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RXTHuc“ic KE DON
TO HUONG DAN SU DUNG THUOC

Vién nén bao phim
PAROKEY-30

Thudc nay chi ding theo don thudc
Dé xa tam tay tré em
Poc ki huong dan sir dung truée khi ding

Thong bao ngay cho bac s§ hodc duge sy nhimg tac dung khong mong mudn
khi sir dung thudc

1. THANH PHAN CONG THUC THUOC
MJbi vién nén bao phim PAROKEY-30 chira:
Thanh phan duwoc chat:

Paroxetin hydroclorid hemihydrat

tuong duong Paroxetin ..........ccccoeeiivenieninnnns 30 mg

Thanh phén té dwgc: Cellactose 80, copovidon, natri starch glycolat, magnesi stearat, HPMC
E6, titan dioxyd, talc, PEG 4000, polysorbat, dau thau dau.

2. DANG BAO CHE:
Vién nén bao phim.

PAROKEY-30: Vién nén dai, bao phim mau trang, mot mit c6 dap logo, mat kia dap gach
ngang.

3. CHi PINH

- Bénh tram cam.

- R&i loan am anh cudng buc.

- R&i loan hoang so.

- Am anh so xa hoi (réi loan lo u x4 hoi).
- R&i loan lo au.

- R&i loan sau sang chan tam ly.

E N

. CACH DUNG, LIEU DUNG
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Cach dung
Dung duong udng.

Paroxetin duoc khuyén ding hang ngiy vao budi sang cing véi thirc an. Thirc dn khong anh
huong dén hap thu, nhung nén uéng cing thirc dn dé giam thiéu ADR trén duong tiéu héa. Thudc
c6 thé duogc bé d6i néu can thiét, nén nudt, khong nén nhai vién.

Liéu dung:

Bénh tram cam ¢ nguwoi Ion: Lidu bat dau thuong dung 1a 20 mg/ ngay, udng 1 1an vao budi sang.
Liéu duy tri dugc thay doi theo dap tng lam sang cua moi nguoi. O mot ) bénh nhan dap ung
kém voi liéu 20 mg, lidu c6 thé ting dan mdi 1an 10 mg, liéu cao nhat 50 mg/ ngay. Théng thuong
sau mot vai tuan méi dat duoc hiéu qua diéu tri day du, do vdy khong nén ting qua liéu quy dinh.
Can diéu tri it nhat 6 thang dé dam bao bénh nhan hét triéu chimg.

Réi loan dm anh cudng birc & nguwoi I6n: Lidu khuyén cao 40 mg/ ngdy. Bénh nhan nén khai dau
& lieu 20 mg/ ngay va tang dan moi lan 10 mg tgi lieu khuyén cdo. Néu sau vai tuan diéu tri o licu
khuyén c4o ma bénh nhan dap tmg kém, ¢ thé ting dan t6i liéu cao nhat 12 60 mg/ ngay.

Can diéu tri mot khoang thoi gian du dai dé ¢am bao bénh nhan hét triéu ching. Khoang thoi gian
c6 thé 12 vai thang hoic 1au hon.

Réi loan hodng so & nguoi Iom: Lidu bat dau khuyén céo 10 mg/ ngay, udng 1 1an vao budi sang.
Sau it nhat 1 tuan diéu tri cd thé tang liéu 18n 10 mg/ ngay, cho téi liéu diéu tri duoc khuyén céo
40 mg/ ngay. Hiéu qua cua thudc da duge chitng minh trong thir nghiém 1am sang ding 10 - 60
mg/ ngay. Phai diéu tri trong 1 thoi gian da dé bénh khong tai phat. Thoi gian nay c6 thé kéo dai
vai thang, cé khi con 1au hon.

Am anh x& héi: Khoi dau khuyén céo 20 mg/ ngay, sau dé ting mdi tuan 1én 10 mg, dén 50 mg/
ngay. Can theo dBi danh gia bénh nhan thudng xuyén trong diéu tri lau dai.

Réi loan lo du toan thé ¢ nguoi Ion: Lidu khuyén céo dung ngay 20 mg/ ngay, udng 1 1an vao
budi sang, sau do6 tang mdi tuan 1én 10 mg, dén 50 mg/ ngay. Thoi gian diéu tri it nhat phai 8 tuan
diéu tri. Can theo dbi danh gia bénh nhan thuong xuyén trong diéu tri 1au dai.

Réi loan sau sang chan tam 1y: Liéu khuyén cao 20 mg/ ngay, sau d6 néu khéng co dau hiéu cai
thién, mdi tuan tang thém 10 mg, dén 50 mg/ ngay. Theo dbi danh gia bénh nhan dinh ky trong
qué trinh diéu trj 1au dai.

Triéu chimg cai thubc khi ngung paroxetin: Nén tranh nging dot ngdt paroxetin. Trong thir
nghiém 1am sang, liéu mdi ngay duoc giam 10 mg mdi tuan. Néu cd triéu chiing khdng dung nap
sau khi giam liéu hoac khi nging thudc, nén can nhic cho bénh nhan ding lai lidu trude do. Sau
d6 c6 thé tiép tuc giam liéu nhung cham hon.

Dung thudc cho ddi tweng dic biét:

Nguoi cao tuoi.
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Tang nong do paroxetin xay ra & doi twong 16n tudi, nhung khoang nong d6 tring lap véi khoang
ndng do & d6i twong tré hon. Nén bit dau & lidu khoi dau cua ngudi 16n. Tang licu c6 thé c6 loi ¢
mot s6 bénh nhan, nhung liéu t6i da khong quéa 40 mg/ ngay.

Tre em:

Tré em va thanh thiéu nién (7 - 17 tudi): Khong nén dung paroxetin dé diéu tri cho tré em va thanh
thiéu nién vi thir nghiém 1am sang cé di chitng cho thy paroxetin c6 thé lién quan dén sy gia
tang nguy co hanh vi tu sat va hung hang. Thém vao d6, hiéu qua trong nhirng thir nghiém nay
khong dugc ching minh phu hop.

Tré em dudi 7 tudi: Chua c6 nghién cau sir dung paroxetin & tré em dudi 7 tudi. Khong nén s
dung paroxetin cho dén khi an toan vao hiéu qua & nhém tudi nay duoc thiét lap.
Suy gan hodc suy than nang:

Tang ndng do trong huyét twong cua paroxetin xay ra & bénh nhan bj suy than ning (d6 thanh thai
creatinin < 30 mL/ phdt) hoidc & bénh nhan suy gan. Vi vy, liéu nén dugc han ché dén gisi han
dudi cua khoang liéu.

