https://trungtamthuoc.com/  ps3)s7) o

BOy TE
CUC QuAN LY I}b()L
-—_‘_-__‘____‘_‘—'——.

Lan ddu.d.?/(!j/ffz

Tén san phdm: HUETHER-50

?V'

- R T
HUETHER-50

Topiramate 50 mg

Topiramate 50 mg

. o

HUETHER-50

DAVIPHARM

CAREFULLY READ THE PACKAGE INSERT
BEFORE USE

- WHO
STORAGE: in dry place,
protected from light, below 30°C
COMPOSITION: E-:hmnnuu-du-m SPECIFICATION:
Topiramate ........ 50 mg In-house standard
qs e . tabled
 KERP OUT OF REACH OF CHILOREN . .

INDICATIONS | DOSAGE & ADMINISTRATION /

CONTRAINDICATIONS / PRECAUTIONS & it D

OTHER INFORMATION: Lot MTA, D17 81 My Phuce 1 ing. Park. Thel Hoa
Raler to the package insert lor use instructions Ward, Ben Cat Town, Binh Dutng Frovince, Vistnam:

-

Rxmudcunm!om U!Wﬂlnnﬁnmmlm 2 ‘\\
HUETHER-50 —

Topiramat 50 mg

F- "
“‘--.,,\ i m
30
2
S0l
3 |
DAVIPHARM 20 |/
B e
BOC K¥ HUONG DAN SU DUNG TRUGC KHI DUNG TiEU cHUKN CHET LUGNG:
Tibu chufin nhd sdn xult
THANH PHAN: wmmmmm uum . I
Topiramal . i .. 50 mg Mgy 81
T duoc via db B oS
w-muummmm:mw - \
ST o v e e et
Xin doc 1 hudng din s dung
pralangb PHAE BAT VI PHU J
| Mosdmms s R STy

P/ BNG GIAM BOC
e Xllﬁn Phljung



https://trungtamthuoc.com/

Tén san pham: Vi HUETHER-50 (Nhém - Nhém)

@ N
Hum:ﬂma:nmm:m:ﬂumm &
Topiramat 50 mg ' Topiramat 50 mg | Topiramat 50 mg ] Topiramat 50 mg | Topiramat 50 mg %‘
o= | B | Eascid | b ] | I
F DAV PHARM €O, LTD & DAV PHARM CO., LTD & DAVI PFHARM CO.. LTD & DAV PHARM CO., LTD F DAV PHARM GO, LTD
| I

! — |

Topiramat 50 mg Topiramat 50 mg Topiramat 50 mg Topiramat 50 mg Topiramat 50 mg
- ' e ' ' .
O DAV PHARM CO., LTD [ o DAV PHARM CO., LTD | O AV PHARM CO., LTD I & DAVE PHARM CO., LTD I A DAV PHARM CO._, LTD p—

e 1 | | [ J/

- | — |

HUETHER-50 HUETHER-50 HUETHER-50 HUETHER-50 HUETHER-50 ©
s — V

Ti I& in béng 100% kich thuéc thuc té

Nzuyén Xudn Phirong



Doc kp hudng dan sir dung mm'c khi ding.
Néu can thém thang tin xin héi y kién :h:fy thubc.
Chi diing thubc nay theo sw ké don ciia thiy thudc.

HUETHER
H PHAN
Mm vién nén bao phim HUETHER-25 chira:
TODAYRIIEE oo scnininsivmsisnmssussssssrissmmssmistin 25 mg

M3i vién nén bao phim HUETHER-50 chua:
TODIBIBE. cusiniussisssisimsseisisiosiainne 50 mg

Té dugc: Cellactose 80, copovidon, natri starch glycolat, silicon dioxyd, magnesi stearat, HPMC
E6, titan dioxyd, talc, PEG 4000, polysorbat 80, dau thau déu... viea du 1 vién.

Pic tinh dwge ll,rc hqc:

Topiramat, mot dAn xuét sulfamat ctia monosaccharid D-fructose, 1a mdt chét chdng co giat.

