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“Tai liéu théng tin cho can bo y té

HIEU QUA & TiNH AN TOAN

Hiéu qua trong diéu tri tram cam®
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- CGIS: Thang diém cdm nhan téng thé lam sang dLgian (tuan)
- Depression Statys Inventory: Thang ddnh gid trdm cdm
- Rating Depression Scale: Bang diém ddnh gid lam sang muc dé trdm cam
- HAM D: Hamilton Depression Scale: Thang diém danh gid Trdm cdm Hamilton
- Fischer Somatic and Undesired Effects Check List: Bang tdm sodt cdc tdc dung khéng mong muén & triéu chiing cd thé Fischer

Tac dung phu trong diéu tri tram cam®
Sertraline (n=115)
® Amitriptyline (n=123)
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- Theo két qud ctia Bdng tdm sodt cdc tac dung khéng mong muén & triéu chiing co thé Fischer & tudn thi 6, tdn sudt tdc ddng phu cua cdc triéu chiing
lién quan nhém bénh nhdn ding Amitriptyline cao hon. Chiliét ké cdc triéu chiing it nhdt >4% trong mdi nhom diéu tri. - \

< Nghién ciiu mu déi, da trung tam so sénh Sertraline & Amitriptyline trén cac bénh nhan trdm cam diéu tri ngoai tai. Trén
240 bénh nhan tham gia nghién ctu, 100 bénh nhan dung Sertralin liéu khai dau 1a 50mg/ngay ( 11dn/ngay) & 105 bénh
nhan dung Amitriptyline 75mg/ngay (25mg/lan dung 3 lan/ngay). Néu dap ung kém, liéu cé thé gia tang dén
Amitriptyline 100mg sau 2 tuan hoac Sertraline 100mg va Amitriptyline 100mg sau 4 tuan. Hiéu qua va dé an toan cda ca
hai thuéc dugc danh gia lic bt ddu nghién clu, va & cac tuan thir 1, 2,4 & 6 bing cac thang diém: HAM-D, CGIS,
FSUL...Sertraline & amitriptylline c6 hiéu qua tuong tu trén trdm cam, Sertraline it tac dung phu hon & an toan hon.
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54.3%

% bénh nhan khong xay ra tinh trang tai dién*
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- Bdnh gid hiéu qua du phong trong phong ngita tdi phdt con trdm cdm trén 480 bénh nhén trém cam ndng (diém HRSD it nhdt 17, dép ding tiéu chudn
DSM Ili). Sertraline dung liéu trung binh ti 69-82mg/ngay trong 8 tudn, sau dé chuyén sang giai doan nghién citu ding ma déi so sanh véi gid dudctrong
44 tudn. Két qud sau 52 tudn diéu tri, nhém bénh nhan dugc diéu tri béng Sertraline c6 ti Ié khéng xdy ra tinh trang tdi dién & 879% so vdi 54% nhom chiing.
-Badnh gid bang thang diém mic d6 trdm trong vé cdm nhan téng thé Ildm sang (CGI-S).

