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Thudc c6 tai liéu chiing minh tuang duong sinh hoc  Chai 30ml

Thanh phén: DE xa tim tay tré em.

Cetirizin dihydroclorid. ) trute khi ding.
Cetirizin dihyd id 1mg/ml

Té dugc vd..

S616 5X

HD

Chidinh - Cach duing - Chéng chi dinh
va cac thang tin khac: Xem trong to

husng dén s dyng thudc kem theo.

Co's6 s8n xudt:
CONG TY CP DUQC PHAM HA TAY

Tiéu chuan chat lugng: TCCS

e quan: T8 dan phé s5 4, P La khe, Q. Ha
Noi kh, nhigt dg dusi 30°C. : Déng, TP. Ha Noi

Hop 1 chai x 30ml
Thanh phan:
M&i 1ml dung dich udng chia:

Composition:

. . himg minh tuong duong sinh hoc
Each Tml oral solution contains:

Cetirizine dihydrochloride.........Tmg Cetirizin dihydroclorid....
Excipients gs.f..... . aml As T’R’ N Ta dugc vd.

Indications - Administration - Chi dinh - Cach dung - Chdng chi
dinh va cac thong tin khac:
Xem trong t& huéng dan sir dung

Cetirizin dihydroclorid 1mg/ml Cetirizine dihydrochloride Tmg/ml

Contraindications and other

information: See the package PN
P 9 thudc kem theo.

insert inside. Tiéu chuan chat lugng: TCCS

Specifications: Manufacturer's Bao quan: Noi khd, nhiét do dudi
300cC.

DE xa tam tay tré em.

Doc ki huéng dan sir dung truée
khi dung.

Storage: Store in a dry place,
below 300C.

Keep out of reach of children.

Carefully read the accompanying

instructions before use. qur!nnn

Co s& san xudt/ Manufactured by:
CONG TY CP DUQC PHAM HA TAY/
HA TAY PHARMACEUTICAL JS.C

T6 dan phd s6 4, P Lakhg, Q. Ha Bong,
TP HaNgi

Population groups No. 4, La Khe Ward,
Ha Dong District, Ha Noi City

SDK( Reg.No)
S8 16 SX (Lot.No)
NSX (Mfg.Date)
HD (Exp.Date)

|
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NIZIdIL'SYVE

Hop 1 chai x 60ml
Composition:

chiing minh tuong duong sinh hoc

ASTIRIZIN

Cetirizin dihydroclorid 1mg/ml

Each 1ml oral solution contains:

Cetirizine dihydrochloride.........1mg

.ml

Excipients g.s.f....

Indications - Administration -

Contraindications and other

information: See the package

insert inside.

Specifications: Manufacturer's

Storage: Store in a dry place,
below 30°C.

Keep out of reach of children.

Carefully read the accompanying

instructions before use.

SDK( Reg.No)
S8 16 SX (Lot.No)
NSX (Mfg.Date)
HD (Exp.Date)

|

d
HATAPHAR

Chai 60ml
D& xa tim tay tré em.

Thudc ¢6 tai liéu ching minh tuong duong sinh hoc

BASTIRIZIN

.1mg
Cetirzin dihydroclorid 1mg/ml

Thanh phén:
M&i 1m! dung dich uéng chua: Boc ki huéng dan s dung

Cetirizin dihydroclorid. truoe khi ding.

SBIBSX :
HD

Chi dinh - C4ch diing - Chéng chi dis
va céc thong tin khac: Xem trong to
hung din sir dung thudc kem theo,
Co s sdn xudt:

CONG TY CP DUQC PHAM HA TAY
T8 dan phd s6 4, P. La Khé, Q. Ha
Dong, TP Ha NGi

Tiéu chudn chat lugng: TCCS
Bdo quan:

Noi kh6, nhiétdo dudi 30°C.

Thanh phan:
M8i 1ml dung dich ung chua:

Cetirizin dihydroclorid......

