen clru in vitro (budng Boyden va k¥ thudt cat 1op (& bao) cho thdy levocetirizine trc
ché su di chuyén qua noi md cua bach cau i toan gay ra do eolaxin ca & da va & bao phdi. Mot
nghién cttu thue nghiém duge luc hoc trong co thé séng (in-vivo) (k¥ thuét tao nét phong trén da)
cho thdy ba hiéu qua tc ché chinh cua levocetirizine Smg trong 6 gio déu sau phan ting géy ra boi
phén hoa, so voi gid duge ¢ 14 bénh nhan ngum 16n: e ché sy phong thich VCAM-1, didu hoa
tinh thAm mao mach va giam sy thu hut bach chu 4i toan.

Hiéu qua va do an toan cua levocetirizine da dwoc chimg minh trong mot s6 thir nghiém lam sang
mu déi, déi chimg véi gia duge ¢ bénh nhan nguéi 16n viém mii dj img theo mua, viém mili di img
quanh ndm hodc viém miii di Gmg dai ding. Trong mdt sb nghién ctru, levocetirizine ciing cho thiy
tac dung cai thién dang ké céc tridu chimg viém miii di ing ké ca nghet mii.

Mot nghién ciru 1am sang thue hién trong 6 thang trén 551 bénh nhan (gdm 276 bf;nh nhén diéu tri
véi levocetirizine) viém mii di img dai déng (triéu chimg xay ra 4 ngay trong tudn trong it nhat 4
tudn lién tiép) nhay cam véi mat bui nha va phan ¢o cho thdy levocetirizine Smg c6 hiéu qua lam
sang va c¢6 y nghia théng ké so véi gia duoc trong viée giam téng diém tridu chimg viém miii di
img trong sudt thoi gian nghién ctru, ma khong ¢ bt ky sy gidm nhanh dap tmg véi céc heu thude
ké tiép. Trong sudt thoi gian nghién ciru, levocetirizine céi thién dang ké chét luong cudc song cua
bénh nhan.

Hai nghién ctru 1am sang dbi chimg véi gia dwoc vé hiéu qua va tinh an toan cua levocetirizine vién
nén déi vai tré em da dugc thuc hién trén cac bénh nhi tir 6 dén 12 tudi méc viém mii di ung theo
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mua va viém mii di tmg quanh nim. Trong ca 2 thu nghi¢m. levocetirizine céi thi¢n dang ké triéu

chimg bénh va tang chit lugng sdng lién quan dén stic khoe.

Trong mét thir nghiém 1am sang dbi ching gia duge gdm 166 bénh nhan maéc bénh may day man

tinh vo can, ¢ 85 bénh nhan dugc diéu tri véi gia dwoc va 81 bénh nhén ding levocetirizine 5Smg

mét 14n mot ngay trong \.«ong 6 tuan. So vadi gia dugc, diéu tri bang levocetirizine 1am giam dang ké

murc d6 ngta sau 1 tudn dau diéu tri va trong sudt qué trinh diéu tri. Levocetirizine ciing cho thay

tac dung cai thién chit luong cude song lién quan dén siic khoe, duge danh gia theo Chi s& Chit

lugng cude sdng vé khia canh Da lidu (Dermatology Life Quality Index).

May day tu phat man tinh dugc nghién ctu nhu la mot md hinh bénh may day. Do giai phong

histamin gy ra cac trudng hop may day, levocetirizin ¢ hiéu qua trong giam cac triéu chimg cua

cac truong hop may day, bao gbm ca may day man tinh.

Dién tam dd khong cho thdy tdc dong lién quan clia levocetirizine trén khoang QT khi sir dung

thude nay.

Tré em

An toan cho tré em va hiéu qua cta vién ncn levocetirizine da dugc ng]'nen ciru trong hai thu

nghiém lam sang ddi chimg gia duge bao gdm bénh nhan tr 6 dén 12 tudi va bi viém mii di img

theo miia va 1au niam. Trong ca hai thir nghiém, levocetirizine cai thién dang ké céc triéu chimg va

tang cuong sure khoe.

G tré dudi 6 tubi, su an toan 1am sang & duge thiét 1ap tir mdt s6 nghién etu diéu tri ngén han hozc

dai han:
— 1 thu nghiém lam sang trong d6 29 tré¢ em tir 2 dén 6 tudi bi viém mili di img dl.

bang levocetirizine 1,25 mg hai lan mdi ngay trong 4 tuan

A

diéu tri

— 1 thir nghiém 1am sang trong d6 114 tré em tir 1 dén 5 tubi bi viém mii di ng hoa
day ty phat méan tinh dugc diéu tri bang levocetirizine 1,25 mg hai lan mdi ngay trong 2

A

tuan

-1 1hu nghiém 1am sang trong do 45 e tir 6 dén 11 thang tudi bi viém mii di m1g hodc ndi
mé day tir phat man tinh duoc diéu tri bang levocetirizine 1,25 mg mdi ngay mot 14n trong 2
tudn

— 1 tha nghiém lam se‘mg. dai han (18 thang) trong 255 truong hop di img & do tudi tir 12 dén
24 thang dleu tri bang levocetirizin.