LIEU DUNG

-Tram cam di kém cac triéu 50mg/ngay
ching lo au
- Roi loan am anh cuéng buic 50 - 200mg/ngay
- Réi loan hoang so 25mg/ngay (tuan1) (thé}y déiﬁéu nén dugc ti‘é“n
- Réi loan cang thang sau hanh véi khoang C?Ch It
chan thuong nhat 1 tuan, c6 thé tang
- Réi loan lo au dén muc téi da
Tréem 200mg/ngay
-6-12 tudi 25mg/ngay
-13-17 tudi 50mg/ngay (tuan 1)
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* Khéng ddp ting lieu 50mg, c6 thé tang liéu véi khodng cdch it nhét 1 tudn
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THONG TIN KE TOA TOM TAT
THANH PHAN: ZoloﬁdnmSOmgsanahxDA;\GBAOCHEmewenwxbaophnndumdlmglmgcmmDmmmdnmgbenhnmnmbaogomm
cam dikem boi cdc nigu chimg lo dw, & cdc bénh nhén ¢ hay khong co tien str chimg umg cam. Saukhu cd nmmgdaplmamtmcuepqxdlwmmmhnmmzlmmeuqmm
vide ngin ngtia st khoi phit Iai ciia bénh trim cam hodic sur i phat cac mmdoantrammkoﬂoammghrcqrongbmamanh(OCD)o 11on & tre em. Roi loan hoang s, co
hay khong ¢6 chnmg sg'dim déng Tiep tuc diew ] sertralin ki d 0 dp \mg phit hop 8 ¢6 hiéu qua ngin ntra khot phét téi pheit cic 101 loan hoang so-. Rdi loan cing thing sau chan
dnrom(Fl'SD) leoanmnanh'(ahm(rolloauloauxalm) LIEUDUNG: 1 lan hang ngay, vaobmnsanglmclxmthomeduchmgamghaykhongmmrmlimmDm:
trj b i, Tram cam varoi loan xumg hac cueng bic 4m anh: liéu S0mg/ ngay. R6iloan hoang so, rdi loan cing théng sau chan thirong va chnimg am anh X3 hot: ieu 25 me/ngay. Sau
mét tuan. nén chroc ting Jén dén 50 mg 1 1n héng ngay, Chucn lieu: Tmmmmrollommmhrcaronthrcalnmﬂlmlloanlnallzsmamlloancénedk’ulamdmﬂlm khong
daptmzxmheuSOmzcothetamheudxeumdennnrctoxda’OOmgneay Surthay doi lieu nén duoc tien hanh véi khoang cach it nhat [ 1 tuan. Dieu 117 dhay 7: nén droe grir & e
do thap nhat ma ¢ hieu qua. sau do dieu chinh fury theo mife dg ddp tmg diu tr Sudlmbaueemrmloan'amehrccuon_txrcamanhtuom lodml?mnduocba{daumhal
SOmgngiy va tudi tir6 dén 12 nén khot diu voi ien 25mg/ngay. ting lén S0mgigy sau 1 fuan didu . Trong txong hop thiéu dép g o6 thé ting dén 200mg/ngiy. O newdi éao tudi -
o6 thésir dung cac khoang liéu frong e & cac bénh nhvn e Bénh nbén suy gan: heumaphonhoéctzmldloan.mhMQChmlmdumapd\m,omcbexmnhmmygaanm
MsuymmMmgwnphmdmdunhmeonnmdowymmCHO\GCInﬂmﬂ Tién i qué man cam voi sertralin. Str dung dong thoi sertralin céc benh nhan dang dieu i vii
céc thuoe e che men monoamin oxidase (MAOLS). va cc thuce pimonid. THAN TRONG: Nauyco Hoi chimg serotonin SS)bayhoxdmgmlomﬂmlqnhdodmgﬂmocm
than (NMS) Ianglenldnsu(imgSﬁﬂahndmzﬂﬂmcﬂnmclmmmgsavto;mr\m cdc thude Iom gican thei e sevotonin, cac thudc an than va cc tude doi khang dopamin. Cic riéu
chimg ciia hoji chime serotonin o6 thé bao gom cAc thay ddi trang théi tinh than (vi lo du, do gidc, hon me), nmtmdmhheﬂmnbnhmcmn(w@hmdapnhanhlmyetapkham
ondinh, sotcao). bat hurong hoat dong than kinh co wdu tﬁngplmxa.lmtldlalm.kethop ) v hodc cc riéu cimg tiéu hoa (i dy: budn non. non. ia chay) Céc tromg hop cd phan
tmg nghiém frong i khi dén deén nir vong ¢4 diroc béo co ¢ cc bénh nhén sir dung sertralin phdi hop Vi dhuioc tre ché men monoamin axidase (MAOT). Do d6 sertralin khong droc
suduna phmhopumzvmoacmuocmchenmmomammomdase(l\mOI)hoactronz»ong 14ngay saukhi ngimg diéu r vt cac thudc nay. Turong tr, phai dimeg diéu tr i sertralin
tmﬂnml4neaymnxldnbatdaud1eumxmcacmwcucchemenmammm!ﬂdase(’\1AOI) Cac thuoc tdc dong trén he serotonergic Khdc - Dmxgdmzmmsaualmxmmcdmoc
ndy néaduoe tien hanh can thin do o6 ngury corturong tée ve duoe lue hoe. Chunen doi gitta cdc thiioc tee che chon loc s thu hoi serotonin (SSRIs), cncrlmocchongﬂmn cam hodc cdc
thidc chong dm dnh: nmdleodmwammcdmmgzaﬂmmlaldndllxymdmdécbmlanrmcﬂmoccotac(hmekeodamlm fluoxetin. Con dong kinh: nén trinh sir dyng sertalin
cho cdc bénh nln bi bénh dong kinh khong 6n dinh, doi véi céc bénh nhan dong kinh da duoe kiem sodt nén dugc theo ddi can thin. Ty flr: nén can gidm sét chéit ché cic benh nhin
trong giai doan khot dau dieu trl. Chay nmu/mmhmetbarrlnmg da 0o nhitmg bao cdo ve chay nmlbatthuonenmdanhuvetbamnmulmybmmlatlmyetCanﬂmnmaldndlm
dong thot voi nhimg thude anhlnmgdeuclnn:mnguamunhucacdmocandmklmgdlenhmhmphemmlmlmhetcacﬂmoc chong tram cam 3 vong, aspirin va cic thuce
khving viém khong steroid (NSAIDs) cling nlur & nhitg benh nhén ¢ tien sir di loan chay méu. Gicm nairi meau: C6 the xuat hién giam natri méu. Bénh nhan cao tudi & benh nhén
diimg thudc Ioi tiéw hogc tude 1am giam the tich dich o6 nguy o' gidm natri méu cao hon. Céc dau hiéu va tiéu chimg clia giam natri méu bao gom dau déa, kém tp ung, giam trinho,
Fn 0. yeu 6t va mét on dinh 0 the din 61 suy sup. Cacdmhleuvamaldnmgmhmna/lnécmpmﬂlhmamaogm ngit, co gidt, hon mé, ngimg ho hap, va ir vong. Gay
Xtrong: DUy co' gy Xuong ting. Sy gmn: mdlmahaxﬂmphmhoécmkhomhwdmmmchmomcbemmmmyganSm thein: khong phai dieu chinh iew. Tieu dieong/Mat
kha ning kiem sodt dirong huyet: ﬂmodmklemsoatdmgmyaobemmmﬂmdummadlwdmhhmmuhnmhm mcdnmlm.lammamdlm_lmyﬂduvc sirdimg dong
thoi néu can thiét. Ceic thir nghiém trong phong thi nghigm: béo céo durong tinh gia véi céc benzodiazepin rong céc thir nghiém sang loc danh gié mien dich mude tiew. Glavicoma goc
dong: 06 the anh hong lén kich thdc ddng i Fim gifin dong iz Nén duge sit dung thin trong trén benh nhén bi elauoomagocdmmhayooummglmmmaﬂ JONG TAC VOI
CAC THUOC KHAC: Pimozid: chéng chi dinh ket hop pimorid vi sertralin. Caic thuce the ché than kinh trng romg v neon - Dimg ddng thiiserralin 200mgngiy khong im ting
tic dmg clia rou, carbamacepin, haloperidol hogc phenytoin trén kha nAing nhén thite va hoat dong tim thén & cac d6i rong tinh nguyen khoé manh, tuy nhién khong kiuyén céo ding
dong thoi sertralin va ruou. Lishivm: nén ¢d céc bién phép theo ddi thich hop khi st dung dong thoi vi sertralin. Phenytoin: nén theo ddi nong d0 ctia phenytom rong huyet firomg khi
klmdaudmummsaualmadmchmhlmmaphenyomdnphxh@ Sumatrpian: mnheo@bmhnlmﬂnchlmpmumlammgbathmcplmdmmphmhopsemahnva
sumatiptan. Cdc thuc 6 gcn kétvéi protein huyet neomg: 06 ngury co'tiém an ctia st fong téc giita sertralin va cc thudc gin ket vl protem huyet nrong Khvic. Farfrin: gia ting thi
gm}mdnnmbnmm(hmcﬂmdo:mnﬂmklnbétdaulmyketdnrdxmmmsanamﬂm:gmctlmocl.ﬁac Sir ding dong tho sertralin 200 mg/ngay véi diazepam hay tolbutamid
gy bién ddi mot chit nhumg 09y nghia théing ké vé v thong 6 durge déng hoc. Cimetidin gy giam dang ké d6 thanh théi clia sertralin. Biu t1 soc dién (ECT): chura od nhimg nehién
i kim sang thiet 1p nhimg nguy co hay lon ich clia viee ket hop soc dién va serralin. Cc thuoc dirge chuyen hod boi cytochrom P 430 (CYF) 2D6: dlm.dmhmhalseiuahu 50n1g !
hang ngay lam ting o mic toi thieu nong do cia desipramin (chat dinh dau hoat tinh isozyme CYP 2D6) ¢ trang thai hng dinh trong huyét fong (nmg binh tir 23% - 37%). Phu nir
¢6 thai va cho con bi: Chuacomcnalnenamdayduvacokﬂndnmomcphunmmgdm”fuynmmchmenﬂrdmzclnplmmrooﬂm&clncmbuldnnhmzkmdldmm -y
mé nd mang lai én hon nhing i ro c6 the ¢, Céc phy ni 06 nguy oo cd thai pen str dyng mdt phurong phép tranh thai day i ki sir dung sertralin. Anh huong trén kha nang Li xe
v van hanh miy méc: KlmooanhhlmzumldmuanghoatdmgmmﬂmTuynlnmcodxelamwyg:amkhaﬁmlamwecwmmelm cobap can thiet cho nhimg cong viee
conmlvmnanmcaonlnrlm xe hay vin hinhméy. TAC DUNG KHONG MONG MUON: Dit ligu nghién cteu lim sang Hg tiéu hoa: Dingoaiphan Iong, kho miéng. kho tiéu
vi budn nén. Cluyén hod v dinh dhréng: Chén &n. He than kmh Choéng mét, lomo, nmray. Tam than: Mat ngi. He sinh scn va vi: Tinh duc bat thurong (thuong B chém xut tnh