5. CHONG CHI PINH
M3n cam v&i paroxetin hodc bat ctr thanh phan nao cua thuée.

Paroxetin chéng chi dinh phéi hop vai céc thudc e ché monoamin oxidase (MAO). Trong mot
vai trudng hop ngoai 18, linezolid (Mot thube khang sinh cé tac dong e ché MAO khéng chon
loc ¢6 hdi phuc) cd thé duoc dung phdi hop véi paroxetin nhung can phai theo ddi chit ch& nhiing
triéu ching cta hoi ching serotonin va theo déi huyét ap.

C6 thé khoi dau diéu tri véi paroxetin:

— Hai tuan sau khi ngirng cac thubc tc ché MAO khéng hdi phuc.

— [t nhat 24 gio sau khi ngimg cac thube tc ché MAO c6 hdi phuc (nhu moclobemid, linezolid,
methylthioninium clorid).

— Can it nhat khoang thoi gian 1 tuan giira thoi diém nging sir dung paroxetin va thoi diém khoi
dau diéu tri voi bat ctr thude e ché MAO.

Chéng chi dinh phdi hop paroxetin va thioridazin, vi, gidng nhu cac thuc e ché enzym gan
CYP2D6, paroxetin c6 thé 1am ting ndng do thioridazin trong huyét twong. Str dung thioridazin
don doc c6 thé dan dén kéo dai khoang QTc va din dén rdi loan nhip that nghiém trong nhu xoan
dinh, va dot tir.

Chéng chi dinh dung paroxetin vai pimozid.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Than trong dac biét

Tranh dung thube ddng thoi véi cac chét tc ché monoamin oxydase (MAO) vi ¢c6 thé gay ra hoi
chung cuong serotonin.
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Bat dau diéu tri voi paroxetin sau khi da ngung thuéc e ché MAO khdng hdi phuyc trén 2 tuan
hoic it nhat 24 gio sau khi ngung thudc trc ché MAO hdi phuc. Nén tang liéu paroxetin tir tir cho
dén khi dat hiéu qua tbi wu.

Tré em dudi 18 tudi

Khéng sir dung thudc cho tré em dudi 18 tudi do chua da bang ching chitng minh tinh an toan
va hiéu qua cua thudc.

Paroxetin can than trong khi st dung cho tré em hoic thiéu nién dudi 18 tudi vi thuée cé lién quan
dén hanh vi ty sat (tim cach hodc ¢6 ¥ tuong tu sat) va hung hiang (chu yéu la kich dong, hanh vi
dbi 1ap va gian dir). Néu do 1am sang can thiét phai diéu tri voi paroxetin, nén theo ddi can than
Xuit hién cua triéu chung tu sat. Thém vao d6 thong tin an toan vé su phat trién, truong thanh va
phat trién hanh vi nhan thirc khi diéu tri dai ngay cho tré em va thiéu nién van con thiéu.

Tu tit/ y twéng tw tir hodc tram trong hon biéu hién 1am sang

Tram cam 1am ting nguy co c¢6 y twdng ty tir, tyr 1am hai ban than hodc tu tir. Nguy co nay van

con ton tai cho dén khi bénh thuyén giam dang ké. Bénh khong thé cai thién trong vong mot vai

tuan dau sau khi udng thudc, theo ddi chat ch& bénh nhan trong thoi gian ndy. Theo kinh nghiém

lam sang, khi diéu tri chdng tram cam, nguy co tu tir thuong tang 1én vao giai doan dau cua sy

hoi phuc.

Khi chi dinh paroxetin dé diéu trj cac bénh tdm than khéc, nguy co tu tir ciing ting 1én. Ngoai ra,
c6 thé 1a do cac bénh keém theo vdi rdi loan trAm cam chinh. Do d6, khi diéu trj rdi loan trim cam
chinh, can phai xem xét cac rdi loan tdm ly khéac kém theo.

Bénh nhan c6 tién sir da tu t/ § tuong tu tir, hodc trude khi diéu tri cho thiy c6 dau hiéu co y
tuong tu tir, cac ddi twong bénh nhan ndy cd nguy co cao co y tuong ty ti/ ty tir, nén theo ddi chit
ché trong suét thoi gian diéu tri.

Theo ddi chit ché ¢ bénh nhan c6 nguy co cao, dic biét trong thoi gian diéu chinh liéu. Bénh nhan
hoac than nhan bénh nhan nén theo ddi vé viéc tinh trang bénh nang hon, hanh vi/ ¥ tudng ty tir
va thay dbi bat thuong trong hanh vi va théng bao ngay cho bac sy khi phat hién biéu hién bat
thuong ¢ bénh nhan.

Chirng burt rit khong yén

Khi st dung paroxetin, bénh nhan cé thé bj chang but riat khong yén, dic trung bai cam gidc bon
chén va tinh than kich dong nhu khong thé ngoi hodc dimg yén va do d6 1am bénh nhan mét moi.
Viéc tang liéu c6 thé ¢d hai ¢ nhitng bénh nhan phét trién chiing nay.

Hoi chirng serotonin/ hdi chirng an than kinh 4c tinh

Khi diéu tri voi paroxetin, hiém khi xuat hién hoi chimg serotonin hodc hoi chiing an than kinh
4c tinh, dic biét khi ding chung véi cac thudc an than/ serotonergic khac. Do céac hoi chiing nay
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c6 thé gay de doa tinh mang, nén ngirng paroxetin khi xuat hién cac tinh trang ndy (dic trung boi
c4c triéu chimg nhu sét cao, co cimg, co gidt co, rdi loan than kinh thuc vat véi cac dau hiéu sinh
t6n bién dong nhanh, thay doi trang thai tam than bao gdm nham 14n, dé bi kich thich, kich dong
tién t6i mé sang va hdn mé) xay ra, nén bat dau diéu tri hd trg. Khong nén sir dung paroxetin véi
C4C tién chat cua serotonin (nhu L-tryptophan, oxitriptan) do nguy co gy hoi ching serotonin.

Hung cam

Nhu ddi vai cac thude chéng tram cam khac, than trong khi st dung paroxetin cho cac bénh nhan
¢ tién st bi hung cam. Néu bénh nhan c6 pha hung cam, nén ngimg diéu tri v4i paroxetin.

Suy gan/ suy than

Than trong khi stir dung cho bénh nhan suy gan/ suy than.

