TS HUGNG DAN SU DUNG THUOC

ZYZOCETE

A. HUGNG DAN SU DUNG THUGC CHO NGUGI BENH
1. Tén thudbc: ZYZOCETE
Bhoc ky huting ddn si dung truide ki diing
D¢ xa tdm tay ciia tré em.
Thing bda ngay cho bdc 5§ hode duc 5§ nhdng tdc dung
khdng mong mudn gdp phel khi st dung thudc .

2. Thanh phan, ham lugng cia thudc: Cho 1vién
Cetirizin dibydrodlorid............. Wmg
Ta dugc.....via dit
i dupe Microcrystaliine celuose lactose,  colloichl  anfydrous
crospovidone, povidon K30, mognesi stearat, croscarmellose  sodiumg
Frypromeliase, bt tal, macrogol 6000, tifan dicxyd.
3. Ma ta san pham: Vién nén dai bao phim mau tring, canh va thanh vién
lank |3n, ¢ khic vach bé dbi.
4. Qui cach dong gai: Hop 10 vi x 10 vién,
5. Thudc ditng cho bénh gi:
Tyzocete duoc ding cho ngudi Ion va tré em tir 6 twdi trd bén trong cic triing
hap:
- (Gidm ca¢ tridu chiing cla viém mii di ing theo moa lau nam.
- Gidm cic tridu chiing cia mé day wb can man tinh,
6. Nén dung thudc nay nhy thé nao va lidu lugng:
- Thudc diing dung udng, ¢4 thé wiing cing hodc ngodi bika dn.
Lidu ding
- Tré em tir 6 dén 12 tudiz ubng 5 mg x 2 lin/ngay (1/2 vién x 2 lin/ngdy)
- Wi 6m va tré em trén 12 twdi: oing 10 mg/ngay (1 vién/ngay)
- Ngudi cao tudi: Hignnay, chua of dirfigu khuypén dnmmhﬁ'ﬁ
nguti cao tudi cd chic ndng than binh thudng
- Nguiii bénh cd chide ndng than suy gidm, liéu hidu chinh theo Ly nhy sau:
+ Chiic ndng thin binh thuting: Clr = 80 mi/phit: Béw 10 mg x 1 lan/ngay
+ Suy thin nhe: 50 5 (g < 79 mi/phit: liéu 10 mg x 1 lén/ngay
+ Suy thin vira: 30 = (1 < 49 ml/phit: liéu 5 mgx 1 lin/ngay
+ Suy thin ndng: Cly < 30 m/phit: liéu 5 mg cich 2 ngay 1 lin
+ Suy thin gial doan cudi hodc phai thim tach: Oy < 10 ml/phat: khing si
dung thudc fyzocete
- NGl véti bénh nhi bi suy than: liéu duge diéu chinh 46i vdi timg cd nhin, dua
trén &4 thanh thai cda thin, &) tw vé cin ndng.
- Bénh nhin chi ¢6 suy gan: Khing can digu chinh liéu.
- Bénh nhan suy gan ket hap suy than: didu chinh lidu nhu ddi vii bénh nhan
suy than, til mic 4 viia dén ndng.
7. Khi nao khéng nén diing thudc nay:
- Nhitng nquii cd thén sir di dng vii cetirizin, hydroryzin.
- Nhimg ngudi man cim wdi bt kj thanh phdn nao cia thudc.
- Tré em dudi 6 tudi,
- Bénh nhdn suy than ndng b mi boc cdu than nhd hon 10ml/phit.
8. Tac dung khang mong muén:
* Thuig gdp:
- Hay gap nhat |4 haén tuong ngl ga. T1 12 gdy nén phu thudc vao liéu ding.
- Nygodi ra thudc cin gay mét mdi, khd miéng, viém hong, chdng mdt, nhic
i, budn nibn.
* It gdo: Chén 3n hodc tng thém an, bi tidu, 6 bing, tang tiét nudc bot.
* Higm gdp: Thifu miu tan mau, gidm tigu cdu, ha huyét 3p nang, chodng
phdn vé, viém gan, mit, viém ciu thén, ri loan van dong, 1d 1, trdm cim,
d0 gidc, oo § tung ty t, rdi loan da day - rut, tidy chay, kha tiéu, ddi dim.