nam). Da vei mé dhedi da: Tang 0 md hoi. Di iéu sau kihi thude dege diea ra thi iromg: Mau v hé bach huyet: Giam bach cu, giam tiéu cau. Tim mach: Déh tong ngi, tim dip
nhanh. Thinh hec va tai trong: Utal. Nai fiet- TAng prolactin buyét, suy tuyén giép va héi chimg r6i loan béitiét ADH. Meir: Gian dong tir va bat thuomg thi . Tréw héa: Daubung, tho
bon, viém fuy vé non . Toan than: Suy nhuoc, dau ngye, phi ngoal vi, mét moi, sot va kho chiu. Hé gan mat: Céc bénh gan néng (bao g0m viem gan. vang da va suy gan) vating
khéng o6 triéu chimg transaminase huyét fuong (SGOT va SGPT). Hé mién dich: Phén (g i tme, ditmg va phén img qud mén. Chuyén hod v dinh dirong: Tang cam gic thém an
ha natri mdu, tieu duong, ting duong fyet va ha duong huyet. Co'xrong va mo fien ket: Dau Khop va co nit co. Hé than kinh: Hmnnmgat,oothalmachnmunao(baogomhm
chm machnmumtlmann@nchvahmdlmgCall-Flenmlg)daudauglmnmmmac.daumradﬁumbmwmdong(lnogomcacmlchlmngomﬂmpnlmhadnmgdm