Dai thao duwong

6] bénh nhén dai thio duong, diéu tri véi SSRIs c6 thé lam thay d6i kiém soat dudng huyét. Co
thé can diéu chinh licu lugng insulin hoac thuoc ha duong huyét st dung duong uong. Ngoai ra

con ¢6 nghién ciru cho thdy c6 thé ting glucose huyét khi sir dung két hop paroxetin véi
pravastatin.

Pong kinh

Than trong khi st dung cho bénh nhan bi dong kinh.

Co giat

Phai than trong khi ding thudc cho ngudi ¢d tién sir co giat, phai nging thudc néu xuat hién co
giat.

Liéu phap séc dién

Con it kinh nghiém 1am sang trong viéc phéi hop paroxetin va liéu phap soc dién (ETC).
Glaucoma

Paroxetin c6 thé gay ra gian dong tir nén can than trong str dung cho bénh nhan glaucoma géc
dong hodc tién sir glaucoma.

Bénh tim mach
Than trong, giam liéu khi st dung cho bénh nhan bi bénh tim mach.
Ha natri huyét

Thudc c6 thé gay ha natri huyét, dic biét & ngudi cao tudi va ngudi bénh dang dung thudc loi
tiéu. CAc triéu chimg ha natri huyét gom dau dau, mat tap trung, suy giam tri nho, 10 1an, ding
khong vimng. Vi vay can thiét khi bt dau st dung ¢ lidu thap nhat rdi ting lidu dan, néu c6 du
hiéu ha natri huyét thi nén ngimg diéu tri va hoi y kién béc sy.

Huyét &p
Thudc c6 thé gay chéng mit hodc nhirc dau, nén khong dung day dot ngot khi dang & tu thé nam
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hodc ngdi.
Xuét huyét

D3 c6 bao c4o xuat huyét bat thuong dudi da nhu mau bam va xuat huyét khi sir dung SSRIs. Céc
biéu hién khac cua xuat huyét nhu xut huyét tiéu hoa ciing duoc bao cio. Ngudi cao tudi cd nguy
co cao hon.

Than trong khi sir dung SSRIs ciing véi cac thubc chdng déng dudng udng, cac thudc anh huong
chire nang tiéu cau hoic cac thude 1am tang nguy co chay mau (vi du thudc chdng loan than khdng
dién hinh nhu clozapin, phenothiazin, hau hét cc thudc chong tram cam 3 vong, acetyl salicylic
acid, NSAIDs, chét trc ché COX-2) ciing nhur & bénh nhan c6 tién st réi loan chay mau hoac cac
tinh trang 6 thé anh hudng dén chay mau.

Twong tac véi tamoxifen

Paroxetin, chét c6 kha ning e ché CYP2D6, ¢6 thé 1am giam ndng do cua endoxifen, mot trong
nhirmg chat chuyén héa c6 hoat tinh quan trong nhat caa tamoxifen. Do dé, nén tranh st dung
paroxetin trong thoi gian sir dung tamoxifen.

Tri¢u chirng cai thuéc khi ngirng diéu tri véi paroxetin

Triéu chang cai thudc khi ngimg diéu tri kha phd bién, dic biét néu ngimg dot ngot. Trong cac
thir nghiém 1am sang, tac dung khéng mong mudn khi ngimg diéu tri xay ra & 30% bénh nhan
diéu tri paroxetin so v&i 20% & bénh nhan diéu tri bang gia duoc.

Nguy co bi hdi chimg cai thudc dua trén cac yéu té nguy co bao gom thoi gian dung thudc, liéu
diéu tri va mic do giam lidu.

Chéng mit, rdi loan cam giac (bao gébm di cam va cam giéc sdc dién), rdi loan giac nga (bao géom
4c mong), kich dong hay lo au, budn nén, run, 10 13n, v8 md hoi, nhie dau, tiéu chay, danh trong
nguc. Cam xUc bat 6n, dé bi kich thich, réi loan thi giac da duoc bao cdo. Thong thudng cac triéu
chimg nhe dén trung binh, tuy nhién, mot s6 bénh nhan cé thé bi ning. CAc triéu ching nay thuong
x4y ra trong vong vai ngay dau sau khi ngung thudc, nhung ciing c6 truong hop hiém gip bénh
nhan gap triéu chirng nay sau khi vé y quén udng thuéc 1 liéu.

Thong thudng céc triéu ching nay tu gidi han va hét sau 2 tuan, mic di ¢ mot sb ngudi co thé
kéo dai (2 - 3 thang trg Ién). Do d6 khi mudn ngung paroxetin, can phai giam liéu dan dan trong
thoi gian vai tuan hodc vai thang, tiy theo nhu cau cua bénh nhan.

Réi loan chire ning sinh duc

SSRIs/SNRIs ¢6 thé gay ra cac triéu chuang rdi loan chic ning sinh duc. Chirc ning sinh duc c6
thé bi rdi loan lau dai sau khi da ngimg thudc da duge bao céo.

Canh béo lién quan dén ta duge

Ché pham c6 chira lactose, bénh nhan bi rdi loan dung nap galactose, thiéu hut Lapp lactase hoic
rdi loan hap thu glucose-galactose khdng nén sir dung.

Thudc c6 chtra polysorbat 80 c6 thé gay di ing va dau thau dau co thé gay budn nén, nén, dau
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bung, tiéu chay.
7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Phu nir c6 thai

Mot s6 nghién cau dich t& hoc goi ¥ sy gia ting nguy co di tat bim sinh, dic biét 1a tim mach
(nhu khuyét tat vach ngan nhi that), khi st dung paroxetin liéu > 25 mg/ ngay trong 3 thang dau
thai ky. Chua 13 co ché cua tac dong ndy. Nguy co dj tat trén tim mach cua tré so sinh phoi nhiém
paroxetin 12 <2% so véi ti 18 toan bo dan sé la khoang 1%.

Chi nén dung paroxetin trong thai Ki khi dugc chi dinh chat ché. Khuyén bénh nhan nit c¢6 y dinh
mang thai khi dang diing paroxetin tham khao y kién béc sy. Tranh nging thude dot ngot trong
thai ky.

Nén theo ddi tré so sinh can than néu nguoi me st dung paroxetin cho dén giai doan cubi thai ki,
dic biét 1a 3 thang cudi.

