PHARMAPAR

(Paroxetine Hydrochloride 20mg)

gH!RM4

. 5
'~/ VAN PHONG ~‘:__
BAl DIEN
A THANH PHO | ™

IAH0 GH[W Chf dinh cho trerng hdp

= DIEU TRI TRAM CAM &
ROI LOAN LO AU TONG QUAT

-..__‘_,__.-

U 1904 120/

SDK: UN-16862-13
' = h (a) 56 gééy tlgp nhén hd sa uSng ky
arm tal ligu théng tin thudc cia Cuc
d p 7 - Q-EH!\'T L /QLDTTa
= science ot am
(b) NG \r h& ng ndm |éu:......



FhinRMAPAR

(Paroxetine Hydrochloride 20mg)

Biéu tri tram cam E. roi loan lo au tang quat

TEM THUOLC

Pharmapar 20mg

MBI vidn nén bao film Pharmapar chira 22,216 mg Paroxetine HCI (tudng lIu\:an v& 20 mg Paroxetine dang base)

Té duu: Mi:mcr\rtilln lulose, Croscar sodium, Mag 1t | silicon Dioxide, Opadry mau hbng

Vien nén bao filim

CHI BINM:

e RS foan than kinh &m anh i
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(11 1} ulm- VA cAcH DUNG: f’;
Pharmapar khiing dling cho tré em durfil 18 tufl, Pharmapar chi nén ding npdy 1 lin vio bubl sang vh cé thé ulng clng /

hnanmruwmvd!mm:ﬁ Khdng nén nhal thudc mé ndn udng nguyén <3 vién. ral

Dy chin Miu: Theo cic k8t qua dugc dbng hoc, ndng A6 dn djnh cia paroxetine trang mau dat duge trong khohng thil glan tir 7 { &

dén 14 ngztno vily, vigc diu chinh 12U chi nén tién hinh theo timg 10mg paroxetine v theo khodng thii gian 1 81 2 tuln hodc w1

theo danh f

D b duy tri; 11'nnq qui trink d7Bu tri duy tri, nén ding i2u 15 thifu co tée dyng. H5

difu triz Nén gism 1By tir tr chid khiing nén ngung thudic dit ngdt. Néu cac triéu chiiing khéng dung nap thufic xay ra khi gidm \
|iku hodc ngurlg Gmu trr, \rik di#u chimh ligu phal dua trén dép dng l&m shng cla bénh nhén. ';\.

Trim nim ng d@ ngud in: Nén bt d@u vl [iGu 20mg paroxetine/ngay (1 vien Pharmapar/ngay). B4l val hau hét cac

Phqrmapar] Litu 161 88 I:Imyen cho 14 50mg/ng

ol logn thin kinh dm dnh: Nén b&t dBu bdng Gy 20mg/ngby (1 vién Pharmapar). Li2u khuyén cao trong truing hdp nay

& 40mg/ngdy (2 vién Pharmapar). Vi nhimg bénh nhan khéng dap Umg ddy a0 vdi Iy 40mg/ngdy, nén thng iy tir tr. Ligu t6l da
huyén cao 1d 60mo/ngdy (3 vién Pharmapar),

ROl fopn kodng sg: Ligu khuyEn cao khol d3u 13 10mg paroxetine/ngdy (1/2vién Pharmapar). Ly khuyén céo ding Pharmapar dé

digu tri trong truding hop ndy 1 40ma/nady (2 vién). VAl cdc binh nhn khing Edp dng dAy di vl AU 40mg paroxetine/ngdy, nén

tang liBu i tir. LiBu t61 da khuyén cdo [& 60mg/ngay (3 vién Pharmapar).

REI logn fo du x& hl: Liu khuyEn cio khdi diu |b 20ma/ngdy (1 vién Pharmapar). Khibng c6 lén hé 13 ring lﬂa liu diing v&hm

quilliﬁutrltmngkhcéngllhuhrznh;iﬁnmg}rﬁr{ltﬂiﬂenprnmw}Mﬂ&sﬁbéllhnhiﬂkhdﬂg mmm

20mg/ngay (1 vién) cd the ca dap img khi ting ity téi By 8l da 50mg/ngay,

R61 logn lo u ting quét: Ligy khil dau khuyén céo & 20mg/ngay. MBt s& bénh nhin khng dap ting thich hop vél 18y 20mg/nghy