Ho so an toan twong tu nhu trong cac nghién ciu ngén han dugc tién hanh ¢ tré em tir 1 dén 5 tuodi.

13. PAC TINH DUQC PONG HOC:

Duoc dong hoc cua levocetirizine 1a tuyén tinh va khong phu thudce lidu va thoi gian va it co sy
thay d6i giira cdc ca thé. Duge dong hoc la twong tur khi dung nhu mét chat ddng phan dbi hinh don
hoi#c cetirizine. Khong co su chuyén dang dong phan xay ra trong qué trinh hép thu va thai trur.

H{Jp thu

Levocetirizin hap thu nhanh va nhiéu sau khi uong O nguoi 16m, ndng do dinh trong huyét twong
dat duoc khoang 0,9 gio sau khi udng. Trang thai on dinh dat dugce satl 2 naay didu tri. Nong do
dinh dién hinh lan luot 1a 270ng/ml va 308ngfn11 tuong g véi khi ubng lidu don va 1dp lai voi
lidu Smg x 1 lan/ngay. Mtc do hép thu cta thubc khong phu thude liéu va khong bi anh hudng boi
thuc an, nhung néng d6 dinh dat duoc lai bi giam va chdm hon.

Phdn bo
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Khéng c6 san dir liéu vé phén bd tai m6 & nguoi ciing khéng ¢6 dit liéu nao vé con duomg di qua
hang rao mau ndo cua levocetirizin. O chudt cdng va ch6, ndng dd trong mo cao nhét duge tim thay
& gan va than, thip nhat & khu vuc hé thin kinh trung wong. O ngudi. 90% levocetirizin gin voi
protein huyét tuong. Phin bd cia levocetirizin kha han hep voi thé tich phan b6 1a 0,4 kg,

Chuyén héa

Mtc dd chuyén hoa cia levocetirizin & ngudi it hon 14% cuia liéu ding vi vay su khéc biét do da
hinh thai di truyén hay khi dung ddng thei véi cde thude trc ché enzym duge cho 1a khong déng ké.
Nhitng dudng chuyén hoa bao gbm oxy hoa nhan thom, dealkyl hoa gbe N — va gbe O — va lién
hop v6i taurin. Con duong dealkyl hoa chu yéu qua trung gian CYP 3A4 trong khi con dudng oxy
hoa nhan thom thuong lién quan dén nhiéu dong phan CYP va/hodc cac ddng phén CYP chua xéc
dinh. Levocetirizin khong tac dong 1én hoat tinh cua cdc isoenzym CYP 1A2, 2C9, 2C19, 2D6, 2E1
va 3A4 & ndng d6 cao hon ndng d¢ dinh dat duge sau khi udng lidu Smg. Do chuyén ho4 thap va
khéng c6 tiém nang tc ché chuyén hoa, tuong tac cia levocetirizin véi céc chit khéc hay nguoe lai
khong xay ra.

Thai trie

Thai gian ban thai trong huyét twong & ngudi 16m 14 7,9 + 1,9 gio. Thoi gian ban thai n gan hon & tré
nho. Tong thanh thai toan than biéu kién trung binh & ngudi 1om 1a 0.63ml/phit/kg. Dudmg thai trir
chinh ciia levocetirizin va chit chuyén héa 14 qua nuée tiéu, chiém trung binh 85.4% cua liéu ding.
Thai trir qua phan chi khoang 12,9% cua lidu ding. Levocetirizin duoc bai tiét qua qua trinh loc
cua cau than va su bai tiét chu dong tai én g thén.

Cac dbi trong bénh nhin dic biét

Suy thdn

Téng do thanh thai biéu kién cta levocetirizine twong quan véi 6 thanh thai cla creatinine. Vi thé
phai diéu chinh khoang cach cua cac liéu levocetirizine, dira trén thanh thai creatinine ¢ bénh nhén
suy thin trung binh va nang. G nguoi bénh thén giai doan cudi v6 niéu, tong thanh thai co thé bi
giam khoang 80% so v6i nguoi binh thuong. Lugng levocetirizine duoc loai ra trong sudt qua trinh
thAm tach tidu chuén 4 gid 13 < 10%.

