16. Tén/bigu tugng ciia nha san xuit/nha nhip khiu /chi sé hiu gidy phép dang ky san pham.

17. Ngay xem xét sita d6i, cap nhat lai ndi dung t& huéng dén si dung thuéc:

PHAN i1 : HUGNG DAN SU' DUNG THUGC CHO CAN BO Y TE
1. Dugc luc hoc:

CONG TY CO PHAN SX - TM DUQC PHAM DONG NAM

DT: (028)37541748 - 37541749, FAX: (028)37541750

Nhém duge ly: Thude chéing trdm cam - thube nhdm thudi de ché chon loc téi hiip thu serotonin

Ma ATC: NOGABOS

Lo 2A, dudng 1A, KCN Tan Tao, P. Tén Tao A, Quan Binh Tan, TP. HCM.

Paroxetin, dan xudt cia phenylpiperidin, la mét thude chéng trdm cam thude nhom thude tic ché chon loc ti hip thu seratonin tai synap truic ciia cac t& bao thén kinh serotoninergic, lam ting ndng 44 serctonin 8én synap sau, ti o cii thién cic trigu
chiing trém cdm & bénh nhén trém cam. Gidng nhu cac thudc chéng trdm cam ciing nhom e ché chon loc tai hip thu seratonin (fluaxetin, sertralin, citalopram, fluvaxamin), paroxetin 6 tic dung I3m ting shanh néng d6 serotonin tai khe synap cla té
baa than kinh serctoninergic nhiung hiéu qua cai thién cic trigu chiing lam sang vé trdm cam trén bénh nhan lai rat cham, thuéing phai tir 3 - 5 tudn, do viy truing hop trdm cim nang khong thé thuyén giam ngay khi diing bang thudc nay.

Khting nuf cac thudc chiing trdm cam 3 ving cl hodc mit vai cac thude chding trém cam khac, vdi liéu diéu tri paroxetin chi c6 tdc dung tic ché chon loc trén kénh thu héi serotonin ma it cd tac dung trén cic thy thé khic nhu khang cholinergic, chen a

1-adrenergic hodc khang histamin hodc khong co tc dong xau dén chiic ning tam Iy - van dong va khong 6 tic dung nhiél_.l déin tn s6 tim, huyét ap, déi thao dutmg. Vi vay, nguy co c6 tae dung phu da khing cholinergic (khé miéng, mémt, bi tidu, tao

bén), chen al-adrenergic (ha huyét ap tu thé dung) hodc khang histamin (budn ngu it gdp khi st dung diéu tri bing paroxetin,

2. Dugk déng hoc:

Paroxetin hap thu cham nhung hoan toan & duong tiéu héa sau khi uéng va dat ndng 86 t6i da sau 5 i Thiic &n khéing dnh huding ding ké dén qua trinh hdp thu clia thudc, Paraxetin phan bé ring khip trong cac mé ca thé, c6 thé qua hing réo méau -
o, stia va lién két cao voi protein huyét tuong, xdp xi 95%. Thé tich phan b rét dao d6ng, tuy chuta xac dinh dugc & ngudi, nhung & ddng vit khodng tir 3 - 28 litrkg. Thudic bi chuyén héa manh budc dau & gan béi enzym CYP2D6 dudi dang oxy-hoa va

methyl-hoa, sau d6 chét chuyén héa nay két hop vl acid glucuronic dé thai trir qua phin (knodng 36%) va nuc tiéu (62%), Mét phan nhé 29 paraxetin khong di thai trif qua nudc tiéu va < 1% duok thai tnfqua phan. Nita di cla paroxetin khodng 21 -
24.giét. Tuy nhién, trén bénh nhan cao tudi, nda déi cia thude ¢ thé tang lén dén 36 gidl Vi paroxetin chuyén hda rit manh & gan, tn thuong gan co thé anh hudng dén thai tri thudc nén ngudi bi suy gan ning cin
thép nhat ban dau va phai than trong khi tang idu & nguei bénh nay. Trén bénh nhan suy than 6 Cl, < 30 mlphiit, néng d6 trung binh paroxetin trong huyét tuang ting khoang 4 in so véi trén nguii khée manh. ngui bénh c6 CL, tir 30 - 60mi/phut,

i khyén céo dimg liéu paroxetin

ndng dj dinh paroxetin huyét tuong va tri s6 AUC cao han gdp khodng 2 1én so vai & nguii khoe manh. Vi vy, cén khuyén cao phai diing paroxetin vei liéu thép nhat ban diu cho nguii bi sury than nang.

