dén si truede khi di
"WHO ) Doc 5 heing din sic dung ris Khi ding

Néu cin thém théng tin xin hoi y th
GMP cuzmu.&uymwumm thubc.
(Vién nén bao phim Citalopram 20 mg)
THANH PHAN: M3i vién nén bao phim chira:
Citalopram hydrobromid

tromg duong Citalopram g
Téduoc: Cellactose, cellulose vi tinh thé, eroscarmellose natri, silicon dioxyd, magnesi stearat, HPMC, talc, titan dioxyd,
PEG 6000.

tinh durgc lyc hoc:

Chtlopraca e g ehan o g e o wiar i i
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hogt ddng cita ching. Do d6, ngudi ta coi ce chét din truyén thin kinh 13 b truyén tin ciia ndo. Nhiéu cl giatin
ring mhmmmme&tdhwyhmhumummmmnn:nmcmmmeu bao thin
mxpmm diin truyén 14 Serotonin sau khi chit ndy duoc gidi phong. Sy hip thu ndy I mdt co ché quan trong dé
di nhimg chét diin truyén thin kinh da dugc gidi phong va dhhnddnacéachﬂqmdiylﬂnmnhk&
thu gidm do citalopram dlin dén tang serotonin ty do trong no kich thich céc té bao thin kinh. Citalopram thudc nhém
irc ché tai hilp thu serotonin ¢6 chon loc (SSRI).

Ncﬁh‘mm*: ;

Citalopram dpt 5 cyc dai trong mau sau 2 - 4 gid, phin b ring khip co thé, lidn két véi protein buyét tuong dudi
m&ma héa béri cdc qud trinh demethyl hoa, deamin héa, oxy hoa thinh céc dang o6 hogt tinh vi khdng c6 hogt
trong co the.

Dang demethyl hoa 1i mt trong cc dang chuyén héa c6 hogt tinh cia citalopram, duge chuyén hoa & gan béi cytochrom
P450, isoenzym CYP3A4, CYP2C19 va mit phin bai CYP206.
Didemethylcitalopram cling duge xde dinh I3 1 dang chuyén hoa cia citalopram.

Théi gian bén thii 14 36 gid.
“ﬁwchﬁyéuqunmm%)viphhca\uiqmmh.Khoingn%duvcthﬁm'mguyénmgqmuuécli&n.
Cutalopram qua sira voi nong g rit thip. 3 .
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- Réilogn hodng sg.

- Réi logn dm iinh cudng birc,
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Thudc nén duge 1 ldn duy trong ngay.

: oiéuuiui-eun,:&wammm:.bﬁczu&.uﬁduzowmy.muowmynmmunwlthéu
ciin thiét c6 thé ting 1én 60 mg/ ngiky.

- Diutri réi loan hodng sg- Liéu khi ddu 10 mg/ ngay, ting 1én 20 mg/ ngiy sau | tulln. Ti da 60 mg/ ngiy.

- Ngudi gid, ngudi suy gan: 20 mg/ ngiy. Téi da 40 mg/ ngiy.

- Khéng ciin thiét didu chinh lidu & nguén suy thin nhe ti trung binh.

CHONG CHI DJNH:

- Miin cém véi bét cir thinh phén nio ctia thude.

- Suy thiin ning (thanh thii creatinin dudi 20 mL/ phit).
- Tré em dudi 18 tudi.

- Phéi hop v cic IMAO.

LUU Y PACBIET VA THAN TRONG KHI SU DUNG:

mhqﬁnc&nobli&nqmndénﬁécﬂngnmwyn;hlwni,mumhoi\iwn}.Doﬂu&,dxipb&lmyﬂcm:mvﬁ
diu trj nén bénh nhin phai dugc theo ddi chit ch dén khi tinh trang duyc cdi thign.

Khéng sir dyng thudc & tré em dudi 18 tudi.

