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MAU NHAN THUOC

Nhan vi 10 vién

 Celirzin 10mg Cetirzin 10mg Cefirzin 10@;

d Cgrtjlnzin dihydroclort ?emizin dihydroclorid Ce!nrlzrn dihydroc
9

Chi mhdnh CTCP dnmphm Pharmaceutical factory  Chi nbdnh GTCP Armpl!m
Xi NGHIEP DUGC PHAM 158 COPHAVINA Xi NGHIEP DUGC PHAM 150

g Cefirizin 10mg Cefirizin 10mg  Cetirizin 10mg

id  Cetirizin dihydroclorid  Cetirizin dihydroclorid  Cetirizin dihydroclorid 2]
1 y 10mg 10m

Pharmaceutical factory  Chi ahdnh cTer Armephace  Pharmaceutical factory
COPHAVINA Xi NGHIEP DUGC PHAM 150 COPHAVINA

Ngay 17 thang 11 nam 2018
Giam Déc co s& san xuit thube
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1. Thanh phén céng thirc thude

Cetirizin diRYAroCIOTid. .. uuiuursrssreseeisisseamnmssssss s 10 mg

Tinh bdt sén, Aerosil, Polyvidon, Lactose monohydrat, Magnesi stearat, Hydroxypropyl

methylcellulose, Mau do allured, Mau vang tartrazin, Titan dioxyd, PEG 6000, Bot

R0, VI im0 5 SR s w8 3 B SRS Sy i 1 vién nén bao phim.

2. Dang bao ché: Vién nén bao phim

M6 ta: Vién nén dai bao phim mau do, mot mat vién c6 chit CPA, mot mat vién c6 hai cham
16m hai bén, thanh va canh vién lanh lan.

3. Chi dinh q/
Cetirizin duge chi dinh ¢ nguoi lon va tre trén 6 tudi: giam triéu ching mé day man tinh
khong 16 nguyén nhan, giam triéu chimg & mit va mii trong viém miii di mg theo mua va
quanh nam.

4. Cach dung, liéu ding

Cdch ding: Thirc an co thé lam giam ndng d6 dinh trong mau va kéo dai thoi gian dat nong
dd dinh, nhung khong anh huong dén mirc hap thu thude, cho nén ¢ thé ubng cung hodc
ngoai bira an.

Puwong ding: Ding duong ubng.

Liéu dimg

Ngudi 16n va thanh thiéu nién trén 12 tubi: 10 mg x 1 lan/ngay

Tré tir 6 tudi dén 12 tudi: Smg x 2 lan/ngdy (*)

Suy gan: Lidu céan giam mot nira *)

Suy than: Liéu hiéu chinh theo Cler nhu bang sau:

Chirc niing thin Cler (ml/ phiit) Liéu dung
Binh thuong > 80 10 mg x 1 lan/ ngay
Suy than nhe 50-79 10 mg x 1 lan/ ngay
Suy than vira 30 - 49 5 mgx 1 lan/ ngay (*)
Suy thin ndng <30 5 mg cach 2 ngay 1 lan (*)
By i Bl oz eubi <10 Chéng chi dinh
hoic phai tham tach

(*) Can sir dung thude c6 dang bao ché véi ham lwgng phi hop
CETIRIZIN 10mg (BF) — TN-35023.CR - B sung ho so dang ky theo Cv 8793 1/6
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img@gﬁc&hmh lidu & nguoi gia ¢6 chire ning than binh thudng.

(QHIE
w gh‘l{i dinh

V-@%Wdl g véi cetirizin, voi hydroxyzin hodc bét ctr thanh phan nao ctia thudc.
\""_-—

Suy than ning Cle< 10 ml/ phut.

6. Canh bao va than trong khi dung thude

Cén phai diéu chinh liéu & ngudi suy than vira hodc nang va ngudi dang thdm phéan than nhan
tao.

Can diéu chinh liéu & ngudi suy gan.

& mot s6 ngudi bénh st dung cetirizin c6 hién twong ngu ga, do vay nén than trong khi lai xe,
hodic van hanh may, vi dé gy nguy hidm. Tranh dung ddng thoi cetirizin v4i rugu va cée
thudc giy trc ché thin kinh trung wong, vi 1am ting thém tdc dung cua cac thude nay.

Cén than trong & nhitng bénh nhan c6 cac yéu t6 bam sinh gdy bi tidu, vi cetirizin c6 thé lam
ting nguy co bi tiéu; nhirg bénh nhan dong kinh va nhitng b¢nh nhan c6 nguy co bi co giat
Thir nghiém 14y da bi tc ché boi cac thude khang histamine, nén néu ¢6 st dung thi phai
ngung ding cetirizin 72 git trwede khi thye hién thir nghiém nay.

