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Composition: Each film coated contains: Citalopram hydrobromide corresponds to citalopram 40mg.
Dosage: As directed by the Physician

Indication, contraindication, precaution, side effect and other information: refer to enclosed package
2-6800 insert. Store below 30°C. Keep out of reach of children.

Manufactured by: ANFARM HELLAS S.A.-Sximatari Viotias, 32009, Greece.

Visa No:  XX-XXXX-XX
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ANFARM HELLAS S.A.
PHARMACEUTICAL INDUSTRY

. H

Thanh phan: MGi vién nén bao phim c6 chita: Citalopram hydrobromide tuong duong citalopram 40mg. )
Liéu Ivgng, chi dinh, chéng chi dinh, than trong, tac dung khong mong muon va cac thong tin khac, xin xem to hudng dén sif dung

trong hgp. S6 16 SX, NSX, HD xem “LOT", “MAN", “EXP" trén bao bi. Ngay hét han Ia ngay dau tién cua thang hét han in trén bao bi.

I Bao quan thubc noi kho, nhiét do khdng qua 30°C. DE xa tam tay tré em. (4}
Sén xuét boi: ANFARM HELLAS $.A.-Sximatari Viotias, 32009, Hy Lap. ydep| *
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PRAMITAL
Citalopram 20 mg, 40 mg

Doc kj hudmg dan truée khi ding. Tham khdo y kién bdc st dé cé thém thong tin
Chi swr dung thuoc theo toa cua bdc si.

THANH PHAN

Vién nén bao phim 20 mg: Mdi vién nén bao phim chira 20 mg citalopram (trong duong p
24.98 mg citalopram hydrobromid). \
Vién nén bao phim 40 mg: Mdi vién nén bao phim chira 40 mg citalopram (twong dwong ¢
49.96 mg citalopram hydrobromid).

Ta dwge: Avicel PH-101 (cellulose microcrystallin), lactose monohydrat, natri croscarmellose
(promellose SF), tinh bt bip, glycerol, copovidon (kollidon VA64), magne stearate,
hypromellose, cellulose microcrystallin, polyoxyethylen stearate 40. :

DUQC LUC HQC

ATC-code: N 06 AB 04

Citalopram 1a mot thude e ché tai hip thu serotonin c6 chon loc (SSRI), khong anh hudng,
hodc anh huong rat it dén viéc hdp thu noradrenalin (NA), dopamin (DA) va gamma
aminobutyric acid (GABA).

Nguoc lai vdi cac thuoc chéng trAm cam ba vong va mot s6 cac SSRIs mdi, citalopram khong
c¢6 hodc c6 ai luc rat thap véi mot loat céac thu thé bao gom cac thu thé 5-HT 1A, 5-HT2, DA
D1 va D2, al-, a2-, B-adrenoceptors, histamin H1, muscarin cholinergic, benzodiazepin, va cac
thu thé opioid. Viéc khong c6 anh hudng 1én cic thu thé co thé giai thich ly do tai sao
citalopram it gay ra cac tac dung phy thuong gap nhu khé moi, rdi loan bang quang va rudt, mo
mét, budn ngu, doc tinh trén tim va ha huyét ap tu thé.

Ngan chén céc cir dong mit nhanh (REM) khi ngu dugce coi 1a mot dau hiéu cua hoat dong
chéng tram cam. Ciing nhu cac thudc chéng tram cam ba vong, cac SSRI va cac thude trc ché
MAO khac, citalopram ngdn chan REM khi ngu va lam tang séng cham sau khi ngu.

Mic du citalopram khong két hop vai cac thu thé opioid, cac thu thé nay cé tac dung chong
nhan cam dau cta thudc giam dau opioid thuong duoc sir dung. C6 thé cac hoat dong thai qua
do d-amphetamin gdy ra sau khi sir dung citalopram.

Céc chit chuyén hoa chinh cua citalopram I tat ca cac SSRIs mic du tiém ning va ty 1é chon
loc cua ching thap hon so véi cua citalopram. Tuy nhién, ty 1& chon loc ciia cac chat chuyén
hda cao hon so vdi cia nhitng SSRIs méi.

O nguoi, citalopram khong lam giam nhén thire (chirc nang tri tu¢) va tam than va c6 it hodc
khong c6 dic tinh an than, ca sir dung mot minh hodc két hop véi rugu.

Citalopram khong lam giam luu lugng nude bot trong mot nghién ciru lidu duy nhat & ngudi
tinh nguyén va khong c6 nghién ciru ¢ ngudi tinh nguyén khoe manh chimg t6 citalopram c6
anh huong dang ké trén céac thong s6 tim mach. Citalopram khéng c6 anh huéng dén néng do
cua prolactin va hormon ting trudng trong huyét thanh.
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DUQC PONG HQC

Hap thu

Hép thu gan nhu hoan toan va phu thudc vao lugng thirc an (Thoi gian trung binh téi da/ trung
binh 1 3.8 gio) Sinh kha dung duong udng khoang 80%

Phdn b

The tich hdp thu biéu kién (Vd)B khoang 12,3 L/kg. Citalopram va cac chat chuyén héa cia né
gin két v6i protein huyét twong dudi 80%

Chuyén héa

Citalopram duoc chuyén héa thanh demethyl Citalopram, didemethyl Citalopram, Citalopram-
N-oxide hoat hoa va dan chét khir propionic acid khong hoat dong. Tét ca cac chit chuyén hoa
hoat dong ciling nhu cac SSRI, mic du yéu hon so véi hop chét gde. Citalopram dang khong dbi
13 hop chit chu yéu trong huyét tuong.