Ta dugc vd...
Chi dinh - Cach dung - Chéng chi
dinh va cdc thong tin khac:

Xem trong t& huéng dan sir dung
thudc kem theo.

Cetirizine dihydrochloride 1mg/ml

Tigu chudn chat lugng: TCCS

Bdo quan: Noi khd, nhiét d dudi
300cC.

DE xa tam tay tré em.

Poc ki hudng dan st dung trudce
khi dung.

Co'sd san xuat/ Manufactured by:
CONG TY CP DUQC PHAM HA TAY/
HA TAY PHARMACEUTICAL JS.C

TG dan pho s6 4, P LaKhé, Q. Ha Dang,
TP Ha Ngi

Population groups No. 4, La Khe Ward,
Ha Dong District, Ha Noi City
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Thudc c6 tailiéu chiing minh tuong duong sinh hoc  Chai 90ml

Thanh phén: DE xa tam tay tré em.
M8i 1ml dung dich udng chua: BA s ' IR N Doc ki huong din sir dung
Cetirizin dihydrodlorid... 1mg trudc khi dung.
Cetirizin dihydroclorid 1mg/ml
T duoc 1l

SBIBSX :
HD

Chidinh - Céch ding - Chdng chi dinh
VA céc théng tin khac: Xem trong to
hung dan sir dyng thudc kém theo.
Co s san xudt:

[4 CONG TY CP DUQC PHAM HA TAY
Bao quan: T6 dan phd s6 4, P La Khe, Q. Ha
Noi kho, nhitd6 dusi 30°C. " 7 D6ng, TP. Ha Noi

Tiéu chudn chat lugng: TCCS

Ho6p 1 chai x 90ml
Thanh phan:
M&i 1ml dung dich udng chia:

Composition:

. . u chiing minh tuong duong sinh hoc
Each Tml oral solution contains:

Cetirizine dihydrochloride.........Tmg Cetirizin dihydroclorid.......
BASTIRIZIN ==

Indications - Administration - Chi dinh - Cach ding - Chang chi
dinh va cac thong tin khac:

Cetirizin dihydroclorid 1mg/ml Cetirizine dihydrochloride 1mg/ml

Contraindications and other

Xem trong t& huéng dan st dung
thudc kém theo.

information: See the package

insert inside. Tiéu chuan chat lugng: TCCS

Bao quan: Noi khd, nhiét do dudi
300C.
DE xa tam tay tré em.

Specifications: Manufacturer's
Storage: Store in a dry place,
below 300C.

Doc ki huéng dan sir dung truéc
khi dung.

Keep out of reach of children.

Carefully read the accompanying

instructions before use. HnTﬂP’HnR
SDK( Reg.No)
S8 16 SX (Lot.No)
NSX (Mfg.Date)

HD (Exp.Date)

|

Co'sé san xuat/ Manufactured by:
CONG TY CP DUQC PHAM HA TAY/
HA TAY PHARMACEUTICAL JSC

T6 dan phd s6 4, P. Lakhé, Q. Ha Dong,
TP HaNéi

Population groups No. 4, La Khe Ward,
Ha Dong District, Ha Noi City
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Thuc c6 tai liéu chiing minh tuong duong sinh hoc - Chai 120ml

Thanh phén: DE xa tam tay tré em.
Cetirizin dihydroclorid. 1mg R — trudc khi dung.
Té duge ml

SBIBSX :
HD

Chidinh - Cich dung - Chéng chi dinh
va cic théng tin khac: Xem trong tb

huéng d3n sir dyng thudc kem theo.

Co's san xudt:
CONG TY CP DUQC PHAM HA TAY

Tiéu chudn chat lugng: TCCS

Bao quan: T6 dan phd s6 4, P. La Khe, Q. Ha
Noi kho, nhigt do dusi 30°C D6ng, TP. Ha Noi

Hop 1 chai x 120ml
Composition: Thanh phan:

Mai 1ml dung dich udng chia:

. . Thudc c6 tai liéu chiing minh tuong duong sinh hoc
Each 1ml oral solution contains:

Cetirizine dihydrochloride.......1mg Cetirizin dihydroclorid....
Excipients gs ... w1 ml BAST’R’Z’N Ta duoc vd.