(1W}mﬂ‘lémdinlmgthimngiiﬁu:hutﬂllhutﬂdaﬁﬂ gy,

Ding thudc cho cdc nhém bénh nhin #ﬂhﬂk!ﬂlwlbhkv chi djnh ndo: Biéu tr] cho phy nil cb thal & gial dean 3: Céc bdo

céo hdu marketing cho thay, tré so sinh bj phol phigm paroxetine, cic thusc (e ch# chon loc i thu nhip sarotonin (SSR1) hofic thudc

ching trivn cam khise thE hé mdl trong 3 thang cudl ela thal ky mdc cde bidn chimg m cdn phadl ww trd trong bénh vién tu hon,

can phal trg hé hdp va o qua dng théng, Bdc =y ciin c&n nhic gitia gl ich v3 hdu qua khi ding paroxetine cho phy nif cb thal trong

glal dopn cudl ciia thai ky, Can cdn nhiic glam &y csa paroxetine trong glan dosn nay, Ngudi cao tubi: Ligu khii dau khuyén cia la

10me/ngay (1/2 vieh Sharmapar) cho nguid Idn tubi vi/holic sic khod ydu. Libu ding cé thé ting [&n t5l :

Pharmapar). Bénh nhin bl suy giam chic néing gan/thin: Can than trong khi ding thudc che bénh nhan bl suy gidm chifc nang

gan/thin. Khiing nén ding qué ligu 40mg/nghy (2 vi&n Pharmapar].

CHONG CHI DINH:

rmmn&m cé&m vl thudic: Pharmapar chang chi dinh trong trufing hop bénh nhin mén cdm val thudc hay cac thanh phin
cud T

Bénh nhin dang ding thufic ic ché& MAD: Khing nén ding két hop vt paroxetin hofic trong vong 2 tuan k& ti kind ngung digu tri
bing thude Ot chE MAD. Vis khbng nén ding thude e chd MAD trong vong 2 tulin KE bir khi nhimg diku tri bing paroxetine.
Thioridazin: \\Ec ding mét minh thioridazine cf thé lam kéo dal khoang QFc trén dign tam d0 lien quan tdi loan nhip that nguy hilém
nhy loan nhip kiey xodn dinh va Jot B Nghign oy In vivg cho réng mét s3 thute SSRI nhu paroxetine, fluoxetine vh fluvoxamine 58
ihm ting nBng 45 cia thioridazine trang mdu. Do vy, khing nén ding kBt hop paroxetine vdi thulic nay.

THAN TRONG:

Mit 55 béo cho thif nghlém |am sang va theo dol hiu marketing cia cdc thudc SSRI va cic thudc chiing trém cam thé Hé mdl hon &
& ngudl I9n v tré em ghl nhin truting hop mic cée phan dng qud kich cing vl kbnh B6ng ghy hal che ban thin habc cha ngu
khie. Céc phan (mg ndy bae ghm; ching khéng yén, kich 85ng, mat hoSc gidm i chl, bt dn v tdm Iy, thal d thi nghich, gdy hin,
miit rifidn cAch. MGL 85 trulng hap, cac phan phu nay xudt hign trong vong wval tuBin sau khi bat diu dléu tri.
nmlmnurangdénmdmmmamqt biéu hién cua bénh tram cam & van co thé ton tai ké ch khi bénh dB thuydn gianfl Do
viy, vil céc hénh nhén cd nouy cd can cBin Auge glam sat chit chi trong sudt qus trinh didu trf v néu cn thidt phai cho benh nhin
nhiip vidn A€ theo dii. Nhdm glém nguy cd qud gy, chi nén ké mot igng t51 thidu dang thill phal glam sat t5t bénh nhn. Do mél

o, |
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z:n hé vE& binh hipc mét thigt, cng phal thén trong khi digu tri cho cdc bénh nhin bf céc rdl loan tim than khic twdng tu nhu trlim
m.

©Png kinh: Cing giiing nhy céc thudic chéng trdm cém khic, e3n than trong khi si dyng paroxetine cho cdc bénh nhin bl dbng Kink.