Thai true

Thoi gian ban thai (T % B) 1a khoang 1,5 ngay va do thanh thai citalopram toan co thé (CLs) 1a
khoang 0,33 L / phut, va d6 thanh thai duong uéng (Cl oral) la khoang 0,41 L / phut.

Citalopram dugc bai tiét chu yéu qua gan (85%) va phan con lai (15%) qua than. Khoang 12%
liéu hang ngay dwoc bai tiét trong nude tiéu 1a citalopram dang khong d6i. Do thanh thai cua
gan (con lai) 1a khoang 0.35 L/phut va d¢ thanh thai cia than la khoang 0.068 L/ phit.

Dong hoc 1a tuyén tinh. Nong d¢ 6n dinh trong huyét trong dat dugc trong 1-2 tudn. Nong do
trung binh 1a 250 nmol/L (100-500 nmol/L) dat dwoc & liéu hang ngay 40 mg. Khong c6 mbi
quan hé 5 rang giita nong do citalopram huyét twong véi dap g diéu tri va cac tac dung phu.

CHI PINH
Dicu tri bénh trdm cam trong giai doan dau cling nhu di€u tri duy tri chong tai phat.
Pramial ciling dugc chi dinh d€u tri r6i loan hoang s¢ cé hodc khong c6 ching s¢g dam dong.

LIEU DUNG VA CACH DUNG

Liéu diing ‘

CAC GIAI DOAN TRAM CAM NANG

Citalopram khuyén céo liéu la 20 mg dang don liéu.

Phu thuc vao dap ng cua ting bénh nhén, lidu c6 thé tang 1én téi da 40 mg mdi ngay.

Liéu khuyén céo 1a 20 mg mdi ngay. Nhin chung, bénh cai thién sau mét tuan, nhung c6 thé chi
cai thién rd tur tuan thir hai sau khi diéu tri.

Nhur tat ca cac thude chong tram cam, nén xem xét va diéu chinh liéu, néu can, trong vong tir 3
dén 4 tudn sau khi khoi dau diéu tri va sau khi danh gia 1am sang thich hop. Néu sau vai tuan
diéu tri Vi lidu khuyén cao ma dap tmg khong du, c6 thé ting lidu 1én t6i da la 40 mg mot
ngay, mdi lan ting 20 ~mg tuy theo dap ung cua bénh nhan. Mac du c6 thé lam ting cac tac
dung khong mong mudn & liéu cao hon. Nén diéu chinh lidu cin than ddi véi timg bénh nhan,
dé duy tri & lidu thap nhét c6 hiéu qua.

Bénh nhén bj trdm cam nén dugc didu tri t5i thiéu trong 6 thang dé dam bao cit dugc cac triéu
chung.

ROI LOAN HOANG SO

Bénh nhan nén dugc bat dau 10 ‘mg/ngay va tang dan m51 10 mg theo dap (mg cua bénh nhén
dén lidu khuyen céo. Liéu khuyén cdo 1a 20-30 mg mdi ngay. Nén khoi dau lidu thap dé glam
thiéu nguy co xau di cua céc triéu ching hoang s¢, ching thudng xay ra sém trong diéu tri roi
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loan nay. Néu sau vai tuan diéu trj véi liéu khuyen c4o ma dap ung khong di, c6 thé tang lidu
1én t6i da 1a 40 mg mot ngay. Mac du co thé lam ting céc tac dung khong mong muodn & lidu
cao hon. Nén diéu chinh liéu can than d6i v6i tirng bénh nhan, dé duy tri ¢ liéu thap nhét c6
hi¢u qua.

Bénh nhan méc ching réi loan hoang s¢ nén diéu tri du thoi gian dé dam bao cét dugc cac triéu
chimg. Giai doan nay c6 thé 1a vai thang hodc tham chi lau hon.

Bénh nhan 16n tudi (> 65 tudi): Giam con nira liéu khuyén cdo mdi ngay, lidu 10- 20 mg/ ngay.
Liéu dung c6 thé ting 1én dén téi da cho nguoi gia 1420 mg mdi ngay.

Tré em va thanh thiéu nién (<18 tudi): Pramital khong duoc str dung cho tré em va thanh thiéu
nién dudi 18 tudi.

Suy chirc ning gan: Liéu ding nén han ché & mirc dudi cia gi¢i han cho phép, liéu khéi dau 10
mg/ngdy trong 2 tuan dau diéu tri & bénh nhan suy gan nhe hodc vira. Phy thudc vao dap tmg
clia timg bénh nhan, lidu c6 thé ting téi da 20 mg/ ngay. Thén trong va theo ddi cn than &
bénh nhan suy gan néng.

Suy chirc ning than: Khong can chinh lidu trong truong hop suy than nhe hodc trung binh.
Khéng cé nghién ctru trong nhitng truong hgp suy thian ning (d6 thanh thai creatinin < 20
ml/phut).

Cic triéu chirng cai thudc khi ngung Pramital

Tranh ngung thudc dot ngdt. Khi ngung didu tri voi Pramital, nén giam lidu dan dn, it nhét
trong 1-2 tuan dé giam nguy co cac phan ung . Néu xay ra cac triu chimg khong dung nap sau
khi glam liéu hodc khi ngirng dleu tri, c6 thé can nhéc dung lai lidu trude do. Sau do, c6 thé tiép
tuc giam liéu, nhung v6i mét tbe d6 cham hon.

Cdch dung

Str dung dang bao ché thich hop v6i ham lwong thude ké don.

Pramital dugc diung mét lidu duy nhit mdi ngay. C6 thé udng tai bat ky thoi gian nao trong
ngay, dung chung hodc khong cung thirc an.

CHONG CHi PINH

Qué mén cam voi hoat chit hodc bat ky ta dugc nao cua thudc.