Sir dyng thudc thin trong & ngudi gia, suy gan, suy thin, - .
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thuimg niy thuomg gidm trong vong 2 tudn diu diéu trj. Nén bit diu ding thude & lidu thip vi ting din dén lidu cin thiét,

DX c6 bito cdo gidm natri 6 thé do sy tiét hormon chéing lgi nigu bit thuimg (SIADH) khi ding cac SSRI va thuémg

phii ngung ding thudc. Dic biét nguy co cao & bénh nhin it Iém tudi.

Céc SSRI/ SNRI c6 thé giy chimg dimg ngdi khdng yén. Didu ndy thudmg xdy ra trong vii tudn diu didu tri. Sy ting liéu c6

thé giy bét lgi o nhimg bénh nhin niy.
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Thudc chbng trim cim c6 kha ning gily ddng kinh. Nén ngung citalopram & bénh nhin xufit hign con dgng kinh. Trénh
diing citalopram & bénh nhdn ddng kinh khong én dinh va theo ddi cin thin & bénh nhiin ddng kinh kiém sodt dugc. Ngung
ding citalopram néu c6 sy gia ting tn suft con ddng kinh.



mwﬂmm&au&wmmﬁ&mmmmc¢thépuiaiéucmm liéu ding insulin v/ hogc
thubc ha duimg Muimg udng, x d
Nhu céic SSRI khic, citalopram c6 thé gdy gidin ddng tir va vi thé thin trong & bnh nhin glaucom gée hep hojic tién sir

Di 6 bdo cio hdi chimg serotonin & bénb nhin ding SSR1 (hiém) nhur kich dgng, run, rung gijt co vit st cao. Phai ngung
citalopram ngay Hip tire va didu tri triéu chimg. Khong sir dung ddng thi citalopram va céc thudc cd tic dng serotonin
nhu sumatriptan hojic céc triptan khic, tramadol, oxitriptan va tryptophan,

D4 06 béo cio théi gian chdy méu kéo dii vi/ hodc chiy miu bit thudmg nhu bim, xudt buyét im dgo, xut huyét tiéu héa,
xuit huyét dudn da hodc niém mac khi sir dung cic SSR1. Thin khi sir dung citalopram ddng théi véi cic thube dnh
hurimg dén chire ning tiéu cdu hojic cic thude 6 thé ting nguy co xuft huyét, cling nhwr & bénh nhin c6 tidn sir xuit buyét.
Trigu chimg cai thudc thuimg xdy ra khi ngung diéu tri, ddc bi¢tkhi ngung thubc ddt

Nguy co xudt hign hoi chimg cai thube tiry vao mét éwum:rm liéu dimng va ti I¢ gidm liéu. Trigu
chimg 14 chong mit, dj cim, rbi logn gidc nga, lo ling, ndn vi/ hodic nén, run, lin 19n, 48 md hdi, dau diu, tidu chay,
dénh tréng ngyc, rdi logn thi gidc, mét moi, mo nhiéu mau sic, kich thich hodc tim trang xéu. Thudmg nhimg tri¢u chimg
nity nhe tdi trung binh, tuy nhién vai nguii o thé njing hon. Nhimg tri¢u chimg nay xudt hién sau vai ngiy ngung diéu trj,
nhimg cling ¢6 thé xudt hi¢n khi bénh nhin quén ding 1 lidu thulc (hiém). Nhitmg tri¢u chimg ndy thudmg ty giGi han v hoi
mpnv:g:’ﬂn.w&vumupmwma-3mwwn).wménenm|ﬂuammncwm-:
tirkhi ngumg :

Cilalopram cé thé gy kéo dai khoang QT phy thudc lidu. P ¢ bdo cio kéo diti khoang QT vi loan nhip thiit bao gbm xodn
dinh, phin lén xéy ra & bénh nhin ni¥ 1om tudi kém theo gidm kali huyét, tién sir kéo dai QT hojc bénh tim mach khic. Nén
trong & nhimg bénh nhin nay.
xa thm tay tré em.