Co gi§t: Trong cic thi' nghigm lam sang, tong s& truiing hep bénh nhan dang paroxetine bl co gldt 1 0,15%. Tuy nhién, cac bénh
nhdn cd tin sif co glit khdng tham gia vao thir nghiém nay. Do vay, cin thén trang khi diing thufic cho bénh nhiin cb ti#én sif co gidt.
Nén ngung thudc n%ll phét hidn thiy bénh nhin bj co gldt.
Kich thich hung cam/hung cam nhe: Trong cic thir nghigm 13m sang didu tr| bing paroxetine cho bénh nh&n bj tram cam, gan
1% trong 8 ndy bj humg e4m. N&U col banh réi logn luding dinh 13 mét phin nhém n.'.la h cam thi ting 58 bénh nhidn b hung cam
15 2%.Tugng tif nhir cic thudc SSRI khic, cBn thin trong khi diing thuc cho bénh nhén cd tign s bl hung cam.
Sy nguy hiém J51 wdll nghé nghigp: Mic di thudc khoing o6 thc dyng an thin hay dnh hudng b6l than kinh viin ddng trong chc thir
nghiém cb 451 ching placebo ¢ ngudi khoé manh, nén khuyén bénh nhan trénh & xe hay vén hanh médy mde trir khi chde chdn rdng
thudc khing gay ra cho bénh nhan nhing tEc dyng phy anh huidng 1 hoat djng cia hg.
Diing thubde d ngurid gia: Ndng 44 thube trong miu vh thall gian bén thai malwaﬁaﬂw&cammmimo han so Vel ngudi tré
tudl. Nén diing thudc cho ngudl IGn twdl vél Iiéu khal d3u va duy tri thdp nhat cb tac dung.
Ding thudc cho bénh nhin bl suy glém chdc ndng thin: Cac nghién ciu dukic ﬂém hipe cha thudc dung ddn IBu & chc bénh
nhin bj suy gidm chifc ndng thin cho thiy nbng &3 thusc trang mau tang kén & nhdm bénh nhan nay mic di thudc thal trif cha yéu
qua gan. Do vy, cin thin trong va glém xuing ligu t& thidu cho cdc binh nhin bl suy gidm chifc néng thén.
Ding thubc cho bgnk nhin b suy gidm chic ndng gan: Cac nghién ciu dugec dgng hoc cla thudc d cac bénh nhin bl suy gidm
chire ning gan cha thiy, i gmn ban thai thai tri kéo dai vit ndng dd thudc trong mau ting & bénh nhén b suy glam chirc niing
gan, Do vay, can than trong va ding vl ligu (81 thiu cho cdc bénh nhan nay,
Hp natrl méu: Mijt 36 truding hap, cho y&u 1a ngurisl gid, bl by natrd miu khi diing pamtim nhung trd fal Binh thading sau khi ngung
thube. DI khi ha natri mdu xay ra & bénh nhdn dang ding thufic lgi tifu holic bl mat dich.
cMymlum z MGt 55 truding hop B xudt huySt bit thudng (chi vlu Ii bam mau) khi ding paroxetine, trong d6 cd ca
g hap b| rél logn kdt dinh tigy cﬁu M liEn h@ gilta hidn titdng ndy va viee paroxetine chua B rang, hién tugng ril loan
h!'tdinh tidu cdu cb the do thidu hyt serotonin @ ti uéuqéyta.xn&huy!tdnré mac clng g&p khi digu tri bing paroxetine,
Do vy, can thin trong khi diing paroxetine ddng thii vu1 thudc tang nguy cd xudt huydt (nhi thulc chdng abng, khdng viégm khing
sterold va ASA) va 4 bdnh nhén dé chay mau hodc cb yEu td nguy od din tdl chay mau.
;‘lanynﬂgcip Clng nhy' cic thudic SSRI khac, paroxetine déi khi gdy gid@n dGng tl nién phal thin trong khi ding cho bénh nhdn b
ucom géc hep.

H{l ching an thiin kinh dc tinh: Ciing tudng by nhar cde thulie SSRI khac, can thin trong khi ding paroxetine véi ede thude an

thiln do mit s& truing hdp mdc hdl chiing ndy khi ding k&t hap 2 thudc,

THOT KY MANG THAI VA CHO CON B(:

Mc 8 khing thay thulic gy qudl thal hay déc vil bio thal trong cic nghién cliu trén déng vt thi nghlém nhung tinh an wéna.'la
paroxetine 43| & phy nif mang thai van chia dudc xac 1ap, Khing nén diing paroxetine cho phi il ¢b thei trir khi tic dyng cla thude
mang lal Ién han hiu qua do né gdy ra cho bac thal,

NGng 45 paroxetine trong s0a mg tuieng duong val ndng 3§ cia thudc trong mau. Phy nl khdng nén cho con bd t.r\'.-ng ki ding parox-
etine trir khi bac s§ @i#u trl thiy cho tré b me 1A cBn thit; trang truding hap a6 tré clin phai dugc gidm st chiit ché

Tlénchwh?cdﬁak‘mmmc;wv* Vﬂm bn;“r hlé. cac thao té 4 hic chdn viéc diS Bng gay
nhén diing paroxetine cin trong khi 8] xe n thao tde nguy higm trir khi c chdin vigc digu tr) kh,
tic 08ng xiu tal vige lom cie bénh nhin. s oY ek