Céc chat trc ché monoamin oxidase (MAOIs)

Mot s6 trudmg hop ¢ cac biéu hién twong tw nhu hoi chimg serotonin.

Pramital khong nén dung cho bénh nhan dang diéu tri véi MAOISs, ké ca selegillin, véi lidu
hang ngay vugt qua 10 mg/ngay.

Pramital khong nén dung trong vong 14 sau khi ngirng MAOI khong thuan nghich hoéc trong
thoi gian quy dinh sau khi ngirmg mot MAOI thuan nghich (RIMA) nhu t& huéng dén st dung
cua RIMA.

MAOIs khong nén dung trong vong bay ngay sau khi ngung Pramital.

Pramital bi chdng chi dinh khi két hop véi linezolid trir khi c6 nhitng phuong tién gidm sat chit
ché va theo doi huyét ap.

Pramital khong nén dung dong thoi véi pimozid.

THAN TRONG

Tu tw/y nghi tu tir hodc lam sang xéu di: Tram cam lién quan v&i ting nguy co'y nghi tur tir, lam
hai ban than, va tu tir (cac bién ¢ lién quan dén tu tr). Nguy O nay van con cho dén khi bénh
thuyén giam dang ké. Khi bénh khong thé cai thién trong vai tuan dau diéu tri, bénh nhan nén
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dugc theo doi chit ché cho dén khi cai thién. Nguy co t tir ¢6 thé ting trong giai doan dau hoi
phuc.

Céc tinh trang tAm than khéc khi sir dung Pramital ciing c6 thé c6 lién quan vdi ting nguy co
cua cdc bién cb lién quan dén tu tir. Ngoai ra, nhitng tinh trang nay c6 thé 1a bénh phéi hop véi
rdi loan tram cam nang. Do do, cac bién phap aé phong tuong tu duge xem xét khi diéu tri cac
bénh nhan rbi loan tram cam nang bi cac r6i loan tim than khéc.

Bénh nhan c6 tién sir c6 cac bién cb lién quan dén tu tir, hodc nhitng ngudi ¢ biéu hién tu tir &
mirc 46 dang ké trude khi bat dau diéu tri c6 nguy co 16n hon vé y nghi tu tir hodc tu tir, va nén
dugc theo ddi can than trong giai doan diéu tri.

Giam sat chat ch& bénh nhén, déc biét 1a nhitng bénh nhan c6 nguy co cao nén diéu trj bang
thudc dic biét 1a trong didu tri som va thay d6i lidu sau day. Bénh nhan (va nhimg nguoi cham
séc bénh nhan) nén dugce canh bao vé su can thiét dé theo dai bat ky tinh trang 1am sang xau di,
hanh vi va y nghi tu tir, hodc nhitng thay d6i bat thuong trong hanh vi va can sy tr van y té
ngay 1ap ttrc néu hién dién nhirng triéu chimg nay.

Sir dung & tré em va thanh thiéu nién dudi 18 tudi: Pramital khong nén st dung dé diéu tri cho
tré em va thanh thiéu nién dudi 18 tudi. Cac hanh vi lién quan dén tu tir (c6 ging tu tr va y
nghi tu tir) va thu dich (chu yéu 1a hanh vi giy han, chdng dbi va tirc gidn) da dwoc ghi nhan
mot cach thuong xuyén hon trong céc thir nghiém lam sang ¢ tré em va thanh th1eu nién dugc
diéu tri véi thuoc chdng tram cam so v6i gia duge. Néu can diéu tri theo nhu cau lam sang,
bénh nhén can dugc theo ddi cin than cac triéu ching tu tu.

Ngoai ra, hién khong c6 dir liéu an toan trong dai han & tré em va thanh thiéu nién vé ting
truong, trudng thanh, phat trién nhan thirc va hanh vi.

Bénh nhan 16n tudi: Than trong khi str dung diéu tri bénh nhan 16n tudi.

Suy chirc nang gan-than: Thén trong khi sir dung diéu tri bénh nhan suy chirc nang gan-than.
Lo au nghich ly: M6t s6 bénh nhan méc chimg roi loan hoang sg c6 thé ting cac triéu ching lo
lang khi bat dau diéu tri véi thude chong tram cam. Phan ng nghich ly nay giam xuéng trong
vong hai tuan dau diéu tri. Dung lidu thdp khoi dau dé giam tac dung lo 4u nghich ly.

Ha natri mau: Ha natri mau, c6 thé 1a do bai tiét hormon chdéng bai niéu khong thich hop
(SIADH), da dugc béo céo nhw 1a mdt phan (mg bat lgi hiém gdp khi sir dung cac SSRIs va
thuong h01 phuc khi ngung diéu tri. Bénh nhén nit cao tudi dudng nhu ¢é nguy co dic biét cao.
Ching ndm ngdi khong yén: Viée sir dung SSRIs/SNRIs ¢6 lién quan vGi chimg nim ngoi
khong yén, dac trung boi khé chiu chu quan hodc lo ling bon chon va can di chuyén, thuo’ng
kém vdi khong thé ngdi hodc ding yén. Nhimg biéu hién nay cé thé xdy ra trong vong vai tuan
dau diéu tri. O nhitng bénh nhén cd céac tri¢u ching, viéc ting lidu c6 thé c6 hai.

Hung cam: O nhitng bénh nhén bi bénh hung-tram cam, c6 thé thay ddi dén céac giai doan hung
cam. Néu bénh nhan vao mot giai doan hung cam, nén ngung Pramital.

