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BAGOCIT 20/40

Citalopram
Vién nén bao phim

Thanh phan

BAGOCIT 40

Mai vién nén bac phim chira:Hoat chat: Citalopram 40mg; T4 dwec: Tinh bat, Copovidone, Cellulose vi tinh thé, Croscarmellose Natri,
Magnesium Stearate, Lactose monohydrate, Opadry Il YS 30-18056 white, Opadry 11 YS 18-19054 clear.

BAGOCIT 20

Mbi vién nén bao phim chra:Hoat chat: Citalopram 40mg; T4 dwoe: Tinh bot, Copovidone, Cellulose vi tinh thé, Croscarmellose Natri,
Magnesium Stearate, Lactose monchydrate, Opadry Il YS 30-18056 white, Opadry Il YS 19-19054 clear.

Dwec Iwc hoc

Co ché chéng trAm cam cua Citalopram duec cho 1a dya trén tac dung (e ché chon loc su tai hap thu serotonin (50-HT). Cac nghién
clru in vive va in vitro cho thay Citalopram la chét (e ché chon loc cao quaé trinh tai hp thu serotonin (IRSS), nhuwng khéng c6 hoac chi
6 tac dung rat yéu lén sy tai hap thu noradrenaline va dopamine (DA). Citalopram chi cé 4l lwc yéu ho#c hiu nhw khéng dang ké voi
cac receptor 5-HT1A, 5-HT2A, dopamin D1 va D2; alpha 1, alpha 2 va beta adrenergic, histamine H1, gamma aminobutiric, muscarinic,
colinergic va benzodiazepine.

Dwere dong hoe

Khi dung don liéu hoic da liéu tir 10 dén 60 mg/ngay, dong hoc cla Citalopram 1a tuyén tinh.

Si chuyén hoa Citalopram xdy ra chli yéu tai gan véi thei gian ban thai khodng 35 gi¢. Khi dung liéu 1 1an méi ngay, néng d% &n dinh
clia thude trong huyét trong dat dwec trong vong 1 tuan,

Duya trén nira d&i thai huyét twong clia Citalopram, néng dé Citalopram dn dinh trong huyét twong béng khodng 2, 5 1an khi ubng liéu
don.

Hép thu. phan bé:

Sau khi ubng liu don Citalopram 40 mg, ndng @6 dinh trong mau dat Gwoc sau 4 gid. Sinh khd dung tuyét déi clia Citalopram dudng
ubng bang 80% so v&ri dudng tiém tinh mach va sy hap thu khéng bj anh hwdng bdi thire &n. Thé tich phan b khodng 12l/kg; mirc d6
gén protein huyét twong clia Citalopram, N-desmethyl citalopram va didesmethyl citalopram la khodng 80%.

Chuyén hoa va thai triv:

Sau khi tiém tinh mach Citalopram, phan thubc dwoc tim thay trong nuwédc tiéu dudi dang Citalopram va N -desmethy! citalopram 1an
lwet la khodang 10% va 15%. Hé sé thanh thai toan than cla Citalopram khoang 330 ml /phut (d6 thanh lgc cla than chiém 20%).
Citalopram dwgc chuyén hod thanh N -desmethyl citalopram, Didesmethyl citalopram, Citalopram-N-oxide va dan chét clia acid
desaminate propionic. & ngui, Citalopram dwoc tim thay phan 1én dwdi dang khong bién ddi trong huyét teong. Nang do &n dinh trong
huyét twong clia N -desmethyl citalopram va Didesmethl citalopram, cac chat chuyén hoa clia Citalopram, 1an luot 1a # va 1/10, twong
dwong véi legng thube khéng bién ddi.

Cac nghién ctu in vitro cho thy Citalopram cé tac dung trc ché tai hap thu serotonin cac gap 8 1an so véi cac chét chuyén hoa ciia né,
do vay, cac chét chuyén hod clia Citalopram gop phan khéng dang ké vao tac dung chéng trdm cam. Nghién ctu in vitro dwoc thie
hién trén microsome gan cho thdy CYP3A4 va CYP2C19 la nhirng isoenzym chinh tham gia vao qua trinh N -demethyl hoa Citalopram.
Phan loai bénh nhén:

Tudi: Tirng thong sé duec dong hec ciia Citalopram & ngudi trén 60 tudi dwoc so sanh véi théng sé & nhirng tinh nguyén vién khoé
manh tré hon. Trong mét nghién ciru ding don liu, dién tich dwéi dwéng cong (AUC) va niva d&ri thai & nguei cao tudi tang Ién 1an
Irgt 30% va 50%; con khi ding da liéu thi mic d¢ tAng AUC va thdi gian ban thai lan lwot 1a 23% va 30%. Liéu dé nghi cho ngudi cao
tudi (trén 60 tudi) 1a 20 mg /ngay.

Gidi tinh:

Thuwong khong can phai didu chinh lidu diing. Ngoai trir mét vai nghién ciru cho thay tri sé AUC & ni cao gép 1, 5 dén 2 1an so véi &
nam, nhirng di liéu nay trai nguec véi két qua cia nhiéu nghién ciru khdng thay cé bat ky sw khac nhau nao.

Suy qidm chirc ndng qan:

Théi gian ban thai liéu ubng Citalopram tang I&n gap doi va do thanh loc gidm 37% so véi nhirng ngwei khoé manh. Lidu d& nghi cho
bénh nhan suy gidm chirc nang gan la 20 mg /ngay. Suy gidm chirc nang than: & nhirng bénh nhan suy gidm chirc nang than (suy than
nhe hoac vira), @6 thanh loc clia Citalopram khi udng gidm 17% so véi nhirtng nguéi khoé manh. Khéng cin didu chinh lidu che nhirng
bénh nhan nay. Chua cé di liéu vé dwgce dong hoc clla Citalopram trén nhitng bénh nhan suy gidm chike nang than nang (hé sé thanh
thai creatinin<20 ml/phat)

Cac di¥ ligu an toan tién l1am sang :éf/
Kha nang gay dbc cp tinh clia Citalopram 1a thap. Trong cac nghién ctru déc tinh man, khéng tim thdy dau hiéu gay doc nghiém ‘trong
khi ding Citalopram.

Chi dinh va str dung:

Citalopram dwec chi dinh trong diéu trj tram cam.

Liéu dung va cach diing

Diéu chinh liéu diing theo tiéu chuan ndi khoa va tinh trang lam sang ciia bénh nhan. C6 thé diéu chinh liéu nhy sau:

Naudi i6n, trén 18 tubi

Nén bat diu diéu tri béng lidu ubng 20 mg mot 1an mdi ngay va co thé tang lén 40 mg /ngay sau khi da dung liéu 20 mg trong it nhat 1
tuan. Mét sé bénh nhan can ding liéu 60 mg /ngay. Tuy nhién, cac nghién ciru danh gia liéu dung /tac dung khdng cho thay Igi ich rd
rét khi dung liéu 60 mg /ngay so v&i lidu 40 mg /ngay. Do d6, khéng nén ding liéu trén 40 mg /ngay. C6 thé ubéng BAGOCIT mét lan mai
ngay vao budi sang hoic chiéu, Iic no hoic d6i déu dugrc.




