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TO HUONG DAN SU DUNG THUOC
ZYZOCETE SS o

A. HUONG DAN SU DUNG THUOC CHO NGUOI BENH" N
1. Tén thuéc: ZYZOCETE @\ YT |

Doc kj huéng dan sir dung truéce kht dung .
Dé xa tam tay cia tré em. e
Thong bdo ngay cho bdc sy hodc duoc sy nhitng tdc dung
khéng mong muén gdp phdi khi sir dung thuéc .
2. Thanh phan, ham lwgng ciia thudc: Cho 1 vién
Cetirizin dihydroclorid 10 mg
Té duogc: vira da 1 vién.

Ta dugc: Microcrystalline cellulose, lactose, colloidal anhydrous silica, crospovidone,
povidon K30, magnesi stearat, croscarmellose sodium, hypromellose, bét talc,
macrogol 6000, titan dioxyd.

3. M ta sin phim: Vién nén dai bao phim mau tring, canh va thanh vién lanh lin, c6 khéc

vach bé doi.

4. Qui cach déng géi: Hop 10 vi x 10 vién.

5. Thudc ding cho bénh gi:

Zyzocete dugc dung cho ngudi 1én va tré em tir 6 tudi trd 1én trong céc trudmg hop:

- Giam céc triéu ching cua viém miii di ing theo mua lau nam.

- Giam céc triéu ching cua mé day v0 cén man tinh.

6. Nén dung thudc nay nhw thé nao va lidu lweng:

- Thubc ding dudng ubng, co thé udng clng hodc ngoai bira an.

Liéu dung

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

- Nguoi 16n va tré em trén 12 tudi: uéng 10 mg/ngay (1 vién/ngay)

- Nguoi cao tudi: Hién nay, chua c6 dir liéu khuyén cao can phai giam liéu & ngudi cao tudi
¢6 chirc nang than binh thudong

- Ngudi bénh c6 chire nang than suy giam, liéu hiéu chinh theo Cl; nhu sau:

+ Chtrc nang than binh thuong: Cl; > 80 ml/phut: liéu 10 mg x 1 lan/ngay

+ Suy than nhe: 50 < Cl, < 79 ml/phut: lidu 10 mg x 1 lan/ngay

+ Suy than vira: 30 < Cl; < 49 ml/phit: liéu 5 mg x 1 lan/ngay

+ Suy than nang: Cl.; < 30 ml/phut: lidu 5 mg céch 2 ngay 1 lan

+ Suy than giai doan cudi hodc phai thdm tach: Cl, < 10 ml/phat: khong s dung thube

Zyzocete
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thai cua than, d9 tudi va can ning.
- Bénh nhan chi ¢6 suy gan: Khong can diéu chinh lidu. “- h e J
- Bénh nhén suy gan két hop suy than: diéu chinh liéu nhu déi véi benh arr suy t 130, )( muc
d6 vira dén nang. N
7. Khi nao khong nén dung thudc nay:
- Nhitng ngudi ¢6 tién st di ung vdi cetirizin, hydroxyzin.
- Nhitng ngudi man cam véi bt ky thanh phin nao cua thude.
- Tré em dudi 6 tudi.
- Bénh nhén suy than ning c6 muc loc ciu thin nhod hon 10ml/phut.
8. Tac dung khong mong muén:
* Thuong gap:
- Hay gip nhat Ia hién tuong ngi ga. Ti 1& gdy nén phu thudc vao lidu dung.
- Ngoai ra thudc con gdy mét moi, kho miéng, viém hong, chong mat, nhirc dau, budn nén.
* Jt gdip: Chén an hoc tang thém an, bi tiéu, do bumg, ting tiét nudc bot.
* Hiém ggp: Thiéu mau tan méu, giam tiéu cau, ha huyét ap ning, choang phan vé, viém gan,
r mat, viém cau than, r6i loan van dong, It 13n, trdm cam, ao giac, c6 y tudng tu tir, rdi loan
da day - rudt, tiéu chay, kho tiéu, dai dam.
Néu gdp bt kp nhitng tdc dung khong mong muon trén, ngung dimg thuéc nay va dén gap
bdc sy dé duwoc tham van va diéu tri.
9. Nén tranh dung nhimg thudc hodc thwe phdm gi khi dang sir dung thudc nay:
- Tranh két hop véi cac thudc te ché than kinh trung wong nhu thudce an than, rugu
- Do thanh thai cetirizin giam nhe khi udng cing 400 mg theophylin.
- Khong dung vién giai phéng chdm két hop cetirizin hydroclorid va pseudoephedrin
hydroclorid & ngudi bénh dang dung hodc nging thuéc IMAO.
10. Cén 1am gi khi mjt 1an quén khong dung thudc:
Néu mét 1an quén khong dung thube, cin udng lidu tiép theo theo ding lidu d4 chi din. Khong
ubng gép d6i lidu dé bu lai liéu da quén.
11. Cin bdo quan thudc nay nhu thé nao:
Noi khé, tranh 4nh séng, nhiét do khong qué 30°C
12. Nhirng d4u hiéu va triéu chirng khi dung thudc qua lidu:
- Triéu chimg ctia qua liéu 1a: ngi ga & ngudi 1on; & tré em c6 thé bi kich dong. Khi gip céc
triéu chimg qua lidu can dén gap bac sy dé duoc diéu tri.
13. Cén phai lam gi khi ding thubc qu4 li¢u khuyén cdo.
- Cin dirng ubng thudc va thong bao véi bac s§ hodc dugc s§.
14. Nhirng diéu cin thin trong khi ding thudc nay
2
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a/ Cdc tinh trang can than trong khi diing thudc.