Thubc ciing dugce str dung dé du phong dau nira diu va diéu tri nghién rugu. Mic du co ché tac
dong chinh xé4c cua thudc chua dugc biét rd, céc dir liu tir nghién ctru sinh hoa va dién sinh ly
da chi ra 4 dac tinh c6 thé gép phan vao hiéu qua dv phong dong kinh va dau nira ddu cua
topiramat. O ndng d§ dugc 1y thich hop, topiramat chen kénh natri phu thudc dién thé; ting
cudng hoat dong ctia y-aminobutyric acid (GABA) & mét s6 phan nhém cia thy thé GABA-A;
ddi khang thy thé glutamat phan nhém AMPA/kinat; va {rc ché emzym carbonic anhydrase (dic
biét la isoenzym CA-II va CA-IV).

DPic tinh dwge djng hoc:

Hap thu:

Topiramat dugc hép thu nhanh véi ndng do dinh trong huyét tuong dat dugc 2 gio sau khi udng
mét liéu 400 mg. Sinh kha dung twong d01 cua vién nén la 80% so véi dang dung dich. Néng d6
trong huyét tuong ciia topiramat ting tuycn tinh va phu thudc heu trong khoang liéu 200 - 800
mg/ ngay. Thirc &n khong anh hudng dén sinh kha dung cua thube.

Phén bo:

Topiramat di qua nhau thai va phan bd vao sita me. Khoang 15 - 41% topiramat gan voi protem
huyét trong, véi ty 1é protein gin két giam xudng khi ndng d6 mau tiang Ién.

Thai trie: . o '
Thoi gian ban thai trung binh ctia topiramat 1a 21 gi¢r sau khi uéng mét liéu hodc nhicu liéu thude.
Khoang 70% lidu sir dung dugc thai trir chii yéu qua nude tiéu dudi dang khong thay doi.
Topiramat khong dugc chuyén héa manh: 6 chit chuyén héa da dugce xac dinh, va khong c6 chit
nao chiém hon 5% liéu dung.

O bénh nhan bj suy than trung binh (thanh thai creatinin 30 - 69 ml/ phﬁt) hodc suy thin nang
(thanh thai creatinin < 30 ml/phut), thanh thai cua topiramat tuorng ing giam 42 hogc 54%. Tuy
nhién topiramat ciing dwoc hép thu lai ddng ké & ong than, nén do thanh thai creatinin c6 thé
khong du doan dung do thanh thai topiramat. O ngudi gia bi suy than, d6 thanh thai cua thude
ciing giam. O bénh nhan thdm phan mau, 45 thanh thai ciia topiramat nhanh hon 4 - 6 14n so voi
ngudi khoe manh.

Suy gan: Mic du co ché chua dugc hiéu 18, su thanh thai cia topiramat giam & nhimg bénh nhan
bi suy gan.

Tré em: Sy thay dbi do thanh thai topiramat ciing di dugc quan sat thdy & tré em.

CHI PINH:
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- Pon tri liéu cho bénh nhan tir 2 tudi tré 1én ¢6 nhitng con dong kinh khoi phét cuc by hodc
c6 nhitng con dong kinh ¢6 co cing - co giat toan than.

- Pidutrihd trg & ngudi 16n va tré em tir 2 - 16 tudi ¢6 nhimg con dong kinh khai phat cuc b
hodc ¢6 nhitng con dong kinh c6 co clmg - co giat toan than, va bénh nhén tir 2 tudi trd 1én-
bi con dong kinh c6 kém hdi chirng Lennox Gestaut.

- Dy phong dau nira dau.

CHONG CHI PINH: ‘ ,
M3n cam véi bét et thanh phan nao cua thude.

LIEU DUNG - CACH DUNG:

Liéu dung toplramat phai dugc diéu chinh c4n than tdy theo dap (ng va dung nap cua timg bénh
nhén. Nén khoi ddu liéu thip va chuan liéu dé dat dugc mirc lidu c6 hiéu qua.

C6 thé udng topiramat ma khéng cin quan tim dén bita an.

Diéu tri dong kinh:
Don tri :

Ngucu 16n: Liéu dung khuyén cdo 1a 400 mg/ ngay, chia lam 2 14n (séng - t6i). Qua trinh tri liéu
nén theo lich chuén liéu sau:

Tuén 1: 25 mg x 2 lan/ ngay

Tuan2: 50 mg x 2 lan/ ngay

Tuan 3: 75 mg x 2 lan/ ngay

Tuén 4: 100 mg x 2 lan/ ngay

Tudn5: 150 mg x 2 lan/ ngay

Tuan 6: 200 mg x 2 lan/ ngay

Tré em 2 - 10 tudi: Liéu dung chia 1am 2 lan (séng - t6i).