Cac trirong hop dac bigt:

Liéu d& nghj cho hau hét bénh nhan va bénh nhan suy gidm chirc ning gan la 20 mg/ngay; ting liéu Ién 40 mg/ngay & bénh nhan
khéng dap (ng v&i liéu 20 mg /ngay.

Khéng cén phai diéu chinh liéu cho bénh nhan suy than nhe hoic vira. C&n than trong khi diing Citalopram cho bénh nhan suy than
nang.

Diéu tri duy tri;

Ngudi ta théng nhét réng cin diéu tri lién tuc cac giai doan cap tinh cla bénh trAm cam trong vai thang hoac dai hon. Mét sé nghién
clru da chirng minh réing tac dung chéng trdm cam cla Citalopram dwec duy tri trong 24 tudn sau 6 dén 8 tuan st dung (téng cong 32
tu&n). Chura biét ré co can gitr nguyén lidu diéu tri khi cac triéu chirng d4 thuyén giam hay khong. Néu xuét hién cac triéu chirng bt lgi
gay kho chiu, nén xem xét gidm liéu xubng con 20 mg /ngay.

Bénh nhan da hodc sé diéu tri bdna IMAO:

C4n duy tri khodng cach 14 ngay tir khi ngirng diing cdc IMAO cho téi khi bit d4u didu tri bAng BAGOCIT va it nhat 14 ngay tinh tv khi
ngirng diéu trj bAng BAGOCIT dén khi bét diu st dung IMAO (xem phan CANH BAQ)

Chéng chi dinh

Dung déng th&i vai cac IMAO (xem CANH BAO)

Qua min véi Citalopram hoac bat ky thanh phan nao cla thudc
. Phu ni¥r mang thai, phu ni cho con bu.

Canh bao va than trong

CANH BAO

Tuwong téc v6i IMAO (cdc chét tie ché monoamino oxidase):

Nhirng phan (ng nguy hiém, d6i khi gay t* vong da dugc bao cao & nhirng bénh nhan dung phdi hep thudc rc ché tai hap thu
serotonon (SRI) véi IMAO, bao gdm: ting than nhiét, giat rung, rdi loan than kinh ty tri v&i nhirng thay di bat thwdng cac dau hiéu
séng, thay d@bi hoat ddng tam than gdm ca xao trdn nang, tién trién do giac hoac hon mé. Nhirng phan (ng nay da dugc bao cdo &
bénh nhan ngirng st dung cac thubc (rc ché tai hap thu serotonin va bt ddu dung IMAO. Mét sé triréng hop bidu hién héi chivng an
than kinh ac tinh. Céac nghién clru doc Iap trén dong vat vé anh hudng clia viéc ding phéi hop SRI va IMAO goi y rang cac thude nay
tac dung hiép ddng lam tang huyét ap va gay tang dong tam than van ddng. Trong tit cd nhixng trwéng hop nay, khong nén dung phdi
hop BAGOCIT véi cac IMAQ trieée 14 ngay tinh tir khi ngirng diéu tri bang IMAQ. Twong ty, khéng nén bit dau diéu trj bang cac IMAO
trwéc 14 ngay tinh tir lac ngirng dung BAGOCIT. “Héi chirng serotonin” da dwere bao cao & bénh nhan diing cac thube (ke ché chon loc
tai hap thu serotonin. Nhidu triéu chirng bao gém xdo trdn, 1&n Idn, giat rung va than nhiét cao co thé xuat hién va tién trién trong tinh
trang nay.

Citalopram chi &nh hwéng nhe dén chlrc ning va théi gian nhan thire,

Diéu tri cé nhén:

Khi stz dung thuéc chéng trdm cam trong nhiéu thir nghiém déi chirng trén lam sang & nguwdi [én méc rdi loan trdm cam chi yéu va cac
rbi loan tam than khac, nén dya trén tinh trang bénh cla tirng bénh nhan:

a) Don thubc nén dugc ké bdi cac chuyén gia co thé kiém soat nghiém ngat sy xudt hién clia bat ky du hiéu tdi t&é nao hoic ting y
nghi ty t&, cling nhw nhirng thay déi hanh vi véi cac trigu chirng nhw xao trén.

b) Phai dya trén két qua clia cac thir nghiém lam sang déi chirng trede do : d{%/

¢) Nén tinh toan dé Igi ich 1am sang cao hon nhirng rli ro cé thé xay ra.

D4 c6 bao cdo trén bénh nhan la ngwéi Ién didu tri bing cac thuéc chéng trdm cam SRI hoac nhirng thudc chéng trdm cam cé cling cor
ché tac dung; ca hai déu gay ra réi loan trAm cdm chl yéu va biéu hién cac triéu chirng (tam than va phi tam than) khac nhy sau: lo au,
xa0 tron, hodng loan, mat ngd, dé kich déng, thai d¢ thi dich (néng gian), béc @dng, ngdi ndm khéng yén, hung cam nhe va hwng cam.
Mic du chua xac dinh dwoc nguyén nhan gay ra cac triéu chirng nay hay nguyén nhan Iam tién trién xau tram cam va /hodc nguyén
nhan tao ra con béc ddng ti tl, nhung cac triéu chirng nhw vay co thé bao trwde sy xuét hién y nghi tw tl.

Nén théng bao cho nguwdi nha hodc ngwdi cham séc bénh nhan biét v& nhivng triéu chirng da moé ta & trén va sy xuat hién y nght tw tl,
cling nhu trach nhiém phai bdo cao ngay Iap tic cho bac sTnéu xdy ra cac triéu chirng nay. Ngoai ra, ngudi nha hoic ngudi cham soc
cén theo dai tinh trang bénh nhan hang ngay. Néu quyét dinh ngwng diéu tri, can gidm lidu ngay khi co thé, nheng phai dua trén s
phéi hep hop Iy tirng thanh phan hoat tinh vi trong mét vai tredng hop, gian doan thude dot ngét co thé gay ra mét sé triéu chirng cai
thudc.

D6 an toan va hiéu qua ciia Citalopram trén bénh nhan dwéi 18 tudi chwa dwgc danh gia.

