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TO HUGNG DAN SU DUNG THUOC

ZYZOCETE

A. HUGNG DAN SU DUNG THUOC CHO NGU(1 BENH
1. Tén thuéc: ZYZ0CETE
Doc ky hudng ddn st dung trudc khi ding
Dé xa tdm tay cda tré em.
Thdng bdo ngay cho bdc sy hodc duoc sy nhiing tdc dung
khéng mong mudn gdp phdi khi st dung thuoc .
2. Thanh phan, ham lugng cia thuéc: Cho 1 vién
Cetirizin dihydrodlorid.................... o 10mg

TAAUOC WA DU . oeccimcsiiseemmeoi i i srasrionss sra T it i s ks sness 1vién

Td duoc: Microcrystalline cellulose, lactose, colloidal anhydrous s&

crospovidone, povidon K30, magnesi stearat, croscarmellose sodium,

hypromellose, bét talc, macrogol 6000, titan dioxyd.

3. M ta san pham: Vién nén dai bao phim mau tring, canh va thanh vién

lanh 13n, c6 khdc vach bé déi.

4. Qui cach dong goi: Hop 10 vi x 10 vién.

5. Thudc dung cho bénh gi:

Zyzocete duoc diing cho nguai I6n va tré em tir 6 tudi trd 1én trong cac truding

hap:

- Gidm cac triéu chiing ctia viém mi di ung theo ma lau nam.

- Gidm cac triéu chiing cia mé day vo can man tinh.

6. Nén dung thuéc nay nhu thé nao va liéu lugng:

- Thuéc dung dudng uéng, c6 thé udng ciing hodc ngoai bira an.

Liéudung

-Tré em tir 6 dén 12 tudi: udng 5 mg x 2 Ian/ngay (1/2 vién x 2 Ian/ngay)

- Ngui I6n va tré em trén 12 tudi: udng 10 mg/ngay (1 vién/ngay)

- Ngudi cao tudi: Hiénnay, chuia 6 ditliéu khuyén co can phdigidm liéu ¢

nqudi cao tudi c6 chiic nang than binh thutng

- Ngudi bénh cd chiic nang than suy gidm, liéu hiéu chinh theo Cle; nhu sau:

+ Chifc ndng than binh thutng: Cle > 80 ml/phit: liéu 10 mg x 11dn/ngay

+ Suy than nhe: 50 < (¢ < 79 mI/phdt: liéu 10 mg x 1lan/ngay

+ Suy than vifa: 30 < Clr < 49 mi/pht: liéu 5 mq x 11dn/ngay

+ Suy than ndng: Cl < 30 mi/phiit: liéu 5 mg cach 2 ngay 11an

+ Suy than giai doan cui hodc phdi tham téch: Clg < 10 ml/phiit: khong st

dung thudc Zyzocete

- Doi vdi bénh nhi bi suy than: liéu dugc diéu chinh ddi vdi ting cd nhan, dua

trén do thanh thai ctia than, dd tudi va can nang.

- Bénh nhan chi ¢6 suy gan: Khdng can diéu chinh liéu.

-Bénh nhan suy gan két hop suy than: diéu chinh liéu nhu ddi véi bénh nhan

suy than, tit muic do vira dén nang.

7. Khi nao khong nén ding thuéc nay:

- Nhitng ngui ¢ tién st di (ing vai cetirizin, hydroxyzin.

- Nhiing ngui man cdm vdi bt ky thanh phén nao cta thudc.

- Tré em dudi 6 tuoi.

- Bénh nhén suy thén nang c6 muic loc cdu than nhd han 10ml/phit.

8. Tac dung khong mong muon:

* Thudng gdp:

- Hay gdp nhat la hién tuong ngl ga. Ti & gay nén phu thudc vao liéu dung.

- Ngoai ra thudc con gay mét mdi, kho miéng, viém hong, chong mat, nhiic

dau, budn non.

* [t gdp: Chén an hodc tang them an, bi tiéu, d6 bimg, tang tiét nudc bot.

* Hiém gdp: Thiéu médu tan mau, giam tiéu cau, ha huyét dp nang, choang

phan v, viém gan, (mét, viém cau than, rdi loan van dong, I an, trdm cam,

30 gidc, co y tudng tu ti, réi loan da day - rudt, tiéu chy, kho tiéu, dai dam.
Néu gdp bt ky nhiing tdc dung khdng mong mudn trén, ngung diing thudc

ndy va dén gdp bdc sy dé duoc tham vdn va diéu tri.