Cén nang Tong liu hing ngay | Tong liéu hang ngay
ey tdi thiéu (mg/ ngay) t6i da (mg/ ngay)

Dudi 11 kg 150 250

12 -22 kg 200 300

23 -31 kg 200 350

32-38kg 250 350

Trén 38 kg 250 400

Diéu ri hé tro: O nguoi l6m tir 17 tucf)i trds 1én, liéu dung khuyén céo la 200 - 400 mg/ ngay, chia
lam 2 lan uong. Nén khoi dau lieu thap (25 - 50 mg/ ngay), sau d6 tang déan 25 - 50 mg mdi tuan
dén liéu t6i wu, nhung khong vurgt qua 400 mg/ ngay.

Du phong dau nira dau: ‘ ,
Liéu dung khuyén cdo la 100 mg/ ngay, chia lam 2 lan (sang - t6i). Qua trinh tri liéu nén theo
lich chuan liéu sau:

Liéu budi sang Liéu buodi toi
Tuan 1 - 25 mg
Tuén 2 25 mg 25 mg
Tuan 3 25 mg 50 mg
Tuén 4 50 mg 50 mg

Liéu dung ¢ bénh nhan suy thén hodc suy gan:
Nén giam liéu & bénh nhan suy than. Giam 50% lidu & bénh nhan c¢6 d0 thanh thai creatinin dudi:
70 ml/ phat. O bénh than thim phan mau, dj thanh thai toplramal nhanh hon 4 - 6 lan so véi
ngudi binh thudng. Nén xem xét bd sung topiramat sau khi tham phan méu.
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D¢ thanh thai topiramat gidam & bénh nhéan suy gan, tuy nhién khong cén thiét didu chinh liéu.

LUU Y PAC BIET VA THAN TRONG KHI SU DUNG:

Téng clo huyét, non-anion gap, nhiém toan chuyén héa (gidam nong d6 bicarbonat huyét
thanh xubng dudi gi6i han binh thuong ma khong c6 nhiém kiém ho6 hip man tinh), da dugc
bdo cdo khi sir dung topiramat. Sy mat can bing dién giai nay thudng xay ra sém & bénh
nhan sir dung topiramat, mgc du mot s6 trudong hop co thé xuét hién bat ctr lic nao. Nhiém
toan chuycn hoéa da dugc quan sét ¢ bénh nhén dung liéu thép 50 mg/ ngay. Nguyén nhén 1a
do mét bicarbonat & than do tac dung trc ché cua topiramat trén carbonic anhydrase. Sy giam
bicarbonat trong huyét thanh thudng nhe dén trung binh (giam trung binh 4 mEq/L khi ding
liéu 400 mg/ ngay ¢ ngudi l6n va khoang 6 mg/ kg/ ngay ¢ tré em); hiém khi, giam nong do -
bicarbonat huyét twrong xudng dudi 10 mEq/L. Mét so biéu hién ctia nhiém toan chuyén héa
cap tinh hodc man tinh ¢6 thé bao gdm tang thong khi phdi, céc tri¢u chimg khong dic hi¢u
nhu mét méi va chan &n, hogc di chimg nghiém trong hon bao gdm ca rdi loan nhip tim hodc
lo mo. Do nhiém toan chuyen héa man tinh khong dugce didu tri c¢6 kha nang gy di chimg
nghlem trong (nhu ting nguy co soi than hodc dong calci & than, sy phat trién cua chimg’
nhuyén xuong va/ hogc lodng xuong voi tdng nguy co gdy xuong), nén nong do bicarbonat
trong huyét thanh phai dugc theo dai khi bat dau va dinh ky trong subt qué trinh diéu trj
topiramat. Néu tinh trang nhiém toan chuyén hoa xuat hién va kéo dai, nén xem xét giam
liéu hodc ngung topiramat (giam liéu tir tir). Néu van quyét dinh ding topiramat thi nén diéu
tri tinh trang nay.