Dong kinh: Con dong kinh la mét nguy co tiém tang voi cac thude chéng trim cam. Nén ngung
Pramital trong bt ky bénh nhén nao c6 con dong kinh. Pramital nén tranh ¢ nhitng bénh nhan
dong kinh khong 6n dinh va nhirng bénh nhan dong kinh da kiém soat nén theo ddi can than.
Nén ngung Pramital néu c6 sy gia ting tan suat con co glat

Dai thao duong: O nhirg bénh nhan dai thao duong, didu tri voi SSRI co thé thay d01 kiém
soat duong huyét. Liéu Insulin va / hodc thuc ha duong huyét duong udng c6 thé can phai
diéu chinh.

Tang nhin ap: Nhu cdc SSRI khac, Pramital c6 thé gay gidn dong tir va nén dugc sir dung than
trong & nhimg bénh nhén ting nhan ap goc hep hodc co tién sir ting nhan ép.
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Hoi chimg Serotonin: Trong vai truong hop hiém, hoi chimg serotonin di duge bdo cdo &
nhitng bénh nhén sir dung SSRIs. Su két hop cua cac triéu chig nhu kich dong, run, co co va
tang than nhiét c6 thé xac dinh tinh trang nay. Nén ngung Pramital ngay 1ap tirc va diéu tri triéu
chung.

Céc thudc tiét serotonin: Pramital khong nén str dung dong thoi véi cac thude cé tac dung tiét
serotonin nhu sumatriptan hodc céc triptans khac, tramadol, oxitriptan va tryptophan.

Xuét huyét: Pa ¢6 cac bao cao vé kéo dai thoi gian xudt huyét va / hodc xuat huyét bat thuong
nhu vét bam xuét huyét, xuat huyét phu khoa, xuét huyét tiéu hoa va cac xut huyét & da hoic
niém mac khac voi SSRI. Can thin trong ¢ nhitng bénh nhan dung SSRI, dac biét khi sir dung
déng thdi cac hoat chat duoc biét 1a ¢6 anh huong dén chire nang tiéu cAu hodc cac hoat chat
khac c6 thé 1am ting nguy co xuat huyét, ciing nhu & nhitng bénh nhan c6 tién sir cac rdi loan
xuit huyét.

ECT (Liéu phép dién co giat): Kinh nghiém 1am sang con han ché khi sir dung dong thoi SSRI
va ECT, do d6 nén thén trong.

Céc thudc {rc ché chon loc MAO-A thuin nghich: Su két hop Pramital véi cac chét e ché
MAO-A néi chung 1a khong duoc khuyén cédo do nguy co khéi phat hoi chirng serotonin.

St John’s wort: Tac dung khong mong mudn cé thé phd bién hon trong khi str dung dong thoi
Pramital va cac ché pham thao dugc c6 chira St.John’s wort (Hypericum perforatum). Vi vay
khong nén sir dung dong thoi Pramital va cac ché pham St John’s wort.

Céc triéu chung cai thuéc khi ngung diéu tri SSRI: Triéu chig cai thudc khi ngimng diéu tri 1a
phd bién, dic biét néu ngung dot ngdt. Trong mot thir nghiém 14m sang phong ngtra tai phat voi
citalopram, cac bién ¢ bét loi sau khi ngung diéu trj tich cuc da dugce ghi nhan & 40% bénh
nhan so v6i 20% & nhirng bénh nhéan tlep tuc citalopram.

Nguy co cua cac triéu ching cai thude c6 thé phu thudc vao nhiéu yéu to bao gdm ca thoi gian
va liéu diéu tri va téc do giam 11eu Chong mat, roi loan cam giac (bao gbm ca di cam), ri loan
gidc ngu (bao gom ca ching mat ngu va nhirng glac mo dir doi), kich dong hodc lo lang, budn
n6n va/hodc ndn, run, la 1an, toat md hoi, nhirc dau, tiéu chay, danh trbng nguc, rbi loan cam
xuc, kich thich, va rdi loan thi giac 1a nhitng phan tmg phd bién nhit da dugc bao cdo.

N6i chung, céc triéu ching nay 1a nhe dén trung binh, tuy nhién, mét sé bénh nhan c6 thé
nghiém trong. Cac tri¢u ching nay thuong xay ra trong vai ngay dau ngung diéu tri, nhung c6
rat hiém cac bao céo vé céc tridu ching nay & nhimg bénh nhén da v6 tinh quén mot lidu. Noi
chung, céc triéu chimg nay tu giéi han va thuong hét trong vong 2 tuan, mic du trong mét 56
bénh nhan c6 thé kéo dai (2-3 thang hodc hon). Do d6, khuyén cdo Pramital nén giam dan khi
ngung diu trj trong khoang thdi gian vai tuan hodc vai thang, theo nhu cau ciia bénh nhan.
Bénh tdm thin: Piéu tri bénh nhén tim than véi cac giai doan tram cam co thé lam ting céc
triéu chimg tim than.

QT kéo dai: Nong do cao cia chat chuyen hoa phu (didemethyl citalopram) vé mat ly thuyét c6
thé kéo dai khoang QT & bénh nhan dé mac, bénh nhan c6 hoi ching QT kéo dai bam sinh hodc
¢ nhitng bénh nhén ha kali mau / ha magne mau. Nén theo doi dién tam d6 trong truong hop
qua lidu, hodic cac tinh trang thay ddi chuyén héa véi ting nong do dinh, vi du nhu suy gan.

T4 duge: Thude c¢b chira lactose monohydrat. Bénh nhén c6 véan dé vé di truyén hiém, khong
dung nap galactose, Khiém khuyét Lapp hodc kém hip thu glucose-galactose khong nén sir
dung thudc nay.

x;/b(ﬁ/
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TUONG TAC KHAC

Céc tuong tac duoc luc hoc

O muc d6 duge dong hoc cac truong hop hoi chimg serotonin véi citalopram va moclobemid
va buspiron da dugc bao cao.

