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gom: Flowlac 100, Era-ab, PVP, Magnes: stearat,
", Titan dioxide, PEG 4000)

2. Trmg i ché: Vida nén bao phim

3. Drerye lgre R

Nhebmr cheyre i Thude khdng histamin, 80 khang thy thd H1

MTATC: ROSAEDT

Duege Iy wih oo chd tde dung:

Cetnzin la din chit cis piperzm v 18 chdr chuydn hoa cia hydroxyzm
Celirizin ¢4 the dung ddi khing manh vi chon loe & thy thé HI & ngoai vi,
nhumg hiu nhir khdng b tic dung dén cic thy thé khac, do vy hdu nhu khiing
cb the dyng dbi khdng acetylcholin vi khiing cd the dung dbi khing serotonin,
Cetirzin trc ché giat doan som cila phin dmg di tng qua trung gian histamin vi
clng Mm gidm sy di dir el cdie 1 bio vibm vA gikm gidi phéng ¢5¢ chil trung
g gia dogn mudn cda phdn ing & dng.

Tinh phin cye cda cetirizin Wng so vdi hydroxyzin nén phin b6 thude vio e
thin kinh trung wong 3o voi cac thubc khing histamin thé hd ehir nhds
{diphenhydramin, hydroxyzn) nén it ghy bobn ngd Tuy nhifn 1 18 nguin bénh
dimg cetinmn o the dyng khing mong mudn nhu ngd ga 13l 3o hen %0 v
nguin binh dlng cas thiste khang histamin thé he thi hai khde ahy lomiadin

4. Durge djng bge:

Thubc hip thu nhanh sau khi wbng Néng dd dink do & trang thii cin bing mire
0.3 microgamimi, dat dwoc sau (1 = 0,5) git. Sinh kis dung dudmg udag khong
thay ¢bi khi dimg, thude ctng vou thire n. Thé tich phin bS biby kién 14 0.5
litkg. Ty 1 lifn két vdi protein huydt wrong 1 90 = 96%

Kholng 273 lidu diing duve bai sudt dudi dang khdng dbi qua nute idy. N
A thii it hanydt nromg khoding 10 giv Cetinzin oo ddag hoc wyén tnh &
kbodng liéy 5 - 60 mg.

Thube vao sim me, nhumg khdng qua hing rio mau =nla,

5 Quy cich dbag gbi: Hip 10 vi x 10 vién. Hip 2 +i x 10 vién,

& Chi djab: )
Cetirizin dwge ¢hi dink trong didy 1 trefu chimg vidm mii dj img du ding,
vidm mdi i ing theo mia, mdy day man tinh v& ein; vidm kit mac di img

7. Libu hgng vi chch ding:

Cetirizin duge ding duimg ubng. Mic di thire An cb thé 1Am gidm ndag 48
dinh trong mdu va kéo ddi thivi gian dat ndng 3¢ dinh, nhung khdng dnh huong
dn mire kip th thube, cho nén oo the udag cing hode ngodi bon &n

Ngurint b va tré em tir b rubi ol o wbog 10 mpigdy

Khdng sir dung cho wé e dudi 6 wdi

Suy gan: Lobu cn gidm md4 nim,

Suy thin' lidu hidu chinh theo CL, nhu sau;

Chic ning thin Cls Lidu dimg
[ml/phith

Binh thutmg > 80 10 mg ¥ 1 [dn/ngiy
Suy thiin nhe 50-79 | 10mgx 1 iningdy
Suy thils wim 30 —49 | Smgxl Bninghy
Suy thin nang =30 | Smgeachnghy M |
Suy thia gizi doan cudi <10 | Chliag chl &nh
hode phii thim tch

& Sirdyng cho phy nd cd thal va cho con bii:

= Thiri k¥ mang thai; Tuy celerzin khéng gy qudi thar & dog v, nhung
chira ed nhimg nghidn cin dly 0 trdn ngudn mang thai, cho nén kbing nén
disng; thude khi co thal,

- Thix k¥ cho con bia: Celerzin bai tsét qua sita, vi vy trinh kisdng cho con
i kb ngudi me X

9, Tie dgng cds thiude khi b xe vl viin hinh may:

Thude gdy hidn twong ngd g nén khdng st dung thube khi 14 xe va vin hiak
iy

10, Chibng chi dinh;

Nhitng ngui cd tidn sir di img Vol cetirizin, vor hydroxyzin hoso bdt cir thanh
phdn nio cda thide.