3. Chi dinh:
Bénh trdm cam.
Rai loan am dnh cufing bidc.
Réi loan hodng sa.
Am dnh 508 i {r6i loan lo du xa hoi).
Réi loan lo u.
Rai loan sau sang chdn tam Iy.
4.Chéng chi dinh:
Qua man v paraxetin v cac thanh phin cia thude.

Nguii bénh dang ding céc thudc tic ché MAO (dung hai loai thudc nay phai cach nhau #t nhat 2 tudn).

Phai hap cling vai cac thudie pimazid, linezolid v thioridazin.
5. Cach ding va liéu ding:
Cdch ding:

Diing dudng udng. Thic ankhéng dnh hudng dén hap thu, nhung nén uéng cing ﬂ'u:!ln @& gidm thiéu ADR trén dutng tiéu hoa.

Ligu ding :

Biééu trj tréim cam nguidi bn: Liéu bat diu thuding diing 1 20 mg/ngay, udng 1 in vao budi sang. Lidu duy tri dudc thay ddi theo dap ting lim sang clia mdi nguéi, Sau moi tuin diéy tri cd thé ting thém mdi 10mg dén khidat 50 mg/ngay. Thong thuting
sau mot vai tudn mei dat dugc hiéu qua diéu trj ddy dd, do vy khong nén tang qud liéu quy dinh. Ngusi bénh tram cim phai dugc diu tri trong 1 this gian dd, itnhét 6 thing,
Biéu tri chiing 4m anh cubng b & nguiilon: Liéu khéi déu khuyén cao 20 mg/ngay. Néu khang d, co thé tang thém 10 mg cach nhau it nhit 1 tudn cho i liéu khuyén cio 40 ma/ngay. Higu qua cia thudc d3 dugc ching minh trong thi nghiém lam

sang dung liéu 20 - 60 mg/ngay. Vi vay khong nén vugt qua liéu 60 mg/ngay.

Didu tri hoi ching hodng st d nguits Iam: Liéu bit dau khuyén céo 10 mg/ngay, udng 1 1n vao budi sang. Sau it nhit 1 tudn diéu tri co thé tang liéu lén 10 ma/ngdy, cho tdi liéu didu tri duge khuyén cio 40 mg/nady. Higu qué cla thudc da dugc ching

minh trong thi nghiém ldm sang ding 10 - 60 mg/ngay. Phai diéu tri trong 1 théi gian Al 3& bénh khing tai phat, Thisi gian nay 6 thé kéo dai vai thang, co khi con lau hon,

Am anh s xa hoi: Khéi d3u khuyén cao 20 ma/ngay, sau 66 ting mbi tudin 1én 10 mg, dén 60 ma/ngay.
Biéu tri i loan lo &u & ngut In: Lidu khuyén cdo ding ngay 20 ma/ngay, ubing 1 1an vap budi sang, sau dé tiing mbi tudin 1én 10 mg, dén 50 ma/ngay. This gian didu tr it nht phai 8 tudn didu tri.

Chiing r6i loan sau sang chén tam Iy & ngue Ion: Ligu khuyén cao 20 mg/ngdy, sau d6 néu khdng cd ddu higu cdi thién, méi tudn tang thém 10 mg, dén 40 mg/ngay, nhung liéu 40 mg/ngay khang chéc Igi ich hon liéu 20mg/ngay.
Nguii cao tudi: Liéu ban ddu 10 mg/nady, udng 1 in vao budi sang. Néu khéng dd, 6 thé ting liéu 181 da 40 ma/ngay.

Suy gan hode suy then ndng: Liéu ban diu 10 mg/ngay, udng 1 lin vao budi sang. Néu khdng dé, cb thé tang liéu toi da 40 mg/ngay.