Cdc két hop chong chi dinh

Uc ché MAO: Viéc sir dung dong thoi citalopram va trc ché MAO c6 thé dan dén cac tac dung
khong mong mudbn nghiém trong, ké ca hdi chimg serotonin.

Cac truong hop phan (mg nghiém trong va doi khi gay tr vong déa duge bao cdo ¢ nhitng bénh
nhan diéu tri SSRI két hop véi thude tre ché monoamin oxidase (MAOI), bao gom cac MAOI
khong thudn nghich selegillin va MAOI thuén nghich linezolid va moclobemid va ¢ nhing
bénh nhan da ngung SSRI gan day va da dugc bat dau véi mot MAOILL

Mot s6 truong hop c6 cac biéu hién twong tu nhu hoi chimg serotonin. Cac tri¢u chimg tuong
tac ciia hoat chat véi MAOI bao gém: Kich dong, run, co co, va ting than nhiét.

Pimozid: St dung dong thoi mot liéu don 2 mg pimozid cho cac ddi twgng duogc diéu tri véi
racemic citalopram 40 mg / ngay trong 11 ngay lam tang AUC va Cmax cua pimozid, mdc du
khong nhat quan trong nghién ciru. Sir dung dong thoi pimozid va citalopram lam ting khoang
thoi gian QTc trung binh khoang 10 mili gidy. Do sy tuong tac da luu y & mot lidu thap
pimozid, Sir dyng dong thoi citalopram va pimozid la chdng chi dinh.

Cdc két hop can than trong

Selegillin (chdt irc ché chon loc MAO-B): Mot nghién ciru twong tac duge dong hoc/duge luc
hoc v6i viée sir dung dong thoi citalopram (20 mg mdi ngay) va selegillin (10 mg m01 ngay)
(mdt chét irc ché chon loc MAO-B) di chig minh khéng c6 tuong tac co lién quan vé mat 1am
sang. Viéc str dung dong thoi citalopram va selegillin (v6i liéu trén 10 mg mdi ngay) 1a khong
duogc khuyén cao.

Cdc thudc tiét serotonin

Lithium va tryptophan: Khong cé twong tac duoc luc hoc di duge tim thiy trong cac nghién
ctru 1am sang, trong do citalopram da dugc dung dong thoi véi lithium. Tuy nhién, da c6 cac
bao cao ting tac dung khi sir dung SSRIs véi lithium hodc tryptophan va do d6 viéc sir dung
dong thoi citalopram véi cac thube nay phai than trong. Theo ddi dinh ky nong do lithium nén
duoc tiép tuc nhu thuong 18.

Str dung dong thoi vai cac thude tiét serotonin (nhu tramadol, sumatriptan) ¢6 thé dan dén ting
tac dung lién quan dén 5-HT.

Cho dén khi c6 nhidu nghién ctru méi, viée sir dung dong thoi cua citalopram va céc thude chu
van 5-HT, nhu sumatriptan va cac triptans khac la khong dugc khuyén cao.

St John’s wort: Tuong tac dong gitra cac SSRI va thao dugc St John’s wort (Hypericum
perforatum) c6 thé xay ra, din dén ting tac dung khong mong mudn. Twong tac duge dong hoc
chua dugc diéu tra.

Xudt huyét: Than trong & cac bénh nhan dang dugc diéu tri ddng thoi vé6i cac thude chdng dong
méu, cac thudc anh huong dén chic niang tidu ciu, nhu thude khang viém khong steroid
(NSAIDs), axit acetylsalicylic, dipyridamol, ticlopidin hodc cac thubc khac (nhu thudc chéng
loan than khong dién hinh, cac phenothiazin, thuc chéng trim cam ba vong) c¢6 thé 1am ting
nguy co xuat huyét.

ECT (Liéu phdp dién co gidt): Chua c6 nghién ctru 1am sang xéac lap cac nguy co hodc lgi ich
cua viée sir dung két hgp ECT va citalopram.
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Ruwou: Khong c6 tuong tic dugc dong hoc hodc dugc luc hoc da dugce chimg minh giira
citalopram va rugu. Tuy nhién, khong nén két hop citalopram va rugu.

Cdc thuée gdy QT kéo dai hodc ha kali mdu / ha magne mdu

Can than trong khi str dung dong thoi thude kéo dai khoang QT hoac cac loai thudc 1am ha kali
mau/ha magne mau khéac do ching, cling nhu citalopram, c¢6 kha nang lam kéo dai khoang QT.
Cdc thuéc lam giam nguong dong kinh: SSRI c6 thé lam giam ngudng dong kinh. Cén than
trong khi ding dong thoi cac thude c6 kha ning ha thip ngudng dong kinh (nhu cac thude
chéng trAm cam 3 vong, SSRIs, thudc an than [phenothiazin, thioxanthenes va
butyrophenones]), mefloquin, bupropion va tramadol).

Desipramin, imipramin: Trong mot nghién ctru duge dong hoc da duge chimg minh khong c6
anh huong trén nong do ca citalopram va imipramin, mac du noéng d6 cia desipramin, chit
chuyén héa chinh cta imipramin duge ting 1én. Khi desipramin dwgc két hop voi Citalopram
lam ting ndng do desipramin huyét trong. Can giam liéu desipramin.

Cdc thuéc an than: Kinh nghiém véi citalopram da khong cho thdy c6 bat ky su tuong tac lam
sang ndo lién quan véi thude an than. Tuy nhién, nhu véi SSRI khéc, khong loai trir kha nang
tuong tac duge dong hoc.