Néu gdp bet ki nhiing tde dung khng mong mudn trén, ngung ding thidc

ndy vé dén gdp bic s ¢ duie tham win va diy iri.

9. Nién tranh diing nhiing thuac hoac thue pham gi khi dang sif dung
thudc nay:

- Trdnh ket hop wdi cac thudc dic ché thin kinh trung wong nhu thude an than,
=8 .

- D thanh thii cetirizin gidm nhe khi udng ciing 400 myg theophylin.

- Khing ding vién gidi phong cham két hop cefirizin hydroclorid va
pseudoephedrin hydrodond & nquii bénh dang dimg hodc ngiing thudc
IMAD.

10. Can lam gi khi mot 1an quén khong ding thudc:

Néu mit lin quén khing ding thude, cin ulng liéu tiép theo theo ding lidu
5 chi d3n. Khng uing qip d6i lidu 4€ bi 1ai lifu 43 quén.

11. Can bdo quén thudc nay nhu thé nao:

Nai khé, tranh dnh sdng. nhiét 45 khang qud 30°C

12. Nhimmg diu higu va triéu ching khi diing thudc qué liéu:

- Tridus ching clia qud liéu [a: ngliga & ngubi lin; & tré em cd thé bi kich ddng.
Khi gap cac triéw chiing qud lidu cdn dén gap bic s & dugc diéu tri.

13. Can phai lam gi khi ding thudc qua lieu khuyén cio.

- Cén ding uing thudc va thing béo vdi bac s§ hodc duge s§.

14. Nhimg digu can thin trong khi ding thudc nay

a/ Cidc tinh trang cdn thén trong ki diing thudc.

Cin phai diy chinh liu d nquii suy thin via hodc ning va ngudi dang thim
phan than nhan tao.

- Cn diéu chinh liéu & nquii suy gan cb két hop vii suy thin

- (1 mét 58 nguisi bénh sif dung cetirizin o hién tugng ngd g3, do vdy nén
thin trong khi l3i xe, hodc vén hanh mdy vi d& giy nguy hiém. Trinh diing
diing thii cetirizin v ruou va cic thudc de ché than kinh trung weng vi lm
ting thém tic dung cika cic thudc nay.

- Thén trong vdi bénh nhan bi ding kinh va bénh nhin cb nguy oo co giat.

- §an phdm 6 chika lactose, do 46 bénh nhan khdng dung nap galactose,

< thibahutlactase bodc kém hip thu glucose-galactose khing nén ding thusc

nay.
b/ Cde khwyén cdo diing thudt cho phu nif cd thai vé che con bi
- Tuy cetirizin khéng gay qudi thai & dong vit, nhung khng ¢d nhing nghién
aifu A8y 4 trén nguéi mang thal, cho nén khing nén ding khi cd thai.
- Cetirizin b tiét qua slia, vi vy nguai cho con bi khing nén diing.
o Anh huting il thudt d6 v edng vide (ngudd wdn hanh mdy mde, dang idi
b xe, nguilt lam vide trén o vi cdc trutng hap khic)
Do thubc cd thé gay ngd gé, chdng mat, budn ndn nén cin than trong st
dung thudc khi 1] x2 va vin hanh may mdc
15. Khi nao can tham van bac sy, dugc sy
Khi gdp bdt ki ddu hiéu nao cia tic dung khing mong mudn hodc qud lidy
cin dén gap ngay bdc <i 48 tham vin.

N ciin thém thong tin xin hdi y kiéh bdc sf
16. Han diing cia thudc: 36 thang ké tir ngdy sin xudt.
17.Tén, dia chi cia co s& sdn xuit
Tén nhd sdn yudt: Cong ty o phin Dugc - V3t tu'y 18 Thanh Hia.
Bl chi: 58 04 — Quang Trung — thanh phé Thanh Héa — tinh Thanh Haa
Dién thoai: (0237) 3737888 - Hotline: 1800 8140
18. Ngay xem xét sifa ddi, cdp nhit lai ndi dung td hudng dan st
dung thude: 19/92017
B. HUGNG DAN SUf DUNG THUGC CHO CAN BO Y TE
1. Dac tinh du'gc luc hoc:
- Cetirizin thudic nhom thude khang histamin, 43 khang thy thé H1 — Ma ATC:
ROGA EO7
- Cetirizin cd t4c dung chéng di Gng nhung khing giy budn ngid & liéu dudc
ly. Cetirizin ¢6 tic dung ddi khang chon loc & thy thé H1, nhung hdu nhy
khéing cd tc dung dén cac th thé khdc, do vy hdu nhu khing 6 tic dung
dii khing acetylcholin va khing cd tac dung ddi khang serotonin. Cetirizin b
ehé giai doan sdm ctia phin g di ing qua trung gian histamin va ciing lim



qidm sy di dai cda cic té bao viém va gidm gidi phéng cac chat trung gian &
giai doan mudn cla phan dng di dng.