9. Nén tranh diing nhitng thudc hoac thuc pham gi khi dang sif dung
thuéc nay:
-Tranh két hop véi cac thudc tic ché than kinh trung wong nhu thudc an than,
ruou .
- D6 thanh thai cetirizin giam nhe khi udng cung 400 mg theophylin.
- Khong dung vién gidi phong chdm két hop cetirizin hydroclorid va
pseudoephedrin hydroclorid & ngudi bénh dang dung hodc ngiig thuéc
IMAQ.
10. Can lam gi khi mét Ian quén khong diing thudc:
Néu mot Ian quén khong diing thudc, cdn udng liéu tiép theo theo diing liéu
da chi dan. Khong udng gdp doi liéu dé b lai liéu da quén.
11. Can bao quan thudc nay nhu thé nao:
Noi khd, tréanh dnh sang, nhiét do khong qué 30°C
12. Nhiing dau hiéu va triéu chiing khi diing thudc qua liéu:
-Triéu chting cla qud lieu Ia: ngu ga & nguai In; & tré em c6 thé bi kich dong.
Khi gap cac triéu chiing qué liéu cn dén gap bac sy dé dugc diéu tri.
13. Can phai lam gi khi ding thudc qua liéu khuyén cao.
- (an dimg udng thudc va thang bao vdi bac sy hoac dugc sy.
14, Nhiimg diéu can than trong khi ding thudc nay
a/ Cdc tinh trang cdn thén trong khi diing thudc.
Cén phai diéu chinh liéu & nguai suy thén vira hodc nang va nqudi dang tham
phan than nhan tao.
- Can diéu chinh liéu & nquai suy gan c6 két hop vdi suy than
- ( mét s6 nguai bénh sif dung cetirizin ¢ hién tuong ngi ga, do vay nén
than trong khi lai xe, hodc van hanh mdy vi dé gay nguy hiém. Trinh ding
ddng thai cetirizin vdi ruou va cac thudc trc ché thén kinh trung wong vi lam
tang thém tac dung ctia cc thudc nay.
- Than trong véi bénh nhan bi dong kinh va bénh nhan <6 nguy ca co giat.
- S&n pham 6 chifa lactose, do d6 bénh nhan khdng dung nap galactose,
thiéu hut lactase hoac kém hap thu.glucose-galactose khong nén diing thudc
nay.
b/ Cdc khuyén cdo diing thudc cho phu nix c6 thai va cho con bi
- Tuy cetirizin khong gay quai thai  dong vat, nhung khang ¢ nhitng nghién
ctiu ddy du trén nqudi mang thai, cho nén khong nén ding khi co thai.
- Cetirizin bai tiét qua sia, vi vy nquai cho con bui khong nén ding.
o/ Anh huéng cia thudc déi véi cong viéc (nguoi van hanh mdy mdc, dang Idi
tau Xe, nquai lam viéc trén cao va cdc truong hap khdc)
Do thudc 6 thé gdy nqli ga, chong mat, buon ndn nén can than trong sir
dung thudc khi I4i xe va van hanh mdy mdc
15. Khi nao can tham van bac sy, doc sy
Khi gap bat ki déu hiéu nao cia tac dung khong mong mudn hoac qua liéu
can dén gap ngay bac si dé tham van.

Néu can thém thdng tin xin hdi y kién bdc sy
16. Han dung ctia thudc: 36 thang ké tir ngay san xudt.
17. Tén, dia chi cua co s¢ san xuat
Tén nha sdn xudt: Cong ty ¢ phin Dugc - Vat tu'y té Thanh Héa.
Dia chi: 6 04 — Quang Trung — thanh phd Thanh Héa — tinh Thanh Héa
Dién thoai: (0237) 3737888 - Hotline: 1800 8140
18. Ngay xem xét stfa doi, cap nhat lai noi dung to hudng dan sit
dung thudc: 19/9/2017
B. HUGNG DAN SU DUNG THUOC CHO CAN BO Y TE
1.Dac tinh dugc lvc hoc:
- Cetirizin thudc nhém thudc khang histamin, ddi khang thu thé H1 — Ma ATC:
RO6A EO7
- Cetirizin ¢6 tac dung chang di ting nhung khdng gay budn ngu & liéu duoc
ly. Cetirizin ¢6 téc dung ddi khang chon loc & thu thé H1, nhung héu nhu
khdng c6 tac dung dén cac thu thé khc, do vay hau nhu khong ¢6 tac dung
ddi khang acetylcholin va khong c6 tac dung ddi khang serotonin. Cetirizin c
ché giai doan sém clia phan (ing di ting qua trung gian histamin va ciing lam
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giam sy di ddi ca céc té bao viém va giam gidi phéng cac chat trung gian &
giai doan muodn ctia phan ting di ing.