Suy thdn gisi doan eudl (Cls < 10mbiphit)

L1 Canh bio va thin trong:

Chn phii didu chink [k & nguti suy thin vira holie ndng vi nguin dang thim
phin thin nhin o

Clin didu elinh liby & ngulri suy gan.

) mit s nguin binh st dung cetirizin ¢6 hidn tugng ngh 4, do w3y ndn thin
trong Kiv 141 xe, hode via hanh may, vi of ghy nguy hifm Tranh ding dbag
thin cetirizin viri rugu vA cde thude e chd thin kinh trung wong, vi lim ting
thérm the dung cia chc thube ndy,

TO HUONG DAN SU DUNG THUOC CHO CANBQ Y TE Ml

G411

[y

Thude m thay o) kbt qud test chin dodn trén da, do do edn ngumg ke §
aghy truede khi thire hidn cio test ndy.
12 Tuong the thube vi cic logh tiromg e khic:
Tranh két hop v cde thude e ché thin kinh trung vong nhe thube an tin
.
X thanh thetk conezin gabm ahie kha wdng cong 400 mg theophylin
13, Tae dyng Khdng mong mudn: q
Tiln 5§ duge xie dinh nhu sau: Rt pho bidn (21103 Sarong gap £ 11100 dén
<10), b gap (21000 &dn <1/000), Ridm gdp (21700000 ddy <1 00l), 04
Tiden (<1 /10.000). chis e {khdng th duec wdae ik di hiy oo sin)
Rt h:‘:-nm vt barch fruyde
Rt it gap: gadm tebu el
R foxn I themg miln dick
Hikm 2ap: qua min
Rie hidm g8p: séc phin vi
Relt foar chuvdn hda vi dinh duudmg
Chua 17 thag sy thém dn
R foen tim theln:
1t gp. kih ding
Hidm gap: ghy hin, 16 3n, teim edm. do gite, mit ngi
Rl hidey gide cor
Chua rd: ¥ nudmg e 1
Reedi Focers Ind ehy kinh:
I gap: dj cim
Him ﬁp; 0 gidr, bi loan vin ddng
Rabt fidm- Joan vi gede, nght, run, eéhi loan truomg lirc, obi foan vin ding,
Chua rd: mdt ted nha, suy giim i nha
#dl fogn mdr-
Rt higm: rbi boan dvbu tidt, mhin mdr, vin nhin
Rl fogn sal vib iién dinh
Chua rd: chdng mm
R Soern #im.
Hitm gp: nhip m nhanh
Reli foxam tidse hida:
Khong phd tibn: 1idu chiy
Rdi Fogn g mngdi:
Hidm gap: chitc nang, gan bl shismgg (ting trnsaminase, phosphate kibm,
o 3T wh bilirsbn)
Churz e Vidm gan
i Toam e wéb s chodil cta
[t g3p; ngira, phat ban
Hi - pida mé day
Rt hilm: Phi mach, ban cb dinh
Rt logn thin va nidt miu:
Rt hiden: kb tidu, dii dhm
Chura nd: bl 1iéu
ki doam chrumg va didu ki dheomg i dunge:
1t g suy nhuspe, mét mbi {
Hidm gap: pluiy nd B
e myghidnr ctiw:
Hidm g 13ng cln
Thiug bdo cho Bde sfhitng tic dung khdag mang mudn g0y
Pl kB e g e
14, Qui fitu v edich xir tri:
B¢ tnh:

'_!-....\

i

fc

Kinh ngJ;IEIT‘I han che v qua idu 20 mg o e 2 aid, 30 mg o e 3 i v
A0mg & trd 4 tbi cho thiy o nbilim de e, 400 mg 6 1 14 Lubi g thiy ca
trilu chimg ahe trong khi 400 = 500 mg vai nguwin bim ahi kidag ¢ tredo chimg

.
Trigu chimg: ngl gd o ngudl lon, owé e o6 thd by kich dong

N ez khi qud lidu aghidm teong edn gdy mon vl nda da div cdng vl coe
phieng phap bl tro, B nay, chua ob tisbe gibi A0 dhe ity