on. 101 loan truong e, ting vin dong, ting truong hire o, nghién ring hay déng di bat thutng). co corkhéng chui dong. di cam va giam cam giac. Tam than: Kich dong, boi roi

blm,mcmeummmwnsmgldmaogac giam tinh dyc & ni, giam tinh dyc & nam. 4c mng vé loan tm than. Than va hé tietnieu: D dm, b tiéw. He sinh san v i Tang
tiet sita, chimg viito dén Gng. kinh nguyét khong deu. cvong dau dwong vat. Hé ho hap, ngirc va tning that: Co thit phe quén vangap. Da va mo duwoi da: Rung tc., phimach. phinmdt,
pht quanh 0 mét, phan img da nhay calm(naﬂmng.ngmbaumhuyet;imbm(baogancanlﬁmmmhopmﬂoandanoum nghiém trong nhr hoi chiimg Stevens-Johnson
v hoai ir biéu bi) va may day. Mach mau: Chay mau bt thémg (b chay méu cam, chdy méu dirimg tiéu hoa hodc dai mau), nong bimg mét va cao huyet ap. Ton thuong, nhiem doc
va cac bien chimg phirc tgp: Gay)arong.Cmmeuchmgkimr khi ngimg die t voi sertralm di droe bdo cdo bao gom kich dong, lok’mg.dnngmdaudmtmumvadlm
HAN DUNG: Dang vién nét: § nim ke trngiy sin xuat. BAO QUAN: Dudi 30°C. PONG GOIL: Viénnén sertralin hydroclonid dhroe ddng g6i rong Vi PVC m. Tiéu chuan chat
hwong thudc thinh pham: Nk sin xuit NHA SAN XUAT: Viénnén bao phim: Pfizer Australia Py, Ltd., 3842 WharfRoad West Ryde, NSW 2114, Australia. * Trademark: Dd

dangKi thurong higu
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