Tuong tac duoc dong hoc

Citalopram chuyén hoa thanh demethyl citalopram qua trung gian CYP2C19 (khoang 38%),
CYP3A4 (khoang 31%) va CYP2D6 (khoang 31%) nhing enzym ddng phan cua hé cytochrom
P450. Thuc chét citalopram duge chuyen héa boi nhiéu hon mot CYP c¢6 nghia 1a viée tre ché
chuyen héa ctia né it hon viée e ché cua mot enzym cé thé duge bu trir boi mot enzym khac.
Vi vy, str dung dong thoi citalopram véi cac thude khac trong thuc hanh 1am sang c6 rét it kha
ndng gay tuong tdc dugc dong hoc.

Thuc pham: Su hip thu va cac dac tinh duge dong hoc khac cua citalopram khong duge bao
cao la bi anh huong boi thire an.

Anh hwémg cia cdc thuéc khdc trén dirge dong hoc cia citalopram

Str dung dong thoi véi ketoconazol (chit trc ché CYP3A4 manh) khong lam thay ddi duge
dong hoc cua citalopram.

Mot nghién ctru tuong tac dugc dong hoc cua lithium va citalopram khong cho thdy bat ky
tuong tac duge dong hoc nao.

Cimetidin: Cimetidin, mot chat trc ché enzyme da dugc biét, gdy ting nhe nong dog trung binh &
trang thai 0 6n dinh cua citalopram. Can than trong khi sir dung citalopram lidu cao trong két hop
v6i cimetidine lidu cao. Sir dung dong thoi esCitalopram (enantiomer hoat hoa cua Citalopram)
v6i 30 mg omeprazol mot lan mdi ngay (mot chat e ché CYP2C19) dan dén ting nong do
trung binh trong huyét twong cuia esCitalopram (khoang 50%). Vi vdy, can than trong khi diing
dong thoi voi cac thude e ché CYP2CI19 (nhu omeprazol, esomeprazol, fluvoxamin,
lansoprazol, ticlopidin) hodc cimetidin. Giam lidu cua citalopram c6 thé 1a can thiét dya trén
viée theo ddi cac tac dung khong mong mudn trong thoi gian diéu tri dong thoi.

Metoprolol: EsCitalopram (enantiomer hoat héa cua citalopram) 1a mot chéat e ché enzym
CYP2D6. Can than trong khi str dung dong thoi citalopram véi cac thude chu yéu dugc chuyén
hoa boi enzym nay, va ¢ pham vi diéu tri hep, vi du nhu flecainid, propafenon, va metoprolol
(khi dugc st dung trong suy tim), hoac mot s6 thudc hoat dong trén hé than kinh trung wong
dugc chuyén héa chu yéu bai CYP2D6, nhu cac thude chdng tram cam nhu desipramin,
clomipramin, nortriptylin hodc cac thudc chdng loan than nhu risperidon, thioridazin va
haloperidol. Piéu chinh liéu ¢6 thé duge phép. Sir dung dong thoi véi metoprolol 1am ting gap
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doi nong do cua metoprolol trong huyét twong, nhung ting tac dung ctia metoprolol trén huyét
ap va nhip tim 1a khong c6 y nghia thdng ké.

Anh huéng cia citalopram trén cdc thudc khdc.

Mot nghién ciru twong tac duoc luc hoc/duge dong hoc véi viée st dung dong thoi citalopram
va metoprolol (mét chit nén CYP2D6) cho thiy lam ting gap d6i ndong do metoprolol, nhung
tang tac dung ciia metoprolol trén huyét 4p va nhip tim la khong cé y nghia thong ké & nguoi
tinh nguyén khde manh.

Citalopram va demethyl citalopram la nhitng chat e ché khong dang ké cua CYP2CY,
CYP2EI va CYP3A4, va chi tc ché yéu cia CYP1A2, CYP2C19, CYP2D6 so véi cac SSRI
khéc dugc xac dinh 1a cac chat trc ché manh.

Levomepromazin, digoxin, carbamazepin: Do khong thay ddi hodc chi thay ddi rit nho khong
quan trong vé 1am sang di duoc ghi nhan khi sir dung citalopram véi cac chit nén CYP1A2
(clozapin va theophyllin), CYP2C9 (warfarin), CYP2C19 (imipramin va mephenytoin),
CYP2D6 (sparteine, imipramin, amitriptylin, risperidon) va CYP3A4 (warfarin, carbamazepin
(va chét chuyén hoa epoxid carbamazepin) va triazolam).

Khong ¢6 tuong tac duge dong hoc giira citalopram va levomepromazin, hodc digoxin, (xac
dinh citalopram khong gy ra ciing khong trc ché P-glycoprotein).

SU DUNG CHO PHU NU CO THAI VA CHO CON BU

Mang thai: Mot s6 lugng 16n céc dir lidu trén phu nit mang thai (két qua quan sat trén 2.500
bénh nhén mang thai c6 sir dung thudc) cho thiy khong c6 di tt thai/dgc tinh ¢ tré so sinh.
Pramital c6 thé dugc str dung trong thoi ky mang thai néu cén thiét sau khi can nhic than trong
loi ich nguy co.

Tré so sinh can dwgc theo ddi néu me sir dung Pramital tiép tuc vao giai doan cudi cua thai ky,
dic biét 1a trong tam c4 nguyét thir ba. Nén tranh ngung thudc dot ngdt khi mang thai.

Céc tri¢u chu’ng sau ddy c6 thé xay ra ¢ tré so sinh sau khi me sir dung SSRI/SNRI trong nhimng
giai doan cudi cua thai ky: Suy ho hap, tim tai, ngung thd, co giat, nhiét do khong 6n dinh, ba
khé, nén mira, ha duong huyét, ting trrong luc co, giam truong luc co, tang phan xa, run, hét
hoang, kich thich, thd o, khéc lién tuc, budn nga va khé ngi. Nhirng triéu chimg nay c6 thé la
do céc anh huong tiét serotonin hodc céc triéu chimg ngung thudc. Trong da sé truong hop,
bién chimg bét dau ngay lap tirc hodc sém (<24 gid) sau khi sinh.