Do thudc c6 lactose vi vay thin trong khi dung thudc & bénh nhan ¢ ting galactose mau bim
sinh hodc khi bi kém hép thu glucose va galactose, hodc ¢4 hoi ching thiéu hut emzym

lactase
Khéng khuyén cdo sir dung thudc nay ddi véi tré nho hon 6 tudi. Q}/
7. Sir dung thudc cho phu nit ¢é thai va cho con bu

Phuy nii cé thai
Tuy cetirizin khong gdy quai thai & dong vét, nhung chua ¢6 nhitng nghién curu day du trén

ngudi mang thai, cho nén khong nén dung thude khi c6 thai.

Phu nit dang cho con bu

Cetirizin bai tiét qua sita, vi vy tranh khong cho con bu khi nguoi me dung thude.

8. Anh hwéng cia thude 1én kha nang lai xe, vAn hanh may moc

3 mot s6 ngudi bénh sir dung cetirizin ¢6 hién trong ngi ga, do vAy can than trong khi lai xe,
hoiic van hanh may, vi d& gdy nguy hiém.

9. Twong tac, twong Ky, cua thude

Tranh két hop véi cac thuéc trc ché than kinh trung wong nhu thuéc an than, ruou.

Do thanh théi cetirizin giam nhe khi udng cting 400 mg theophylin

10. Tac dung khong mong muén ciia thude
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a@ n h;t%l ctru 1am sang cho thy ring, cetirizin & lidu khuyén céo c6 giy mot phan nhé tac

: ﬁi.@ﬁﬁgfphu 1én hé than kinh trung wong, bao gdm budn ngli, mét méi, chong mit va dau dau.
Trong mot sb trwdng hop, su kich thich than kinh trung wong di dugce béo céo.

Mic du cetirizin 1a mdt chit d6i khang co6 chon loc trén cac thu thé H1 ngoai vi va tuong dbi
khéng c6 tac dong khang cholinergic, tuy nhién cac truong hgp kho tiéu tién, rdi loan diéu tiét
mit va kho miéng di duge bao céo.

Cac truong hop chirc ning gan bat thudng véi cac enzyme gan cao di kém bilirubin cao da
duoc bao cdo. Cac hién tugng nay sé hét khi ngung diéu tri véi cetirizin dihydrochloride.
Trong cac thir nghiém 1dm sang mu d6i so sanh cetirizin vdi gia duoc O lidu khuyén cdo
(10mg mot ngdy déi véi cetirizin), dir liéu thong ké trén hon 3200 ddi tuong sir dung

cetirizin, két qua ti 1 cac phan ing phu do cetirizin gdy ra dugc bdo céo nhu sau:

Cac phan trng phu Cetirizin 10 mg Gia dugc
(n= 3260) (n=3061)

Mét moi 1,63% 0,95%
Chéng mit 1,10% 0,98%
Pau diu 7,42% 8,07% /
Pau bung trén 0,98% 1,08% QIY"
Khé miéng 2,09% 0,82%
Budn nén 1,07% 1,14%
Buodn ngu 9,63% 5,00%
Viém hong 1,29% 1,34%

* Tdc dung phu trén tré em:
Cac tac dung phu xay ra trén tré em tudi tir 6 dén 12 trong cac thir nghiém 1am sang dugc bao

cao nhu sau:
Cac phan ing phu Cetirizin 10 mg(n= 1656) Gia duoc(n=1294)
Tiéu chay 1,0% 0,6%
Buon ngt 1,8% 1,4%
Viém mili 1,4% 1,1%
Mét moi 1,0% 0,3%

* Tdc dung phu sau khi lwu hanh sin pham: Ngoai cac phan (ing ¢6 hai dugc bao cdo trong
céc nghién ctru 1am sang, cac tic dung khong mong mudn sau day da dugc bao céo sau khi

thudc duge luu hanh trén thi trudng.
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hg%f}' ﬁa{ du'()fc dinh nghia nhu sau: Rat phd bién (> 1/10), phé bién (>1/100 dén <1/10),
R%ﬁh/o bién (>1/1.000 dn <1/100), hiém gap (> 1/10.000 dén < 1/1000), rit hiém gip
‘-T;.:(N%i@ﬁ khong rd (khong thé ude tinh tir di liéu sin co).

- R(;;—l"(;an mau va bach huyet

+ Rat hiém gip: giam tiéu ciu.

- Réi loan hé théng mién dich:

+ Hiém gip: qua man cam.

+ Rét hiém gap: Séc phan vé.

- Réi loan chuyén héa va dinh dudng:

+ Khong r6: ting sy thém an.

- Réi loan tdm than:

+ Khong phd bién: kich dong.

+ Hiém gip: hung hing, 1a 1dn, trAm cam, ao giac, mét ngi.

+ Rat hiém gip: tit may giat.

+ Khong r6: ¢6 v dinh tu xac.

- Réi loan hé than kinh:

+ Khéng phd bién: dj cam.

+ Hiém gip: co giit.

+ Rét hiém gap: loan vi giac, ngét, run, roi loan truong luc, réi loan van dong.

+ Khéng rd: mat tri nhé, suy giam tri nhé.