Mot hoi chimg bao gdm c4n thj clp c6 lién quan véi Glocom géc déng thir phat duge béo
bao ¢ vai bénh nhan uong toplramat Tri¢u chlmg bao gdém giam thi luc dot ngdt va/hodc dau
mit. Céc triéu chimg vé mit bao gdm: cén thi, tién phong nong, xung huyét mit (d6 mét) va
tang ap luc ndi nhan. C6 thé c6 hoﬁc khéng gidn dong tur. Nén luu y bénh nhan théng bao

ngay cho bac sy cac tri¢u ching vé mit nhu nhin md, réi loan thi giac, dau mit trong qua .

trinh dleu tri. Dleu tri bao gdm ngung topiramat cang nhanh cang tot v6i sy phé chuin cua
béc si diéu trj va tién hanh céc bién phép thich hop.

Oligohidrosis (giam tiét md hoi va tang than nhiét), hiém khi din dén nhap vién, da duoc
bao cdo. Phan 16n cic truong hop la & bénh nhan tré em, mdt so truong hop da dugce béo cdo

sau khi tiép xic vdi nhiét d moi truomg cao hodc van dong manh. Bénh nhén, djc bit 1a tre.
em, di¢u tri bang topira;nat can dugc theo ddi chit ché sy giam tiét md hoi va tang than nhiét,

dac biét 1a trong thoi tiet nong Nén chu ¥ bu dii nuéce trude va trong sudt qua trinh vén dong
hogc khi thoi tiét néng. Cén than trong khi topiramat dung chung véi céc thude c6 thé gay
réi loan than nhiét (nhu céc thudc wc ché carbonic anhydrase va cac thudc cé hoat tinh
khéng cholinergic).

6] ngudi ¢6 hodc khong cé tién st co giat, dong kinh, cac thuéc chéng co giat, ké ca
topiramat, nén ngimg dan din @ giam kha ning xuét hi¢n co gidt hodc ting tan suat con co
giat. Trong truong hop phai ngimg thudc nhanh, khuyén céo nén c6 céc bién phép theo doi
thich hop.

Bénh nhan dong kinh dang dung céc thudc chéng co gidt, bao gdbm topiramat, c¢6 thé c6

nhitng con dong kinh ngoai dy doan. Do d6, cac b¢nh nhin dang duing topiramat aé dlcu trj -

dong kinh nén chu y than trong khi lam nhung viéc ma c6 thé gay nguy hiém khi mat kiém
soat (lai xe, van hanh may maéc, boi 191, leo nii cao ...).

Dua trén nhi‘mg dir li¢u hién tai, bénh nhan dang dung thuoc chéng co giat cho bt cir chi
dinh nao phai dugc theo ddi vé& trdm cam, c6 y nghi tu tir, bét thuong trong tim trang hoﬁc
hanh vi. Céc tri¢u ching nhu lo au, kich dong, thai do thu dich, con hung cam, hung cam’
nhe ¢6 thé 1a d4u hiéu béo trude cho viée tur tir.

b c6 bao céo ting amoni mau va bcnh ndo gan ¢ bénh nhan ding topiramat (c6 hodc khong
kem acid valproic) . Bénh nhan c6 bit thuong bam sinh vé chuyén héa hoic giam hoat dong
ti thé gan c6 thé c6 nguy co cao hon. Néu bénh nhén bi ngu lim khong rd nguyén nhén, nén
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6i, hodc thay déi tdm tinh, nén xem xét nguy co bénh ndo gan va do ndng dd amoni trong
mau.

- Dd ¢6 béo cdo hinh thanh séi than & khoang 1,5% bénh nhan ngudi 16n dung topiramat trong
cac thir nghiém lam sang. N6i chung ti 1€ hinh thanh séi & dan 6 '6ng cao hon phu nit. Chua rd
co ché chinh xic hinh thanh soi, c6 thé do téc dung trc ché cua topiramat trén carbonic
anhydrase. Bénh nhén nén uéng nhiéu nuéc dé lam giam nguy co nay.

- bo an toan va hi€u qua cta topiramat & tré em dudi 2 tudi chua duoc thiét lap.