TUONG TAC THUSC: i
e A o, 17@ A o1 Kot

cde thuse chuyén hod M-g CYP 450 n:m G:&no nhu mét sd thuSe SSRT, paroxetine (e ché dic hidu men CYP 450 1106 - men
tham gia phén huy thudc cia debr 1e. Hign chua cd nghién citu ddy di v viéc ding phdl hop paroxetine voi céc
thudic uge chiyén hod qua CyP 1106 nhimg ea Jam Ny eda €8 paraxeting va thude diing phél hap. Ce thudie chuyBn hish qua CyP
TID6 Bao gdm;: Mét 58 thudc chéng trém cam 3 vong (nhu nortriptylling, amitriptylline, Imipramine v3 despiramine), ¢dc thudc SSRI
(nh fiuoxeting, thue an thiin diin chat phenothlazine (nh! perphenazing) wa thudc ching loan nhip nhém 1C (nhu propafenone va
flecainide) va metoprolol.

Céc thudc serotonergic: Cling nhy cic thudc SSR1 khac, vigc ding dong thol val thuSc serctonergic (nhu thudc (c ché MAO,
L-tryptophan) s& bi cic tac dung phu lién guan 1 S-HT (HSi ching serotonargic).

Thude tre ehé/kich thich men chuy&n: uye!n hoa \.r& déng hoc ciia paroxetine cd thE bi #ah huding bél thuiic Oz ché hedc kich
thich men chuyén. Nang dé d trang thai on dinh cia wmuthu (N2u 30ma/ngay) tang lEn khoang 50% khi ding dong thdl vdl cimeti-
dine - mit thufic cd kha ndng (e ch& men chuyén - val 1igu 300mg, 3 IBn/ngay d trang thai dn dinh, NEén gidm liBu paroxetine téi mic
thip nhét khi diing dBng thol vél cde thubc it ch& men chuyén.

Trypfophan co the dugc chuyién hod thanh serotonin. Do vay viéc ding dong thil paroxetine vat tryptophan cf thé |am t3ng céc tdc
dung phy nhar dau @i, bubn nén, ra md hl vi hoa mat/chéng mit cling nhir hl chimg serotonergic. Do viy, khéng khuyén céo
dung phil hgp paroxetine vél tryptophan,

Thudc khdng cholinerglc: Paroxetine lam ting ddng ké sinh kha dung cia procyclidine, Nén glam iRy cla procyclidine néu xuat
hin tAc dung khéng cholinergic.

Ciic thudc gdn két nhigu vdi protein huyét tuong: Paroxeting gdn k&t nhigu vdl protein huy &t twang nén khi ding dong thal véi
thubic khae cling gdn két nhigu vél proteln huyét tudng s8 lam thng néng déd cia mbt trang hal thubic 4 dpng ty do nén [bm ting nguy
cd xudt hién cdc tac dyng . Trong nghién o trén bénh nhdn bj trdm cém &a Méu tr &n djnh b&ng Ithium nguil ta khéng thiy
tu;?lo tic gila paroxetine v | lhlum Tuy nhién, do kinh nghiém Kim sang céin han ché, nén cin thiin trong khi ding diing thél 2 thuic
nay. ;
Sumatriptan: Mt 8 it bao cAo hiu marketing vB truding hop mdt s8 bénh nhdn bj mét mdl, hién tugng thng phin xa v bt phil
hyp khi ding dBng thal thudc SSRI va thudc chd vén 5-HT1 nhy sumatriptan. Trong truting hop cdn thidt phal ding dBng thdl thudc
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SSRI (nhi fluoxetine, fluvexamine, paroxetine, sertraline) wél sumatriptan hay cde thube chi vin thy the S-HT1 khéc, cin theo dél
bénh nhdn chit che tanh céc tEc dyng phy cd the x&y re.

Theophyiline: Cic bao cdo 88 ghl nhin ndng &9 cla theophylline ting khi ding clng vl paroxetine. Do tudng tic ndy chua dudc
nghién edu mgt ceh ddy di nén cdn phai Kiém tra nBng dé theophylline trong mau khi diing déng thal 2 thudc nay.