- Réi loan vé mit: %/
+ Rt hiém: réi loan diéu tiét, m& mét.

- Réi loan tai va tai trong:

+ Khong rd: chong mat.

- Réi loan tim:

+ Hiém gap: nhip tim nhanh.

- Réi loan tiéu hoa:

+ Khéng phd bién: tiéu chay.

- Réi loan gan mat:

+ Hiém gip: chirc ning gan bat thuong (ting transaminase, phosphatase kiém, y-GT va
bilirubin

+ Khéng r&: viém gan.

- Réi loan da va mé dudi da:

+ Khéng phd bién: ngira, phét ban.

+ Hiém gip: mé day.

+ R4t hiém gdp: phu né thin kinh mach, hdng ban nhim séc ¢ dinh.
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=-Cac roi loan khac:
+ Khéng phd bién: suy nhuge, kho chiu.

+ Hiém gip: phi né, ting can.

11. Qua liéu va céach xir tri

Qud liéu

Céc triéu chirng quan sét thdy khi dung qua lidu cetirizin chi yéu lién quan dén anh huong Ién
hé than kinh trung wong hodc tic dung khéng cholinergic.

Cac phan tng bét lgi xay ra khi hap thu it nhét nam Ian lidu duge khuyén céo 1a: 1an 19n, tiéu
chay, chong mat, mét moi, dau dAu, kho chiu, ngira, bon chdn, budn ngl, run riy, nhip tim
nhanh, run va bi tiéu.

Xt tri

Khong co thubc giai doc dic hiéu d6i vai cetirizin.

Khi qua liéu xay ra thi can diéu tri triéu chimg. Rura da day co thé dugc xem xét khi qua liéu
Xay ra.

Cetirizin khong bi loai b hidu qua bang tham tach mau.

12. Pic tinh dwoc luc hoc Qf/
Loai thuéc: Khang histamin; d6i khang thu thé H. |

Ma ATC: RO6AEO7

Co ché téc dung:

Cetirizin 1a din chit cta piperazin va la chét chuyén héa ciia hydroxyzin. Cetirizin c6 tac dung
dbi khang manh va chon loc & thy thé H; ngoai vi, nhung hau nhu khéong ¢6 tac dung dén cac
thu thé khéc, do vay hau nhu khéng ¢6 tac dung d6i khang acetylcholin va khong c6 tac dung
ddi khang serotonin. Cetirizin rc ché giai doan som cua phan Ung di Ung qua trung gian
histamin va cling lam giam sy di doi cua cac té bao viém va giam giai phéng cac chét trung
gian mudn cua phan ung di ing.

Tinh phén cuc cla cetirizin ting so Vi hydroxyzin nén phén bd cta thube vao hé TKTW giam
va it tac dong l1én TKTW so voi cac thudc khang histamin thé hé thir nhit (diphenhydramin,
hydroxyzin) nén it gay budn ngi. Tuy nhién, ty 1€ ngudi bénh dung cetirizin c6 tac dung
khong mong muén nhu ngu ga lai cao hon so véi ngudi bénh dung cac thubc khang histamin
thé hé thir hai khac nhu loratadin.

Dang két hgp cua cetirizin va pseudoephedrm hydroclorid dugc dung dé diéu tri viém mdi di
ung dai ding & ngudi 1on va tré em trén 12 tudi.

13. Pic tinh dwoe dong hoc
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Thudc hap thu nhanh sau khi ubng. Nong d dinh do ¢ trang thai can bang & muc 0,3
microgam/ml dat dugc sau (1,0 + 0,5) gid. Sinh kha dung duong ubng khéong thay dbi khi
dung thudc cing véi thire an. Thé tich phan b biéu kién 12 0,5 lit/kg. Ty 1€ lién két véi protein
huyét twong 1a 90% — 96% Khoang 2/3 lidu dung duoc bai xuét dudi dang khong d6i qua nuéce
tiéu. Thoi gian ban thai huyét twong khoang 10 gio. Cetirizin c6 dong hoc tuyén tinh & khoang
liu Smg — 60 mg.

Thubc vao sita me, nhung hau nhu khoéng qua hang rio mau — néo.

14. Quy cach déng géi

Hop 10 vi x 10 vién nén bao phim

15. Didu kién bio quan, han dung, tiéu chuin chét lugng ciia thude

Pidu kién bao quan: dé noi kho, nhiét d6 khong qua 30°C, tranh anh sang

Han dung: 36 thang ké tir ngay san xudt

Tiéu chudn chit lwong thudc: Tidu chudn co s&

A . 2 o 5 o A A
16. Tén, dia chi clia co sé' san xuat thuoc

Chi nhanh CTCP Armephaco — Xi NGHIEP DUUC PHAM 150
112 Tran Hung Dao- P. Pham Ngii Lao - Q1 —TP. Hb Chi Minh /
COPHAVINA DT:(028)38367413 — 38368554 !
Fax: 84 -28 -8368437

Ngay 08 thang 07 nam 2019
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