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Cetirizin 2HCI 10mg

10 vi x 10 vién nén
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Cetirizin 2HCI 10mg
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| . Chi dinh, Liéu lugng & cach dung,
/_I Thanh pll‘n- Ch‘ng chi dinh, Thgn trong,

1\ Cetizirin 2HC/ 70 mg
\ Td dugc vira da: 1 vién
1 Déng géi:

| Hop 10vix 10 vién nén

Tuong tac thudc, cac théng tin
khac:

Xem to huéng ddn s dung thudc.
Bao quan: Nhiét dé khéng qud 30°C,

1 Tiéu chudn ap dung: 7CCS
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/3WUNG DAN SUDUNG THUOC CHO CAN BOY TE

Cetiri\tz dihyd I 10 mg
T4 dugc vira dd 1 vién
(Tinh bét lia mi, Lactose, PVP K30, Aerosil, Bot Talc, Magnesi stearat)
3. DANG BAO CHE: Vién nén.
4. CAC PAC TINH DUQC LUC HOC, DUGC PONG HOC
4.1. Dugc luc hoc:
Nhém dudc 1y: Khéng histamin, d6i khéng thu thé H,.
Mi ATC: RO6A EO7.
Cetirizin 12 din chAt cla piperazin va 1 chat chuyén ho4 cia hydroxyzin. Cetirizin ¢6 tdc
dung d&i khidng manh va chon loc & thu thé H, ngoai vi, nhung hiu nhu khong 6 tic dung
dén céc thu thé khic, do vay hdu nhu khong c6 tdc dung d6i khang acetylcholin va déi
khéng serotonin. Cetirizin &c ché giai doan s6m cla phan tng di ¥ng qua trung gian
histamin va ciing 1am gidm su di ddi cda cdc t€ bao viém, gidm gidi phéng céc chat trung
gian § giai doan mudn cda phan ing di dng.

4.2 Dugc dong hgc:

*Hap thu: Cetirizin hdp thu nhanh sau khi uéng. Nong d6 dinh do & trang théi cin bing
dat dugc sau khi udng khodng 1 gid. Thic 4n c6 thé 1am gidm ndng do dinh trong mau va
kéo dai thdi gian dat néng dd dinh nhung khéng 4nh hudng dén mic hap thu thudc.

*Phdn bd va chuyén hod: Cetirizin lién két 90% - 96% vdéi protein huyét tuong. Thé tich
phan bd bi€u kién 1a 0,5 lit/kg. Thudc vao sifa me, nhung hau nhu khéng qua hing rao
méu — ndo. Cetirizin c6 dong hoc tuyén tinh & khodng liéu 5 - 60 mg.

*Thdi trir: Khoang 2/3 liéu diing dudc bai xuit dusi dang khong déi qua nudc tiéu. Nia o?
doi thai trir huyét tuong khodng 10 gid. '

5.QUY CACH PONG GOI: Vi 10 vién - Hop 10 vi.

6. CHI PINH, LIEU DUNG, CA CH DUNG, CHONG CHI PINH:

6.1 Chi dinh: -,

Cetirizin dugc chi dinh cho d6i twgng ngudi 16n va tré em trén 6 tudi diéu tri céc triéu ching:

- Viém miii di ¢ng dai déng. \‘3
- Viém mii di tng theo mua. ::
- May day man tinh v0 can. iy
6.2 Liéu lugng P

. Tré em tit 6 — 12 tudi: mbi lan Y2 vién, ngay 2 lan.

. Tré em trén 12 tudi va nguoi 16n: mdi 14n 1 vién, ngay 1 lan.

- Nguoi suy gan: khong can hiéu chinh liéu trén ngudi chi ¢6 suy gan, hiéu chinh liéu trén
ngudi ¢ suy gan va suy than theo khuyén cdo doi v6i ngudi suy than.