Céc triéu ching sau c6 thé xay ra cho tré so sinh néu ngudi me ding paroxetin trong giai doan
cudi thai ki: Suy hd hip, tim tai, nging tha, co giat, than nhiét khong 6n dinh, kho cho an, non,
ha duong huyét, tang/ giam trwong lyc co, ting phan Xa, run ray, bon chon, khé chiu, hdn mé,
khong ngung khoc, réi loan gidc ngi. Nguyén nhan cé thé do tac dong serotonergic hoic triéu
chtng cai thudc. Trong da sé truong hop, bién chiing xuat hién ngay 1ap tic hodc sém (<24 gio)
sau khi co tri¢u ching.

Thong tin dich & hoc goi ¥ viéc sir dung SSRI trong thai ki, dic biét | trong giai doan cudi, c6
thé tang nguy co tang ap dong mach phoi dai dang & tré so sinh (PPHN). Nguy co quan sat dugc
vao khoang 5 ca mdi 1000 thai phy. Trén toan bo dan sé 1a 1 - 2 ca PPHN mdi 1000 thai phu.

Nghién ciru trén dong vat cho thiy doc tinh trén hé sinh duc, nhung khong chi ra tic dong c6 hai

tryc tiép nao trén su mang thai, sy phat trién phoi/ thai, qua trinh sinh dé hoic sy phéat trién sau
sinh.

Vi vay paroxetin khéng nén ding cho phu nit mang thai, chi chi dinh khi khong con thubc khéac
thay thé va can can nhic loi ich/ nguy co caa thudc.

Phu nir cho con bu

Mot luong nho paroxetin tiét qua sita me. Nong d6 thude trong huyét thanh cua tré so sinh bi me
la khong phat hién dugc (<2 ng/ mL) hozc rat thap (<4 ng/ mL). Khdng c6 dau hiéu cua tac dung
cua thudc trén tré so sinh nén viéc cho con b c6 thé dugc can nhic.

Kha nang sinh san

Théng tin trén dong vat cho thay paroxetin cd thé anh huéng dén chit lugng tinh tring. Théng
tin in vitro trén ngudi goi y mot sd tac dong dén chat lwong tinh tring, nhung theo nhiing bo céo

& ngudi diéu tri vai mot sb SSRI (bao gom paroxetin) cho thay tac dong Ién chat lugng tinh tring
¢6 thé hdi phuc sau khi ngirng thudc. Chura c6 nghién ctiu kiém tra tic dong 1én kha nang sinh san
nhung su thay d6i chat luong tinh tring c6 thé c6 anh hudng & mot sé nguoi nam.
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Chua thiy c6 tac dong dén kha nang sinh san ¢ ngudi
8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Kinh nghiém diéu tri v&i paroxetin trén 1am sang khéng cho thiy suy giam chiic ning nhan thirc
hodc tam than. Tuy nhién, twong tu nhu cac thudc hoat dong than kinh khac can phai than trong
khi thue hién lai xe hoac van hanh may maoc.

Mac du paroxetin khéng lam tang tac dung phu cua alcohol Ién kha nang van dong va nhan thirc,
khéng nén dung ruou bia khi dang diéu tri véi paroxetin.

9. TUONG TAC, TUONG KY CUA THUOC
Cic thudc serotonergic

Nhu cac SSRIs khac, sir dung chung véi cac thude serotonergic khac c6 thé 1am ting tan suat bi
tac dung khdng mong mudn caa 5-HT (hoi chiing serotonin, xem “Cac truong hop than trong khi
ding thudc™). Than trong va theo ddi chat ch& khi st dung cac thubc serotonergic (L-tryptophan,
triptan, tramadol, linezolid, methylen blue, SSRIs, lithi, pethidin va c6 St. John - Hypericum
perforatum) ciing véi paroxetin. Than trong khi sir dung fentanyl trong gdy mé hoic diéu tri dau
man tinh.

Chdng chi dinh dung dong thoi paroxetin v&i cac thuéc e ché monoamin oxidase nhu
moclobemid va selegilin (xem phan Chéng chi dinh), vi c6 thé gay Iu lan, kich dong, ADR &
duong tiéu hda, sét cao, co giat niang hoic con ting huyét p. Paroxetin trc ché manh cac enzym
gan CYP2D6. Piéu tri dong thoi voi cac thude chuyén héa nho enzym nay va cé chi sb tri lidu
hep (thi du flecainid, encainid, vinblastin, carbamazepin va thuéc chong tram cam 3 vong) thi
phai bt dau hoidc diéu chinh cac thudc ndy ¢ pham vi liéu thap. Piéu nay ciing ap dung néu
paroxetin da dugc dung trong vong 5 tuan trude do.

Nong do céc thude chdng tram cam 3 vong, maprotilin hoic trazodon trong huyét twong c6 thé
tang 1én gap doi khi dung ddng thoi véi paroxetin. Mot sb thay thuéc khuyén nén giam khoang
50% liéu cac thude nay khi dung dong thoi véi paroxetin.

Dung paroxetin ddng thoi véi lithi c6 thé hodc 1am ting hodc giam ndng d¢ lithi trong mau, va da
c6 truong hop ngod doc lithi xay ra. Do do, can theo déi nong do lithi trong mau.

Pimozid

Paroxetin ¢6 tic dung trc ché CYP2D6, chdng chi dinh dung dong thai paroxetin véi pimozid, vi
c6 thé 1am tang 2.5 lan ndng do pimozid, ting doc tinh trén tim caa pimozid, cd thé gay kéo dai
khoang QT.

Thioridazin

Chdng chi dinh phdi hop ciing véi thioridazin, vi c6 thé lam tang doc tinh cua thioridazin trén tim
nhu kéo dai khoang QT, xoin dinh, ngirng tim.

Cac enzym chuyén hoéa thuéc
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Chuyén hda va dugc dong hoc cia paroxetin c6 thé bi anh huong bai sy cam tng hoic we ché cia
cac enzym chuyén hoa thuoc.

Khi paroxetin dwgc dung chung vé6i cac chat ac ché enzym chuyén hoéa thudc, can nhic sir dung
liéu thap nhit paroxetin. Khdng can diéu chinh liéu khai dau khi sir dung chung véi cac thude da
biét c6 tac dung cam wng enzym (carbamazepin, rifampicin, phenobartbital, phenytoin) hoic véi
fosamprenavir/ ritonavir. Bat ky viéc diéu chinh liéu (sau khi bat dau diéu tri hoic sau khi ngung
chat cam tmg enzym) nén tly theo hiéu qua 1am sang (dung nap va hiéu qua).