Indications - Administration - Chi dinh - Cach ding - Chdng chi
dinh va cac thong tin khac:

Cetirizin dihydroclorid 1mg/ml Cetirizine dihydrochloride 1mg/ml

Contraindications and other

Xem trong t& huéng dan st dung
thudc kem theo.

information: See the package

insert inside. Tiéu chuan chat lugng: TCCS

Bao quan: Noi khd, nhiét do dudi
300C.
DE xa tam tay tré em.

Specifications: Manufacturer's
Storage: Store in a dry place,
below 300C.

Doc ki huéng dan sir dung truéc
khi dung.

Keep out of reach of children.

Carefully read the accompanying

instructions before use. HﬂTﬂP’HﬂR
SDK( Reg.No)
SG16 SX (Lot.No)
NSX (Mfg.Date)

HD (Exp.Date)

|

Co'sé san xuat/ Manufactured by:
CONG TY CP DUQC PHAM HA TAY/
HA TAY PHARMACEUTICAL JS.C

T6 dan phd s6 4, P. Lakhé, Q. Ha Dong,
TP HaNéi

Population groups No. 4, La Khe Ward,
Ha Dong District, Ha Noi City
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HUONG DAN SU DUNG THUOC

1. Tén thuse: BASTIRIZIN

2. Cac diu hiéu lwu y va khuyén cdo khi dung thudc:

Dé xa tam tay tré em.

Doc kj hwong déin sir dung trwée khi ding.

3. Thanh phz‘ln cong thire thude: Mdi 1ml dung dich uéng chua:
Thanh phan dugc chdt: Cetirizin dihydroclorid .................. Img NN
Thanh phan té dwoc: Dung dich sorbitol 70%, nipagin, nipasol, glycerln P
natri saccharin, acid citric, natri citrat, huong chudi, nudce tinh khiét.

4. Dang bao ché: Dung dich udng.

M6 td dang bao ché: Ché pham 1ong, khong mau dén nga vang, mui thom, vi ngot.

5. Chi dinh:

Thudc duoc chi dinh cho nguoi 1on va tré em tur 2 tudi tro 1én:

- Giam cac tri¢u ching vé mili va mét ctia bénh viém mii di ung theo mua hay man tinh.

- Giam céac triéu chirng ciia bénh may day man tinh vo can.

6. Cach dung, liéu dung

6.1. Cach dung: Thudc ding dudng udng. Thude c6 thé udng cing hoic khong cung thic
an.

6.2. Li¢u dung:

Nguoi 16n: 10ml/1an x 1 1an/ngay.

* Liéu diing cho mét sé nhém bénh nhéin dic bigt:

- Nguwoi cao tuéi: Khong can giam lidu ¢ nhitng bénh nhan c6 chtc ning than binh
thuong.

- Bénh nhén suy thdn: Khoang liéu phai dugce diéu chinh cho timg bénh nhan tiy theo
chtrc ning than. Tham khao bang sau va diéu chinh lidu nhu chi dinh. Dé st dung bang
lidu dung nay, can phai udc tinh do thanh thai creatinin (ml/phut) ciia bénh nhin. D6 thanh
thai creatinin Cle; (ml/phit) c6 thé dugc udce tinh tir ndng do creatinin (mg/dl) trong huyét
thanh bang cach dung cong thirc sau:

(140 - A) x M (kg)
Cle: = (x W)
72 x Creatinin mau (mg/dl)

A: Tubi tinh theo nim

M: Trong lugng tinh theo kg

W: 0,85 ddi v6i phu nit

Liéu dung hang ngay phai duoc diéu chinh theo d6 thanh thai creatinin ctia ngudi bénh:

, Do thanh thai A s

Nhom creatinin (ml/phut) Liéu dung
Binh thuong > 80 10ml mot 1an mdi ngay
Nhe 50-79 10ml mét 1an mdi ngay
Vira 30-49 5ml mot 1an mdi ngay
Nang <30 5ml mot 1an mdi 2 ngay
Bénh than gia}i doan cudi, <10 Ché ng chi dinh
bénh nhan tham phan mau i

- Bénh nhdn suy gan: Khong can phai diéu chinh lidu.