Dé xa tim tay tré em.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU:

Topiramat c6 thé gay hal cho thai nhi khi stir dung cho phy nir mang thai. Chi nén dung topiramat
cho phy nir mang thai néu nhu loi ich trj lidu vuot cao hon nguy co xay ra doc tinh. ‘
Dit liéu cho thiy topiramat phan b vao sira me o ndng d6 khoang 10 - 20% ndng do trong huyét
tuong ngudi me. Do chua rd anh huong cua thude 1én tré bu me, than trong khi dung thude cho
phu nir cho con bu.

TAC DUNG KHONG MONG MUON (ADR):

Vi topiramat thudng dugc dung véi céce thuéc chéng dong kinh khéc, kho c6 thé xac nhan ring
thudc nao gy nén tac dl_mg khong mong mudn.

Diéu tri hé trg - O nguoi lén :

Thuong gép: buon ngti, chéng mit, lo 4u, mét diéu hoa, chimng bleng an, mét moi, réi loan ngon
ngir va céac van dé lién quan dén ngén ngit, chim tim than vén dong, thi gidc bat thuong, khéd _
nhé, nhdm 14n, di cam , nhin d6i, chan ﬁn' rung glat nhin cau, budn ndn, giam cén, khé tap trung/
chu y, suy nhugce co thé, dau bung, cac van dé ve tinh tinh.

Céc tac dung khéng mong mudn xay ra véi tan sudt thap, nhung dugce xem la ¢6 lién quan den
thuoc khoéng nhan thuc ding mui vi, kich dong, cac van de vé nhén thirc, dé xtic dong, cac vin
dé két hop, dang di bat thuorng, vO carn céc triéu chimg rbi loan tam than/ chimg loan thin, hanh,
vi/ phan ng hung hang, giam bach clu, soi than. Cé gip mdt sO trudong hop bénh huyét khéi tic
mach, mic diu nguyén nhan lién quan dén thudc chua dugc thiét lap.

Diéu tri hé tro - Bénh nhi :

Trong thir nghiém 1am sang mu di, céc tac dung khong mong mudn xay ra véi tin suat > 5% va
xay ra voi mit ty 1€ cao & nhitng bénh nhi c6 diéu tri topiramat hon 1a ¢ trong nhom dung gia
dugce (placebo), bao gdm : budn ngu, biéng an, mét moi, lo &u, roi loan nhan cach, kho tap trung/
chu y, phan {mg qué khich, glam cén, di dimg bt thuong, c6 van dé vé tam tinh, mat d1eu hoa,

ting tuyén nu¢ce bot, budn nén, khé nhd, ting dong, budn ngu, réi loan ngdn ngit va cic vin dé
lién quan dén ngdn ngir, di cam.

Cac tac dung khong mong mudn xay ra véi tin suat thap, nhung duge xem la ¢6 lién quan dén
thudc la : dé Xt dong, kich dong, v6 cam, cac vAn de lién quan dén nhan thic, chim tim than -
v:;m dong, nhim 14n, 40 gléc tram cam va giam bach cau.

Diéu tri don doc mét thuoe (monotheraphy) - Tét ca cdc bénh nhan :

Trong thur ngmem mu d61i, cac tac dung khong mong muon xay ra v6i tan suat > 10% trong ca
hai nhém dung gia dugc (placebo) va chi dung topiramat bao gom : di cam, dau déu, chong mit,

mét méi, budn nga, giam can, budn ndn, va tiéu chay Céc triéu ching khi diéu tri don doc mot’
thube (monotherapy) nay glong v6i khi diéu tri hd trg.

Théng bdo cho thdy thuéc cde tdc dung khéng mong mudn gdp phai khi sic dung thuébc.

TAC B()NG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:

Topiramat c6 thé - gay budn ngu, chong mat, lan lon, khé tap trung, r6i loan thi glac Céc tac dung
khong mong mudn nay c6 thé gy nguy hiém cho ngudi bénh khi lai xe hay van hanh may moc,
cn than trong cho dén khi anh hudng cua thude trén timg bénh nhan dugc hiéu rd.