Thubc chen than kinh co

SSRIs cd thé lam giam hoat dong caa enzym cholinesterase trong huyét trong dan dén lam kéo
dai hoat tinh chen than kinh co cuia mivacurium va suxamethonium

Fosamprenavir/ ritonavir

Dung chung véi fosamprenavir/ ritonavir 700/ 100 mg 2 1an/ ngay vé6i paroxetin 20 mg hang ngay
& nguoi tinh nguyén khoe manh trong 10 ngay cho thay giam khoang 55% nong d6 huyét tuong
ctia paroxetin. Nong do huyét twong ciia fosamprenavir/ ritonavir khi st dung chung véi paroxetin
tuong ty nhu gia tri & cac nghién ctu khac, cho thay paroxetin khong anh hudong dén tac dung cia
fosamprenavir/ ritonavir. Chua c6 dit liéu 1am sang vé viéc sir dung fosamprenavir/ ritonavir véi
paroxetin trén 10 ngay.

Procyclidin

Dung chung hang ngay véi paroxetin lam ting dang ké ndng do6 caa procyclidin. Néu tac dung
dbi giao cam xay ra, nén giam liéu procyclidin.

Thubc chdng co giat

Str dung chung véi carbamazepin, phenytoin, valproat khdng gay anh huéng dén dugc dong hoc,
duoc luc hoc ¢ cac bénh nhan bi dong kinh.

Khi niing trc ché CYP2D6 ciia paroxetin

Nhu cac thude chéng tram cam khac, bao gom SSRIs, paroxetin tc ché cytochrom P450 cua gan,
enzym CYP2D6. Viéc (rc ché CYP2D6 c6 thé lam ting ndong do huyét twong cua cac thudc dung
chung dugc chuyén hoa bai cac enzym nay. Bao gom cac thudc: Thude chdng tram cam 3 vong
(clomipramin, nortriptylin, despiramin), thuéc an than nhém phenothiazin (perphenazin va
thioridazin), risperidon, atomoxetin, thuéc chéng loan nhip typ 1c (propafenon, flecainid) va
metoprolol. Khéng khuyén céo si dung paroxetin véi metoprolol trong diéu trj suy tim, do chi sé
tri liéu hep caa metoprolol trong trueong hop nay.

Tamoxifen

Tuong tac duge dong hoc gitta chat wc ché CYP2D6 va tamoxifen, cho thay ndng do huyét twong
ctia mot trong nhitng chat chuyén hoa cé hoat tinh cua tamoxifen (endoxifen) giam 65 - 75% trong
cac bao céo y van. Da co nghién ciru vé viée giam hiéu qua caa tamoxifen khi sir dung chung Vi
cac thudc chong tram cam SSRIs. Do d6, khéng khuyén céo sir dung tamoxifen véi cac chat wc
ché CYP2D6, bao gom paroxetin.
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D6 udng cé con (nhw rugu)

Gidng nhu cac thudc diéu tri tdm than khac, bénh nhan khong nén udng cac dé uéng co con khi
su dung paroxetin.

Thudc chdng déng mau

Twong tac duoc dong giira paroxetin va cac thudc chdng déng mau duong udng co thé xay ra. Sir
dung paroxetin ciing voi cac thudc chong dong mau duong udng 1am ting tac dung chéng dong
mau va nguy co xuat huyét. Do d6, can than trong khi sir dung paroxetin & bénh nhan st dung
thudc chéng déng mau dudng udng.

NSAIDs va acetyl salicylic acid, va cac chit chong két tap tiéu cau

Tuong tac duge dong giira paroxetin va NSAIDs/ acetyl salicylic acid c6 thé xay ra. St dung
chung paroxetin va NSAIDs/ acetyl salicylic acid c6 thé lam ting nguy co chay mau.

Than trong khi sir dung SSRIs cling véi céc chit chéng dong duong udng, cac thudc anh hudng
dén chirc nang tiéu cau hoic 1am ting nguy co chay mau (thudc chdng loan than khong dién hinh
nhu clozapin, phenothiazin, hau hét cac thudc chéng tram cam ba vong, acetyl salicylic acid,
NSAIDs, chét trc ché COX-2) ciing nhu bénh nhan ¢ tién sir bi rdi loan chay méau hoic tinh trang
c6 thé gay chay mau.

Pravastatin
Tuong tac gitra pravastatin va paroxetin da duogc nghién ctru. Viéc sir dung chung pravastatin va
paroxetin ¢ thé lam ting ndng do glucose huyét.

Bénh nhén bi dai thao duong dang sir dung pravastatin va paroxetin cd thé phai diéu chinh liéu
thudc diéu tri dai thao duong va/ hoac insulin.

Cic thudc lién két nhiéu véi protein huyét twong

Cac thudc lién ké:t nhiéu véi protein huyét tuong nhu thudc chdng df)ng mau, digitalis hf)ac
digitoxin, (,11‘1ng dong thoi véri’ paroxetin co thé bi day ra khoi vi tri lién két protein, lam ting nong
d6 cac thuoc tu do trong huyét trong va tang tac dung phu.

Twong ky: Khong ap dung.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Khi bat dau diéu tri, tinh trang bon chdn, lo ling hoac khé nga ¢6 thé bi tang Ién (10 - 20% s6
truong hop diéu tri). Phan tmg budn ndn Iic dau va phu thugc vao liéu ciing c6 thé xay ra toi
10%.

Rat thuong gap, ADR >1/10

Than kinh: Suy giam kha ning tap trung.

Tiéu hoa: Budn non.

Sinh san va tuyén vi: Suy giam chirc nang tinh duc.
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Thuong gap, 1/100 <ADR < 1/10

Toan than: Mét moi, chéng mat, ra mod héi, ngap, suy nhuoc, ting can.

Than kinh: Chéng mit, run, nhire dau, suy giam ham mudn tinh duc.

Tiéu héa: Ia chay, tdo bon, ndn mira, khé miéng.

Mit: M mat.

Da: D6 md hdi.

Tam than: Tinh trang bon chdn, mat nga, kich dong, lo so, nga mo ¢é 4c mong.
Chuyén hda va dinh dudng: Tang nong do cholesterol, giam ngon miéng.

It gap, 1/1 000 < ADR < 1/100

Than kinh: Phan (mg ngoai thap.

Tam than: L 14n, ao giéc.

Da: Phét ban da, ngira, chay mau bat thuong dudi da.

Tim mach: Nhip tim nhanh, réi loan huyét 4p, ha huyét ap khi thay doi tu thé.
Than - Tiét niéu: Bi tiéu tién, tiéu tien khdng tu chi.

Mat: Gian dong tir.