- Nguoi suy than: Li€u hiéu chinh theo Cl,, nhu bang sau:



fc na ) Cler R . ax
Chife nang thén (ml /p;ui 9 Liéu dung
Binh thudng > 80 Lvienx1
lan/ngay
Suy than nhe 50-79 1 V\len x 11an/
ngay
1 vid A
Suy thin vira 30-49 %) Ylen x 11an/
ngay
1/ via . <
Suy thin ning <30 %) Zlen cach 2 ngay
1 lan
Suy than giai doan cudi . o
hozc phai thim tach <10 Chong chi dinh

6.3 Cach dung:
Uéng thudc cing véi mot ly nudc.

6.4 Chong chi dinh:

Nhiing ngudi c6 ti€n st di Wng vdi cetirizin, v6i hydroxyzin hodc bat cit thanh phin nao

clia thudc. '

Suy than giai doan cudi (Cl,, < 10 ml/phiit).

7. CAC TRUGNG HQP THAN TRONG KHI DUNG THUOC:

- 0 liéu diéu tri, khong c6 tuong tic ddng k€ giita cetirizin va rugu. Tuy nhién cin than
trong néu c6 st dung rugu trong thdi gian udng thudc.

- Cin chd ¥ & bénh nhan c6 nguy cd 1 tiu vi cetirizin c6 thé 1am ting nguy co & tiéu.

- Cin cht y & bénh nhan dong kinh va bénh nhan c6 nguy co co giat.

- Cetirizin c6 thé tic ch€ ddp Ung cla test di Wng da, cAn cé thdi gian 3 ngay dao thii thudc
trudc khi thuc hién test nay.

- Ngtta va n6i mé day c6 thé xuat hién néu ngitng thudc, thim chi trong trudng hdp trude

khi ding thuéc khong cé triéu ching ngita va néi mé day. Trong vai trudng hdp, triéu -

chitng c¢6 thé ning hon va sé dugc giai quyét khi duogc tai diéu tri.
- Thudc c6 chita lactose, bénh nhian mic cdc 161 loan di truyén hi€m gdp vé dung nap

galactose, ching thi€u hut enzyme lapp - lactase hodc rdi loan hap thu glucose-galactose ==

khong nén st dung thudc nay.

- Thudc c6 chita thanh phén tinh bdt Ida mi, c6 thé chita gluten & lugng VEL, va vi vay cin
chd y an toan véi ngudi bénh Celiac.

* Thoi ki mang thai va cho con bii:

- Thoi ky mang thai: Dit liéu thu thap vé cetirizin trén toan thai ki khong cho thdy c6
doc tinh trén me, phoi hodc thai nhi trén muc nén. Nghién ciu trén dong vat khong
cho thay tdc hai truc ti€p hodc gidn ti€p lién quan dén qué trinh mang thai, su phat
trién cda phdi hodc thai nhi, sy sinh sdn va qué trinh phat trién sau sinh. Can thin
trong khi ké don trén phu nit ¢6 thai.

- Thoi ky cho con bu:

Cetirizin bai tiét ra sita me & ndng d6 25 % dén 90 % ndng do do dudc trong huyét
tuong, phu thudc vio thdi diém 14y méu sau khi dung thudc. Can than trong khi ké toa
cho phu nit dang cho con bu.

TP i



* Ldi xe va vd@n hanh may moc:

Cé4c d4nh gi4 khach quan vé kh ning 14i xe, thdi gian can d€ di vao gidc ngi va hiéu suit
trén day chuyén sdn xuat khong cho thdy 4nh hudng 1am sang nao & liéu khuyén cdo
10mg. Tuy nhién bénh nhan ting trdi qua triéu ching budn ngl khi dung thudc thi khong
nén l4i xe va tham gia vao céc cong viéc nguy hiém va van hanh mdy méc. Khéng nén
diing qué liéu khuyén cdo va ghi nhd d4p ting cda co thé véi thudc.

8. TUONG TA C VOI CAC THUOC KHAC, CAC DANG TUONG TAC KHAC:
Tranh két hgp cetirizin véi cdc thubc e ché than kinh trung uong nhu thudc an than, rugu.
Vi cetirizin 1am tang tac dung cla céc thudc nay.

9. TAC DUNG KHONG MONG MUON CUA THUOC:

Téc dung khong mong mudn cla thudc theo c4c tan sudt nhu sau: R4t thudng gip (= 1/10),
thudng gip (2 1/100 dén < 1/10), it gap 1/1000 dén < 1/100), hi€m gap 1/10000 dén <
1/1000), rat hi€ém gip (< 10000), khéng 16 rang (khong udc tinh dude tir dit licu).
Hé mdu va bach huyét:

RAt hi€m gip: Gidm tiéu cau.