Thilm taeh miu khing co ube dung trang debv 1y qui 1ido cetitinn

B8, Cac didu higu cin leu § v khuyén eio: Khing

Hyn dimg: 35 thing ke o ngay sdn xedt

B quan: Noi khb, nhidt &b khong qua 36°C, trinh dah g

B xa bttty ciba £ e,

Bhoc k7 Feedng ddn sir dynjg triede khi divag,

Nl cden thém ehdng i, xie bl § &idn Bde st

Ngay wem it s Ao, chp ahit i ndi duag bugng da <o dung

Clng oy shn xudt

CONG TY €O PHAN DUGC = TTBYT BINH BINIL(BIDIFHAR)

498 Nguydn Thii Hoe, P. Qg Trung. Tp. Quy Nhem tinh Binh Bink, Vi
Nam

BT 056 3846500 - 3846040 = Fax 056 IE36510
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T hwéng din sir dung thude cho bénh nhin
Vién nén bao phim CELERZIN®

- Théng bdo cho diege st hodic bdc st nhitng tdc dung khdng mong muén gdp phai khi sir dung thude,
1. Thanh phin ham lwong ciia thude

- Hoat chat: Cetirizin dihydroclorid

- Ham lugng: Cetirizin dihydroclorid 10 mg

Té duge: Flowlac 100, Era-tab, PVP, Magnesi stearat, Talc, HPMC, Titan dioxide, PEG 4000

2. M6 ti sdn phaim: Vién bao bé mat nhin, mau sic déng déu, dugce ép trong vi nhém — nhom kin,

3. Quy cich dong goi
Hép 2 vi x 10 vién nén bao phim, kém toa huéng dan sir dung
Hop 10 vi x 10 vién nén bao phim, kém toa huéng din sir dung

4. Thudc ding cho bénh gi?
Thudc duge ding trong céc trudmg hop:

- Viém miii dj (mg dai ding

- Viém miii di img theo mua R 1
- May day man tinh vo cén "'5
- Viém két mac di tmg.

5. Nén diung thudc nay nhuw thé nao va lidu lugng?

- Céch ding: Ubng vién véi mot lugng nude thich hgp. Co thé ding thude cing hode ngoai bira an. ~

- Puwdmg ding: Ubng

- Liéu diing: Ding theo don ciia béc si:

+ Ngudi 16n va tré em tlr 6 tudi tr& 1én: udng 10 mg/ngay
+ Khéng sir dung cho tré em dudi 6 tudi

+ Suy gan: Liéu cdn gidm mét nira.

+ Suy than: liéu hiéu chinh theo Cl;, nhu bang sau:
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Chire nang than Cl (ml/phut) Li¢u dung
Binh thudmg >80 10 mg x 1 lan/ngdy
Suy thin nhe 50-79 10 mg x 1 lin/ngay
Suy than vira 30-49 Smgx 1 lan/ngay J
Suy thin ning < 30 5 mg cach 2 ngay 1 lan {
Suy than giai doan cudi hoiic <10 Chong chi dinh i
phai thim tich

6. Khi nao khéng nén ding thubc nay?
Khi ban c6 tién sir dj tmg véi cetirizin, véi hydroxyzin hodic bét cir thanh phin nao cua thube.

Khi ban bj suy than giai doan cubi.

7. Téc dung khing mong mudn

Céc thc dung khdng mong mudn gip phai khi sir dung thude véi tin sé duge xdc dinh nhur sau: Rt
phé bién (=1/10); thuomg gip (Z1/100 dén <1/10); it gip (=1/1000 dén <I1/100); hiém gap
(21/10.000 dén <1/1000), rdt hiém (<1/10.000), chwa & (khong thé duge wée tinh tir dir ligu co sin).
Réi loan mau va bach huyé'::

Rt hiém gaip: giam tiéu ciu

Réi loan hé .rhtfng mién dich:

Hiém gap: qué man

Rit hiém gip: séc phin vé

Réi logn chuyén héa va dinh dwimg:

Chua rd: ting sy thém an

Réi loan tdm thén:

It gap: kich déng

Hiém giip: gy hén, 10 lin, trdm cam, 4o gidc, mat ngi

Rét hiém: giat co

Chura rd: v tudng tur tir

Roi loan hé than kinh:

it gip: di cam

Hiém gap: co giat, rdi loan van dong.

