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Topiramate 25 mg

Cac phan wng phu ghi nhan dwoc trong th&r nghiém
Iam sang mu déi dung phoi ho'p thuéc diéu tri dong
kinh: Cac tac dung phu khac xay ra voi ty 1€ trén 1% &
nguoi Ion diéu tri bang topiramate véi liéu 200 téi 400
mg/ngay trong cac thir nghiém l&m sang co6 kiém soat
placebo nhung xuat hién vai tan xuét I6n hon hodc bang
nhom dung placebo: Pau dau, chanthuong lo !ang ban,
dau, dong kinh tdng nang, ho, s6t, tiéu chay, non, yéu co,
mét ngu, r6i loan nhan cach. dau bung kinh, nhiém trung
hé hap trén va dau mat.
Cac tac dung phu khac trong cac thir nghiém diéu tri
déng kinh: Hé than kinh thuc vat: it gap: Gian mach. Toan
than: Thudng gap: Ngét. it gap To bung. Hiém: Khong
dung nap rugu. Hé tim mach: It gap: ha huyét ap, ha huyét
ap tw the, dau that nguc. Than kinh trung wong va ngoai vi:
it gap: Bénh than kinh, kho phO| hop dong tac, réi loan van
déng, kho phat am, &m diém. xa mi mat, réi loan truvong
lwc co, giam thi tru’(yng mat, bénh nao, thay déi vé dién
.nao do Thuong gap chirng bénh vé than kinh van dong
~trén, hoi chirng ve tiéu ndo, liét Iudi. Hé tiéu hoa: it gap:
Tri, viém da day, viem miéng, viém thuc quan. Hiém: Phu
lucyl Nhip tim: It gap: block nhi that. Gan - mat:it gap: tang
SGPT, SGOT. Chuyén hoa va dinh dudng: it gap: mat
nuoc, giam kali, tang phosphatase kiém, ha calci, tang
lipid mau, tang duwong huyét, khé mat, tiéu duwong. Hiém:
tang chlor mau, tang natri mau, giam natri mau, giam
cholesterol, giam phosphate méu, tang creatinine. Hé co
xwong: Thuong gap: dau khop. Itgap thoai hoa khop. U
tan sinh; Itgap Tang tiéu cau. Hiém: tang hong cau. Tiéu
cau, xuathuyet va huyet khéi: it gap: chay mau loi, nghén
mach phdi. Tam than: Thudng gap: bat Iuc, 4o giac, tam
than, tw tte. it gap: phén pho, phan ung hoang twéng don
nhan, do twéng, hoang tuéng, mé sang, mo bt thwong.
Hiém: Tang ham muon tinh duc, thao cuong Réi loan lién
quantmhong cau: Thudng gap: thiéu mau. Hiém: suy tuy,
giam té bao mau. Hé sinh s&n nam: it gap Réi loan cwong,
ra stra. Da va cac phan phu: it gap may day, tang nhay
cam véi anh sang, béat thuong ve toc. Hiém: ram da. Cac
giac quan khac: |t gap: mat v19|ac khiru giac. Hé tiét niéu:
tgap w nuoctleu phan c6 mau, dau than, albumin niéu,
aéu nhiéu, glamtlet nuwéc tiéu. Mach: it gap: dé mat, huyet
khéi tinh mach, viém tinh mach. Hiém: co mach. Thi giac:
Thudong gap: Viém két mac. it gap: Réi loan diéu tlet mat,
so'anh sang mat Ié. Hiém: Gian dong ter, viem méng méat.
Bach cau va hé ludi ngi mé: it gap u hach bach huyet
tang té bao wa eosin, gidm bach cau, giam bach cau hat.
Hiém: Tang lympho bao
Dau ntra dau: Trong 4 nghién ctru phong dau nira dau
tién hanh & nhiéu trung tam nghlen clru, ngau nhién, mui
doi, co kiém soat placebo va tién hanh song song, hau hét
cac phan trng phu gap phai khi dung toplramate déu tir
nhe toi trung binh. Cac tac dung phu nay chu yéu xay ra
trong giai doan chuan liéu.
Cac tac dung phu gap phai trong cac thir nghlem diéu tri
dau nlra dau véi ty 16 >2% va xuat hién & nhom dung
topiramate nhiéu hon nhém dung placbo: Toan than: Mét,
Chén thwong, Suy nhuorc, Sét, Triéu chirng tuong tw cum,
, Di trng. Than kinh trung wong va ngoai vi: Di cam, Choéng
mat RAi loan xutc giac, Van dé ve ngon ngtr, Co that co
ngoai y, Mat diéu hoa, Réi loan vé phat am/nhie ng van dé