Hé¢ mién dich:

Hi€m gip: Qud min. m/

R4t hi€ém gip: s6c phan vé.

Dinh dudng va chuyén héa:

Khéng rd rang: tdng sy them an

Téam than:

It gap: kich dong.

Hi€m gip: hung hing, 1t 14n, trim cdm, 4o gidc, mat ngu.

R4t hi€m gip: giat minh.

Khoéng ro rang: ¢ ¥ tu tu.

H¢ than kinh trung vong:

It gip: di cdm.

Hi€m gip: co giit.

R4t hi€m gip: r6i loan vi gidc, ngit, run, réi loan trudng luc cd, mat van dong.
Khong rd rang: suy gidm tri nhd, mat tri nhd.

Mat:

R4t hi€m gip: r6i loan diéu tiét, nhin md, van nhin.

Tai va mé dao tai trong:

Khong 16 rang: chéng mat.

Tim:

Hi€m gip: nhip tim nhanh.

Hé tiéu hoa:

It gap: tiéu chdy.

Gan mat:

Hiém gip: r6i loan chic nidng gan.

Da va mo duéi da:

It gip: ngifa, phét ban.

Hi€m gip: n6i mé day.

R4t hi€m gip: phil, hdng ban séc t& ¢6 dinh do thudc.




Thén va tiét niéu:
R4t hi€m gip: ti€u khé, ddi dam.
Khong 16 rang: bi tiéu
Roi loan chung va roi loan hé thong:
It gip: suy nhudc, mét mai
Hiém gip: phil né
Cédn ndng:
Hi€m gap tang can
10. QUA LIEU VA CACH XU TRI:
* Triéu chitng: triéu ching qud liéu cetirizin lién quan d&n hé than kinh trung wdng hoic
lién quan dén triéu ching khang cholinergic.
Viéc ding qud liéu cetirizin gdp 5 1an li€u khuyén cdo s& giy ra céc triéu chitng nhu: i
14n, tiéu chdy, chéng mit, mét mdi, nhic dau, gidn dong tl, ngita, bdn chdn, budn ngd,
sttng sd, nhip tim nhanh, run va bi tiéu.
* Xt tri: Khi qud liéu nghiém trong can gdy ndn va tlra da day cling vdi cdc phuong phap
hé trg. P&n nay chua c6 thude gidi doc dic hiéu. Thdm tach mau khong cé tdc dung trong
diéu tri qué liéu cetirizin.
Tich cuc theo doi dé cé bién phdp xit tri klp thoi
11. PIEU KIEN BAO QUAN HAN DUNG CUA THUOC:
Nhiét d6 khong qua 30°C, tranh 4nh sdng va &m. N](
Han diing cda thudc: 48 thang k€ tif ngdy sén xuat.
12. TEN, PIA CHI CUA CO SG SAN XUAT:

MEBIPHAR

CONG TY CO PHAN DUGC PHAM VA SINH HOC Y TF
L6 II- 18 dudng 13, KCN Tan Binh, Q. Tan Phd, TP. H6 Chi Minh
13. NGAY XEM XET SUA POI, CAP NHAT LAI NOI DUNG HUGNG DAN SU
DUNG THUOC: XX — XX — XXXX
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Dé xa tam tay ctia tré em.
Poc ky hiéng dén sit dung triée khi ding.

DAN SU DUNG THUOC CHO NGUOT BENH

Thong bdo ngay cho bdc si hodc dugc si nhitng tdic dung

khong mong muén gdp phdi khi siz dung thuéc.

1. THANH PHAN, HAM LUGNG THUOC:
Cetirizin dihydroclorid 10 mg
T4 dudc vira dd 1 vién

(Tinh bot lia mi, Lactose, PVP K30, Aerosil, Bot Talc, Magnesi stearat)

2. MO TA SAN PHAM: Vién nén
3.QUY CACH PONG GOI: Vi 10 vién — Hop 10 vi.
4. THUOC DUNG CHO BENH Gi:

Cetirizin dugc chi dinh cho déi tugng ngudi 16n va tré em trén 6 tudi diéu tri céc triéu ching:

- Viém mfii di ¢ng dai ding.