2. Pac tinh dugc dong hoc

- Thudc hdp thu nhanh sau khi uéng. Nong do dinh trong mdu & mdc 0,3
microgam/ml, dat duoc sau (1,0 + 0,5) gio. Sinh khd dung dutng udng
khdng thay ddi khi duing thudc cing vdi thitc an. Mic do hap thu cda Cetirizin
khong bi gidm bai thiic an, tuy nhién toc do hap thu bi gidm.

- Thé tich phén bd biéu kién 1a 0,5 lit/kg. Ty I lién ké vdi protein huyét tuong
1a 90 — 96%.

- Cetirizin khdng bi chuyén héa budc mot. Khodng 2/3 liéu diing dugc bai xuat
dudi dang khong ddi qua nudc tiéu. Nita ddi thai trir huyét tuong khodng 10
gitr. Cetirizin cd dong hoc tuyén tinh & khoang liéu 5 — 60 mg.

- Thudc vao sita me nhung hau nhu khong qua hang rao mdu — nao.

- D6 thanh thai ¢ than la 30 ml/phut va thei gian ban-thdi xap xi 9 gio.

3. Chi dinh

Vién nén bao phim Zyzocete duoc diing cho nqudi I6n va tré em tir 6 tudi trg
1én trong cdc truting hop:

- Giam cdc triéu chiing ctia viem mii di ting theo mua ldu nam.

- Gidm cdc triéu chiing cia mé day vd can man tinh.

4, Liéu dung va cach dung

(Cach dung:

- Cetirizin duoc dung duding udng, c6 thé udng ciing hoac ngoai bira an.

Liéu diing

-Tré em tir 6 dén 12 tudi: udng 5 mg x 2 lan/ngay (1/2 vién x 2 lan/ngay)

- Nqui dn va tré em trén 12 tudi: udng 10 mg/ngay (1vién/ngay)

- Ngudi cao tudi: Hién nay, chua c6 dit liéu khuyén cdo can phai giam liéu &
ngudi cao tudi 6 chiic nang than binh thudng '

- Ngudi bénh ¢6 chitc néng than suy gidm, liéu hiéu chinh theo Cl nhu sau:
+ Chiic nang than binh thutng: (., > 80 ml/phdt: liéu 10 mg x 1 lan/ngay
+ Suy than nhe: 50 < (I, < 79 mi/phut: liéu 10 mg x 11an/ngay

+ Suy thén vira: 30 < Clg < 49 ml/phdt: liéu 5 mg x 11an/ngay

+ Suy than nang: Cle: < 30 ml/phit: liu 5 mg cach 2 ngay 1lan

+ Suy thén giai doan cudi hoac phéi tham tach: Clg < 10 ml/phdit: khong st
dung thudc Zyzocete

- Ddi véi bénh nhi bi suy than: liéu dugc diéu chinh ddi vdi ting ca nhan, dua
trén do thanh thai cta than, do tudi va can nang.

- Bénh nhan chi cd suy gan: Khdng can diéu chinh liéu.

- Bénh nhan suy gan két hop suy than: diéu chinh liéu nhu ddi véi bénh nhén
suy than, tif mic 6 vita dén nang.

5. Chéng chi dinh

- Nhitng nquai ¢d tién st di ing vdi cetirizin, véi hydroxyzin.

- Nhiing nguei man cdm vdi bat ky thanh phan nao ctia thudc.

- Tré em dudi 6 tudi.

- Bénh nhan suy than nang c6 mucloc cau than nhé hon IOmI!phut

6. Cac truong hd‘p than trong khi dung thuoc -

a/ (dc tinh trang can than trong khi diing thudc.

- Can phai diéu chinh liéu & nqguai suy than vifa hoac nang va ngudi dang
tham phan than nhén tao.