TAC DUNG PHY:
Cdc tdc dung phy thuting giip: Bubn nén, budn ngd, ra md hél, run, suy nhwide, ching mat, khd miéng, mat ngi, tho bon, tisu
chiy, gidm cam gidc thém 3n, va glam ham mufin tinh dyc & nam,
Ciic tdc dang phy dn 41 phiil ngung ding thudc: Suy nhugc, dau dau, budn ndn, budn ngd, mat ngu, kich ddng, run, chéng
mit, tho bén, lidt dudng, rdi loan xulit tinh, ra m8 hél vi tidy chiy,
Cdc téc dgng phy Xdy ra sau khi ngung hodc glam ligu digu tri: Nhifng gidic md bat thudng, d cam va mét. Phan lén céc
tic dung phy nay thuling i nhe tél trung binh vé khang can phél cé can thidp y t&. Cic béo céo ghi nhin cic hop b| téc dyng
phy khi ngung digu tri (38c biét 13 khi dimg dbE ngdt) bao gbm: chdng mdt, réi loan cam glac (bao gom dj cam va dién giat), kich
ng/bdi rdl, lo lBng, bulin ndn, nén, s ma hii, Gau dBu, v& risl loan gific ngl. Cic tac dung phy iy thuldng b khél,
sinh dpe nam vi nif khl diing thuéc SSRI: M)t 58 bénh nhin khi didu tr| bing paroxetine mic chimg cuang duong vit.
Tac dung phy ndy s& khal khéng 4¢ ial di chirng voi nhimg trudng hop biét trude ket qua.
Todn thin: Thuting gip: Khé chju, dau. It gip: Phan (ng d| (mg, ring minh, phil mét, nhi@m tring, nhim ném Candida, dau cb.
HI#m gdip: BAt thuting @ cac kit qua xét nghiém, abscess, bl chifng adrenergic, viém t& bao, dn lanh va s6t, u nang, thaat v|, od tinh
ufing qua IRy, cing b, dau xudng chiu, vidm phic mac, dau dudi xuong b, nhidm khudin huyét va ung th,
H@ Him mach: Thudng gép: Cao huyét &p, ngat, nhip nhanh. ft gp: RAl loan dan truyBn than kinh tim, dién tdm d5; ha huyét 4p,
dau pua du, ngogl tdm thu thit. HIfm gip: Dau thit ngye, loan nhig, nhip nhanh nhi, rung nhi, phang b bd nhdnh, thifu mau néo
cuc b, tai bign mach nde, bit thuding mach nio, suy tim sung huyét, ngoal tdm thu, cung lugng tim thap, nhdl mau co tim, thifu
m:u l::: bw ;:!u,anhqt n:n, viém tinh mach, thc nghén phél, logn nhip trén that, huyér khdl, gidn tinh mach, bt thuding vé mach
mau, dau 'vin mach.
Da liu: Thuling oip: Nada. it aiip: Viém nang Bng, ryng téc, khi da, bam da, eczema, myn nhot, herpes simplex, miy day. Hifm
adp: PhO mach, vidm da tiép xic, ban 86 nét, vidm da troc vy, herpes zoster, ban-s3n, nhay chm v &nh séng, dbi mau da, ung thy'
da, rop da, giam tidt mS hal, 2
Nl HEit: HiEm gdp: Tidu duding, gldm kha nBng sinh sén & nl, budu cf, culing gldp trang, nhuvc gidp trang, vigm tuyEn gidp.
Hé tidu hod: Thuting gdp: Budn nén va ndn. It gdp: Nghin ring lic ngd, khé nudt, ¢ chua, viém da day - rudt, viem Iud), ting tidt
bot, biit thuting két qua xér nghiém chic néing gan, ung thur miéng, nén va tidu chiy, xubt huyet trye trdng, HiEm glp: Viém
ducing miéng, phin o6 mau, chimp culing &n v A5, viem rudt k&t, vidm té tréng, viém thyc quan, phan déng chét, la dln, viém
day, viém lei, viém gan, ndn ra mau, viém hol trang, tic rugt, phan den, loét dudng tigu hod, sung tuyén nudc bot, vigm tuydn
bot, viém da day, phi Ui, sdu ring,
va bach huyéts ft gap: Thifu méu, gidm bach cdu, sung hach bgch h\.rrﬁ, ban xudt huyét, bat thuding vé bach cBu. HIEm glp:
Chay mau bat thuting, kéo thal gian chay méu & da vb nidm mac (88c bidt |5 bEm mau), tBng t& bio va eosin, thiu mau do thidu
mt::::ﬂhqch ﬁ, p!::u I;adl huy#t, ting lympha bao, thifu mau tidu hiing cBu, ting bach cdu ddn nhén, thifu mau gidm hing cau
ng, giam tidu cAu.
Chuyén hos va dink duBing: Thuing glp: Ting hodc glam cin. [t g3p: Phi, thng duding huyét, phi ngozl vi, khat. Hiém géip: ting
phosphatase kigm, ting billirubin mdu, suy nhuge, mit nudc, gout, thng cholesteral mdu, ha caldl buyst, ha dudng huyst, ha kall
huyét, ha natri huy8t (chil y&u & nguls gia) dai khi do hormon chiing bal niéu khing 80, tSng nitd ty do, béo phi, thng SGOT v SGPT.
H¢ cd xudng: it gép: Dau khip, viém khdp, d& gly xudng do chiin thuting, Hidm gdp: thodl hod khop, bénh vE xuong, vim il
thanh mac, bénh vé sun, bénh ca, lofing xuidng, tetany,
HE thidn kink: Thudng gdp: kich thich than kinh trung widng, khi chung, trBm caAm, khéng &n dinh tAm |§, chang méat. ft gap:
il vin ddng, them rugu, mBt tri nhd, mét dEu hoa, co gidt, mit nhdn cich, o gidc, chiing ting ddng, tng truong Iy ca, it phill
hop, mat cam xue, hamng cam, hoang twing dodn nhén, bt thuting trang suy nghi, rdi loan xic gidc. Hiém gép: Bat thuling ve dign
nbio dB, ding di, phin ung phin x3 hi)i, phi) ndo, chimp maa gide, edm gide bo quanh miéng, IBn, mé sing, hoang tudng, ahin
€5, 12 thuéc thudc, lsan van ngbn, réi loan vin 6ng, loan trirgng vt o, sing khodl, co cd cuc b§, Bdng kinh cdn 1dn, thu dich, ting
cAm gldc dau, giam van ddng, hyster, thng ham mudn tinh dyc, r6i Toan hodng s, viém mang ndo, viém cft sing, dav gidy than
kinh, thodi hod day thin kinh, rung gilt nhin cBu, loan thin, tAng phai k&, trang thal bin me, vea cd, hoi ching nit thudc.
H§ hé hiip: Thuting gdip: Mo, vigm mai. it glp: Hen, viém phai, kha tha, chéy mdu cam, ting thing khi, vidm quan, vidm xaang,
cdm. Hiém gép: NEc, xd phdl, nhiu ddm dal, thd khé khe, rdl loan khi quan, thay ddi glong ndl. Gidc quan: 1t gip: 6| loan ditu tigt
clia mit, viem kit mac, dau tal, dau mit, giiin dBng tf, vidm tal gilfa, O tal. Higm giip: GIAm thi L, duc thuy tinh the dic tung, phis
kiit mpc, tn thudng dimg b, loét dong ur, Bl madt, chay madu mit, glaucom cdp, giam thinh st elip, vidgm tai ngeal, se 4nh sdng,
xudt huyét wing mac, mat v| gisc, diing ¥ khong déu, difc, viem két - glac mac.
w}uﬁ nigu - sinh dye: [t giip: Xay thal, dau ngife, mat kinh, vidm bAng quang, dsu byng kinh, khé tiéu, rong kinh, ti€u dém, da
n