. Can phai diéu chinh liéu & ngudi suy than vira hodc nang va ngudi dang tham phan\than nhan

tao.

- Can diéu chinh lidu & ngudi suy gan c6 két hop véi suy than

- O mét s6 nguoi bénh sir dung cetirizin cé hién tuorng ngu ga do Vay nen than trong khi lai

thude e ché than kinh trung wong vi 1am ting thém tac dung cta cac thudc nay.
- Théan trong v&i bénh nhan bi dong kinh va bénh nhéan cé nguy co co giat.
- San phdm c6 chira lactose, do d6 bénh nhan khong dung nap galactose, thiéu hut lactase
hodc kém hép thu glucose-galactose khong nén dung thube nay.
b/ Céc khuyén cdo ding thuéc cho phu nit cé thai va cho con bii
- Tuy cetirizin khong gdy quéi thai & dong vét, nhung khong c6 nhitng nghién ciru day du trén
nguodi mang thai, cho nén khong nén dung khi cé thai.
- Cetirizin bai tiét qua sira, vi vy ngudi cho con bu khong nén ding.
¢/ Anh hwomg cua thubc doi véi cong viéc (nguoi van hanh mdy méc, dang ldi tau xe, nguoi
lam viéc trén cao va cdc truong hop khdc)
Do thude c6 thé gdy ngu ga, chéng mit, budn ndn nén cén than trong sir dung thudc khi l4i xe
va van hanh may méc
15. Khi nio cin tham vén béc sy, dwge sy
Khi gap bat ki ddu hiéu nao cua tac dung khong mong mudn hodc qué liéu can dén gip ngay
bac si dé tham van.
Néu cdn thém thong tin xin héi y kién bdc sy
16. Han dung ciia thude: 36 thang ké tir ngay san xuit.
17. Tén, dia chi cia co sé sdn xuit
Tén nha san xudt: Cong ty cd phin Dugc - Vat tu y té Thanh Héa.
Dia chi: S6 04 — Quang Trung — thanh phd Thanh Héa — tinh Thanh Héa
Dién thoai: (037) 3852.691 - Fax: (037) 3724.853
18. Ngay xem xét sira dbi, cip nhit lai ndi dung to huéng din sir dung thudc
B. HUONG DAN SU DUNG THUOC CHO CANBQ Y TE
1. Pac tinh dwge lwe hoc
- Cetirizin thudc nhom thudc khéng histamin, dbi khang thu thé H1 — Ma ATC: RO6A E07
- Cetirizin c6 tac dung chdng di tmg nhung khdng gay budn nga & lidu dugc ly. Cetirizin c6
tac dung dbi khang chon loc & thy thé H1, nhung hau nhu khong c6 tic dung dén cac thu thé
khéc, do vdy hau nhu khong c6 téc dung d6i khang acetylcholin va khong c6 tac dung abi

khang serotonin. Cetirizin uc ché giai doan sém clia phan Umg di Ung qua trung gian histamin