- Bénh nhdn c6 ca suy gan va suy than: Diéu chinh lidu giéng bénh nhén suy than.
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- Tré em:

Tré em tir 2 dén 6 tudi: 2,5ml/14n x 2 1an/ngay.

Tré em tir 6 dén 12 tudi: Sml/1an x 2 lan/ngay.

Thanh thiéu nién trén 12 tudi: 10ml/lan x 1 lan/ngay.

Tré em bi suy than lidu duoc diéu chinh cho timg trudong hop tity theo do thapk
tudi va can nang cua bénh nhan. ‘
7. Chong chi dinh: (<]
Bénh nhan qua man voi bat cir thanh phan nao cua thude, qua min véi hy d:coxy
bét cir dan xut piperazin nao. ¢
Nguoi bénh suy than nang (d¢ thanh thai creatinin dudi 10 ml/phut).
8. Canh b4o va than trong khi ding thudc: :
- Khong ¢6 twong tac co y nghTa vé mit 1am sang nao véi ruou (d6i véi ndng dod trong mau
0,5g/1) duge chimg minh & lidu dleu tri. Tuy nhién nén than trong khi dung thubc ddng
thoi voi cac thic an, do udng cé con.

- Thén trong khi dung cetirizin dbi v6i nhitng bénh nhan c6 kha ning bi tiéu (nhu bénh
nhan ton thuong tiy sdng, u xo tuyén tién liét) vi cetirizin c6 thé lam tang nguy co bi tiéu.
- Than trong ¢ bénh nhan dong kinh va bénh nhan c6 nguy co co giat.

- Thudc khang histamin anh huéng dén cac thir nghiém di Gng da. Thoi gian anh huéng
kéo dai khoang 3 ngay sau khi dung thude.

- Ngtra va/hodc ndi mé day co thé xay ra khi ngung st dung cetirizin, ngay ca khi nhiing
triéu chimg do6 khong xuat hién khi diéu tri. Trong mot s trudng hop, cac triéu chimg co
thé ning va doi hoi phai tiép tuc dung thude.

Céanh béo vé cic thanh phan khéc cta san pham:

San pham nay c6 chira:

- Nipagin, nipasol c6 thé gy ra phan tng di tmg (phan tmg c6 thé biéu hién mudn).

- Sorbitol: Bénh nhan mic cac rdi loan di truyén hiém gip vé dung nap fructose khong nén
st dung thudc nay.

9. Str dung thudc cho phu nir ¢é thai va cho con bu

9.1. Phu nir co thai:

C6 rat it dit liéu 1am sang vé sir dung cetirizin & phu nit c6 thai. Nghién ctru trén dong vat
khong cho thiy anh huéng cé hai truc tiép hodc gian tiép dén thai ky, sy phat trién cua
phoi, thai nhi, trong khi sinh hodc sau khi sinh. Nén than trong khi ké don thube cho phu
nir ¢o thai.

9.2. Phu nir cho con bu:

Cetirizin qua dugc sita me voi ndng do bang 25% dén 90% ndng d6 do duoc trong huyét
tuong, tiy thudc vao thoi gian 14y miu sau khi uéng thudc. Do d6, nén than trong khi ké
don cetirizin cho phu nit dang cho con bu.

10. Anh hwéng cia thudc 1én kha ning 1ai xe, vin hanh may méc:

Véi lidu khuyén cao 10mg cetirizin, khong c6 bat ctr biéu hién 1am sang c6 lién quan véi
kha nang lai xe, van hanh may moc. Bénh nhén dinh lai xe, tham gia cac hoat dong nguy
hiém hodc van hanh may moc khong nén dung qua liéu khuyén cdo va nén can nhic dap
g cua ho d6i véi thude.