Tink an todn va hidu qua cla thude vol tré em (< 18 tudi) chua duge xac dinh,
6. Thin trong khi ding thuéc:

Trinh diing thubc déng thisi vei cac chat tic ché monoamin axydase (MAD) vi cd thé gy fa hdi ching cuéing serotanin. Chi nén bit déu ding cic thudic e ché MAD khi paroxetin i3 due thai tris hoan toan (it nhat 2 tudn).
Cén than trong gidm ligu cho nguiti bénh cd bénh vé tim mach, gan hodc gidm chic ndng gan,

Parowetin oo thé gy ra gian ddng t nén cdn than trong sdf dung cho bénh nhan ting nhdn 4p gdc dong. .
Thude cb thé gay budn ngd, gidm kha nang suy xét, phan dodn, suy nghi hodc khd nang vn ddng, nén phai thin trong khi I xe, van hanh may hodc nhing cdng viée cin tinh tae. P
Thudc cd thé giy chéng mét hodc nhic déu, nén khdng dung day 85t ngdt khi dang & tuthé ndm hodc ngdi.

Paroxetin can than trong khi stf dung cho tré em hodc thiéu nién duidi 18 tudi vi thudc cd lién quan d&n hanh vi tu sét (tim cach hode cd y tudng ty sat).

Thudc cd thé gy ha natri
161 ting liéu dany

it & nquii cao tudi va ngudi bénh dang diing thudc oi tiéu. Cac triéu chiing ha natri mdu gm dau dau, mdt tip trung, suy gidm tri nhd, I Hn, ding khang vimag. Wi vy cin thiét Hibétﬂ)sﬂ'd‘.;ngdﬁéu thip ohit
u hiéu ha natri mau thi nén ngimg diéu tri va hai y kién bac si. *

Phai than trong khi ding thubc cho ngudi c6 tién sif co giat, phii nging thudc néu xust hién co gist.

Thén trong khi st dung paroxetin cho phu nif cé thal va cha con b,
Trong thudc cd chiia td dutoc:

Lactose monohydrat: Bénh nhin méc cac i loan di truyén hiém gap vé dung nap galactose, chiing thiéu hut lactose Lapphodc rdi loan hap thu glutose - galactose khding nén st dung thude nay.
Natrilauryl sulfat: Diing than trong vai ngutit oo 1an da nhay cam vi cd thé gdy ra cac phan ting tai chd nhu cham chich hoac cam gide a6t

Téc 86ng ciia thudc khi 14i xe va van hanh méy moc:

Paroxetin cd thé gly bubn ngd, chong mét hodc nhiic ddu, gidm kha ndng suy xét, phdn dodn, suynghi hodc kha ndng van 86ng, nén cin than trong khi sir dyung cho nguii i xe va vian hanh may méc.

Sirdung chio phu i c6 thai wa cho con b :

Théwkymang thai: Cac nghién ciu da chiing minh khi st dung paroxetin vdi liéu trén 25 mag/ngay cho phu ni <o thai trong 3 thang du thaiky cé khi nang tang nguy co di tit bim sinh cla thai nhi, dac biét trén hé tim mach. Sif dung thuc vao this diém

3 thang cudi thai ki, tré so sinh cd thi xudt hién céc triéu ching nhu suy ho hap, tai tim, nguing thé, co gidt, ha dudng huyét, lién tuc khoc, rdi loan gidc ngd, tang ap luc phdi. Vi vay, paroxetin khing nén ding cho phu nir ¢ thai, chi duo chi dinh khi

khéing can thude khic thay thé va cin cin nhic loi ich/nguy co cla thude.

Théi ke cho con bii; Paroxetin ¢6 khd ning phin bé vao sifa me, do véy c6 thé dnh hudng dén tré bime. Khéng nén ding paroxetin cho phu nif dang cho con b hodc khuyén bénh nhn khéng nén cho con bi khi dang diing thude.

7. Tuong tac thude:

Chéing chi diinh ding d6ng thii paroxetin véi cac chit Uc ché monaamin oxidase nhu modobemid va selegilin (néu diing thi phai cach nhau it nhdt 2 tudn), vi c6 thé gay 14 lin, kich ddng, ADR & dutng tiéu hda, sét cao, o gidt nang hodc con ting Mayét
&, Paroxetin i ch& manh cac enzym gan cytochrom P4502D6. Bigu tri déng théi vai cac thude chuyén hoa nha enzym nay va ¢d chi s6 diéu tri hep (thi du flecainid, encainid, vinblastin, carbamazepin vi thudc chéing trdm cim 3 vong) thi phai bit diu

hoac diéu chinh cac thusc ndy & pham vi liéu thip. Biéu nay ciing dp dung néu paroxetin da duoc dung trong vong 5 tudn trudc do.
51 cdung paroxetin véi cac thudc kich thich gidi phéng serotonin 6 thé gay ra héi chiing cuiing seratonin nhu kich ddng, do gidc, htn mé, ting than nhiét, budn ndn, non, la chay.