TUONG TAC THUOC, CAC DANG TUONG TAC KHAC:
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Thudc chuyén héa béi enzym gan: céc nghién ciru in vitro cho thdy topiramat trc ché nhe
CYP 2C19 va cam mg nhe CYP3A4. Do d6 c6 thé xay ra tuong tac duge dong hoc vdi cac

thuéc chuyén hoéa bdi cac enzym nay (bao gdm céc thude chbng co giat, thudc trc ché than .

kinh trung wong, thubc tranh thai dudmg ubng).

Amitriptylin: O ngudi khée manh, sit dung ddng thdi topiramat (200 mg/ ngay) va
amitriptylin (25 mg/ ngdy) lam ting Cmax va AUC ciia amitriptylin 12%. Do d6 nén than
trong khi dleu chinh liéu topiramat.

Thude chong co giat: Nong do trong huyct tuong cua topiramat giam khoang 48% khi st

dung dong thoi phenytoin va topiramat. Néng do trong huyét tuong cia phenytoin ting
khoang 25% & mét s0 bénh nhén va co ban khong thay d6i & nhitng ngudi con lai. Phenytoin
khong anh hudng dén sy gin két protein ctia topiramat.

Str dung dong thoi carbamazepin va topiramat lam giam nong do trong huyét twong cua
topiramat 40%, nhung khong anh huéng dén ndng do trong huyet tuong cua carbamazepin
va chét chuyén héa ctia n6. Carbamazepin khong anh hudng dén su gin két protein cua
topiramat.

St dung dong thoi acid valproic va topiramat lam anh hudéng dén dugc dong hoc cua ca 2
thude (giam ndng 9 trong huyét trong clia topiramat 14% va acid valproic 11%). Ngoai ra,
no con lién quan dén ting amoni mau c6 hodc khong kém theo bénh nio gan (xem phan Luu

y déc biét va than trong khi sir dung) va giam than nhiét. Nén xem xét ngung topiramat hoac

acid valproic khi bi giam than nhiét.

Sir dung dong thoi topiramat va phenobarbital hodc primidon lam giam nhe nong do huyét
trong cua cac thuc sir dung ddng thdi. Chua rd anh hudéng cia phenobarbital hoic
primidon lén dugc dong hoc ctia topiramat.

Duge dong hoc cua lamotrigin dudng nhu khong anh hudng khi sir dung dong thoi voi

topiramat (400 mg/ ngdy), tuy nhién nong d6 trong huyét tuong cia topiramat giam khoang
13%.

Thuoc tri tiéu dwdng: Str dung dong thoi topiramat va glyburid (5 mg/ ngay) cr bénh nhén
tidu dudng type 2 1am giam ndng d¢ & trang théi & on dinh va AUC cua glyburid 1an luot 1a 22
va 25%. Dugc dong hoc clia topiramat & trang théi 6n dinh khong bi anh hudng.

Sir dung ddng thoi topiramat va pioglitazin ¢ bénh nhén khoée manh lam giam khong dang ké
AUC cua pioglitazon va Crmax khong déi. Khi bat dau str dung thudc & bénh nhén tiéu duong,
nén theo doi kiém soat duong huyet thich hop

Trong nghién ciru twong tac thu6c & ngudi khde manh, Crax va AUC clia metformm tang 17

va 25% sau khi sir dung dong thoi véi topiramat. Tuy nhlen thoi gian dé dat nong do dinh .

ctiia metformin khong bi anh huéng. Thanh thai dudng udng cia topiramat bi giam khi dung
ddng thoi voi metformin. Chua rd tarn quan trong cua tuong tac nay trén 14m sang. Tuy
nhién, topiramat ¢ thé gdy toan chuyén hoa, mot trong nhimg diéu kién chéng chi dinh
dung metformm

Thube gy rdi logn than nhiét: Tang nguy co tang than nhi¢t khi topiramat dung chung v6i:

céc thude c6 thé gy rdi loan than nhiét (nhu cac thudc e ché carbonic anhydrase va cic
thuoc c6 hoat tinh khang cholinergic). Nén than trong khi phéi hop.

Thude e ché carbonic anhydrase: Sir dung dong thoi topiramat véi cac thudc e ché
carbonic anhydrase (acetazolamld dlclorphenamd zonisamid) c¢6 thé ting nguy co hodc
lam ning thém toan chuyen héa va hinh thanh séi than.