s

852

3

igu, 431 dBm, tiSu giit, nhifm triing Euting niéu, viem &m dzo. HiEm gap: Téo vi, benh €8 W cung, ndl mac b cung, tét siia & nd,
tifu ra mdu, s0/ than, 8l loan ehic ndng thiin, dau than, viém vid, vikm thin, gldm bal U&t nude tidu, viém vl chimg, viém nigu deo,
ngung san xuft finh tring, bat thudng v dudng nidu, khéi u da con, nhidém ndm Candida dm dao.

QUA LIBu:

B&nh nhén nél chung thuiing hl phuc mi khéng 08 Ial bign chimg nauy hiim thim chi khi ding t& 2000mg paroxetine. Cac trigu
ching qua Eku thude bao g3m hén mé holic thay 88| didn thm dd v rt it khi gdy nguy hiém tdl tinh meng nhung thudna gip khi
ding phl hap paroxetine vl céc thudc hudng than, ¢ hay khing wlng rrgu. Ngoal cac trigu ching ligt ké trong phin "Tdc dung
ihéng mong mudn®, cc téc dung phy sau xay ra khi diing qué liéu paroxetine: BuBn ntn, gidn dong WY, s6t, thay d&l huyét &p, dau
@Bu, co cd, kich Abng, lo 1Bng v& nhjp nhanh.

Hifn chua cb thubc gidl dbc Aic hifu.