THAN TRONG:

Gidm natri huyét: Mot vai treéng herp gidm natri huyét va hi chirng tiét ra khéng ddng luc hormon khang bai niéu (SIADH) da dwec bac
céo khi diéu trji bang Citalopram. Céc triéu chirng nay xuét hién & nhirng bénh nhan ngirng ding Citalopram va /hoac diéu trj ndi khoa.
Thay déi hung cam /hung cdm nhe: Trong céc thi nghiém ddi chirng trén lam sang véi Citalopram, réi loan luéng cue, thay d@di hung
cam /hung c3m nhe d3 dugc bao cao & 0,2% trong tdng s6 1063 bénh nhan didu tri bing Citalopram. Nhirng triéu chirng nay khéng
XAy ra trén bat ky bénh nhan nao trong sé 146 ngudi dung gid duge. Cac tridu ching nay cing x3y ra & mot ti 1& nhd bénh nhan rdi
loan cam xuac diéu tri bang cac thudc chéng trdm cam khac trén thi trvdng. Gidng nhw cac thude chdng trdm cam khac, nén than trong
khi ding BAGOCIT cho bénh nhan ¢6 tién st hung cam.

Déng kinh: Mac du da phat hién mét sé tac dung chéng déng kinh clia Citalopram trong cac nghién ctru trén déng vat nhung van chua
c6 danh gia chinh xac trén bénh nhan rdi loan ddng kinh. Trong cac thi¥ nghiém Iam sang, dong kinh @3 dwoc bao céo & 0,3% bénh
nhan diéu tri bing Citalopram va 0,5% bénh nhan ding giad dwgc. Clng nhu cac thude chéng trdm cam khéc, nén than trong khi ding
Citalopram cho bénh nhan c6 tién st ddng kinh.

Sw cén tré kha ndna nhén thde va van déna:

Trong céc nghién clru trén tinh nguyén vién khod manh, lidu 40 mg /ngay khong gay gidm tri tué ho3c chirc nang than kinh van déng.
Tuy nhién, giéng nhw cac thudc tam than chi dong khac, bénh nhan didu trj bang Citalopram nén tranh I4i xe hoac van hanh may méc
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nguy hiém cling nhw bat ky hoat ddng nac khac doéi hdi si chl ¥ cao cho dén khi chivng minh Citalopram khéng can tr& dén kha ning
thwe hién nhi¥ng hoat déng nhw vay.

Sir fam dung va 16 thude thudc:

Céac nghién cleu trén dong vat che thay xac sudt lam dung Citalepram thap. & nguel, nguy cor lam dung thude, 8 dung nap va su I8
thudc vat Iy chuera durge nghién ciru ddy d0. Thir nghiém 1am sang trwére khi dwa ra thi trwérng khéng cho thay bat ky dau hiéu 1& thuge
nac khi ding Citalopram. Tuy nhién, khéng thé dwa trén thir nghiém han ché nay @& dw doan xem cé thé ding mét thuée tam than chil
ddng véi lidu lveng bac nhigu theo cach khéng ding va fhedc gay lam dung. B&i vay, nén danh gia can than tinh trang bénh nhan, tim
higu tién sir lam dung thuéc, thee dai d& phat hién dung thude khéng dung cach va lam dung thuéc (ching han nhu tang dung nap,
tang lidu lveng, banh vi kiém thube).

Sty dung cho bénh nhan mac déng thoi nhiéu bénh:

Thi¥ nghiém lam sang trén nhirng bénh nhan nay chi dwec thee hign giéi han. Nén than trong khi diilng BAGOCIT cho bénh nhan méc
nhikng bénh [am can tré chuyén hod hodc d4p (ng huyét déng hoc. Cac thi¥ nghiém 1am sang hién tai cho thay Citalopram khéng lam
bién dbi dang ké dién nao db (ECG). & nhizng bénh nhan mac mét sé loai réi loan chive nang gan, 46 dung nap gidm xudng va nbng do
Citalopram trong huyét trong tang |&n. Déi v&i bénh nhan suy gan, nén gidm lidu téi da xudng cang thap cang tt va chd ¥ dén phuong
phap gidm liéu. Do Citalopram bi chuyén hoa manh, s bai tiét thudc dudi dang khéng bién d&i trong nuwée tidu 1a con dwdmng thai trir
chinh. Tuy vay, nén than trong khi dang Citalopram cho bénh nhén suy than ning.

Twong tic thude

Céc thudc CNS:

Nén st dung than trong BAGOCIT cho nhizng bénh nhan diéu trj bing céc thube CNS.

Ruou:

Mac di mét nghign clru [4m sang khéng tim thay déu hiéu Citalopram |&m tang tac dung ela rrou lén nhan thivxe va van ddng, bénh
nhéan trdm cdm khéng nén udng ruou khi dung BAGOCIT.

Céc thudc te ché Monocamino oxidase (IMAQ):

Diing dong thevi cac thude chéng trdm cam (rc ché tai hap thu serotonin va IMAO gay ra nhidu phan Gng bat loi nguy hidm (hoi ching
serotonin). (Xem Chéng chi dinh va Cénh bao).

Lithi:

Lithi co thé lam tang tac dung cla Citalopram 1&n serotonin. Nén than trong khi ding Liti v& can theo déi lam sang déu dan.
Carbamazepine:

Do dac tinh cadm (rng enzym clla carbamazepine 1&n cytochrome P450 3A4 (trong d6 Cltalopram la co chat), carbamazepine cé thé lam
tang dung nap, lam gidm ndng d6 Citalopram trong huyét twong va gidm théxi gian ban thai khi ding déng théi. Nén tinh dén trong tac
nay khi ding phenobarbital, phenitoine, rifampicin va griseofulvine.

Cac thudc e ché CYP3A4 va CYP2C19:

Cac nghién ctu in vitro cho thay 34y 13 nhirng enzym ¢6 lién quan chi yvéu dén sy chuyén hod Citalopram. Mic dit chra duee chirng
thue in vivo, nén can nhéc khad nang gidm dung nap Citalopram khi diing ddng thei véi cac thude c6 kha nang (e ché CYP3A4 (nhu
ketoconazole, itraconazele, fluconazole, erythromycine) hodic cac thude ke ché CYP2C13 (nhu omeprazole). f‘
Metoprofof. o> \7
Dung Citalopram liéu 40 mg /ngay trong 24 ngdy lién tuc 1am tang ndng dd thude chen beta -adrenergic trong huyét trong. Didu nay
lam gidm tac dung chon loc trén tim. Ding déng thev Citalopram va metoprolol khdng anh hudng dang ké dén huyét ap va nhip tim.
Imipramine. desipramine va cac thudc chong trém cdm 3 vona khac:

Nghién clvu in vitro cho thay Citalopram 1& chét (e ché yéu CYP2D6. Ding ddng thei Citalopram lidu 40 mg /ngdy trong 10 ngay véi lidu
don imipramine 100 mg khéng lam thay ddi dang ké néng do cac thude trong huyét treng; nhung néng 35 desperamine, chat chuyén
hod ¢6 hoat tinh cla imipramine tang I&n (&1 50%). Mac du ¥ nghia lam sang cla didu nay chuwa dwoc hiéu ré nhung cling nén than
trong khi diung déng thiri BAGOCIT vé&i cac thude chéng trdm cam 3 vang.