- Viém mii di ¢ng theo mia. OV(

- May day man tinh v6 cén.

5.NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQONG:

- Tré em tit 6 — 12 tudi: mdi 1an ¥ vién, ngay 2 14n.
- Tré em trén 12 tudi va nguoi Ién: mdi 1an 1 vién, ngay 1 1an.

- Nguoi suy gan: khdng can hiéu chinh liéu trén ngudi chi ¢6 suy gan, hiéu chinh liéu trén

ngudi c6 suy gan va suy than theo khuyén cdo déi vdi ngudi suy than.

- Nguoi suy thdn: Liéu hiéu chinh theo Cl,, nhu bang sau:

Cler A s

Chdc ning thian (mcl johit) Liéu dung

1 1€ 1
Binh thudng >80 M V\len X

lan/ngay

1 vié 1 lan/
Suy thin nhe 50-79 SRS

ngay

Yo vié 1 lan/
Suy than vita 30-49 2 ovien x b

ngay

Y2 vién céch 2 nga
Suy than ndng <30 ? & g4y

1 lan
SO BRRCogT SOl Chéing chif dinh
hodc phai tham tach

Cdch ditng: Udng thudc cung vdi mot ly nudc.
6. KHI NAO KHONG NEN DUNG THUOC NAY:

Nhitng ngudi c6 tién st di Ung vdi cetirizin, v6i hydroxyzin hodc bat cif thanh phan nao

clia thudc.
Suy thén giai doan cudi (Cl,; < 10 ml/phit).
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7. TAC DUNG KHONG MONG MUON:

Téc dung khong mong mudn cda thudc theo cdc tdn suat nhu sau: Rat thudng gip (>
1/10), thudng gap (= 1/100 d&n < 1/10), it gap 1/1000 dé&n < 1/100), hi€m gap 1/10000
dén < 1/1000), rat hi€m gip (< 10000), khong rd rang (khong ude tinh dudc tir dit lidu).

Hé¢ mdu va bach huyét:

R4t hi€m gip: Gidm tiéu ciu.
H¢ mién dich:

Hi€m gip: Qui man.

R4t hi€m gip: s6¢ phén vé.
Dinh dudng va chuyén héa:
Khéng rd rang: tang su them an
Téam than:

It gip: kich dong.

Hi€m gip: hung hing, 14 14n, tram cdm, 40 gidc, mit ngd.

R4t hi€m gip: gidt minh.
Khong rd rang: ¢ y tu ta.
H¢ than kinh trung vong:
It gap: di cam.

Hi€m gip: co giat.

R4t hi€m gip: 161 loan vi gidc, ngat, run, ri loan truong luc cd, mat vin dong.

Khong rd rang: suy gidm tri nhé, mat tri nhé.
Mat:

R4t hi€m gip: rdi loan diéu tiét, nhin md, van nhan.
Taiva mé dao tai trong:

Khéng rd rang: chéng mit.

Tim:

Hi€m gip: nhip tim nhanh.

He¢ tiéu hoa:

It gip: tiéu chay.

Gan mat:

Hi€m gip: r6i loan chifc ning gan.

Da va mo duéi da:

It gip: ngita, phét ban.

Hi€m gip: ndi mé day.

R4t hi€m gip: phi, hong ban sic td ¢ dinh do thudc.

Thén va tiét niéu:

R4t hi€m gip: tiéu khé, ddi dam.
Khoéng 16 rang: bi tiéu

Ro6i loan chung va réi loan hé thong:
It gip: suy nhudc, mét médi

Hi€m gip: phu né

Cén nang:

Hi€m gip: ting can
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8. NEN TRANH DUNG NHUNG THUOC HOAC THUC PHAM GI KHI PANG SU
DUNG THUOC NAY:

Tranh két hdp cetirizin vdi cdc thudc e ché than kinh trung wong nhu thudc an than,
rugu. Vi cetirizin lam tang tdc dung clia c4c thubc nay.

9. CAN LAM GI KHI MOT LAN QUEN KHONG DUNG THUOC:

Né&u quén ubng 1 1an thudc, udng ngay li€u quén uéng khi nhd ra, cang sém cang tot.
Ubng liéu ti€p theo sau 24 gid. Khdng uéng gap dodi liéu (hodc tham khdo y kién cla bac
s1 hoég dugc si).