2. Pactinh dugc dong hoc

- Thudc hip thu nhanh sau khi wing. Nong 83 dinh trang mdu & mdc 0,3
microgam/mi, dat dugc sau (1,0 + 0,5) gid. Sinh khi dung dutng udng
khéng thay d6i khi ding thudc cing vdi thiic 3n. Mic 4 hip thu cia Cetirizin
khéing bi gidm béi thisc an, tuy nhién t6¢ 46 hap thu bi gidm.

- Thié tich phan bé bi€u kién La 0,5 litkg. Ty 12 lién s vai protein huyét tuong
1390 - 96%.

- (etirizin khiing bi chuyén hda budc mit. Khadng 2/3 liéu diing dugc bal xust
dusdi dang khing 461 qua nudc tiéu, Nia dai thai trir huyét tuong khodng 10
giét. Cetirizin cd ddng ho< tuyén tinh & khodng lidy § - 60 my.

- Thudk vao sifa me nhung hiu nhu khéng qua hing rao mau — ndo.

- D thanh thai & than |3 30 ml/phit va thd gian banthai xp xi 5 gi.

3. Chi dinh

¥ién nén bao phim Zyzocete duoc ding cho ngui dn v tré em bl 6 twdi td
&n trong cc truang hop:

- Gidm cac tréu chidng ola viém mii dj ing theo mua lau nam.

- Gidrn cde iy ching cda mé day wd cin man tinh.

4. Liéu diing va cach diing

Cach ding:

- Cetirizin dugc diing dung udng, ¢ thé uing ciing hodc ngodi bda an,

Lidu ding

- Tré em tif 6 dén 12 tudi: wing 5 mgx 2 lin/ngay (1/2 vién x 2 Lin/ngay)

- Ngudi bdn va tré em trén 12 tudk wbng 10 mg/ngay (1 vién/ngay)

- Ngui cao tudi: Hién nay, chua ¢ dif ligu khuyén cdo cin phii gidm liéu 6
nquidi cao tisdi o chifc nang than binh thuing

- Rguii bénh ¢6 chic ndng than suy gidm, liéw hiéu chinh theo Cl; nhu sau:
+ Chiic néing thiin binh thuimg; (l;; = 80 mi/phit: Kéu 10 mg x 1 ldn/ngay

+ Suy thin nhe: 50 < Cl; < 79 ml/phit: liéu 10 mg x 1 lin/ngay

+ Suy than vira; 30 < {1y < 49 mi/phit: liu 5 mg x 1 lin/ngay

+ Suy thn ndng: Cl; < 30 ml/phit: liéu 5 mg cich 2 ngdy 1 in

+ Suy thin giai doan cubi hodc phai thim tach: Oy < 10 ml/phit: khng su
dung thudc Iyzocete

- i wdi b&nh nhi bj suy than; liéu dugc diu chinh d8i vl timg cd nhan, dua
trén dd thanh thai cia thin, 49 tudi vi can ning.

- Bénh nhén chi cd suy gan;: Khing can didu chinh liéw

- Bénh nhin suy gan két hop suy thin: &iéu chinh liéu nhu d8i véi bénh nhin
suy than, tir mic 48 visa dén ndng.

5. Chéng chi dinh

- Whitng nguii cd tién sl dj dng vai cetirizin, vdi hydroxyzin.

- Nhiing nguii min cim vii bat kj thanh phin ndo cla thudc.

- Tré em duidi & tudi.

- Bénh nhén suy thin ndng cd mic loc cdu than nhd hon 10ml/phat.

6. Cac trudmg hop than trong khi diing thuéc

a/ Cdc finh trang cdn thin trong khi ding thud.

- Can phai diéu chinh lidu & nquéi suy than viia hodc ning va ngudi dang
thdm phén thin nhan tao.