Rit hiém: loan vi gic, ngdt, run, rdi loan trrong lye, rdi loan vén dong

Chua r&: mdt tri nhé, suy giam tri nhé

Réi logn mét:

Al
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Rét hiém: rdi loan diéu tiét, nhin mé, vén nhan

Réi loan tai va tién dinh:

Chua r3: chong mit

Réi loan tim:

Hiém giip: nhip tim nhanh

Réi loan tiéu héa:

Khong phé bién: tiéu chay

Réi loan gan mdt:

Hiém giip: chirc ning gan bit thuéng (tdng transaminase, phosphatase kiém, y-GT va bilirubin)
Chua rd: Viém gan

Réi loan da vé mé dudi da:

it gap: ngira, phat ban

Hiém giip: ndi mé day

Rit hiém: Phit mach, ban cé dinh

Réi loan thén va tiét niéu:

Rat hiém: kho tiéu, dai dam

Chua rd: bi tiéu

Réi logn chung va diéu kién ducmg sir dung:

ft giip: suy nhuge, mét moi

Hiém gip: phit né

Cédc nghién ctru:

Hiém gap: tang cin

8. Nén trinh ding nhimg thude hodic thye phdm gi khi dang sir dyng nhimg thude nay?
Trénh ding chung véi cic thudc tre ché thin kinh trung wong nhur thude an thin, ruou.
9. Can lam gi khi mit lin quén khing dung thude?

Néu ban quén udng thude, uong ngay sau khi nhé ra, trir khi gan véi lén uf:-ng tiép theo. Khang buo
gity dung liéu gép d6i d€ ba lai liéu da quén.
10. Cin bdo quén thude nay nhw thé nao?

Bao quéan thude & noi khé, nhiét d6 khong qua 30°C. tranh inh sang.

11. Nhirng triéu chimg va diu hi¢u khi dang thubc qui liéu?
Néu b qua liéu, nguoi 16m ¢6 thé nga ga, tré em c6 thé bj kich dong.
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12. Ciin phii lam gi khi ding thube qua lidu khuyén cdo?
Cén théng bao ngay véi béc s hofic dén ngay bénh vién gin nhét néu ban dung thude qua licu. Bic
sT ¢6 thé gdy nén cho ban v rira da day ciing véi cac phuong phép hé tro khéc.

13. Nhimg di¢u cin thin trong khi ding thudc nay?

Théng béo cho bac s néu ban dang bj suy gan, suy than hojc dang tham phan nhan tao.

O mét s6 ngudi bénh sir dung cetirizin cé hién tuong ngu g4, do vay nén thin trong khi lai xe, hoac
vin hianh may, vi d& gay nguy hiém.

Tranh ding ddng thi cetirizin véi rugu va céc thude e ché thin kinh trung wong, vi lam tang thém
tac dung cia cdc thude nay.

Thube lam thay d6i két qua test chin dodn trén da, do dé cin ngimg thude 3 ngay trude khi thue hi¢n

cac test nay.

14. Khi nio cin tham viin béc si, dwge si?

. T
Khi dang sir dung cing lic véi cde thude khic :55?;1(;\
Khi ban nim trong céc trudng hop cin phai than trong khi ding thude & o
; ET8]) =
Khi xay ra cic tic dung khong mong mudn trong qué trinh ding thude. .'-IHEI :—t-uf'l
. o5 £ : ) 4
Khi ding qua liéu khuyén cdo. t@'@/

Néu can thém théng tin xin hoi ,}"kié"n bée st hodc dupe st

15. Han dung ciia thude
- Han dung: 36 thang ké tir ngdy san xuit.

16. Tén, dja chi, biéu twgng ciia nha sin xuit
- Tén: CONG TY CO PHAN DUQC - TRANG THIET Bl Y TE BINH BINH (BIDIPHAR)
- Dia chi: 498 Nguyén Thai Hoc, phudng Quang Trung, thanh phér Quy Nhomn, tinh Binh Dinh

- Biéu twong nha sin xudt:

Bidiphar

17. Ngiy xem xét sira dbi, cip nhit lai ni dung hudng din sir dung thude