Vigc difu tr| tén hanh tdng by nhy trong truding hop gua |@u cac thubc chng trdm cam khac. Gan phal duy tri hé hiip, dam bdo
cung cp di oxy vh thbng thodng cho bénh nhin. N&u cin, ldm réng da dby bing gdy nén, rira da day hofc cd hal céch, Sau 48,
bénh nhiln udng wlf 20 141 30 gr than hoat tir 4 1dl 6 gI& trong vong 24 gid sau khi udng qud By, Cln kifm tra Mén tim 08 va kifm
tra chifc nling tim 48 phing bt thuling xay ra. Tién hanh cic bién phdp digu tri trigu ching v hd trg va thulng xuyén kidm tra céc

/
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o
ram cam & rdi loan lo du tbng quat

48U hidu sinh tBn, Cae bign phdp thdm phan mdu, gl nldu hodc thay mau cd 18 khdng mang kx két qud do thé tich phin b8 cia thufic
16 va thudc lién két nhiu wi protein,

CBn A8c biét fvu ¥ tdl bénh nhin dang ding holic gn day ding thulc chiing trim cam ba véng do c6 thE va tinh hadic o y udng mr‘
ligu thudc. Trong cac truding hoap nhir vy, cd thé xdy ra tich lu thuSc me va chilt chuy&n hoa 1am ting nguy bj cic di chimg va c3n

iy thdl gian hdn cho chdm soc y té. DE kiém sodt qud ligu, can luu ¥ khi ddng nhidgu thude. ? .
‘%W Mo/

Duge dong hec cuia thude trén
Thube hiip th it sau khi udng. Do thudc phin b8 nhidgu & mé nén chi khoang dudi 1% ting long thudce trong o the duoc tim thiy
trang tudn hodn chung.
Paroxetine dugc I:.II.I;E‘I hod ca qua gan vang d6u va bing céc duting chuyén hoa chung, Chuyén hod vong d8u qua gan [ chi yéu
nhifng o thé mét phan b bio hod nén m tang sinh kha dung cia thudc khi diing da ligu. Thudc :;ell phin dugc chuyén hod qua
enzym Cytochrom P450 11D, Su bfo hod enzym & Iféu difu tr cd the gl thich cho hin tugng bat tuyén tinh cic théng 58 dudc ding
hec clia paroxetine khi téng 1Bu va kéo dai thai glan digu tri bing paroxetine. Val brd cia enzym nay trong chuyén hod cda paroxetine
gitip ta cé thé xac dinh tudng tac thude - thudc (Xem Canh bao), Trang cd thé, thufic chil y&u b| oxl hod thanh hgp chat trung glan
catechol sau dd chuyén thanh dang lldn hap glucuronide va sulphate phan cye manh. Kha ning U ché tdi thu nhdn 5-HT & synap
thin kinh niio chult cia cac chdt chuy&n hod lién hpp glucuronide va sulphate cia paroxetine cd hoat tinh yéu han parosetine tudng
Ung gén 10.000 v& 3.000 én. Khoang 64% lugng paroxetine ligu udng thal trf qua thin va khodng 36% thal trlf qua phin. Dudl 2%
lugng thudc im thay & nguyén trang.
Sau khi udng Héu don hodc da |@u paroxetine W 20mg tdl SOmg, thil glan ban thal trung binh cla thubc d ngu binh thuling khodng
24 gidy, mic di k& qud ble Ao 14 tir 3 tdi 65 gid. CA ty 18 hip thu vh thii gian bén thai thai trlf cda thufic khing phy thubc vae idu
diing, NBng 43 thedc & trang thal &n dinh dat dugc saw 7 141 14 ngay. Khong cd tudng quan gilfa ndng 4§ thudc trong mdu va higu
qub digy trj hay ty 18 g8p phan (ng phy cla thude. Cing khéng oo 1&n hé 1S rang gila NEu dung d mic trén 20ma/ngdy vl tac dyng
tram cam cida thudc. So sdnh ding liBu cd dinh cha paroxetine vai placebe trong &@u trf trdm cém, rél loan hoang sg, rdl loan
lo Bu t&ng qudt v rdl loan stress sau chdn thudng cho thiy mit &8 tic dung phu cia thulc xdy ra tuy thudc vio mik ligu ding.