- Can diéu chinh liéu & nguii suy gan két hop vdi suy than

- {1 mét 58 nquii bénh si dung cetirizin cd hién twong ngd g4, do viy nén
thin trong khi |4i xe, hodc vin hanh mdy, vi dé giy nguy hiém. Trinh ding
ding thii cetirizin wii nugu va cac thudc e ché than kinh trung uong, vi lam
ting thém tac dung cla cic thude ndy.

- Thén trong vdi bénh nhan bi ddng kinh va bénh nhan ob nquy oo co giat.

- 54n phdm cb chifa lactose, do 84 bénh nhin khing dung nap galactose,
thidu hut lactase hodc kém hap thu glecose-galactose khing nén ding thudc
Y.

by Cde khuyén cdo ding thode cho phu nd cd thai va cho con b

- Tuy cetirizin khing gdy qui thai  ddng vat, nhung khdng <o nhiing nghién
cuiu dy di trén ngutd mang thai, cho nén khéng nén dung khi cd thai.

- Cetirizin bai tiét qua sa, vi vdy nquid cho con b khdng nén ding.

¢/ Anly huting ctia thudc 46 vii cing vide

Do thudc cb thé gdy ngl g4, chong mat, budn ndn nén cdn than trong si
dung thude khi 13 xe va van hanh may moc

7. Tuong tac cia thude voi cac thude khic va cic loai tuong tac khic
- Trdnh ket hop vdi cic thudc i ché thin kinh trung wong nha thudc an thin,
nidu

- D thanh thai cetirizin gidm nhe khi uling ciing 400mg theophylin.

- Khéng ding vién gidi phing chim két hop cetirizin hydrochorid va
psendoephedrin hydroclorid & nqudi bénh dang diing hodc nging thude
IMAD,

£, Tac dung khing meng mudn

Tén sudt cdc tc dyng khing mong mudn dugc xac dinh nhu sau:

Rt phd bién (= 1/10); phd bin (= 1/100 #&n <1/10); khing phd bién (= 1
/1,000 d&n 1/100); higem gp (= 1/10.000 8&n 1/ 1.000]; rdt hiém gap (<1
/ 10.000); khiing dugc bidt dén (khéng thé duoc whc tinh tir di liéu cd sdn

- Mau va bach huyét ri loan:

<+ Rat hicm gap: gidm tidu ciu

- Ridi loan hé théng mién dich:

+ Hi#ém gip: qud min

+ Rat hifm gap: sbc phan vé

- Rdi boan chuyén hda va dinh dubng:

+ Khéng dugc bigt d&n: ting su thém dn.

- Rl boan tim thin:

+ Khéng phd bién: kich d5ng

+ Higm gip: gdy hdn, I ldn, trdm cim, do gidc, mdt ngd

+ Rt hiém gap: ot déng khing cha ¥ 13p lai nhigu lan

4 Khérg duat bidt dén: j nghltutir

= [tdii boan hé than kinh:;

+ It gdp: di cdm

+ Hiém gép: co gidt

+ Khéng ducc biét dén: mét tri nhd, suy gidm tri nhd

- [dii boan mat:

+ Rt hiém: nhin ma

+ Khéng dugc bigt dén; ching mat

= [Réii boan tim:

+ Hiém gép: nhip tim nhanh

- R boan da diy-nadt:

+ Khiing phd biéin: tiéu chiy

- i boan gan mat:

+ Hiém gdp: chic ning gan bat thutng (tang transaminase, phosphatase
kiém, y-GT va bilirubin)

« il boan da va md dusds da:

+ It gap: ngla, phdt ban

+ Higm gdp: ndi mé day

+ Rat hifm gap: Phil thén kinh mach

- [Rdii Foan thén va tigt nigu;

+ Rat hiém gap: kho tiéu, ddi dim

+ Khéng dugc bigt d&n: bi tidu

= Cic rii loan khdc

+ It giip: suy nhugc, mét méi

+ Hiém gip: phit né

9, Qua liéu va cach wi tri

~Triéuw chiing cia qué liéu 1: ngd g & nguii Idn; & tré em cd thit bi kich déng.
Khi qud liéu nghiém trong cdn giy ndn va niia da day clng vdi cac phuang
phap hi tra, B¥n nay, chira ¢f thudc gidl ddc dic hidy.