11. Twong tac, twong Ky ciia thude

11.1. Twong tic thuoc:

Khong co tuong tac thude nao dugc tim thiy ddi véi cetirizin va cc thude khac.

Thirc an khong lam giam murc d hap thu cetirizin mac du tbc do hap thu giam.
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O nhitng bénh nhan nhay cém, viéc sir dung dong thoi rwou hodc chét wre ché than kinh
trung wong khac co thé lam giam su tinh tdo mic du cetirizin khong lam ting tac dung cua
ruou (ndng do 0,5g/1 trong mau). -
11.2. Ti u’o’ng ky

thude khac.

12. Tac dung khéng mong mudn ciia thudce \
Céc nghién curu lam sang cho thay cetirizin voi lidu khuyen cao gay ra n‘o*
khong mong mudn nhe trén hé than kinh trung wong bao gom: Budn ngl, m ong,
va nhirc dau. Trong mot vai trudng hop, da co bao cdo vé sy kich thich ngugc hé than kinh
trung uong.

Mic du cetirizin 1a mot chét dbi khang chon loc thy thé H; ngoai vi va gﬁn nhu khong cé
tac dung khang cholinergic, trong mot sb it trudong hop riéng 1€, tiéu kho, rdi loan diéu tiét
mét va kho miéng da dugc béo cdo.

Di c6 bao cdo vé trudng hop chirc ning gan bat thudng v6i men gan ting kém theo
bilirubin ting. Phan 16n ty khoi sau khi ngung diéu tri v6i cetirizin dihydroclorid.

Bio cdo sau khi lwu hanh thuéc:

Ngoai cac tic dung khong mong mudn duge bao cdo trong cic nghién ciru 1am sang duoc
néu ra & trén, cic tic dung khong mong mudn sau ddy di duoc bio cdo sau khi luu hanh
thudc trén thi truong.

Céc tac dung khong mong mubn dugce liét ké theo tan sudt gip va trén hé co quan: Rat phd
bién (> 1/10); phd bién (> 1/100, < 1/10); khong phd bién (> 1/1000, <1/100); hiém (>
1/10.000, < 1/1.000); rat hiém (< 1/10.000) va tin s6 chua biét (khong thé wéc tinh tir cac
dit liéu c6 san).

- Réi logn mdu va hé bach huyét.’

Rét hiém: Giam tiéu cau.

- Réi loan hé mién dich:

Hiém: Man cam.

Rat hiém: Sdc phan vé.

- Réi loan chuyén héa va dinh dwéng:

Tan s6 chua biét: Thém an.

- Réi loan tém than:

Khéng phd bién: Kich df)ng

Hiém gap: Hung hang, 1a 1an, trim cam, 4o giac, mat ngi.

RAt hlem Tat may giat cac co (Tic).

Tan s6 chua biét: Y tuong tu sat, con 4c mong.

- Réi loan hé than kinh:

Khong pho bién: Di cam.

Hiém: Co git.

R4t hiém: Ching kho doc, ngét, run, loan truong lyc, roi loan van dong.

Tan s6 chua biét: Suy giam tri nhé, mat tri nho.

- Réi loan mit:

R4t hiém: Roi loan diéu tiét, mo mét, roi loan van nhan.

- Réi logn tai va cdu triic trong tai:

Tan s6 chua biét: Chong mit.

- Réi loan tim:

Hiém: Nhip tim nhanh.
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- Réi loan tiéu héa:

Khéng phd bién: Tiéu chay.

- Réi loan gan mat:

Hiém: Chuc ning gan bit thudng (ting transaminase, alkaline phosp
bilirubin).

- Réi loan da va mé dudi da:

Khong pho blen Ngira, ndi man.

Hiém: Nbi mé day.