Chéing chi dinh phdi hop paraxetin v linezolid, mét chit khang sinh nhung cd tac dung phu tc ché khing chon loc monoamin oxidase, géy ra hdi chiing cudng

serotonin,

Néng d6 cac thudic chdng tram cim 3 vong, maprotilin hosc trazodon trong huyét tuang ot thé tang lén gdp d6i khi dlng déng théi véi paraxetin. Mot s6 thay thudc khuyen nén giam khoing 50% héu cac thudc ndy khi diing déng thei vai panoxetin.
Diing paraxetin ddng this wi lithi o thé hoac lam ting hodc giam néng db lithi trong miu, va da o trutmg hop ngd doc lithi xdy ra. Do d6, cin theo ddi ndng dé lithi trong méu. )

Cée thubc lién két nhiéu véi protein huyét tuong nhis thude chiing dong mau, digitalis hodc digitoxn, ding ddng thai vai paraxetin cd thé bi &y ra khoi vi tri lién két protein,

Chéing chi dinh phdi hgp cling v thioridazin, vi c6 thé lam tng déc tinh clia thioridazin trén tim nhu kéo dai khodng GT, xodn dinh, ngling tim.
Chéing chi dlinh diing &éng thas paroxetin vl pimozid, vi cd thé lam ting 2,5 1 ndng 46 pimozid, tng déc tinh trén tim clia pimozid.

8. Téc dung khéng mong mudn:

1im téing néing @6 cic thud ty do trong huyét tuong vA tang tée dung ph.

Khi bt ddu diéu tri, tinh trang bdn chdn, lo ling hodc kho ngd co thé bj tang 1én (10 - 20% 56 truang hop diéu tr). Phan tng budn ndn lic diu va phu thudc vao liéu ciing ¢b thé xdy ra téi 10%.

Théng gdp, ADR > 1/100
Toan than: Mét mai, chang mat, ra mé hai, ngap, suy nhuige, tang can.

TKTW: Chdng mat, rum, nhiic déu, gidm tap trung, suy gidm chic néng tinh duc.
Tiéu héa: Bubn nén, a chiy, tho bon, chin an, kho miéng.

Mat: Mo mat.

Dia: DG méd hoi.

Tam thin: Tinh trang bén chén, mét nu, kich 86ng. lo 50, ngil Mo 66 & mong.
Chuyén héa; Tang ndng d6 cholesterol

frgdip, 1/1 000 < ADR < 1/100

TKTW: Phén (ing ngoai thap

Tam thin: L n, 3o gidc

Da: Phit ban da, ngia, chay mau bt thuéng dudi da.

Tudn hoan: Nhip tim nhanh, réi loan huyét ap, ha huyét ap khi thay 861 tu thé.
Tiét nius: Bi i tidn, tiéu tién khdng ty chil

M4t Gin dding 1,

Hiém gap, ADR < 1/1 000

Todn than: Phi ngoai vi, dau co, dau khap.

Tudn hoan: Gidm tidu ciu, nhip tim chém,

TKTW: Huing cam, lo au, ri loan van ddng, co gidt, hdi chiing chan khéng yén, hi ching seratonin.,

Tiéu hoa: Xudt huyét tiéu héa,
Noi tiét: Tang prolactin huyt, ching to i & nam gidi, chiing tiét nhiéu sda.

Da: Dé'ksén,ﬂ'lét_banda.‘ hai chiing Stevens-Johnson va hoai ti thuigng bi nhim doc.