Dir liéu dich t& hoc cho thay viéc str dung SSRI trong thai ky, dic biét & cudi thai ky, c6 thé
lam ting nguy co ting ap phdi lién tuc & tré so sinh.

Cho con bu: Pramital dugc bai tiét vao sita me. Ngudi ta ude tinh rﬁng cac tré so sinh bi me sé
nhan duge khoang 5% lidu hang ngay cua me lién quan dén trong lugng (mg/kg). Khong c6
hodic chi ¢6 cac bién c¢d nho duge ghi nhan & tré so sinh. Tuy nhién, nghién ctru hién c6 khong
du dé danh gia vé nguy co cho tré.

Khuyén cao nén than trong. Néu diéu tri véi Pramital duge xem la can thiét, nén can nhic
ngung cho con bu.

ANH HUONG PEN KHA NANG LAI XE VA VAN HANH MAY MOC

Pramital c¢6 anh hudng nhe hodc vira phai dén kha nang di€u khién tau xe va van hanh may
maoc.

Bénh nhén sir dung thudc huéng tim than ¢6 thé giam sy chi ¥ va tép trung do bénh, va cac
thudc hudng tdm than c6 thé lam giam kha ning phan dodn va phan ing véi cac truong hop
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khan cap. Bénh nhan nén dugc thong bao vé nhitng anh hudng nay va canh béo riang kha ning
di€u khién tau xe hay van hanh may madc cé the bi anh hudng.

TAC DUNG KHONG MONG MUON

Phan mg ngoai y khi dung citalopram thong thuong la nhe va thoang qua. Céac phan (ng nay rd
nhét trong tuan dau tién sir dung thudc va giam dan khi bénh tram cam dugc cai thién.

Céc phan umg sau c6 lién quan lidu l1a: ting tiét md hoi, khé miéng, mat ngu, budn ngy, tiéu
chay, bubn nén va mét moi.

Bang dudi cho thiy ty 1& % cac phan tng bat lgi cia thude c6 lién quan dén SSRIs va/hodc
citalopram thiy & >1% bénh nhan trong nghién ctru 1am sang mu dbi hodc trong qua trinh luu
hanh. Céc tan xuét xay ra phan Ung ngoai y: rat thuong gap (= 1/10; = 10%); thuong gap (=
1/100 dén < 1/10; > 1% dén < 10%); it gap (= 1/1,000 den <1/100; > O 1% dén < 1%); hiém
gip (> 1/10,000 dén < 1/1,000; > 0,01% dén < 0.1%); rat hiém gap (< 1/10,000; < 0,01%) va

chwa biét (khong thé wée tinh dya trén dit lidu hién c6).

I”hﬁn loai theo hé co quan Tan suat Phan rng ngoai y
Roi logi mach mdu va hé bach Chua biét Giam tidu clu
huyet
R&i loan hé thong mién dich Chura biét Qué méan, phan (g phan vé
R loai ndi tiét Chua biét Réi loan bai tiét ADH
Thudmg gip G’ién} cam giac ngon miéng,
sut can
Réi loan chuyén hoa va dinh ft o4 Tang cam giac ngon miéng,
dudng £4p tang can
Hiém gip Gidm natri méu
Chura biét Giam kali mau
Kich dong, giam ham mubn
. < tinh duc, lo ling, cang thang,
Thuong g3p r6i loan, cuc khoai bat thuong
(nir), gidc mo’bét thuong.
X 5 A Hung hang, roi loan nhan
Rot logn t4m than It gap ceichg,g ao gfi;éc, r6i loan tinh
than.
Hoang loan, nghién rang, bon
Chura biét chdn, c6 y dinh ty tir, ¢6 hanh
vi tu tir?
Rét thuong gip Buon ngii, mat ngu, nhirc dau
Thudmg gip Nhirc n}éi1 buon nén, chéng
’ mét,, mat tap trung
R4 loan hé thin kinh Iteap T —
Fiim gip lCo gidt, loan van dong, roi
oan vi giac
Chuabiés | Co b chiimg scitoni,
roi loan ngoai that, ngoi
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khong yén, roi loan van dong

Réi loan thi gidc it gip Gian dong tir mat nghiém
trong
i Chura biét R06i loan tam nhin
RGi loan tai Thuong gép U tai
c Chung nhip tim cham, nhip
Réi loan nhip tim e fm.nnaih,
40 p .z Kéo dai QT', loan nhip that
Chua biét
bao gom xo0dn dinh.
Réi loan mach mau - iem £ap Xuit huﬂye’t
’ Chua biét Ha huyét ap
Ro6i loan h¢ ho hap trén va It gdp Ngap
trung gian Chua biét Nhoi mau co tim
Rét thuong gap Khé miéng, budn noén
R&i Togn 80 hiéa Thuong gép TleP chayz non mira, tao bo}n
. £ Xuat huyeét tiéu hoa (bao gom
Chua biét ;& X b
, ca xuat huyét tryc trang)
’ Hiém gdp Viém gan
Roi loan gan mat Chua bidt ChL}’C nang gan bat binh
’ thuong
Rat thuong gip Tang tiét mo hoi
Thuong gép Ngtra
Réi loan da va mé duéi da . NoTzue ’day, e 60, phat
It gap ban, ngtra, phan ng nhay
cam v&i anh sang
Chura biét Hoai tir, phu mach
R6i loan co xuwong khdp Thuong gép Dau co, dau khop
R0i loan than va tiét niéu It gdp Bi ticu
Thiiding of Bé‘g luc, roi }oan xuat tinh,
il xut tinh thét bai.
R4i loan tuyén via va hé thong It gap Nir: Rong kinh
sinh san ) Nit: Rong kinh
Chua biét Nam: cuong cing kéo dai,
chay sira
. . . X Thu a M¢ét moi
Roi loan tong quat va tai cho 1;0an 24P Ph¢‘ et
didu tri e M
: Hiém gip Sot

' Céac truong hop kép dai QT va loan nhip that bao gém xoén dinh di dugc bio co trong thoi
ky lwu hanh thue. chu yéu 1a & bénh nhén ni, voi tinh trang ha kali mau, hodc c6 tién xir kéo

dai khoang QT trudc day hoac méc cac bénh tim mach khac.