RAt hiém: Phu mach, héng ban nhiém sic c¢d dinh.

Tan s6 chua biét: Hoi ching ngoai ban myn mu toan than cip tinh.
- Réi loan co xwong va mé lién két:

Tan s6 chua biét: Dau khép.

- Réi loan thén va tiét niéu:

Rat hiém: Tiéu kho, dai dam.

Tan s6 chua biét: Bi tiéu.

- Réi logn chung:

Khong phd blen Suy nhugc co thé, kho chiu.

Hiém: Phu né.

- Piéu tra

Hiém: Ting can.

13. Qua liéu va cach xir tri:

Quid liéu:

Céc triéu chimg ghi nhan dugc sau khi dung qua liéu cetirizin chi yéu lién quan dén cac
tac dung trén hé than kinh trung wong hodc céac tac dung khang cholinergic.

Tac dung khong mong mudn duoc ghi nhan sau khi dung mot liéu it nhat gip 5 lan liéu
khuyén céo hang ngay la: L 14n, tiéu chay, chéng mat, mét moi, dau dau, kho chiu, suy
nhugc co thé, nglra ngay, an than, budn ngu, run va bi tiéu.

Cach xu tri:

Chua c6 thude gidi doc ddc hiéu cho cetirizin. Néu x4y ra qua liu, bénh nhan can dugc
diéu tri triéu ching va diéu tri hd tro. Rira da day cé thé duoc xem xét ngay sau khi uéng
thudc. Khong loai bo duge cetirizin mot cach hiéu qua bang thim tach méu.

14. Pac tinh dwoc lwe hoc

Nhém diwge ly: Thube khang histamin sir dung toan than, din xuat piperazin.

Ma ATC: RO6A EO07.

Co ché tic dung: Cetirizin, mot chat chuyén hoa trong co thé cta hydroxyzin, 12 mot chit
ddi khang manh va chon lgc trén cac thy thé H, ngoai vi. Cac nghién ctru vé gén két véi thu
thé in vitro cho thiy thudc khong c6 4i luc dang ké voi thu thé nao khac ngoai thu thé Hj.
Tic dung dwoc lire hoc: Ngoai tac dung khang thu thé Hi, cetirizin con dugce chimg minh la
co tac dung chéng di tng: Véi lidu 10mg mot hodc hai 1an mdi ngay, né e ché su tap két
cac té bao viém ¢ giai doan mudn, ¢ da va két mac cta cac ddi tuong di ing co tiép xic voi
di nguyén.

Hiéu qua lam sang va an toan:

Céc nghién ciru trén nguoi tinh nguyén khée manh cho thay cetirizin lidu Smg va 10mg lam
giam dang ké phan tmg san phu va hong ban do ndng d6 rit cao cua histamin trong da giy
nén.

Véi liéu luong khuyén céo, cetirizin duoc chimg minh ring giup cai thién chit luong cudce
séng cua bénh nhan bi viém miii di ing man tinh va theo mua.
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Doéi twong tré em:

Trong mét nghién ciru kéo dai 35 ngay o tré em tur 5 dén 12 tudi, khong tim théy tac dung
chéng di ng (chéng may day va hdng ban) cua cetirizin. Sau khi dung nhiéu lan cetirizin,
khi ngimg diéu tri, da phuc hoi lai phan tmg binh thudng voi histamin trong vong 3 ngay.

15. Pac tinh dwgc dong hoc:

Hap thu: Nong @6 dinh trong huyét twong & trang thai 6n dinh 13 kh
dugc trong vong 1,0 + 0,5 gio.
Mirc d6 hip thu cia cetirizin khong giam khi dung cung thirc ; ‘
giam. Sinh kha dung 1a tuong duwong khi dung cetirizin dang IL mg
vién nén. \* '
Phdn bé: Thé tich phan b cua cetirizin 13 0,5 lit/kg. Lién ket V\*l bro
cetirizin 14 93 + 0,3%. Cetirizin khong lam anh huéng dén kha s
v6i1 warfarin.