Ngiing diing thudc khi bi ndi ban da hodc ndi may day. Néu can thiét, co thé didu tri bing cic khang histamin hodc/va i

€0 thé nhai keo cao su hodc keo

diéu chinh liéu, Bat ky thay déi hanh vi ndo nhu kich dng, cau gat, xudt hién y dinh tu sit

ghugocorticoid.
khiing duting, hodc chét thay thé nudic bot dé gidm khi miéng; dén bac si kham néu khé miéng kéo dai qué hai tusn.
Tét ¢ céc nguidi bénh diéu tri bing thudc chéng trdm cam do bt ky chi dinh nao ciing phai

gidm sdt chit ché vé tinh trang ndng kén ca trim cdm,  dinh tu st va cac bit thudng vé hanh vi, dac biét trong giai doan ddu diéu tri va trong giai doan

3 thong bao cho bac si diéu tri. Néu du dinh ngiing thudc, phii ngling dén ddn nhung cang nhanh néu c6 thé, trénh ngiing thudc ot

5t ngot.
Ngting diing thudc va cho diiéu tri triéu chiing khi xust hién héi ching serotonin. Biéu hién gm cé: Thay ddi tinh trang tam tri (nhuf kich déng, 3o gidc, hon mé), than kinh thusc vat khang én dinh (nhy tim d3p nhanh, huyét 4p dao déng, sét cao), ting

tnuiong I co, rung giat co.
9. Qué liéu va cach xirtri:

Khi udng qu liéw, triéu chiing cd thé xidy ra la budn ndn, ndn, chéng mét, ra mé héi. Ciing thiy triéu chingrkich Ang, hung cim nhe v cac i hiéy kich thich TKTW.
Dy tri: Chi yéu La diéu tri triéu ehiing v hd tro. Ca thé cho diing than hoat va sorbitol. Duy tA hé hip, hoat dng tim vé than nhiét, Néu cin, diing thikde chéing co gist nhu diazepam. Céc bign phap thim phan méu, loi niéu bt bude hode thay mau cd 18

khéing cé hiéu qué do thé tich phan bé lon va thudc lién két nhidu véi protein.
10. Céc diu hiéu cin luu y va khuyén cio:
Khong disng qud liéu khuyén céo.
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EVERIM
Thuée bdn theo don
Dé xa tdm tay cda tré em
Boc ky huéng dan sir dung truéc khi ding
Théng bdo ngay cho bdc si hodc duge sinhimg tdc dung khdng mong muén gap phai khi st dung thudc