Lidu phap sée digm: Chia cé nghién clru 1am sang bao dAm d6 an toan khi ding Citalopram cung trong liéu phap sbc dién.

Cimetidine:

O nhirng ddi trong da dwee digu tri trong 21 ngay bang Citalopram, dung Citalopram li&u 40 mg /ngay cling véi cimetidine trong véng 8
ngay lam ting AUC va ndng d5 dinh treng huyét twong (Cmax) cla Citalopram 1en 1an It 43% va 39%.

Digoxine: -
Khéng quan sat thay si thay d&i dwee déng hoe ciia ¢a Citalopram va Digoxine khi ding Citalopram liéu 40 mg /ngay ciing véi digoxine
(1 mg lidu don) trong 21 ngay.

Wafarine:

Dang Citalopram lidu 40 mg /ngay trong 21 ngay khéng anh hiréng dén durroc dong hoc cia warfarine, mot co chat clia CYP3A4. Thoi
gian prethrombion tang I&n 5%. y nghia 1am sang cba twong tac ndy chua duec hiéu ro.

Wl Ay

-
A

o
X

Sir dung thude cho phy nir ¢6 thai va cho con bit

St dung trong thot kv mana thai v cho con bu:

Db an toan cia Citalopram ddi véi phu nir mang thai va cho con bl chwra dwee thiét [3p. Do d6, khdng nén ding Citalopram & phu ni
mang thai va /hodc trong khi cho con b, trir khi thee si can thiét Citalopram dwoc bai xudt vao siva nguéi. Do @6, ndu bac s quyét
dinh sl dung Citalopram, ¢an ngirng cho con b, néu khéng Citalopram c6 thé Jam tdng nguy hiém cho tré.

Kha ndna gdv una thir, ot bién va aidm sinh sdn:

Chuwa quan sat thiy kha nang gay ung the trén chudt nhé dung lidu twong tweng 20 1an lidu t6i da & ngudi. DA phat hién thdy nhirng
bién dbi & ruét ciia chudt nhd khi dung liéu tweng dweng 1, 3 dén 4 1an lidu 6l da & ngwei. Citalopram khéng gay a5t bién trong cac
nghién cleu trén mé dong vat va té bao lympho ngudi.

Khi cho chudt len ding ligu trong dweng 18 1an lidu tdi da & ngudi, quan sat thay sw bién ddi phdi va thai do cac ddc tinh trén chudt
me. Khong phéat hign thay bét thwéng trén the dong lidu trong duong 5 1an lidu téi da & ngudi




Anh hwéng ctia thude dén kha nang van hanh may méc va khi lai xe
Nhirng bénh nhan didu tri bing thudc tam thin co6 thé bj gidm kha ndng tap trung va cha ¥ do chinh bénh tam thén, do dung thudc hoac
do c& hai. Nén canh bao bénh nhan vé nguy co gidm kha nang diéu khién xe c¢g hay van hanh may méc.

Tac dung khéng mong muén

Nhirng phan (ng bt loi hay gap nhét phat hién thay khi ding Citalopram la:

Nhi*ng phan (nq bét loi lién quan d@én cai thude:

it 9&ip (1 dén 10%):

Toan than: suy nhuwee.

Réi loan tiéu hoa: budn nén, khé miéng, nan.

Réi loan hé than kinh trung wong va ngoai bién: chéng mat.

Réi loan tam than: méat ngd, budn ngu, xao trén.

Nhi¥rng dnh hwdna bat Ioi 84 droc bo cdo & bénh nhan diéu tri bing Citalopram:

Thwona asp (trén 10%):

Réi loan hé than kinh ty tri; khd miéng, ting tiét md hai.

Réi loan tiéu hoa: budn nén.

Réi loan tam than: budn ngl, mat ngd.

it a&p (1 dén 10%):

Réi loan hé thin kinh trung wong va ngoai bién: run ray.

Réi loan tiéu hoa: ia chdy, khé tiéu, non va dau bung.

Toan than: mét mai, sét.

Réi loan hé co xwong: dau khép, dau co,

Réi loan tam than: lo I&ng, chan &n, xdo trén, gidm hoat déng tinh duc, ngap.

Réi loan hé ho h&p: nhiém khuin dwéng hé hap trén, viem mii, vién xoang.

Niéu-sinh dyc: réi loan xuat tinh, bat lyc, dau bung kinh.

Da, téc va méng: hdng ban dat s&n, ngwra.

Théng béo cho béc sy céc tac dung khdng mong muén gap phai khi st dung thudce.

Qua lidu

Da cé bao cao vé nhitng trwdng hop tlr vong do qua lidu Citalopram khi dung két hop véi rrgu hodc cac thube khac trén 12 ngudi
uéng 3920 mg va 2800 mg, nhung cing ¢é trwdng hop khong tir vong khi ding lidu trén 6000 mg.

Céc triéu chirng quan sat thay khi qua liéu Citalopram, diing mét minh hodc phdi hop véi cédc thube khac, 1a: chéng mat, @& md hai,
budn nén, nén, run, mach nhanh. it khi xay ra méat tri nhé, 1an 16n, hén mé, ddng kinh, thé qua nhanh, xanh tim, tiéu co van va nhirng
thay ddi ECG bao gdm kéo dai khodng QT, loan nhip that va cé thé ca hai chitng xoén dinh.

Diéu tri qud lidu;

Can dam bao thang khi va oxy thich hgp. Thut rira da day ho#c dung than hoat. Nén theo déi cin than va giam sat cac dau hiéu sdng
va chi¥rng ndng tim, diéu tri triéu chirng hodc hd tre. Do thé tich phan bé clia Citalopram I16n, grong tidu, thdm tach, loc mau véi cot
than hoat tinh va truyén Ilugng Ién mau khong o higu qua. Chuwa cé thude giai doc dac hiéu Citalopram. Trong liéu phép quan ly qua
lidu, nén tinh dén sy c6 mat cla da lidu. Khi xdy ra qua lidu, cn duea bénh nhan dén bénh vién gan nhét hoac goi cip ciu.

Han diing : 24 thang, ké tir ngay san xuét. Khéng dung thude qua han st dung J;{
D6ng goiz Hop 28 vien ( 2 vi, m&i vi 14 vién). /
Bao quan: & nhiét dd khéng qua 25°C.Tranh anh sang. Dé ngoai tam tay tré em.

THUOC NAY CHI BI'Q'C PHEP SUIF DUNG THEO BON VA DUOI SIf GIAM SAT CUA BAC SY

KHONG PU'Q'C DUNG NHAC LAl KHI CHUA PUQ'C KE DON MO
Doc ky hudng dén stk dung trude khi dung, néu cdn thém thdng tin chi tiét xin hdi y kién béc sy.