Trée em

Dit liéu tir nghién ctru duge dong hoc trén 14 tré em 6-11 tudi can ning trong khoang tir 20 dén 40
kg ubng lidu don Smg levocetirizine cho thdy cac gid tri Cmax va AUC 16n hon khoang 2 14n so véi
& déi tuong nguoi lém khde manh trong mot nghién ctu so sanh chéo. Cmax trung binh la
450ng/mL dat duge ¢ thoi gian trung binh 1a 1,2 gi0, téng do thanh thai toan théan chuén héa theo
cAn ndng 16n hon 30% va thoi gian ban thai ngén hon 24% & nhém bénh nhi so véi ngudi 16n.
Chua ¢é cac nghién ciu duge dong hoe chuyén biét dugc tién hanh trén tré dudi 6 tudi. Phén tich
duoc dong hoc hdi ciru theo nhém tudi duoc tién hanh trén 323 déi tugng (181 tré em tir 1 dén 5
tudi, 18 tré em tir 6 dén 11 tudi, va 124 ngudi 16n tir 18 dén 55 wdi) dung don hay da lidu
levocetirizine trong khoang tir 1,25mg dén 30mg. Dt liéu tir phan tich nay cho thdy dung 1.25mg
mét 14n mdi ngdy cho tré em 6 thang dén 5 tudi, thi wéc tinhndng dj trong huyét twong twong tu
nhu & ngudi 16n ding Smg mot 1an mdi ngay.

Bénh nhan cao tudi

Dir liéu duoc dong hoc & bénh nhan cao tudi con han ché. Sau khi ding lidu ubng lap lai mot lan
mdi ngay trong 6 ngay (30mg levocetirizine) & 9 ddi tugng cao tudi (65-74 tudi), tong do thanh thai
toan than thap hon xap xi 33% so véi ¢ ngudi 16n (ré hon. Dir liéu cho thdy phan b cetirizine dang
déng phan racemic phu thudc chirc nang than hon la phu thude tudi. Phat hién nay cling dung voi
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levocetirizine, vi levocetirizine va cetirizine déu thai trir cha yéu qua nudc tiéu. Do do, nén chinh
liéu levocetirizine theo chire nang than & bénh nhéan cao tudi.

Suy gan

Duoc dong hoc cia levocetirizine & bénh nhan suy gan vin chua duge nghién ciru. Bénh nhéan méc
bé1}h gan man tinh (bénh ‘lé bao gan, r mat va xo gan do mét) dung 10 hodc 20mg cetirizine hgp
chat racemic dudi dang liéu don, thoi gian ban thai ting 50% cing v6i do thanh thai giam 40% so
vGi cac doi tuong khoe manh.

Cic ddc diém khéc cia bénh nhéin

Gidi tinh

Anh huong cia giti tinh d& duoc danh gid tir két qua duge dong hoc trén 77 bénh nhan (40 nam. 37
nir). Thoi gian ban thai hoi ngan hon & nit (7,08+1,72 gid) so voi & nam gioi (8.62=1,84 gio): tuy
nhién, dé thanh thai toan thdn dudng udng diéu chinh theo trong lugng co thé & nit
(0,67+0,16mL/phut/kg) duong nhu gin giong nam giéi (0,59+0,12mL/phutkg). Cac lidu hang
ngay va khoang liéu giong nhau c6 thé dung cho nam va nit ¢6 chirc ndng thin binh thuong.

Chuing toc _

Chua nghién ctru anh huong clia ching o déi voi levocetirizine. Do levocetirizine cha yéu thai trir
qua thin va khéng c6 khac biét quan trong vé ching tdc déi véi d6 thanh thai creatinine, dac tinh
duoc fiCmg hoc cua le\rocetiriziqe khong dugc ‘cho la c6 khac biét gifta cdc chiing tdc. Chua quan
sat thdy su khac biét lién quan dén ching t9c doi vai ddng hoc cua cetirizine dang racemic.

14. QUY CACH DONG GOI:

Hop 10 vix 10 vién

Hop 1 vi x 10 vién

Hop 5 vi x 10 vién

Hop 1 vix 7 vién

Hop 2 vi x 7 vién

Hop 3 vix 7 vién

Hop 4 vi x 7 vién

Hop 8 vi x 7 vién

Hop 14 vix 7 vién

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC
Diéu kién béo quin: Bao bi kin. Noi khé rdo, tranh anh séng, nhiét 6 khong qua 30 °C.

Han dung: 36 thang ké tir ngay san XUuét.

Tiéu chuin chit lwong: TCCS.

16. TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT:

Co s6 sdn xudt:
DAVIPHARM

CONG TY CO PHAN DUGC PHAM PAT VI PHU
(DAVIPHARM)
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L6 M7A, buong D17, Khu Cong nghiép M§ Phude 1, Phudng Théi Hoa, Thanh phd Bén Cat,
Tinh Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688

Duoc chuyén giao céng nghé tir:

ADAMED
ADAMED PHARMA S.A.
Pienkow, Mariana Adamkiewicza 6A, 05-152 Czosnow, Poland

17. NGAY XEM XET SUA POIL, CAP NHAT LAI NOI DUNG HUONG DAN SU DUNG
THUOC:

10/10/2024
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