PHAN I: HUGNG DAN SU' DUNG THUGC CHO NGU O BENH
1.Thanh phén, ham lugng clia thude:
Mg vién nén bao phim chiia:
Paroxetin hydroclorid hemibydrat
Tuang duong Paroxetin 10mg ;
Td duge: Lactose monohydrat, Avicel (Microcrystaliine cellulose) 102, Primellose, Talc, Magnesi stearal, Aerosil (Colloidal silicon dioxide) 200, Natri lauryl sulfat, Povidon (PVF) K30, Hydroxypropyl methylcellulose (HPMC) 615,
Polyethylen glycol (PEG) 6,000, Titan dioxyd.
2. Mé ta san pham: Vién nén dai bao phim mau trdng, mét mét trom, mat mét ¢6 chi DNP.
3.Quy cach dong goi:
Vi 10 vién, hop 3 vi, hiip 6 viva hop 10vi
Chai 30 vién, Chai 60 vién va Chai 100 vién
4. Thude diing cho bénh gi?
Bénh trdm cam.
Réi loan am anh cudng buc.
Réi loan hadng sg,
Am anh 50 xa hdi (rdi loan lo du xa hoi).
Réi loan lo au,
Réi loan sau sang chan tam ly.
R6i loan cdm xic trudc hanh kinh
5.Nén diing thutic nay nh th ndo va liéu luong?
Cdchding: - - .
Ding duoing uéng, Thiic 3n khéng anh hudng dén hp thu, nhung nén udng ciing thiic an dé gidm thiéu ADR trén dudng tiéu héa.
Diéu?n?émc&mmﬂ&ldn:ljéub&td&u thuiing diing I3 20 mg/ngay, udng 1 in vao budi sang. Liéu duy tri dugc thay d6i theo dap Uing 1am sang cla méi nguei. Sau mdi tun diéu tri ¢4 thé tang thém méi 10 mg dén khi dat 50 mg/ngay. Thong
thubing sau mét vai tusn méi dat dugc higu qua diéu tri ddy di, do viy khong nén ting qua liéu quy dinh. Nguai bénh tram cam phai ducc diéu tri trong 1 théi gian dU, it nhét 6 thing. #
Biéu trf chiing 4m anh cuing b & ngui Ion; Liéu khéi ddu khuyén co 20 mg/ngay. Néu khong dd, cé thé tang thém 10 mg cich nhau it nhat 1 tudn cho t6i liéu khuyén cao 40 mg/ngay. Higu qué cla thudc da duoc
chting minh trong thif nghiém 1am sang dung liéu 20 - 60 mg/ngay. Vi vay khong nén vuct qua liéu 60 mg/ngay. 1 )
Didutri héi chiing hoang sg & nguii In: Lidu bat diu khuyén cio 10 mg/ngay, udng 1 1n vao budi sdng. Sau it nhit 1 tudn diéu trj co thé tang liéu lén 10 ma/ngay, cho tailidu didu tr duoc khuyén cao 40 mg/ngay. Hiéu qua clia thubic da duo
chiing minh trong thi nghiém |im sang diing 10 - 60 mg/ngay. Phai diéu tri trong 1 théi gian dd € bénh khong tai phat. Thai gian nay 6 thé kéo dai vai thang, ¢6 khi con lau han,
Am dnh sg %@ hoi: Khéi ddu khuyén cio 20 mg/ngay, sau d6 ting méi tudn Ién 10 mg, dén 60 ma/ngay.
Diéu tri i loan lo 8 & nguit I6m: Liéu khuyén cao diing ngay 20 mg/ngay, udng 1 kan vao budi sing, sau dd tang mdi tudn Ién 10 mg, dén 50 mg/ngay. Thasi gian diéu tri it nhat phai 8 tudn diéu tri )
Chiing rdi loan sau sang chdn tam Iy & nguoi Ion: Liéu khuyén céo 20 mg/ngay, sau 46 néu khong oo dau higu cai thién, mi tudn tang thém 10 mg, dén 40 mg/ngay, nhung liéu 40 mg/ngay khong chac lgi ich hon liéu 20mg/ ngay.
Nguiti cao tudi: Liéu ban ddu 10 mg/ngay, ubng 118n vao budi sing. Néu khdng 84, ¢6 thé ting liéu t5i da 40 ma/ngay.
Suygan hodic suy than ndng: Liéu ban dau 10 mg/ngay, uéng 1 1n vio budi sing. Néu khang dd, cd thé ting liéu ti da 40 ma/ngay.
Tinh an toan va higu qué cla thudc vl tré em (< 18 tudi) chua dugc xdc dinh,
6. Khindo khang nén diing thudc nay?
Quid médn vdi paroxetin va cic thanh phan cla thudc
Nguidsi bénh dang diing cac thudc U ché MAOD (diing hai loai thudc nay phai cach nhau it nhat 2 tudn).
Phéi hap cling véi wmmmmmadvmimmzm.
7.Tac dung khéng mong i
Khi bét dau diéu tri, tinh trang bén chdn, lo lng hoac khé gl ca thé bi tang lén (10 - 20% 56 trutng hop diéu tril. Phan ting budn nén lic diu va phu thudc vao liéu cing cd thé xdy ra tai 10%.
Thuting gdp, ADR > 1/100
Toan thin: Mét mdi, chéng mat, ra mé héi, ngap, suy nhuigt, tng can,
TKTW:C mat, run, nhic dau, gidm tap trung, suy gidm chiic nang tinh duc.
Tiéu hoa: ndn, ia chéy, tdo bon, chdn dn, khd miéng,
Mét: M mat
Da: D6 mé héi.
Tam thin: Tinh trang bén chdn, mat ngd, kich dong, lo s, ngd mo ¢ 4 mang.
Chuyén héa: Ting néng dé cholesterol.
ftgdp, 1/1000 < ADR < 1/100
TKTW: Phén iing ngoai thap
Tam thén: Li lan, do gidc
Da: Phit ban da, ngia, chéy méu bt thuéing dui da.
Tudn hoan: Nhip tim nhanh, i loan hiyét 45, ha huyét ap khi thay 46 tuthé. — o
Tiét niéu: Bitiéu tién, tiu tin khong tu chi.
Mat: Gian déng ti
Hiém gdip, ADR < 1/1 000
Toan than: Phi ngoai vi, dau co, dau khap.
Tudn hoan: Gidm tiéu ciu, nhip tim cham.
TKTW: Hung cam, lo &u, réi loan van ddng, co giat, héi ching chan khdng yén, hdi ching seratonin,
Tiéu ha: Xudt huyét tiéu hoa.
INGi tiét: Tang prolactin huyét, ching to vi & nam gidi, chiing tiét nhiéu siia,
Da: Dat sén, phét ban da, hii chiing Stevens-Johnson va hoai tir thugng bi nhiém déc,
Gan: Viém gan, vang da Umét.
Chuyén hoa: Gidm natri huyét.
Théng bdo cho bec si nhing tac dung khong mong mudin gap phdi khi st dung thudc.
8. Nén trénh diing nhiing thusc hoac thuc pham gi khi dang st dung thuéc nay?
Chéng chi dinh diing déng thail paroxatin véi cac chit de ché monoamin oxidase nhu moclobemid va selegilin (néu dung thi phdi cach nhau it nhat2 tudn), vi co thé gay i lan, kich dong, ADR & dudng tiéu hoa, sét cao, co gist ndng hodc con ting
huyét dp. Paroxetin tic ché manh cic enzym gan cytochrom P4502D6. Biéu tri dng thési vdi cac thude chuyén héa nhi enzym nay va b chi s6 diéutri hep ithi du flecainid, encainid, vinblastin, carbamazepin va thudc chding trdm cdm 3 vaing) thi
phii bt ddu hodc didu chinh cic thudc nay & pham vi liéu thip. Diéu nay cling ap dung néu paroxetin d3 duoc ding trong vong 5 tudn trudc do.
Sif dung paraxetin véi cac thudc kich thich gidi phdng serotonin cd thé gay ra hai ching cudng serotonin nhu kich dong, do gidc, hdn mé, tang than nhiét, budn ndn, néin, ia chdy.
Chiéing chi dinh phéi hop paroxetin vdi linezolid, mét chit khdng sinh nhiung c6 tac dung phu tie ché khdng chon loc monoamin oxidase, gay ra hdi chimg cuting serotonin,
Néng dé cac thude chdng tram cim 3 véng, maprotilin hoac trazodon trong huyét tuang c6 thé tang lén gip d6i khi ding ddng thai vai paroxetin. Mat 8 thiy thudc khuyén nén gidm khodng 50% liéu cae thudc nay khi diing déng
thai vai paroxetin,
Diing paraxetin déng thei véi lithi c6 thé hodc 1am ting hodc gidm ndng dé lithi trong mau, va da co truang hop ngd doc lithi xdy ra. Do d6, cin theo dai ndng dé lithi trong mau.
Cac thudc lién két nhiéu vai protein huyét tuong nhu thuée chéng dong méu, digitalis hodc digitoxin, ding déng thisi vai paroxetin c6 thé bi ddy ra khai vi tri lién két protein, lam ting néng 89 cac thudic ty do trong huyét tuong va