3
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va ciing lam giam sy di doi clia céc té bao viém va giam giai phong cac chat trung glan & g1a1

. doan mudn cua phan ing di ung.
2. Pic tinh dwgc dong hoc _
- Thudc hip thu nhanh sau khi uéng. Nong do dinh trong méu & mirc 0 3 mlcrogam/ml daft
duoc sau (1,0 + 0,5) gio. Sinh kha dung duong udng khéng thay dbi khi dung thuoé cung y01
thirc an. Mirc d6 hap thu cua Cetirizin khong bi giam boi thirc #n, tuy nhién tocée hap thu bi
giam.

- Thé tich phén b biéu kién 14 0,5 lit/kg. Ty 1 lién ké véi protein huyét twong 1a 90 — 96%.

- Cetirizin khong bi chuyén héa budc mot. Khoang 2/3 lidu dung duoc bai xuét dudi dang
khong dbi qua nuéc tiéu. Nira doi thai trir huyét tuong khoang 10 gid. Cetirizin c6 dong hoc
tuyén tinh & khoang liéu 5 — 60 mg.

- Thudc vao sita me nhung hiu nhu khong qua hang rao mau — néo.

- D9 thanh thai & than 1a 30 ml/phut va thoi gian ban thai x4p xi 9 gio.

3. Chi dinh

Vién nén bao phim Zizocete duge dung cho nguoi 16m va tré em tir 6 tudi tror 1én trong céc
truong hop:

- Giam céc tri€u ching cua viém miii di ing theo mua lau nam.

- Giam céc tridu chimg ctia mé day vo can man tinh.

4. Li¢u dung va cich ding

Cach dung:

- Cetirizin dwoc ding dudng udng, c6 thé udng cing hoidc ngoai bira an.

Li¢u ding

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

- Nguoi 16n va tré em trén 12 tudi: ubng 10 mg/ngay (1 vién/ngay)

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

- Nguoi bénh c6 chire néng than suy giam, lidu hiéu chinh theo Cl,, nhu sau:

+ Chirc ndng than binh thuong: Clg; > 80 ml/phat: lidu 10 mg x 1 lan/ngay

+ Suy than nhe: 50 < Cl; <79 ml/phut: lidu 10 mg x 1 lan/ngay

+ Suy than vira: 30 < Cl,; < 49 ml/phit: liéu 5 mg x 1 lan/ngay

+ Suy than ning: Cl,; < 30 ml/phut: liéu 5 mg cach 2 ngay 1 lan

+ Suy than giai doan cudi hodc phai thim tach: Cl, < 10 ml/phut: khong sir dung thude
Zyzocete

- Déi v6i bénh nhi bi suy than: lidu dwoc didu chinh dbi véi timg ca nhén, dya trén d§ thanh
thai cua than, d9 tudi va can ning.

- Bénh nhén chi ¢6 suy gan: Khong can diéu chinh lidu.

4
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- Bénh nhan suy gan két hop suy than: diéu chinh lidu nhu déi véi bénh nhan suy than, tir mirc
. d6 vira dén nang.

5. Chong chi dinh

- Nhitng ngudi ¢6 tién sir di Urng Vi cetirizin, voi hydroxyzin.

- Nhitng ngudi mén cam véi bét ky thanh phan nao cia thuée.

- Tré em dudi 6 tudi.

- Bénh nhén suy than ning c6 mic loc ciu than nhd hon 10ml/phut.
6. Cic trudng hop thin trong khi dung thudc

a/ Céc tinh trang can thdn trong khi diing thuéc.

- Can phai diéu chinh liéu & ngudi suy than vira hoic ning va ngudi dang thdm phan thn
nhan tao.