2 C4c truong hop lién quan téi y dinh va hanh vi tu tr da dugc bao céo trong sudt qua trinh diéu
tri véi citalopram hodc trudc sau ngung diéu tri.
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Céc nghién ciru dich t& hoc, chu yéu tién hanh & bénh nhén tir 50 tudi trd 1én, cho thdy nguy co
gdy xuong gia ting & nhitng bénh nhan dung SSRIs va TCAs. Co ché dan dén nguy co nay la
chua biét.

Céc tridu chimg 18 thudc thudc dugc thay khi ngung diéu tri SSRI: ngung diéu tri citalopram
(dac biét 1a ngung diéu tri dot ngot) thuong dan dén cac cac triéu chimg 1¢ thude thudc. Chong
mit, rbi loan cam giac (bao gom mat ngu), ri loan gidc ngi (bao gom mat ngu va nhimng con
ac mong), kich dong hodc lo ling, buon n6n hodc nén, run, nham 1an, dé md héi, nhirc dau, tiéu
chay, danh tréng nguc, kho chiu, rdi loan thi giac la cac triéu ching thong thuong nhét duoc
bao cao. N6i chung, nhitng tridu chig nay tir nhe dén trung binh va tu gii han, tuy nhién &
mdt sé bénh nhan c6 thé bi ning hodc kéo dai. Vi vy, khi khong can thiét diéu tri bing
citalopram, nén nging thudc tir tir theo liu giam dan.

QUA LIEU

Doc tinh: Dir liéu 1am sang toan dién vé qué li¢u citalopram bi han ché va nhiéu trudong hop
lién quan dén qua lidu khi dung chung vé6i thude khac/ruou. Céc truong hop tir vong do qua
lidu citalopram da duoc bao céo vé6i citalopram don dgc, tuy nhién, phan 16n cac truong hop tir
vong c6 lién quan dén qua lidu véi cac thude ding dong thoi.

Liéu gy tir vong chua dugc biét. Nhiéu bénh nhén da song sét sau khi udng hon 2g citalopram.

Céc anh huong c6 thé ting do dung cing véi ruou.

Tuong tac tiém 4n véi TCAs, MAOIs va SSRI khéc.

Triéu chimg: Céc triéu chimg sau day da ghi nhan trong bao céo qua lidu cua citalopram: Co
gidt, nhip tim nhanh, budn ngii, QT kéo dai, hon mé, nén mira, run, ha huyét ap, ngimg tim,

budn ndn, hoi ching serotonin, kich dong, nhip tim cham, chong mat, block nhanh b, QRS
kéo dai, tang huyét ap, gian dong tir, xodn dinh de pointes, siing s, tiét mo hoi, tim tai, ting
thong khi, s6t cao, va roi loan nhip nhi va that.

Thay dbi trén ECG bao gém ca nhip nit, c6 thé khoang QT kéo dai va phirc hgp QRS rong. Tt
vong dugc bao cao.

Nhip tim cham kéo dai v6i ha huyét ap nang va ngt ciing di dugc béo cao.

Hiém khi, cac biéu hién cua "Hoi chimg serotonin" ¢o thé xay ra trong nhiém doc nadng, bao
gom thay doi trang thai tam than, than kinh co hoat dong thai qua va mét 6n dinh tw dong. Cé
thé c6 st cao va ting nong do creatin kinase huyét thanh. Hay co van hiém gip.

Diéu tri: Khong c¢6 thude giai doc dac hiéu cho citalopram.

Diéu tri tri¢u ching va hd tro va bao gdm duy tri thong khi tét, theo ddi dién tam d6 va cac dau
hiéu sinh ton cho dén khi 6n dinh.

Can nhic dung than hoat tinh & nguoi 16n va tré em da uong hon 5 mg/kg trong lugng co thé
trong vong 1 gio. Dung than hoat tinh %2 gi¢ sau khi udng citalopram da duogc chitng minh 1a
lam giam hap thu 50%.

Nhuan trang thAm thau (nhu natri sulfat) va rira da day nén dugc can nhic.

Dit ndi khi quan néu bénh nhan gidm y thic.

Kiém soat co giat biang diazepam duong tinh mach néu co giat thuong xuyén hoic kéo dai.

TUONG KY
Khong
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- BAO QUAN

T Béo quan noi kho, nhiét d§ khong qua 30°C.
Pé xa tam tay tré em.

Poc k§ huéng dan sir dung trudce khi dung.

QUY CACH PONG GOI
Hop 2 vi x 14 vién nén bao phim.

HAN DUNG ,
24 thang ké tir ngay san xuat.

Nha sin xudt :
ANFARM HELLAS S.A
Sximatari Viotias, 32009, Hy Lap.

Co sé ding ky thudc
CONG TY CO PHAN TADA PHARMA o
44A Pinh Cong Trang, phuong Tan DPinh, quan 1, thanh pho H6 Chi Minh.
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