%}; Cdc théng dugc déng hoc cla paroxeting & trang thal dn dinh sau khi udng @y 20mo/ngay (trung binh va khoang dao
ng

Ngudi khoe manh | Ngu#ilén tudi | Bénh nhén bi suy gidm
(n=22) (n=22) | chircniing gan (n=10)
41 87 87
Cmax® (ng/mL) (12-90) {18-154) (11-147)
; 5.0 50 6.4
Tmax" (gic) (3-7) (1-10) (2-11)
x 21 58 &6
Emin® (ng/mL) {a-51) {9-127) {7-128)
660 1580 1720
AUCH (g gity/mL) (179-1436) (221-3286) (194-3283)
19 31 66
T (Bit) (8 - 43) {13-92) {17 -152)

Bang 2: Théng s6 duge 80ng hoe cla paroxetine & ngudl binh thuting vA nguti bl suy gidm chic niing thin vai lidu 30mg

Bénh nhinsuy gidm | Bénhnhinb|suygiam | Ngwii khoé manh
chirc thin néng [n=6) | chirc niing thin nhe (n=6) | binh thrang (n=6)
et 362 36 198
s A/ (35.9 - 56.7) {3.6-59.4) (1.4-54.8)
65 5B a3
Tou (810) (4.0 -11.0) {15 -9.0) (1-7)
7046 1053 574
AUC.(ng.gi5/mL) (605 - 3695) (48 - 2087) (21 - 2196)
307 183 173
T:nlelo) (109 - 54.8) (11.2-32,0) (9.6-25.1) 2
Ghl che:

€ ndng d; Tmax: thol glan dat ndng 08 dinh; AUC: Dién thch dudi duting cong trong khodng Iféu ding (24 gid) & trang thal dn GIAl;
AliCea: Dign tich duth duting cong & v cyt; ss: Trong thai én dinh; i
a: Thanh thal creatinine tir 13 - 22misphat; b: Thanh thal creatinine t 32 - 46ml/phit; c: Thanh thal creatinine trén 100mL/phit.

hes. L



httpS//trungt LA RAIVAR 5 thong tin thudc ¢

Wi chao trin
Pieu tri tram cam & roi loan lo 3u tong quat

Cdc difc tinh lye hoe:

Paroxetine |4 thufc cb kha nling dt ché chon g tdi thu nhip serotonin (5-HT). Thubt diing 8€ digu tr] trim cadm; hdl ching laan I:ha?
kinh @m anh; rii loan hodng s¢; Gl logn lo &u x& hji; rdl logn lo Bu tong quét va rdl logn stress sau chin thudng.

Paroxetine 14 din chit cia phenylpiperidine nhung ciu triic hod hoc khéng giing nhu ¢he thusc ching tram cam 3 hoic 4 véng. Trong
céc nghién clu va sy lién ket thy thé, paroxetine khdna cd &l lyc manh vdi thy thé adrenerglc (71, 72, 7); dopaminergic; serotonergic
(5-HTL, 5-HT2) hogc histaminergic 4 mang ndo chudt. Thudc cing cd &l lue yEu vl thy thé muscarinic. Chat chuyeén hoa chinh cda

paroxetine khing cb hoat tinh sinh hge.

THONG TIN THUOC

TUONG
Khéng nrman

HAN DUNG:
24 thing ké tif ngay san xust

BAD QUAN:
Nhigt 45 4°C - 30°C,

TRINH BAY:
Chal HOPE 100 vién/chal,
Hép/1 v x 30 vién,

TIEU CHUAN AP DUNG: USP

HTl:ljugé nay chi ding theo don clia thdy thude, %{1’2/4’3 /M&l’;fﬁf

- D& xa lBm tay cga tri em.
- Boc ki huing dan sl dung trude khi ding. N&u cin thdng tin xin héi v kién cla Bic s7.
= Théng bdo cho bdc s nhimg tic dyng khang mong mubdn gip phal khi sir dyng thule.

Nha san xuat:

PHARMASCIENCE INC.

6111 Avenue Royalmount., Sult 100,
Montreal (Quebec), H4P 2T4, Canada
Tel: +514 240 9800

Fax: +514 340 9920

T Tidp thi v phdtn phi bes- ) Moi chi tiét xin vul Kang llén hé:
t dd d Céing Ty €6 Phiin Duigic Phim Ta Da : ' pharma VPBD PHARMASCIENCE Inc.
TADA PHARMA = scm Liu 17, Toa nha Nam A, 201-203 Cich Mang Thing &,
Pharmaceuticals 148 EWhiCongTring. Quin 1, TRHCM Phumg 4, Cabn 3, TRHCM, Viks Nam
Tel:08.6264 2241 Tel: DA 3832 9B47/08.3533 9848
Fae 08 65264 2235 Fax: 08,3832 9849
Emeil: info@tadapharmavn www.pharmascience.com .
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