TUONG TAC THUOC, CAC DANG TUONG TAC KHAC:

Tit ci cdc SSRI, ké ci citalopram déu khing nén diing véi thudc chéng trm cim trc ché nhém monoamin oxidase (MAO)
nhur isocarboxazid, phenelzin, tranylcypromin va procarbazin. Nhimg phéi hgp niy c6 thé gdy 16 1in, cao huyét ip, run va
qﬂhﬁuﬁuDﬂgﬂm&ﬂycﬂqg&MﬂynvﬁMh&nﬂMnﬂdufmﬂthnwﬂm
dau diu, budn ndn, ra md hoi va hoa mit khi ding chung véi SSRI.

TACDONG TREN KHA NANG LAI XE VA VAN HANHMAY MOC:
Nguiri 14i xe hofic viin hinh may méc cin liru § thin trong khi diing, vi c6 thé giy rdi logn gific ngd,

SUDUNG CHO PHY NU'CO THAI VA CHO CON BU:
Sit & phy o thai.
w&muﬁimmm.mchMMmMmmmme

TAC DUNG KHONG MONG MUON:
Nh\‘)x:kdungkhﬁnsmngmuﬁndﬂngchﬂ?hnyupnhhbéuqu.nndéncinlowlmldmﬁnmmn.mnhiéum&héi
dan d4y, run vi mit ngd. Noi chung tir 1/6 dén 1/5 ngun ding b m{t tac dyng khong mong mudn. Mot s6 bénh nhén c6
bi phin img cai trong khi ngimg musémuécssmmtguuxed&ﬂnhmmcﬁm;niyahgwmeﬁynvﬁ
i Cic tri¢u chimg cai bao gdm chéng mit, dj cim, réi logn gidc ngi, lo ling, non va/ hofic budn non, run, 1 1ja,
6 md hoi, dau ddu, tidu chiy, dinh nguc, rdi loan thi gidic, mét moi, mo nhidu mau sic, kich thich hodic tim trang xdu.
Thudc c6 thé lam ting cén hojc gidm cén.

Céc thude didu trj trm cam c6 thé lam ting nguy co ty tir khi sit dung thudc.

Théng bédo cho thiy thube cdc tic dung khing mong mudn gip phai khi sir dung thudc.

QUALIEU-XUTRI:

mmmw.&mbw.ti;nd‘pmnh.bu&nmﬁ.Mnmﬂ.lc@nummglucw.cogm.Mnhmh.i&.Trieucllﬁng
vé tim mach nhu nhip niit nhi - thit, khodng QT kéo ddi v phirc b3 QRS rong. D c6 béo céo nhip tim chim kéo ddi cing
véi ha huyét dp ning v ngit * . )

Truimg hop ngd doc nfing c6 thé xuit hign “hoi chimg serotonin” bao gbm thay d6i trgng thii tim thin, gia ting hogt dong
thin kinh co v co thé khdng yén (hiém g8p). Co thé c6 sdt cao vi ting creatin kinase huyét thanh. Hiém c6 globin co niéu
kich phat.

Xietri:

Theo ddi dién tim 8. Sir than hogt déi véi trrémg hop dd ubng trén S mg citalopram/ kg co thé trong vong 1 gid.
mw&m%mmﬁwwﬁn%mhw%w.wﬁmwﬂ uvglﬁo'&n
duy trl thdng khi, theo ddi tim mach va ddu higu sinh tdn.

PONG GOT :Hyp2vix 14vién.
X _ :HOp6vix 10 vién.
BAO QUAN: Noi kho rio, trinh dnh séng, nhiét dd khong qua 30°C.

TIEU CHUAN CHAT LUQNG: Tiéu chudn nhi sin xuft.
HAN DUNG: 36 thang ké tirngdy sin xufit.

sinxuitui: P 5 AVIPHARM

CONG TY €O PHAN DUGC PHAM DAT VI PHU (DAVIPHARM)
Lb M7A, Pubing D17, Khu Cong Nghiép Mg Phudc 1, Phubing Thdi Hoa,
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Tel: 0274.3567.687  Fax: 0274.3567.688

TOA292CBB