Chuyén hoa va dinh dudng: Khé kiém soét glucose huyét.

Hiém gap, 1/10 000 < ADR < 1/1000

Toan than: Pau co, dau khap.

Tim mach: Nhip tim cham.

Than kinh: Hung cam, lo &u, réi loan van dong, co giat, hoi chung chan khdng nghi, giai thé nhan
cach.

Noi tiét: Tang prolactin huyét, chimg to vi ¢ nam gidi, chimg tiét nhiéu sira.
Chuyén hoa va dinh dudng: Giam natri huyét.

Rat hiém gap, ADR < 1/10 000

Toan than: Phu ngoai vi.

Than kinh: Hoi chimg serotonin (triéu ching co thé bao gém kich dong, 1t 13n, d6 md hdi, ao giac,
tang phan Xa, rung giat co, run ray, nhip tim nhanh va run).

Mat: Glaucoma cap.
Tiéu hoa: Xuat huyét tiéu hoa.
Noi tiét: Hoi chung tiét hormon chéng bai niéu khong pht hop (SIADH).

Gan: Tang enzym gan (viém gan, d6i khi vang da).
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Huyét hoc: Giam tiéu cau.
Mién dich: Phan &ng di tng nang, c6 thé gay tir vong (bao gdm phan &ng phan vé va phi mach).

Da: Hoi chiing Stevens-Johnson, hoai tir thuong bi nhidm doc, hdng ban da dang, néi may day,
phan ung nhay cam anh sang.

Sinh duc: Cuong cung kéo dai.

Chuea ré tan sudt:

Tam than: Y tudng ty tir hodc hanh vi ty tir, kich dong.

Tai: U tai.

Triéu chirng cai thudc khi ngirng paroxetin

Thuong gdp: Chong mat, rdi loan cam giac, rdi loan giac ngy, lo lang, nhic dau.

It gap: Kich dong, budn ndn, run, 10 1an, d6 md héi, cam xtc khdng 6n dinh, rdi loan thi giac, hoi
hop, tiéu chay, kho chiu.

Nging sir dung paroxetin thuong din dén triéu ching cai thudc (dic biét I1a khi ngimg dot ngot).
Di c6 béo céo triéu ching chong mit, réi loan cam giac (bao gébm di cam va cam giac dién giat
va U tai), roi loan giac nga (bao gém mo dai), kich déng hoic lo ling, budn nén, run, 16 1an, d6
md héi, nhirc dau, tiéu chay, hdi hop, cam xuc khong 6n dinh, kho chiu va rdi loan thi giac.

N6i chung céc triéu chiing trén thuong tir nhe dén trung binh va tu khoi, tuy nhién, & mot s6 bénh
nhan, cic triéu ching nay c6 thé ning va/ hoic kéo dai. Vi vay, khi khong can diéu tri voi
paroxetin nira, nén cho bénh nhan ngimg thudc tir tir.

Tac dung khong mong mudn trong thir nghiém lam sang trén tré em

Pi thiy tac dung khdng mong mudn ting cac hanh vi ty sat (bao gdm thir tu sat va y dinh ty sat),
tu 1am hai ban than va ting tinh hung hing. Trong d6 ¥ dinh ty sat va tht tu sat dugc thiy cha
yéu trén thanh thiéu nién bi tram cam. Tang tinh hung hing xuét hién & tré em bi rdi loan &m anh
cudng ché, va dac biét 1a tré em dudi 12 tudi.

Céc tac dung khéng mong mudn quan sat duoc khac: Giam ngon miéng, run, d6 mé hoi, ting
dong, kich dong, rdi loan cam xuc (bao gom khéc va cam xuc thay déi), cac tac dung khdng mong
muon lién quan dén chay mau, chu yeu trén da va mang nhay.

Cac tac dung khdng mong mudn sau khi ngiing paroxetin: R6i loan cam xtc (bao géom khéc, cam
xuc thay doi, tu 1am hai ban than, y dinh ty sat va thir tu sat), cang thang, chéng mit, budn nén
va dau bung.

Thudc cé thé gay ra cac tac dung khéng mong musn khac. Khuyén céo bénh nhdn théng bdo
cho bdc sy nhing tac dung khéng mong mudn gdap phai khi sir dung thuéc.

Hwéng din cach xir tri ADR:

Ngung dung thudc khi bi néi ban da hozc noi may day. Néu can thiét, co thé diéu tri bang cac
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thudc khang histamin hodc/ va glucocorticoid.

C6 thé nhai keo cao su hodc keo khdng duong, hoic chit thay thé nudc bot dé giam khé miéng;
dén bac si kham néu khd miéng kéo dai qua hai tuan.

Tat ca cac ngudi bénh diéu tri bang thudc chdng traim cam do bat ky chi dinh nao ciing phai duoc
giam sat chit ché vé tinh trang ning 1én cua tram cam, y dinh tu tir va cac bat thuong vé hanh vi,
dic biét trong giai doan dau diéu tri va trong giai doan diéu chinh liéu. Bat ky thay dbi hanh vi
nao nhu kich dong, cau git, xuat hién ¥ dinh tu tir phai thdng bao cho béc si diéu tri. Néu dy dinh
ngimg thudc, phai ngimg dan dan nhung cang nhanh néu ¢ thé, tranh ngimg thudc dot ngot.
Ngtmg ding thude va cho diéu tri tridu chirng khi xuat hién hoi ching cuong serotonin. Biéu hién
gom c6: Thay ddi tinh trang tam tri (nhu kich dong, 4o giac, hdn mé), than kinh thuc vat khong
6n dinh (nhu tim dap nhanh, huyét ap dao dong, sot cao), ting truong hyc co, rung giat co...

11. QUA LIEU VA CACH XU TRIi

Dau hiéu va triéu chirng

Céc thong tin qua liéu paroxetin cho thy thudc ¢ khoang an toan rong. Theo kinh nghiém trong
truong hop qué liéu paroxetin, ngoai cac tridu chimg da néu trong phan “TAC DUNG KHONG
MONG MUON?” con c6 b&o céo cac trigu chimg ndn, gian dong ti, sot, thay doi huyét ap, nhic
dau, co that co khong tu chu, kich dong, lo lang va nhip tim nhanh.

NGi chung bénh nhan héi phuc ma khong bi hau qua nghiém trong nao ké ca khi dung paroxetin
lidu don véi liéu Ién t6i 2000 mg. It khi ¢6 béo cao bién cb nhu hén mé hoidc thay doi dién tam
d, va rat hiém truong hop tir vong, néi chung khi ding paroxetin véi cac thuc tam than khac,
cung hoac khéng cung véi rugu.