10. CAN BAO QUAN THUOC NAY NHU THE NAO:

Nhiét d6 khong qué 30 °C, trdnh 4nh sdng va Am.

11. NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU:

* Triéu ching: triéu ching qua liéu cetirizin lién quan d&n hé thin kinh trung wong hoic
lién quan dén triéu ching khang cholinergic.

Viéc ding qud li€u cetirizin g&p 5 14n liéu khuyén cdo s& gay ra céc triéu ching nhu: 1d
14n, tiéu chdy, chéng mait, mét mdi, nhic dau, gidn dong t¥, ngia, bdn chdn, budn ngy,
sting sd, nhip tim nhanh, run va bi tiéu.

12, CAN PHAI LAM GI KHI DUNG THUOC QUA LIEU KHUYEN CAO:

Néu udng thudc qué liéu, nhanh chéng dua ngudi bénh dén co sd y t&€ gin nhat va mang

thudc (hay vi thuoc hop thudc) da udng theo ciing. ‘ 35\33
13. NHUNG PIEU CAN THAN TRONG KHI DUNG THUOC NAY: V( R
- Can than trong néu c6 st dung rudu trong thdi gian udng thudc. PHqAA‘N
- Cin chi ¥ & bénh nhan ¢ nguy cd 1 tiéu vi cetirizin ¢ thé 1am ting nguy co & tiéu. F;HCA:/A;

- Can chid ¥ & bénh nhan ddng kinh va bénh nhén cé nguy cd co giat.
- Cetirizin c6 thé tc ch& ddp dng cia test di ¢ng da, can cé thdi gian 3 ngay dao thai TJoé
thudc trude khi thuc hién test nay.
- Ngifa va n6i mé day c6 thé xudt hién néu ngitng thudc, tham chi trong trudng hop trudc
khi ding thudc khong c6 triéu ching ngita va n6i mé day. Trong vai trudng hgp, triéu
ching c6 thé ning hon va s& duoc gidi quyét khi duoc tai diéu tri.
- Thudc c6 chia lactose, bénh nhin mic céc rdi loan di truyén hi€m gip vé dung nap
galactose, ching thi€u hut lapp-lactase ho#c rdi loan hép thu glucose-galactose khong nén
st dung thudc nay.
- Thudc c6 chita thanh phan tinh bot Ida mi, c6 thé chita gluten & Iugng VEL, va vi vay cin
chi y an toan v&i ngudi bénh Celiac.
* Thoi ki mang thai va cho con bu:
- Thoi ky mang thai: Tham khdo y ki€n bac si néu c6 § dinh st dung cetirizin trong thdi
gian mang thai )
- Thoi ky cho con bu:
Tham khéo ¥ ki€n bac s néu c6 ¥ dinh st dung cetirizin trong thdi gian cho con ba. )
* Ldi xe va vdn hanh mdy mdc:
Bénh nhan ting trai qua triéu ching budn ngd khi ding thudc thi khong nén 14i xe va
tham gia vao cdc cong viéc nguy hi€m va van hanh mdy méc. Khong nén dung qué liéu
khuyén céo va ghi nhd dép ung cua cd thé véi thudc.
14. KHI NAO CAN THAM VAN BAC SI, DUQC SI:
XuAt hién mot hodc nhiéu tidc dung khong mong mudn sau khi ding thué’c_.
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Dé trénh twong tac thudc, can thong bdo cho bac sT hoic dudc si khi dang diing bat ky loai
thudc ndo trudc khi ding thudc.
Néu can thém théng tin xin héi y kién bdc st hodc duoc si
15. HAN DUNG CUA THUOC: 48 théng k€ tit ngay sn xuit.
16. TEN, PIA CHI, BIEU TUGNG CUA CO SO SAN XUAT: Q& |

MEBIPHAR

CONG TY CO PHAN DUGC PHAM VA SINH HOC Y TE
L6 I1I - 18 dudng 13, KCN Tan Binh, Q. Tan Phd, TP. H6 Chi Minh

17. NGAY XEM XET SUA POIL, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG
THUOC: xx — XX — XXXX

TUQ.CUC TRU'(;’ING
PTRUGNG PHONG

Npuyén oo Sink