tang tac dung phu.

clﬁgmrqmmﬂh@mm\awwmh&mm dise tinh cua thioridazin trén tim nbu kéo dai khodng QT, xodn dinh, ngimg tim.

Chéng chi dinh diing déng thai paroxetin vdi pimozid, vi 6 thé lam ting 2,5 1an ndng 6 pimoazid, ting doc tinh trén tim clia pimozid.

9.Cénlam gi khi mot lén quén khéng ding thudc?

Néu ban quén khéing diing thudc thi hdy b qua liéu bi quén va ding liéu ké tiép, Khibng nén gap dai liéu dung,

10. Cén bdo quén thudc nay nhu thé nao?

Mkmﬁammmamm o

11. Nhiing déu hiéu va triéu ching khi diing thusc qua liéu:

Khi uéng qua liéu, triéu chung <6 thé xdy ra la budn nan, non, chong mét, ramé héi. Cling thay triéu chiing kich dng, hung cm nhe va cac ddu higu kich thich TKTW.

12.C4n phai lam gi khi diing thudc qua liu cho?

Néu ban udng qud liéu khuyén cio, ban cin lién hé véi bac si, ducc si hodc phong cp cliu bénh vién gdn nhat ngay lp tuic, dem theo cac vién thudc con lai va hop néu co thé.