Nha san xuét: Laboratoriois Bago S.A.
Dia chi: Calle 4, No. 1429, (B1904CIA), La Plata. Provincia de Buenos Aires. Argentina. Ph: 54 221 425-9550/5
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BAGOCIT 20/40

Citalopram
Vién nén bao phim

Thanh phan

BAGQOCIT 40

Mdi vién nén bao phim chira: Hoat chét: Citalopram 40mg; T4 duwec: Tinh bot, Copovidone, Cellulose vi tinh thé, Croscarmallose Natri,
Magnesium Stearate, Lactose monohydrate, Opadry IF ¥YS 30-18056 white, Opadry I YS 19-19034 clear.

BAGOCIT 20

Mai vién nén bao phim chira: Hoat chét: Citalopram 20mg; Ta duge: Tinh bét, Copovodine, Cellulose vi tinh thé, Croscarmellose Natri,
Magnesium Stearate, Lactose menohydrate, Opadry 11 'YS 30-18056 white, Opadry Il YS 19-19054 clear.

Dwee lwe hoc

Co ché chong tram cam cla Citalopram dugc cho |a dya trén tac dung e ché chon loc sy tai hap thu serotonin (50-HT), Cac nghién
clru in vivo va in vitro cho thay Citalopram Ja chat e ché chen loc cao qua trinh tai hap thu serotonin (IRSS), nhung khéng co hodc chi
co tac dung rat yéu 1én si tai hap thu neradrenaling va dopamine (DA). Citalopram chi co ai lpe yéu hoic hiu nhu khong dang ké véi
cac receptor 5-HT1A, 5-HT2A, depamin D1 va D2; alpha 1, aipha 2 v4 beta adrenergic, histamine H1, gamma aminobutiric, muscarinic,
celinergic va benzodiazepine.

Dwecddng hoc

Khi diing don liéu hodc da ligu tir 10 dén 60 mg/ngay, dong hec clia Citalopram [a tuyén tinh.

Sy chuyén hoa Citalopram xay ra chii yéu tai gan v&i thoi gian ban thai khoang 35 gitr. Khi ding l&u 1 An mdi ngay, ndng d5 dn dinh
cla thudc trong huyét twong dat dwgrec trong vong 1 tuan.

Dya trén nika dei thdi huyét trong cla Citalopram, néng d6 Citalopram én dinh trong huyét twong bang khodng 2.5 I1&n khi uéng lidu
don.

Hép thy, phan bb:

Sau khi uéng liéu don Citalopram 40 mg, ndng dé dinh trong mau dat duec sau 4 gidr. Sinh kha dung tuyét 3bi cia Citalopram dwéng
uéng bing 80% sc voi dwdng tiém {inh mach va sy hap thu khdng bj anh hirdng bdi thive dn. Thé tich phan bé khoang 12I/kg; mie dé
gén protein huyét twong cla Citalopram, N-desmethy| citalopram va didesmethyl citalopram 1a khoang 80%.

Chuvén hod va thai trir;

Sau khi tiém tinh mach Citalopram, phan thubc dwec tim thay trong nuwée tidu dwdi dang Citalopram va N -desmethy! citalopram 1&n
Iwrt 13 khodng 10% va 15%. Hé sé thanh thai todn than cla Citalopram khedng 330 mi/phut (d9 thanh lgc clia than chiém 20%).
Citalopram dwec chuyén hoa thanh N -desmethyl citalopram, Didesmethyl citalopram, Citalopram-N-oxide va din chat cia acid
desaminate propionic. ¥ ngu@i, Citalopram duwgce tim thay phin lén dwél dang khang bién déi trong huyét twong. Néng do dn dinh
trong huyét twong cla N -desmethyl citalopram va Didesmethl citalopram, cac chét chuyén hod clia Citalopram, [An lwet 12 1/2 va 1410,

trong duong véi lwgng thube khong bién adi ’}

Cic nghién clru in vitro che thay Citalopram co tac dung e ché tai hap thu serotonin cao gép 8 lan so v&i cac chét chuyén hoa cla né,
do vay, cac chat chuyén hoa cla Citalopram gép phan khéng ddng ké vao tac dung chdng trdm cam. Nghién ciu in vitro duoc thuc
hién trén microsome gan cho thdy CYP3A4 va CYP2C19 Ja nhitng iscenzym chinh tham gia v&o qua trinh N -demethy| hoa Citalopram.
Phan loai bénh nhén:

Tudi: Ting théng sé dwere déng hee cla Citalopram & nguwdi trén 60 tudi dwere so sanh v&i théng 36 & nhixng tinh nguyén vién khoé
manh tré hon. Frong mét nghién cleu dang don lidu, dign tich dwéi dwéng cong (AUC) va nilra doi thai & ngudi cao tudi ting &én lan
Iret 30% va 50%; con khi ding da ligu thi mire d¢ ting AUC va thei gian ban thai 1an lwot 1a 23% va 30%. Lidu d& nghi cha ngudi cao
tudi (trén 60 tudi) 1a 20 mg /ngay.

Gigi tinh:

Thwéng khong can phai diéu chinh lieu ding. Ngeai trir mét vai nghién ciru cho thay tri s AUC & nir cao gap 1,5 dén 2 1an so v&i &
nam, nhi¥ng di¥ liéu nay tréi ngrec véi két qua cia nhidu nghién ciu khdng thay co bat ky sy khac nhau nao.

Suy gidm chic ndna gan:

Thei gian ban thai lidu uéng Citalopram tang I&n gép d6i va @6 thanh lgc gidm 37% so véi nhirng nguoi khod manh, Ligdu dé nghj cho
bénh nhéin suy giam chirc ndng gan la 20 mg /ngay. Suy gidm chic ning than: & nhirng bénh nhan suy gidm chlrc ndng than (suy than
nhe hoac vira), @ thanh loc cla Citalopram khi udng gidm 17% so véi nhizng ngwéi khoé manh. Khéng cén diéu chinh lidu cho nhirng
bénh nhan nay. Chua cé div lidéu vé dwoe ddng hoc cba Citalopram trén nhirng bénh nhan suy gidm chire ndng than nang (hé sé thanh
thai creatinin<20 mlfphdt)

Cac dir lidu an toan tién 1am sang

Kha ndng gay déc cap tinh cla Citalopram 1a thdp. Trong céac nghién clru doc tinh man, khéng tim thdy dau hidu gay doc nghiém trong
khi dung Citalopram.

Chi dinh va sir dung:

Citalopram dworc chi dinh trong digu tri trAm cam.

Lidu dung va cach dung:

Bidu chinh lidu dung theo tigu chuAn ndi khea va tinh trang 1am séng clia bénh nhan. C4 thé dibu chinh liéu nhw sau:

Naui igm. trén 18 tudi:

Nén bat diu didu tri bing lidu udng 20 mg mét 1an mbi ngay va c6 thé tang 1&n 40 maingay sau khi 3 ding liéu 20 mg trong Tt nhat 1
tudn. Mét s& bénh nhan can diing litu 60 mg/ngay. Tuy nhign, cac nghién clu danh gia lidu ding/tac dung khéng cho thay lgi fch rd rét
khi diing lidu 60 mg/ngay so vii lidu 40 mgingay. Do dd, khéng nén ding liéu trén 40 mgingay. Cé thé udng BAGOCIT mat 1an mai
ngay vao budi sang hodic chiéu, lae no hoae déi @éu duoe.