- Can diéu chinh liéu & ngudi suy gan két hop véi suy than

- O mot s6 nguoi bénh sir dung cetirizin ¢6 hién tuong ngu ga, do vdy nén théan trong khi lai
xe, hodc van hanh mdy, vi dé gay nguy hiém. Tranh dung ddng thoi cetirizin véi rugu va cac
thude trc ché than kinh trung wong, vi lam ting thém tac dung cla cac thudc nay.

- Thén trong véi bénh nhan bi dong kinh va bénh nhén cé nguy co co giat.

- San pham c6 chira lactose, do d6 bénh nhan khong dung nap galactose, thiéu hut lactase
hoic kém hép thu glucose-galactose khong nén dung thubc nay.

b/ Cdc khuyén cdo ding thuéc cho phu nit ¢é thai va cho con bii

- Tuy cetirizin khong gy quéi thai & dong vét, nhung khong c6 nhimg nghién ciru ddy du trén
nguoi mang thai, cho nén khong nén dung khi cé thai.

- Cetirizin bai tiét qua sira, vi viy ngudi cho con bt khong nén dung.

¢/ Anh huéng ciia thuéce doi véi cong viée

Do thudc c6 thé gdy ngn ga, chéng mit, budn ndn nén can than trong st dung thube khi 1ai xe
va van hanh may méc

7. Twong tac cia thudc véi cac thude khac va cic loai twong tic khic

- Trénh két hop véi cac thubc irc ché thin kinh trung wong nhu thude an than, rugu

- D0 thanh thai cetirizin giam nhe khi udng ciing 400mg theophylin.

- Khong dung vién giai phong cham két hop cetirizin hydroclorid va pseudoephedrin
hydroclorid & ngudi bénh dang dung hodc ngimg thudc IMAO.

8. Tac dung khong mong mudn

Tn sudt céc tac dung khong mong mudn dugc xac dinh nhu sau:

R4t phd bién (> 1/10); phé bién (> 1/100 dén <1/10); khong phd bién (> 1/ 1.000 dén 1/100);
hiém gap (> 1/10.000 dén 1/ 1.000); rét hiém gip (<1 / 10.000); khong dugc biét dén (khong

thé duge ude tinh tir dit liéu ¢6 sin

- Méu va bach huyét rdi loan:
5 &/
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+ R4t hiém gip: giam tiéu cu
- Réi loan hé thong mién dich:

+ Hiém giip: qua min

+ Rét hiém giip: séc phéan vé 4 :

- Réi loan chuyén héa va dinh du'(mg , ’

+ Khéng duogc biét dén: tang su fhém z‘m b g o/
\ HAINT

- Roi loan tim than:

+ Khong phd bién: kich dong

+ Hiém gap: gay han, 1u 13n, trdm cam, 4o giac, mat ngu
+ Rét hiém gap: cir dong khong chu y lap lai nhidu 1in
+ Khong dugc biét dén: y nghf tu tir

- Roi loan hé thin kinh:

+ It gap: di cam

+ Hiém gaip: co giat

+ Khong dugc biét &én: mét tri nhd, suy giam tri nho

- Réi loan miit:

+ R4t hiém: nhin m&

+ Khong dugc biét dén: chéng mat

- Réi loan tim:

+ Hiém gap: nhip tim nhanh

- Réi loan da day-rudt:

+ Khong phd bién: tiéu chay

- Réi loan gan mit:

+ Hiém gap: chtc ning gan bit thuong (ting transaminase, phosphatase kiém, y-GT va
bilirubin)

- Réi loan da va mé duéi da:

+ [t gap: ngira, phat ban

+ Hiém gap: néi mé day

+ R4t hiém gap: Phu than kinh mach

- Réi loan than va tiét niéu:

+ R4t hiém giip: kho tiéu, dai dam

+ Khéng dugc biét dén: bi tiéu

- Céc rdi loan khac

+ [t gap: suy nhuge, mét moi

+ Hiém gap: phil né

\ % g
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9. Qui liéu va cdch xir tri
- - Triéu chimg cta qué liéu 1a: ngi ga & ngudi 16n; & tré em c6 thé bi kich dong. Khi qué liéu
nghiém trong cn gy ndn va rira da day cung v6i cac phuong phép hd trg. Dén nay, chua cé

thuoc giai doc déc hiéu.
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