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vé phat am. Tiéu hoa: Bubn non, Tiéu chay, Dau bung Kho tiéu, Kho
miéng, Non, Viém da day - ruét. Thinh giac va tien dinh: U tai.
& Chuyén hoa va dinh dudng: Giam can, Khat. Hé co xuong: Bau
khop. U tan sinh: U tan sinh. TAm than: Chan an, Buon ngu, Khé
nhé, Kho tap trung/chu y, Méat ngu, Lo Iang Nhu‘ng van dé vé tam
tinh, TrAm cam, Kich thich than kinh, LAn, Cham than kinh van
dong, Giam ham muén tinh duc, TrAm cam tang nang, Kich dong,
Nhirng van dé vé nhan thirc. Hé sinh san nt: Rdi loan kinh nguyét.
Hé sinh san nam: Xuét tinh sém.Co' ché tw vé: Nhiém virus, Viém tai
gitra. H& ho hap: Nhiém trung h6 hép trén, Viém xoang, Viém hau
hong, Ho, Viém phé quan, Kho thd, Viém mii. Da va phan phu:
Ngtra. Giac quan khac: Réi loan vi giac, Méat vi giac. Tiét niéu: Nhiém
trung duong niéu, Séi than. Thi giac: Réi loan thi giac, Nhin mo,
Viém két mac.
25% trong s6 1135 bénh nhan tham gia th nghlem lam sang co
kiém soat phai ngung diéu tri do tac dung phu clia topiramate so
vOi 10% trong s0 445 bénh nhan dung placebo. Cac tac dung phu
nay bao gom Di cam, mét, budn nén, kho tap trung/cht y, mat
ngu, biéng &nva chong mat.
Cac bénh nhan diéu tri bang topiramate bi glam can phu thuéc vao
lidu dung Tac dung phu nay khong gap ¢ nhom dung placebo.
Mtrc giam trung binh la 2%, 3% va 4% twong tng véi lidéu ding
clia toplramate la 50, 100, va 200 mg.
Mot sO tac dung phu lién quan téi than kinh trung wong thu thude
liéu dung bao gém: di cdm, mét, budn nén, chan an, chong mat,
kho nha, tiéu chay, giam can, kho tap trung/chd y va budn nga.
Cac tac dung phu khac ghi nhan duorc trong cac thtr nghiém diéu tri
dau nira dau: Ngoai cac tac dung phu da liét ké & trén, cac tac dung
phu sau ghi nhan duoc voi ty |é trén 1%:Toan than: Dau, dau ngure,
phan trng di tng. Than kinh trung wo' ng va ngoai vi: Dau dau, choéng
mét, run, réi loan cam giac, dau nlra dau ting nang. Tiéu hoa: Tao
bon, trao nguoc da day - thuc quan. Hé co xuong: Pau co. Tiéu cau,
xuat huyet va huyét khéi: Chdy mau cam. Hé sinh san nir: Xuét huyet
gitra cac chu ky kinh nguyét. Co ché tw vé: Nhiém tring, nhiém
Candida sinh duc. Hé hé hap: Viém ph0| hen. Da va phan phu: Ban
dd, rung téc. Thi giac: Réiloan diéu tiét mat, dau mat.
QUALIEU:
Céac dau hiéu va triéu chirng qué lieu PHARMAPIRbao gém: Co
giat, chdng mat, ndi kho, nhin ma, nhin déi, thay d0|trangtha|tam
Iy, hon mé, béat thuong ve phéi hop, sting so, ha huyét ap, dau
bung, kich déng, hoa mét va tram cam. Két qua lam sang thi
khong tram _trong nhung cling c6 mot s6 truong hop tir vong do
qualieu nhiéu thubc trong d6 co PHARMAPIR.
Mot s6 treong hop qualiéu dan t&i nhiém toan chuyén hoa nang.
M6t bénh nhan da uong topiramate téi lidu tir 96 t¢i 110 g dwoc
dwa vao vién trong tinh trang hén mé kéo dai 20 t&i 24 gio nhung
sau 3-4 ngay thi tro' lai binh thwong.
Néu trong trwong hop bénh nhan moi dung qua liéu
PHARMAPIR, nén lam rong da day ngay bang cach rtra hoac gay
nén hoac dung than hoat. Can diéu tri hd tro' thich hop Tham
phan mau la cach hiru hiéu dé loai topiramate ra khai co' thé.
TRINHBAY: Chai HDPE, 100 vién/chai
BAO QUAN: Nhiétdo150C-250C.
HAN DUNG: 24 thang ké tir ngay san xuét
TIEU CHUAN AP DUNG: TCCS
Lwuy: -Déxatdmtayclatréem

-Docky huong dan str dung trrdic khi dung

- Néu can théng tin xin hoi y kién ctia Bac St
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