Cac trudng hop dag bigt:

-



Liéu dé nghj cho héu hét bénh nhan va bénh nhan suy gidm chirc nang gan Ia 20 mg/ngay; tang liéu 1én 40 mg/ngay & bénh nhan
khéng dap ¢ng voi lidu 20 mg/ngay.

Khéng can phai diéu chinh liéu cho bénh nhan suy than nhe hoac vira. Can than trong khi diing Citalopram cho bénh nhan suy than
nang.

Diéu tri duy tri;

Ngui ta thong nhat réng cén diu tri lién tuc cac giai doan cép tinh cla bénh trdm cam trong vai thang hoac dai hon. Mot sé nghién
clu da chirng minh réng tac dung chéng tram cam cia Citalopram dwoc duy tri trong 24 tuéin sau 6 dén 8 tuan sir dung (tbng céng 32
tuan). Chua biét ré c6 can gitr nguyén lidu diéu tri khi cac trigu chirng da thuyén gidm hay khéng. Néu xuat hién cac triéu chirng bt i
gay kho chiu, nén xem xét gidm liéu xubng cén 20 mg/ngay.

Bénh nhan d3 hodc sé diéu tri bing IMAQ,

Can duy tri khodng cach 14 ngay ti¥ khi ngirng dung cac IMAO cho t&i khi bt dau diéu tri bAng BAGOCIT va it nhét 14 ngay tinh ti khi
ngirng diéu tri bing BAGOCIT dén khi bat diu st dung IMAO (xem phin CANH BAO)

Chéng chi dinh

Dung déng théi véi cac IMAO (xem CANH BAQ)

Qua mén véi Citalopram hoac bat ky thanh phan nao cla thuéc
Phy nir mang thai, phy ni¥ cho con b,

Canh bao va than trgng

CANH BAO

Tuong tac véi IMAO (céac chat te ché monoamino oxidase):

Nhirng phan ¢ng nguy hiém, déi khi gay t& vong da dugc bao céo & nhirng bénh nhan ding phdi hgp thubc trc ché tai hap thu

serotonon (SRI) véi IMAQ, bao gdm: ting than nhiét, giat rung, rdi loan thin kinh tw tri v&i nhitng thay @i bat thweng cac dau higu

séng, thay dbi hoat déng tam than gém ca xao trdn nang, tién trién do giac hodc hén mé. Nhirng phan ng nay da dwoc bao céo &

bénh nhan ngirng s dung cac thude tre ché tai hap thu serotonin va bat du ding IMAO. Mot sb trwdng hop bigu hién hdi chirng an

thén kinh &c tinh. Cac nghién ciru ddc Iap trén dong vat vé anh hudng cia viéc dung phdi hop SRI va IMAO ggi ¥ ring cac thubc nay

tac dung hiép déng lam tang huyét ap va gay tdng déng tam than van dong. Trong tat cd nhitng treéng hop nay, khéng nén ding phbi

hop BAGOCIT véi cac IMAO truée 14 ngay tinh tir khi ngieng diéu tri bang IMAQ. Twong ty, khong nén bat dau diéu trj bing cac IMAO

trwérc 14 ngay tinh tir lic ngirng ding BAGOCIT. “Hi chirng serotonin” da dwere bao cao & bénh nhan dung cac thude tre ché chon loc

tai hap thu serotonin. Nhiéu trigu chirng bao gém xao tron, 1an Ion, giat rung va than nhiét cao co thé xuat hién va tién trién trong tinh

trang nay.

Citalopram chi anh hwédng nhe dén chirc nang va théi gian nhan thirc.

Diéu tri cd nhan:

Khi str dung thuée chéng trdm cam trong nhiéu thir nghiém di chieng trén lam sang & ngudi lén méc rdi loan trdm cam chi yéu va cac

réi loan tam than khac, nén dya trén tinh trang bénh ctia tirng bénh nhan:

a) Bon thudc nén dugce ké bdi cac chuyén gia co thé kiém soat nghiém ngat sy xuét hién clia bat ky dau higu tbi t& nao hodc tang Sr%
7’

nght tw tt, cling nhw nhikng thay adi hanh vi v&i cac triéu ching nhw xao trén.

b) Phai duva trén két qua clia cac thl¥ nghiém lam sang ddi chirng tredc d6

c) Nén tinh toan dé Igi ich 1am sang cao hon nhitng Ui ro c6 thé xay ra.

D3 c6 bao cdo trén bénh nhan 1a ngui 16n diéu tri bing cac thube chéng trdm cam SRI hodc nhi¥ng thudc chdng tram cam c6 clng co
ché tac dyng; ca hai déu gay ra réi loan trém cam chl yéu va biéu hién céc triéu ching (tam than va phi tam than) khac nhw sau: lo au,
x40 trdn, hodng loan, mat ngli, dé kich déng, thai @6 tha dich (néng gian), bbc déng, ngdi ndm khong yén, hwng cam nhe va hung cam.
Mac du chura xac dinh dwoc nguyén nhan gay ra cac triéu ching nay hay nguyén nhan lam tién trién x&u tram cam va /hodc nguyén
nhan tao ra con béc déng ty t&, nhung cac triéu chitng nhw vay cé thé bao treéc sy xuat hign ¥ nght ty te.

Nén théng bao cho ngudi nha hodc nguwdi chadm séc bénh nhan biét vé nhitng triéu chirng @4 mo ta & trén va sy xuét hién y nght tu te,
ciing nhw trach nhiém phai bao cao ngay lap tirc cho bac si néu xay ra cac triéu chirng nay. Ngoai ra, nguwéi nha hoac ngwdi cham soc
can theo déi tinh trang bénh nhan hang ngay. Néu quyét dinh ngung didu tri, cin gidm li&u ngay khi c6 thé, nhung phai dua trén sy
phéi hop hop ly tirng thanh phan hoat tinh vi trong mét vai treong hep, gian doan thube dot ngét co thé gay ra mét sb triéu ching cai
thude.

D9 an toan va hiéu qua clia Citalopram trén bénh nhan dwdi 18 tudi chwra dwgc danh gia.