Ruwgu va cac thuoc e che thin kinh trung wong: Viéc sir dung dong thoi topiramat véi
ruou hodic cac thude e ché thin kinh trung wong chua dugc danh gi4 trén ldm sang. Do
topiramat ¢6 khﬁ nang gdy tc ché thin kinh trung wong cling nhu nhimng tac dung khong
mong mudn vé nhan thirc va/ hodc than kinh/ tim thin, nén dic biét than trong khi phdi hop.

Digoxin: AUC trong huyel thanh ctia digoxin giam khoang 12% khi sir dung v6i topiramat & ‘

mdt nghién ctru don lidu. Tuy nhién chua rd tim quan trong trén lam sang.
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Dihydroergotamin: St dung ddng thoi topiramat 200 mg/ ngay va liéu don
dihydroergotamin (1 mg tiém dudi da) & nguoi khoe manh khong anh huong dén duge dong
hoc cua ca 2 thude.

Diltiazem: Str dung ddng thdi topiramat va diltiazem 1am giadm Cumax va AUC cua diltiazem
10 va 25%. Cmax va AUC ctia topiramat tang 16 va 19%.

Hydroclorothiazid: Trong mdt nghién ctru twong tac thudc & ngudi khoe manh, Cuax va
AUC tang 27 va 29% sau khi ding thém hydroclorothiazid. Dugc dong hoc & trang thai on
dinh cua hydroclorothiazid khong bi anh huéng. Chua ré tam quan trong cua tuong tac trén
lam sang. C6 thé can thiét diéu chinh lidu cua topiramat. Ngoai ra, ca 2 thudc cho thdy lam
giam nong d6 kali huyét thanh, va mirc &6 giam nhiéu hon khi 2 thudc sir dung déng thoi.
Lithi: Dugce dong hoc cua lithi khdng bi anh huéng khi dung chung véi topiramat liéu 200
mg/ ngay. Khi ding chung v6i topiramat 600 mg/ ngay, Cmax va AUC cua lithi tang 27 va
26%. Do d6, nén theo d&i nong d lithi trong huyét thanh khi sir dung véi liéu cao topiramat.
Thuée tranh thai dwong udng: Trong mdt nghién ciru duge dong hoc & ngudi khoe manh,
hép thu ethinyl estradiol va norethindron khong bi anh huéng & bénh nhan dung topiramat. -
Tuy nhién hép thu ethinyl estradiol bi giam & bénh nhén dung topiramat va acid valproic.
Nén xem xét dén kha ning ngira thai thit bai va ting nguy co chay mau.

QUA LIEU - XU TRI:

Ddu hiéu va triéu chitng :

Uong vao tr 6 - 40 g topiramat da dugc bao cao & vai bénh nhan. D4u hiéu va triéu chimg bao
gom: nhirc dau, kich dong, budn ngi, ngu lim, nhiém toan chuyén hoéa va giam Kali mau. Két
qué 1am sang thi khong traim trong. Moi bénh nhan déu héi phuc.

Mbt bénh nhan udng vao khoang 96 - 110 g topiramat dwgc dua vao vién trong tinh trang hon mé
trong 20 - 24 gid, sau d6 phuc héi toan toan sau 3 - 4 ngay.

Diéu !r;

Céc hd trg tong quat duoc chi dinh va nén c¢b ging loai thubc ra khoi duong tiéu hoa bing cach
rira da day hay u6ng than hoat. Thim phén mau la phwong cach hiru hi¢u dé loai topiramat ra
khoi co thé. Bénh nhan nén duge bu nude diy du.

PONG GOI: HUETHER-25 : Hop 6 vi x 10 vién.

HUETHER-50 : Hop 6 vi x 10 vién.

BAO QUAN Noi kho rdo, tranh 4nh sang, nhiét d khong qua 30°C.
TIEU CHUAN CHAT LUQNG: Tiéu chuan nha san xuat.
HAN DUNG: 36 thang ké tir ngdy san xuét.

San xuAt tai:
CONG TY TNHH DUOC PHAM PAT VI PHU
(DAVI PHARM CO., LTD)

Lo

M7A, Pudong D17, Khu CN My Phudce 1, Phuong Théi Hoa, Thi xa Bén Cat, Tinh Binh

Duong, Viét Nam

Tel: 0650-3567689  Fax: 0650-3567688
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