13. Nhiing diéu cin than trong khi diing thudc nay:

Tranh diing thudc théi v cac chat tic ché monoamin oxydase (MAO) i cd thé gay ra héi chiing cuting serotonin, Chi nén bat ddu diing cic thudc tic ché MAQ khi paroxetin da dugc thai tri hoan toan (it nhat 2 tusn).
Cén than trong gidm liéu cho nguii bénh cb bénh vé tim mach, gan hodc gidm chiic ning gan.

Pamﬁncéthéggayragt&nddngn?néndnummggjdungdmbenhrmanﬁngnrﬁnapgécdﬁng.

Thugc co thé gay budn ngu, gidm kha nang suy xeét, phan doan, suy nghi hodc kha nang van déng, nén phai than trang khi 13 xe, van hanh méy hodc nhiing céng vic can tinh téo.

Thude cé thé gy chéng mat hoac nhikc dau, nén khong diing dy dot ngot khi dang & tu thé ndm hoac ngdi.

Paraxetin cin than trong khi st dung cho tré em hodic thid nién duoi 18 tudi vi thudc 6 lién quan dén hanh vi ty sét (tim cach hodc coy tudng tusat).
Thu&céﬂlég&yhanﬂnﬂuﬁcbiﬁénguﬁmhﬁvéngwibénhdarlgdl‘.ngﬂ'n.lﬁclqﬁﬁ&t{é«:h‘iéuchdnghi_lnau'im&.lgéndauﬁ.l.m&tt#pmng.suygﬁmh‘irhﬁ.lﬁléndchgMw“mdnﬂ\i&khibﬁﬁuﬂmﬁiﬁﬂﬂp
nhét rdi tang liéu dén, néu c6 ddu hiu ha natri mau thi nén ngiing diéu trj va hoi y kién bic si.

Phai than trong khi ding thuic cho ngu c6 tién sif co giat, phai ngiing thudc néu xudt hién co giat.

Thén trong khi sif dung paroxetin cho phuy nii c6 thai va cho con bu.

Trong thutc cd chia td dupe:

Lactose monohydrat: Bénh nhin mic cc rdi loan di truyén hiém gip vé dung nap galactose, chiing thiéu hut lactose Lapp hodc rdi loan hip thu glucose - galactose khéng nén sif dung thudc nay.

Natri lauryl sulfat: Ding than trong vdi nguii c6 1an da nhay cam vi cd thé gay ra cic phén ting tai chd nhu chém chich hodc cam gidc dét.

Téc déng ciia thudc khi i xe va van hanh mdy méc:

Paroxetin c6 thé gdy budn ngl, chéng mét hoac nhuic ddu, gidm khd nang suy xét, phan dodn, suy nghi hoac khd nang van dang, nén cdn thin trong khi st dung cha nguidi 14 xe va vén hanh may méc,

Sit dung cho phu nil c6 thai va cho con bii:

Thii ky mang thai: Cac nghién ciu da chiing minh khi sif dung paroxetin vai liéu trén 25 mg/ngay cho phu nif 6 thai trong 3 thang diu thai ky o khé ning ting nguy co di tat bdm sinh cla thai nhi, dac biét trén hé tim mach. SU dung thuéc vao
thé diém 3 thang cudi thai ki, ré o sinh c6 thé xuét hién cac triéu ching nhur suy hé hip, tai tim, ngung thé, co gist, ha dumg huyet, lién tuc khdc, réi loan gidc ngu, ting p luc phéi, Vi vy, paroxetin khéng nén diing cho phu nifa ¢6 thai, chi duge
chl dinh khi khong con thusc khac thay thé va cén can nhéc lgi ich/nguy cor ciia thuc.

Thési ky cho con bu: Paraxetin cé khi nang phan bd vao siia me, do vdy c6 thé dnh huging dén tré bi me. Khing nén diing paraxetin cho phu nif dang cho con ba,

14. Khi nao cin tham van béc si, dugc si?

Trong truéing hop qud liéu hode gdp tic dung khing mong mudn,

Khi dang diing thudc khac hodc mot loai thuc phim.

15. Han diing ciia thudc: 36 thang ké tii ngdy sin xuit.,

https://trungtamthuoc.com/