THAN TRONG:

Gidm natri huvét: Mot vai tredng hop gidm natri huyét va héi chirng tiét ra khéng dung lic hormon khang bai niéu (SIADH) da dugc bao
céo khi diéu trj bing Citalopram. Cac triéu chirng nay xuét hién & nhirng bénh nhan ngirng ding Citalopram va /hoc diéu tri ngi khoa.
Thay déi hung cdm /hung cdm nhe: Trong cac thir nghiém déi chieng trén 1am sang voi Citalopram, réi loan Iedng circ, thay ddi hung
¢am /hung cdm nhe da dugc bao céo & 0,2% trong téng sb 1063 bénh nhan diéu tri bing Citalopram. Nhirng triéu chirng nay khong
xdy ra trén bt ky bénh nhan nao trong sé 146 ngudi dung gid dwec. Cac triéu chirng nay ciing xdy ra & mét ti 1& nhd bénh nhan réi
loan cam xdc diéu tri bing cac thuée chdng trdm cam khac trén thi treéng. Gidng nhu cac thude chdng trdm cam khac, nén than trong
khi ding BAGOCIT cho bénh nhan cé tién st hwng cam.

Déng kinh: M3c du @4 phat hién mét sé tac dung chdng déng kinh clia Citalopram trong cac nghién ctru trén déng vat nhwng van chuea
cb danh gia chinh xac trén bénh nhan rdi loan dong kinh. Trong cac thtr nghiém lam sang, déng kinh da dwgc bao céo & 0,3% bénh
nhan diéu trj bang Citalopram va 0,5% bénh nhan dung gid dwee. Cng nhw cac thube chéng trdm cdm khac, nén than trong khi ding
Citalopram cho bénh nhan cé tién st ddng kinh.

Sw cén trd kha ndng nhén thic va van déng:

Trong cac nghién ctru trén tinh nguyén vién khoé manh, liéu 40 mg /ngay khéng gay gidm tri tué hosic chirc nang than kinh van déng.
Tuy nhién, giéng nhw cac thuéc tam than chl dong khac, bénh nhan diéu trj bang Citalopram nén tranh lai xe hodc van hanh may moc
nguy hiém ciing nhw bat ky hoat déng nao khac doi hdi sy chii ¥ cao cho dén khi chirng minh Citalopram khéng can tré dén kha nang
thire hién nhikng hoat déng nhw vay.




Sutam duna va 18 thude thude:

C4c nghién clvu trén dong vat cho thay xac sudt lam dyung Citalopram thap. & ngwéi, nguy co lam dung thube, 36 dung nap va sy 1&
thudc vat Iy chwra duge nghién civu day di. Thir nghiém lam sang trieére khi dua ra thi trivéng khéng cho thay bat ky dau higu 18 thude
nao khi dung Citalopram. Tuy nhién, khéng thé dira trén thlr nghiém han ché nay dé di dean xem cé thé dong mét thude tm than chi
déng véi liéu leng bac nhigu thee cach khang ding va /hoac gay lam dung. B&i vay, nén danh gia can than tinh trang bénh nhan, tim
higu tién s lam dyng thudc, theo d&i d& phat hién ding thudc khéng dtng cach va lam dung thudc (chiing han nhu ting dung nap,
tang lidu lwgng, hanh vi kiém thudc).

Stk dung che bénh nhan méc ddna théi nhiéu bénh:

Thir nghigm [am sang trén nhu-ng bénh nhan nay chi dugce thye hign gioi han. Nén than treng khi ding BAGOCIT che bénh nhén méc
nhirng bénh lam can tré& chuyen hod hoac dap Gng huyét déng hec. Cac thir nghiém Jam sang hién tai cho thay Cnalopram khong [Am
bién déi dang ké dién nac dd (ECG). & nhung bénh nhan mac mét sé loai rdi loan chirc néng gan, d¢ dung nap gidm xudng va néng d&
Citalopram trong huyét trong tang 1&n. BX5i véi bénh nhan suy gan, nén gidm lidu tdi da xubng cang thap cang tét va cha ¥ dén phurong
phép gidm liéu. Do Citalopram bi chuyén hod manh, si bai tiét thude dwéi dang khang bién ddi trong nwoc tiéu 13 con dwdng thai triv
chinh. Tuy vay, nén than trong khi dung Citalopram cho bénh nhan suy than néing.

Twong tac thude

Céc thuds CNS:

NEn s dung than trong BAGOCIT che nhixng bénh nhan digu tri bang cac thude CNS.

Ruou:

Mac di mét nghién ciru 1dm sang khong tim lhéy dAu hiéu Citalopram lam tang tac dung cla rrgu 18n nhan thive va van déng, bénh
nhan trAm cam khéng nén udng reu khi ding BAGOCIT.

Cac thude e ché Monoamino oxidase (IMAQ):

Diing ddng thdri céc thude chdng tram cam e ché tai hap thu serotonin va IMAG gay ra nhidu phan (ng bat lgi nguy hidm (héi chirng
serotonin). (Xem Chéng chi dinh va Canh bao).
Lithi:

Lithi c6 thé lam tang tac dung clia Citalopram 1&n serotonin. N&n than treng khi ding Lithi va cAn theo dai 1am sang déu dan.
Carbamazepine:

Do dac tinh cdm (ng enzym cla carbamazepine lén cytochrome P450 3A4 (trong d6é Citalopram |4 cor chét), carbamazepine ¢o thé 1am
tang dung nap, 1am gidm ndng d¢ Citalapram trong huyét trong va gidm thoi gian ban thai khi ding ddng thevi. Nén tinh dén twong tac
nay khi ding phencbarbital, phenitoine, rifampicin va griseofulvine.

Cac thude te ché CYP3A4 va CYP2C19:

Cac nghién ciru in vitro cho thly day 1a nhitng enzym c6 lién quan chil yéu @én sy chuyén hoa Citalopram. Mac di chira dwgc ching
thye i vivo, nén can nhéc khad nang giam dung nap Citalopram khi ding déng théi véi cac thude ¢6 kha nang e ché CYP3A4 (nhw
ketoconazole, itraconazole, fluconazole, erythromyeine) hodc cac thuée e ché CYP2C18 (nhw omeprazole).

Metoprofof.

Diing Citalopram liéu 40 mg /ngay trong 24 ngay lién tyc Iam tang ndng d6 thudc chen beta -adrenergic trong huyét twong. Bidu nay L
lam gidm tac dung chon lgc trén tim. Ding déng théi Citalopram va metoprofel khéng anh hiréng dang ké dén huyét dp va nhip tim. ;
imipramine, desipramine va céc thude chdnag trém cdm 3 vong khéc:

Nghién eteu in vitro cho thy Citalopram 14 chét e ché yéu CYP2D8. Dung déng thei Citalopram liéu 40 mg /ngay trong 10 ngay vii lidu
don imipramine 100 mg khéng 1am thay ddi dang ké néng dd cac thudc trong huyét trong; nhung néng dé desperamine, chét chuyén
hoa co hoat tinh cla imipramine t&ng 1én (t&i 50%). Mic di ¥ nghia Iam sang cla didu nay chwa duge hiéu rd nhirng ciing nén than
trong khi diing déng th&i BAGOCIT véi cac thude chéng trdm cam 3 vong.