Diéu tri

Chua c6 thudc giai doc dac hiéu. Chu yéu 1a diéu tri triéu chimg va diéu tri hd tro.

Diéu tri cho bénh nhan theo nhitng phwong phap chung khi diéu tri qua lidu véi cac thuc chong
tram cam. C6 thé cho dung than hoat va sorbitol. Duy tri hd hap, hoat dong tim va than nhiét. Néu
can, dung thudc chdng co giat nhu diazepam. Nén 1am rdng da day bang cach kich thich nén, ria

da day hodc ca hai. Sau khi da loai trir thudc, c6 thé cho udng 20 - 30 g than hoat tinh mdi 4 - 6
gio sau khi an trong 24 gid ddu. Cham soc hd tro bang cach theo dai thuong xuyén dau hiéu song
Vva quan sét can than. Cac bién phap nhu thAm phan mau, loi niéu bat budc hodc thay méau cé 18
khong cé hiéu qua do thé tich phan bd 16n va thubc lién két nhiéu voi protein.

12. PAC TiNH DUQC LUC HQC:
Nhém dwoc ly: Chdng tram cam.
Ma ATC: N06B05

Co ché hoat dong:

Paroxetin @c ché manh va c6 chon loc sy hap thu cua 5 — hydroxytryptamine (5-HT, serotonine)
va né 1a chat an than va c6 tac dung diéu tri trong OCD, rdi loan lo u/ 4m anh xa hoi, rdi loan lo
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4u thong thuong, réi loan tam 1y sau chan thuong va rdi loan hoang so duogc biét lién quan dén tc
ché su hap thu 5 — HT ¢ noron tai ndo.

V& mat hoa hoc, paroxetin khong lién quan dén nhém thube chéng tram cam 3 vong, 4 vong va
céc thudc chéng tram cam khéc.

Paroxetin c6 ai Iyc yéu véi thy thé muscarinic cholinergic va nhitng nghién ctru trén dong vat cho
thay dac tinh khang cholinergic yéu.

Nhitng nghién ciu in vitro ddi vai hoat tinh chon loc cho thay, nguoc véi thude chéng tram cam
3 vong, paroxetin co ai luc yéu voi alpha 1, alpha 2 va beta-andrenoceptors, dopamine (D2), nhu
5 — HT1, 5 — HT2, thu thé histamine (H1). Thiéu twong tac v6i thu thé sau sinap invitro da duoc
chimg minh bang nghién ctru in vivo, chitng minh khéng c6 kha niang ha huyét ap va an than kinh
trung vong.

Duwoc luc hoc
Paroxetin khong 1am suy giam chirc nang tim than ciing nhu ting anh huong an than caa alcohol.

Ciing nhu c&c chat &rc ché hip thu c6 chon loc 5-HT khac, paroxetin ¢ thé gay kich thich qua
murc thy thé 5-HT khi chi dinh trén dong vat truéc khi sir dung chat e ché MOA hoac tryptophan.

Nhitng nghién ciru vé hanh vi va EEG cho thay tai liéu thong thudng, paroxetin ¢ hoat tinh wc
ché yéu, cao hon liéu yéu cau dé wc ché hap thu 5 — HT. Pac tinh hoat dong khdng “nhu -
amphetamine”. Nhitng nghién ctru trén dong vat cho thay rang paroxetin dung nap tét & hé thong
tim mach. DUng paroxetin & ngudi khoe manh khdng thay paroxetin lam thay ddi cac dau hiéu
1am sang nhu huyét &p, nhip tim, ECG.

Nhiing nghién ciru chi ra rang, trai nguoc Véi cac thuc chdng tram cam 1am tc ché héap thy
noreadrenaline, paroxetin giam xu hudng tc ché tac dung giam huyét ap cua guanethidine. Trong
diéu tri rdi loan trAm cam, paroxetin ¢ hiéu qua twong duong vé6i thudc chéng tram cam tham
chiéu.

M6t vai bang chimg cho thay paroxetin cd thé ¢ hiéu qua diéu tri & nhitng bénh nhan khdng dap
g véi phuong phéap diéu tri chuan.

Ubng paroxetin vao budi sang khong anh huong xiu dén chat luong va thoi gian cua giac ng.
Hon nita, & c4c bénh nhan di duogc diéu tri véi paroxetin con cai thién tdt giac ngu.

Liéu dap tng

Nghién cau lidu cé dinh cho thdy dudng cong dap tng lidu biang phing, khdng cho thiy ting tac
dung cta thudc khi ting liéu. Tuy nhién, mot vai dir liéu 1am sang lai cho thay ting liéu c6 thé
lam tang tac dung trén mot s ngudi bénh.

Hi€u qua trong li¢u trinh diéu tri lau dai

Hiéu qua trong liéu trinh diéu tri 1au dai trong tac dung chdng trdim cam cua paroxetin di duoc
chting minh duy tri trong vong 52 tuan trong nghién ciru véi thiét ké chdng tai phat: 12 % bénh
nhé&n nhan paroxetin (20 — 40 mg/ ngay) vdi 28 % bénh nhan st dung gia duoc.
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Hiéu qua trong liéu trinh diéu trj lau dai cua paroxetin khi diéu tri bénh réi loan &m anh cudng
ché da duoc chung minh trong 3 nghién ctru duy tri trong 24 tuan véi thiét ké nghién ctu chéng
tai phat. Mot trong 3 nghién ctu cho thay su khéc biét giira ty 1& & nguoi tai mac bénh khi dung
la paroxetin (38%) va nguoi st dung gia dugc (59%).

Hiéu qua trong liéu trinh diéu tri 1au dai cua paroxetin khi diéu tri bénh réi loan hoang sg duoc
ching minh trong nghién ctu duy tri 24 tuan véi thiét ké nghién cau chong tai phat: 5 % bénh
nhén tai phat khi stir dung paroxetin (10 — 40 mg/ ngay) so v&i 30 % bénh nhén str dung gia duogc.
N6 ciing duoc ching minh trong nghién ctu duy tri véi 36 tuan.

Hiéu qua trong liéu trinh diéu tri lau dai cua paroxetin khi diéu tri bénh rdi loan lo au x4 hoi, rbi
loan lo &u, roi loan tdm ly sau chan thuong chua dugc chirng minh thich hop.