Chuyén héa: Cetirizin khong trai qua chuyén hoa buéc dau & gan.
Thai trur: Thoi gian ban thai cubi cuing khoang 10 gio va khong thay su tich liy nao d6i
vé6i cetirizin sau liéu 10mg hang ngay trong 10 ngay. Khoang 2/3 liéu duogc bai tiét dudi
dang khong dbi qua nudc tiéu.

Tuyén tinh/ phi tuyén tinh:

Cetirizin thé hién déng hoc tuyén tinh trong pham vi tir 5 dén 60mg.

* Cdc déi twong dic biét:

- Bénh nhdn suy thdn: Duge dong hoc cua thude twong ty & nhitng bénh nhan suy than nhe
(d6 thanh thai creatinin cao hon 40ml/phit) va nguoi ¢6 chirc nang than binh thuong. Bénh
nhan suy thin vira c6 thoi gian ban thai ting gp 3 1an va giam 70% do6 thanh thai so véi
nguoi ¢o chirc nang than binh thuong.

Bénh nhan chay than nhan tao (d0 thanh thai creatinin dudi 7ml/phuat) dugc dung mot lidu
duy nhat cetirizin 10mg c6 thoi gian ban thai ting gap 3 1an va giam 70% do thanh thai so
v6i thude théng thuong. Cetirizin hau nhu khong duge loai bo bang tham tach mau. Didu
chinh liéu 14 can thiét & bénh nhan suy than vira hodc nang.

- Bénh nhan suy gan: Bénh nhan méc cac bénh gan man tinh (bénh té bao gan, r mat, va xo
gan do & mat), dugc ding mét lidu duy nhét 10 hodc 20mg cetirizin c6 thoi gian ban thai
tang 50% va d¢ thanh thai giam 40% so voi nguoi khoe manh. Can chinh liéu & bénh nhan
suy gan néu c6 suy than dong thoi.

- Nguoi cao tudi: Sau mot lidu uong 10mg cetirizin, thoi gian ban thai tang khoang 50% va
d6 thanh thai giam 40% & 16 d6i tuong cao tudi so voi cac dbi twong binh thuong. Sy giam
d6 thanh thai cetirizin ¢ nhiing nguoi tinh nguyén cao tudi nay co thé lién quan dén chirc
nang than giam cua ho.

- Tré em: Thoi gian béan thai cua cetirizin 1a khoang 6 gid & tré 6 — 12 tudi va 5 gid & tré 2 —
6 tudi. O tré so sinh va tré nho tir 6 dén 24 thang tudi, thoi gian ban thai giam xudng con 3,1
gio.

16. Quy cach dong goi:

- Hop 01 chai x 30ml, kém theo cbc dong va t& huéng dan st dung thude bén trong hop.

- Hop 01 chai x 60ml, kém theo cb¢ dong va t& huéng dan st dung thude bén trong hop.

- Hop 01 chai x 90ml, kém theo cbc dong va t& huéng dan st dung thude bén trong hop.

- Hop 01 chai x 120ml, kém theo cbc dong va t& huéng dan sir dung thudce bén trong hop.
17. Piéu kién bao quan, han dung, tidu chuén chit lwgng ciia thudc:

Diéu kién bao quan: Noi kho, nhiét d6 dudi 30°C.

Han dung cua thudc: 36 thang ké tir ngdy san xuét.

200ng/mg va dat
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Han dung sau khi m¢ né’p: 3 thang sau ngdy mé nap.
Khong dwgc dung thuoc da qua han dung.
Tiéu chuan chét luong ctia thube: TCCS

: 7 B 039
18. Tén, dia chi cua co s6' san xuat thuoc: m
Tén co sé sin xuit : CONG TY CO PHAN DUQC PHAM ’ TC@'N’U . A\
Dia chi: T6 dan phd sé 4, P. La Khé, Q. Ha Pong, TP. Ha ’CF cO'pi MN |
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