Lisu phép séc dign:

Chwa co nghién ciru lam sang bdo dam d9 an tean khi dung Citalopram cing trong liéu phap séc dién.

Cimetlidine:

& nhizng d4i trgng da dugc didu tri treng 21 ngay bing Citalopram, ding Citalopram ligu 40 mg /ngay cling vé&i cimetidine trong vong 8
ngay 1am taing AUC va ndng d¢ dinh trong huyét twong (Cmax) cla Citalopram [en 1an lwet 43% va 39%.

Digoxine:

Khéng quan sat thiy sy thay ddi dege ddng hoc clia ca Citalopram va Digoxine khi dung Citalopram lidu 40 mg /ngay clung vei digoxine
(1 mg liéu don) treng 21 ngay.

Weafarine:

Dang Citalopram lidu 40 mg Mngay trong 21 ngay khéng dnh hwéng dén duwge dong hoc clia warfarine, mét co chat chia CYP3A4. Théi
gian prothrombion tang 1&n 5%. ¥ nghla lam sang cla tirang tac nay chira dwec hidu ro.

Str dung thude cho phy nik cé thai va cho con bi

St¥ dunn trona théd kv mana thai va cho con bir

Do an toan cha Citalopram déi véi phy n¥ mang thai va cho con bt chwa duge thiét lap. Do @6, khéng nén ding Citalopram & phu ni
mang thai va /hodc trong khi cho con ba, trir khi thye sy can thiét. Citalopram dwec bai xuat vao sira nguedi. Do d6, néu bac s quyét
dinh str dyng Citalopram, cin ngirng cho con bi, néu khéng Citalopram cé thé lam tang nguy hiém cho tré.

Kha ndnag cav ung thir. dt bién va gidm sinh san:

Chuwa quan sat thay kha nding gay ung thw trén chudt nhd ding lidu twong twong 20 1an lidu tdi da & ngwei. Ba phat hién thay nhimng
bién @i & rudt clia chudt nhd khi dung liéu twong dwong 1, 3 dén 4 1an lidu tdi da & ngudi. Citalopram khong gay dt bién trong cac
nghién clru trén md dong vat va té bac lympho nguei.

Khi cho chugt lén dung lidu tirong durong 18 1n lidu téi da & nguei, quan sat thdy sy bién ddi phai va thai do cac doc tinh trén chudt
me. Khéng phat hién thdy bat thuéng trén thé ding liéu twong dueng 5 1an lidu téi da & ngudi

Anh huwing ciia thude dén kha ndng van hanh may mac va khi lai xe:

Nhirng bénh nhan diéu tri bAng thudc tam than c6 thé bi gidm kha nang tap trung va cha y do chinh bénh tam than, de ding thuéc hosc
do ¢4 hal. N&n canh bdo bénh nhan vé nguy co gidm kha nang didu khidn xe co hay van hanh may mée.
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Tac dung khéng mong muén

Nhirng phén (¢ng bét Iei hay g&p nhéat phat hién thay khi diing Citalopram Ia:
Nhi*ng phén (na bét loi lién quan dén cai thudc:

it a&p (1 dén 10%):

Toan than: suy nhugc.

Réi loan tiéu hoa: budn nén, khd miéng, non.

Réi loan hé than kinh trung rong va ngoai bién: chéng mét.

Réi loan tam than: mét ngd, budn ngul, xao tron.

Nhi¥ng dnh hwéna bét loi 33 dwoc bao cao & bénh nhan didu tri bang Citalopram:
Thuéna aap (trén 10%):

R4 loan hé than kinh tu tri: khé miéng, tang tiét mé hoi.

Réi loan tiéu hod: budn nén.

R&i loan tam than: budn ngl, mét ngl.

it adp (1 dén 10%):

Réi loan hé than kinh trung wong va ngoai bién: run ray.

Réi loan tiéu hod: ia chay, kho tiéu, nén va dau byng.

Toan than: mét maéi, sbt.

Réi loan hé co xwong: dau khop, dau co.

Réi loan tam than: lo lAng, chan &n, xao trén, gidm hoat dong tinh dyc, ngap.
R6i loan hé ho hép: nhiém khuan dweng hé hép trén, viém mai, vién xoang.
Nigu-sinh duc: réi loan xuét tinh, bat lyc, dau bung kinh,

Da, toc va mong: héng ban dat san, ngiva.

Théng béo cho béc sy céc téc dung khéng mong mudn gap phai khi st dyung thuéc.

Qua liéu

D4 c6 bao cao vé nhitng truéng hep tir vong do qua ligu Citalopram khi diing két hep v&i regu hodc cac thude khac trén 12 ngudi
udng 3920 mg va 2800 mg, nhung cing ¢ tridng hep khong tir vong khi diing lidu trén 6000 mg.

Céc triéu chirng quan sat thdy khi qua ligu Citalopram, ding mét minh ho3c phdi hop véi cac thube khac, 1a: chong mat, d& md hoi,
budn nén, nén, run, mach nhanh. it khi xdy ra méat tri nhé, 1&n 16n, hon mé, ddng kinh, thé qua nhanh, xanh tim, tiéu co van va nhirng
thay ddi ECG bao gdm kéo dai khodng QT, loan nhip that va c6 thé ca hgi chirng xoin dinh.

Diéu tri qua liéu:

Can dam bao théng khi va oxy thich hep. Thut rita da day hodc ding than hoat. Nén theo di cin than va giam sat cac du hiéu séng
va chirc nang tim, diéu tri triéu chirng hodic hd tre. Do thé tich phan bé clia Citalopram Ién, gwong tidu, thim tach, loc mau vai cot than
hoat tinh va truy&n lwgng Ién mau khéng co hiéu qua. Chua c6 thude gidi ddc dac higu Citalopram. Trong liéu phap quan Iy qua lidu,
nén tinh dén sy c6 mat clia da lidu. Khi xdy ra qua lidu, cin dwa bénh nhan @én bénh vién gan nhat hoac goi cap clwu.

Han ding : 24 thang, ké tir ngay sdn xuat. Khéng dung thudc qua han st dung J?
Bong goi: Hop 28 vién ( 2 vi, mdi vi 14 vién).
Bao quan: O nhiét 6 khong qua 30°C. Tranh anh sang. £é ngoai tam tay tré em.

THUGC NAY CHI BUQ'C PHEP SI¥ DUNG THEO BON VA DUGI SY GIAM SAT CUA BAC SY

KHONG BU'Q'C DUNG NHAC LAI KHI CHU'A BU'Q'C KE DON MO
Doc ky hudng dén st dung trude khi ding, néu cén thém thong tin chi tiét xin hdi y kién béc sy.

Nha san xuét: Laboratorios Bago S.A.
Dia chi: Calle 4, No. 1429, (B1904CIA) La Plata. Provincia de Buenos Aires. Argentina. Ph: 54 221 425-9550/54.
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