- Cén diéu chinh liéu & nquai suy gan két hgp vdi suy than

- 0 mot s& nqudi bénh st dung cetirizin ¢6 hién tugng ngd ga, do vdy nén
than trong khi lai xe, hodc van hanh mdy, vi dé gay nguy hiém. Tranh diing
dong thai cetirizin vdi rugu va cac thudc tc ché than kinh trung uong, vi lam
tang thém tac dung clia cdc thudc nay.

- Thén trong vdi bénh nhan bi dong kinh va bénh nhan cé nquy co co giat.

- S&n phdm c6 chifa lactose, do dd bénh nhan khong dung nap galactose,
thiéu hut lactase hodc kém hap thu glucose-galactose khong nén ding thudc
nay.

b/ Cdc khuyén cdo diing thudc cho phu nif ¢ thai va cho con bu

- Tuy cetirizin khong gay quai thai ¢ dong vat, nhung khang ¢ nhiing nghién
cliu ddy du trén ngudi mang thai, cho nén khdng nén ding khi co thai.

- Cetirizin bai tiét qua sifa, vi vay nquai cho con bt khdng nén ding.

¢/ Ainh huéng ctia thudc di vdi cong viec

Do thudc cd thé qay ngl ga, chéng mat, buon non nén can than trong stt
dung thudc khi I3 xe va van hanh mdy méc

7. Tuong tac ctia thudc vdi cac thudc khac va cacloai tuong tac khac
- Trénh két hop vdi cac thudc tic ché than kinh trung uong nhu thudc an than,
riou

- Do thanh thai cetirizin giam nhe khi ung cling 400mg theophylin.

- Khéng dung vién gidi phong chdm két hop cetirizin hydroclorid va
pseudoephedrin hydroclorid ¢ nqudi bénh dang dung hodc ngimng thudc
IMAO.

8. Tac dung khong mong muén

Tan sudt cac tac dung khong mong mudn dugc xac dinh nhu sau:

Rét phd bién (= 1/10); phd bién (> 1/100 dén <1/10); khong phé bién (= 1
/1.000 dén 1/100); hiém gap (= 1/10.000 dén 1/1.000); rat hiém gap (<1
/10.000); khdng duoc biét dén (khong thé dugc udc tinh tir di liéu c6 san

- Mau va bach huyét rdi loan:

+ Rat hiém gdp: gidm tiéu cdu

- Rdi loan hé thdng mién dich:

+ Hiém gap: qud man

+ Rét hiém gap: s6¢ phan vé

- Rdi loan chuyén hda va dinh dudng:

+ Khong dugc biét dén: tang su thém an.

- Rdi loan tam than:

+ Khdng phd bién: kich dong

+ Hiém gap: gy han, I lan, trdm cdm, do gidc, mat ngu

+ Rét hiém gap: ctr dong khdng ch y Iap 1ai nhiéu lan

+ Khong dugc biét dén: y nghi tu tir

- Rdi loan hé than kinh:

+ [t gdp: di cdm

+ Hiém gap: co giat

+ Khdng duoc biét dén: mat tri nhd, suy gidm tri nhd

- Rdi loan mét:

+ Rét hiém: nhin mo

+ Khéng duoc biét dén: chéng mat

- Réi loan tim:

+ Hiém gap: nhip tim nhanh

- Réi loan da day-rudt:

+ Khng pha bién: tiéu chay

- Ri loan gan mat:

+ Hiém gap: chic nang gan bét thuong (tang transaminase, phosphatase
kiém, y-GT va bilirubin)

=Réiloan da va md dudi da:

+ [t gdp: ngia, phat ban

+ Hiém gap: ndi mé day

+ Rét hiém gap: Phu than kinh mach

- Rdi loan than va tiét niéu:

+ Rét hiém gap: khé tiéu, dai ddm

+ Khéng duac biét dén: bi tiéu

- Cdc roi loan khdc

+ [t gap: suy nhugc, mét moi

+ Hiém gap: pht né

9. Qua liéu va cach xir tri

-Triéu ching ctia qué liéu 1a: ng ga & nquai I6n; & tré em c6 thé bi kich ddng.
Khi qua liéu nghiém trong can gdy non va rifa da day ciing vdi cic phuong
phdp hé tro. Dén nay, chua c6 thudc gidi doc dac hiéu.