Cic tac dung phu khi nghién ctru trén 1am sang ¢ tré em:

Nghién ctru trong diéu tri ngin han (10 — 12 tuan) & tré em va tré vi thanh nién cho thay cac tac
dung phu xay ra & tré khi diéu tri véi paroxetin it nhat 2 % va vaéi ty 1é gap doi so voi gia duoc:
tang hanh vi lién quan dén tu sat (bao gdm suy nghi va hanh dong tu s&t), hanh dong tu 1am hai
ban than, ting tinh néng nay. Tiép tuc thyc hién nghién cu 1am sang vé suy nghi va hanh dong
tir sat trén tré vi thanh nién bi rdi loan trAm cam chinh. Tang tinh néng ndy xay ra & mot b phan
tré em bi rdi loan &m anh cudng ché va dic biét ¢ tré nho hon 12 tudi. Hon nita, dd c¢6 cac quan
sat khi so sanh giira nhém sir dung paroxetin va nhom ddi tuong sir dung gia dwoc: giam ngon
miéng, run ray, dd6 mé hoi, ting van dong, kich dong, cam xuc khong 6n dinh (bao gom khéc va
tam trang that thuong).

Trong nghién cau sir dung ché do giam dan, cac triéu ching da duoc bao c&o trong qué trinh giam
dan liéu hodc ngimg str dung véi paroxetin véi tan suat it nhat 2 % & bénh nhan va voi ty 18 it
nhat gap doi so v6i gia duoc: tam trang bat on (bao gom khdc va tim trang that thuong, tu 1am
hai ban than, y nghi va hanh dong ty sét), lo ling, hoa mat, budn noén va dau bung (xem phan canh
béo va than trong).

Trong 5 nghién cttu nhdm song song véi khoang thoi gian diéu tri 1a 8 tudn dén 8 thang, céc tac
dung phu lién qua dén chay mau, chu yéu & da va niém mac, duoc thady ¢ nhém bénh nhan su
dung paroxetin véi tuan suit 1a 1,74 % so véi nhom ddi tuong sur dung gia duoc 0,74 %.

Phéan tich hanh vi ty sat & nguwoi treong thanh:

Nghién ctu 1am sang ¢ dbi ching véi gia duoc khi ngudi 16n mac bénh rdi loan tim than sir
dung paroxetin cho thay tan suat ciia hanh vi tyr st cao hon ¢ nhom ddi tuong ngudi I6n tré tudi
(18 — 24 tudi) so voi nhom ddi twong sir dung gia dugce (2,19 % so vai 0,92 %). O nhém dbi tugng
16n tudi hon, khéng cho thay su thay d6i. Ngudi 16n bi rdi loan tram cam chinh (o tat ca do tudi)
cho thdy ting ty 18 hanh vi ty sat & nhom dbi twong duoc diéu tri véi paroxetin so véi nhom doi
tugng st dung gia duoc (0,32 % - 0,05 %), tat ca déu 1a nd luc tu sat. Tuy nhién, hanh vi dé cha
yéu dién ra & nhom ngudi tré tudi (8/11).

13. PAC TiNH DUQC PONG HQC

Hdp thu
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Paroxetin dugc hap thu tét sau khi udng va chiu chuyén hoéa lan dau. Do bi chuyén hoa lan dau
nén luong paroxetin ¢ trong hé tuan hoan it hon so voi luong duoc hap thu tir hé tiéu hda. Mot
phan bio hoa cta anh hudong chuyén hda lan dau va giam do thanh thai huyét twong nhu ting hoat
dong co thé véi lidu cao hon hodc sir dung nhiéu lidu. Diéu nay din dén sy gia ting khdng tuong
xtng ndng do cua paroxetin trong huyét trong va do do cac théng sé dugc dong hoc khéng on
dinh, dan dén duoc dong hoc khdng tuyén tinh. Tuy nhién, su khdng tuyén tinh nay thuong la nho
va gi6i han & nhom ddi trong c6 ndng do huyét trong thap tai liéu thap.

Nong do 6n dinh trén toan co thé dat duoc trong 7 - 14 ngay sau khi bt dau diéu tri v6i thudce
dang phong thich ngay hodc phong thich c6 kiém soat va duoc dong hoc khéng thay doi khi diéu
tri dai ngay.

Phin bé

Paroxetin phan b vao trong cac md va tinh toan dua vao duoc dong hoc cho thay chi ¢ 1 %
paroxetin & trong huyét twong.

Xap xi 95 % paroxetin lién két voi protein ¢ ndng do diéu tri.

Khong thay c6 su lién quan giita ndng d6 cua paroxetin trong huyét trong va hiéu qua 1am sang
(céc t&c phu va hiéu qua).

Chuyén héa sinh hoc

Cac chit chuyén hoa cua paroxetin 1a cac san pham phan cuc va lién hop cua qua trinh oxi hoa
va metyl héa d& dang duoc loai bo. Ching it lién quan dén hoat dong dugc luc, hau hét khdng
g6p phan vao hiéu qua diéu tri cua paroxetin.

Thai trir

Paroxetin dugc thai trir trong nudc tiéu dudi dang khong déi thuong 14 it hon khoang 2 % lidu va

64 % dudi dang bién doi. Khoang 36 % duoc thai trir trong phan, c6 thé qua mat, dudi dang khong
ddi khoang 1 % liéu. Do d6 paroxetin duogc thai trir chu yéu dudi dang chuyén hoa.
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Thoi gian ban thai thong thuong 1a 1 ngay.
Péi twong dic biét
Nguwoi cao tuéi, suy gan than

Nong do trong huyét twong ciia paroxetin ting & nhom ddi tugng 1a nguoi gia, nguoi suy than
ning, suy gan nhung khoang nong do trong huyét twong khong may khac biét so véi nguoi 1on
khoe manh.

14. QUY CACH PONG GOI

PAROKEY-30: Hop 6 vi x 10 vién.

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC
Piéu kién bao quan: Noi kho réo, tranh anh sang, nhiét do khéng quéa 30°C.

Han dung: 36 thang ké tir ngay san xuat.

Tiéu chuan chét lugng: TCCS.

16. TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT

Co s6 san xudt:

4 DAVIPHARM

A member of Adamed Group
CONG TY CO PHAN DUQC PHAM PAT VI PHU
(DAVIPHARM)

L6 M7A, Pudng D17, Khu Cong nghiép My Phudc 1, Phudong Théi Hoa, Thi xa Bén Cét, Tinh
Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688

17. NGAY XEM XET SUA POI, CAP NHAT LAI NQI DUNG HUONG DAN SU DUNG
THUOC:



