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Each filmcoated tablet contains:
Levetiracetam 1000 mg

Dose: As directed by the Physician
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Manufecturad in India by:

Store below 30°C
Mfg. Lic. No.:

LEVETIRACETAM TABLETS 1000 mg

INTAS PHARMACEUTICALE LTD

Warming: To ba sold by reisl cn the
prescription of 8 Registerad Medical
Practilionse only.
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Caution: If is dangerous to take this
praparation except under madical
suparvision
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Ry
HUONG DAN S DUNG

Poc ky huéng dan treéde khi ding.
Thube nay chi ban theo don ctia bac s§.
Néu can théng tin xin hoi y kién bac sy hoac dwoc sy.

INTALEVI 1000

(Vién nén Levetiracetam 1000mg)

THANH PHAN: Mbi vién nén bao phim chira:
Hoat chat: Levetiracetam 1000 mg

Ta dwegce: Croscamellose Natri, Povidone K-30, Colloidal anhydrous silica, Magnesi stearat, Opardy I
85F 18422 trang

DUQC LIYC HOC:

Co ché tac dung: _
Co ché tac dung clia Levetiracetam van chuwa dwoc lam sang to, nhwng dwéng nhu la khac voi co ché
clia cac thudc chéng dong kinh hién tai. Cac thir nghiém invitro va invivo cho thay Levetiracetam khéng lam
thay ddi cac dac diém co ban cla té bao va dan truyén binh thwdng cda than kinh.

Cac nghién ctru in vitro cho thay Levetiracetam  anh hu'o'ng dén ndng d6 ion Ca 2+ trong té bao than kinh
béng cach trc ché mot phan kénh Ca2 + type N va gidm giai phéng Ca 2+ di trir tir bén trong cac té bao
than kinh. Ngoai ra, nd lam dao ngwoc va thu hep mét phan thu thé GABA va kénh glycine gay ra bdi kém

“va p-carbolines. Mo nitra, trong nghlen ¢y In vitro cho thAy ring Levetiracetarm  gan két vao mot vl tr a4c

biét trong mé ndo cla dong vat gam nham. V1 tri lien két nay chinh la khe synap 2A, khe duoc cho la tham
gia vao qua trinh tdng hop va dao thai chat dan truyen than kinh. Levetiracetam va cac chéat twong tw cho
thay c6 mbi quan hé twong quan gitra ai lvc gan két véi khe synap 2A va tac dung chéng déng kinh trong
thi nghiém gay déng kinh cho chuét bdng séng am. Phat hién nay cho thay sy twong tac gitra
Levetiracetam va khe synap 2A dwdng nhu la co ché hoat dong cua thube chéng don

31 dC ng kinn.
Tac dung dwoc ly: M/

Levetiracetam co tac dung chéng con déng kinh cuc bé va con déng kinh khéi phat toan thé trong mot
pham vi réng ma khéng gay co giat trén déng vat thi nghiém. Chéat chuyén hoéa chinh ctia nd khéng co tac
dung dwoc ly.

O ngudi, tac dung chdng dong kinh ca con cuc bd va con déng kinh toan thé trong mét pham vi réng cua
Levetiracetam da dwoc xac nhan.

DU'Q'C DONG HOC:

M6t méi trong quan déng ké gitra ndng d6 thudce trong nwéc bot va trong huyét tvong da dwoc chieng minh
& ngudi lon va tré em (ndng d6 thude trong nwédce bot / ndng @6 thube trong huyét twong sau khi ubng 4 gio
la tir 1 dén 1,7 déi vei vien ubng va dbi véi dung dich udng).

Ngwéi I&n va thanh thiéu nién

Hap thu

Levetiracetam duwoc hap thu nhanh sau khi udng. Kha dung sinh hoc tuyét d6i dwerng udng dat gan 100%.
Néng dé dinh trong huyel tvong (Cmax) dat duvoc sau khi dung thudc 14 1,3 gi&. Trang thai on dinh dat
dwoc sau hai ngay diéu tri véi liéu dung hai lan mbi ngay.

Néng dé dinh (Cmax) la 31 pg/mi va 43 pg/ml twong (ng sau khi dung liéu duy nhat 1.000 mg va dung liéu
lap lai 1.000 liéu mg hai lan méi ngay.

Thirc &n khong &nh hwdng téi mirc d6 hap thu.

Phan bé ‘

Khéng c6 dir liéu vé sy phan b clia thude trong mo clia ngudi.

Levetiracetam ciing nhw chat chuyén hoéa chinh clia nd déu khéng lién két dang ké véi protein huyét twong
(<10%). ‘ o

Thé tich phan bé clia Levetiracetam |a khodng 0,5 dén 0,7 lit / kg, mét gia trj gan bang téng lvong nude
clia co thé.

Thai triv

Nera d&i thai trir trong huyét twong & ngudi Ién & 7 + 1 gid va khong thay ddi bdi liéu dung, dwéng dung
hoac tan suét sir dung. Co nghia Ia tdng lvong thude dwoc co the thanh thai 1a 0,96 mi / phat / kg.

Con dwdng thai trr chinh 1a qua nwéc tiéu, chiém khodng 95% liéu dung trung binh (khodng 93% liéu dung
duoc thai trir trong vong 48 gi¢r). Thai trir qua phan chi chiém 0,3% liéu dung.
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Levetiracetam va chat chuyén hoa chinh clia né dwoc thai trir qua nwéc tiéu chiém tvong (ing 66% va 24%
liéu dung, trong 48 gi¢or dau tién. ,

Do thanh thai clia Levetiracetam va chat chuyén hoa clia no (UCB LO57) qua than Ian lwot 1a 0, 6vad2ml
/ phat/ kg Levetiracetam dwoc thai trir bang cach loc qua cau than sau do dwoc tai hap thu & ong than va
chat chuyén hoa chinh ctia nd cling dwoc thai trlr bang cach bai tiét qua éng than va loc qua cau than. Sy
thai trir Levetiracetam ¢o twong quan véi do thanh thai creatinin,

CHi DINH:
Vién nén Levetiracetam dwoc chi dinh dé hé tro trong diéu trj dong kinh cuc bd & nguéi Ién bi bénh déng
kinh.

LIEU LUONG VA CACH DUNG:

Liéu dung hang ngay clia Levetiracetam 1a 1000 mg, 2000 mg, va 3000 mg, chia déu lam 2 lan, da thay co
hiéu qua. Nén bat dau diéu tri voi liéu 1000 mg/ngay, chia thanh hai lan méi ngay (500 mg 1 lan). Co thé
tang dan liéu dung (ctr mbi 2 tuan tang them 1000 mg/ngay) toi liéu téi da hang ngay la 3000 mg. Kinh
nghiém diéu tri lau dai véi Ién hon 3000 mg/ngay & twong ddi it, va khong co bang chieng cho thay liéu ion
hon 3000 mg/ngay mang lai hiéu qua hon.

Co thé ubng Levetiracetam ciing ho&c khéng cung thiec an.

CHONG CHi DINH:
Chong chi dinh Levetiracetam cho bénh nhan cé tién sl di (rng v&i Levetiracetam ho#c béat ky thanh phén

nao cua thube.
CANH BAO:
thvérrkimtrtramg:

( Ta'lc dqng phy trén than kinh

uo'ng duoc phan thanh cac loai sau: 1) budn ngu va mét moi, 2) phél hop khéd khan, 3) ¢6 hanh vi bét
thwong.

Trong cac thir nghiém ldm sang, 15 dén 45% bénh nhan dong kinh duoc diéu tri voi Levetiracetam 4000
mg/ngay thay budn ngli va suy nhu'o'c Mét sé bénh nhan ciing bi khé khan phdi hop (nhuw 1a mét diéu hoa,
dang di bat thirdng, hoac mét phéi hop).

Budn ngl, suy nhuoc va phdi hop kho khan thuong xay ra nhiéu nhéat trong vong bbn tuan dau diéu tri.
Bénh nhan déng kinh dwoc diéu tri bang Levetiracetam da gap ao giac, tam than trdm cam,va cac triéu
chung vé hanh vi khac (nhw 1a kich déng, thi dich, lo Iang thér o, roi loan cdm xuc, mét nhan thirc, trdm
cam ...).

Ngoai ra, mot s6 bénh nhan dwoc diéu tri véi Levetiracetam co y dinh tu tcr.

O bénh nhi, Levetiracetam gay bubn ngl, mét moéi, va hanh vi bt thuong.
Nging thudc:

Thubdc chong dong kinh, bao gom ca Levetiracetam, nén dwoc giam liéu dan dan dé giam thiéu nguy co
tang tan suat clia con déng kinh.

@\‘%\

S

THAN TRONG:

Réi loan huyét hoc

Bénh nhan diéu tri voi Levetiracetam lam gidam nhe tdng s& hdng cau trung binh (0.03 X 10%mm?),
hemoglobin trung binh (0,09 g / dL) va hematocrit trung binh (0,38%) c6 Y nghia théng ké. Bénh nhan dwoc
diéu tri bang Levetiracetam bi gidm dang ké sé lvong bach cau, bach cau trung tinh va bach ciu da nhan
trung tinh.

Réi loan gan: O’ bénh nhan déng kinh dwoc diéu tri bing thubc, khong thay co s thay dbi co y nghia théng
ké trong cac thir nghiém kiém tra chirc nang gan; it quan sat thay cé roi loan chirc ndng gan.

Théng tin cho bénh nhan

Bénh nhan chi dung Levetiracetam khi dwoc ké don.

Chu y Levetiracetam cé thé gay chéng mat va buén ngd. Do d6, bénh nhan khéng nén lai xe, van hanh may
moc hoac tham gia vao cac hoat ddng nguy hiém khac cho dén khi ho cé du kinh nghiém trong viéc st dung
Levetiracetam dé biét dugc liéu né co anh hudng xau dén cac hoat ddng nay hay khong.

Nghién ciru trong phong thi nghiém

Diéu tri v&i Levetiracetam cho thdy da cé nhirng bat thwéng vé thong sé huyét hoc va chirc nang gan
nhwng khéng thwdng xuyén.

Str dung & bénh nhan suy than:Dung than trong cho bénh nhan bi suy than vira va nang, bénh nhan chay
than nhan tao. Nén giam liéu Levetiracetam cho bénh nhan suy gidm chirc nang than va nén bd sung liéu
cho bénh nhan sau khi loc mau.

Phu nir c6 thai:

Nhirng ngh|en clru trén dong vat, cho thay Levetiracetam gay doc tinh sinh san & liéu bang hoac I&n hon
lieu dieu tri clia nguoi.

Chuwa cé ngh|en clru day du va kiém soat tét & phu ni co thai. Chi s dung Levetiracetam trong théi ky
mang thai néu li ich mang lai Ién hon nguy co rdi ro cho thai nhi.

Phu nir dang cho con bii:
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Levetiracetam du'crc bai tiét vao trong si*a me. Vi Levetiracetam cé nguy co gay tac dung phu nghiém trong
cho tré bu me, can phal quyét dinh nén ngtrng cho con bu hoac ngirng dung thude, cé xem xét dén tam
quan trong cla thubc dbi véi ngudi me.

Ding cho tré em:

D6 an toan va hiéu qua dbi véi nhikng bénh nhan dui 4 tudi chua dwoc nghién clru.

TAC DONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Chuwa cé nghién ctru vé anh hwdng cuia thubc Ién kha nang lai xe va van hanh may méc.

Do tinh nhay cam trén méi ca nhan c6 thé khac nhau nén mét s6 bénh nhan co thé budn ngti hoac co cac
triéu chirng cé lién quan dén hé than kinh trung wong, dac biét tai thei diém bat dau diéu tri hoac sau khi
tang liéu. Vi vay nén than trong déi véi nhirng bénh nhan khi thic hién nhirng cong viéc doi hdi ky nang, vi
du: lai xe, van hanh may moéc. ) ) ]
Ngudi ta khuyén cao cac bénh nhan khéng nén lai xe hodc van hanh may méc cho dén khi biét chac chan
réang kha nang thuc hién cac hoat déng nay cla ho khéng bi anh huéng bai thude. W

TUONG TAC THUOC:

Di liéu nghién ctru trong phong thi nghiém cho théy rang Levetiracetam hau nhw khong gay twong tac
hoac chiu twong tac thubc. Levetiracetam va chat chuyén hoa chinh cua nd, & nong dé cao hon muc
Cmax dat dwoc trong gi®i han liéu diéu tri, chung khéng phai la chét (rc ché cling nhw chat cdm (rng voi
cytochrome P450 & gan nguwdi, epoxide hydrolase hoac UDP-glucuronidation enzyme. Ngoai ra,
Levetiracetam khong anh huorng dén glucuronidation cua acid valproic trong th&r nghiém in vitro.
Levetiracetam phan I&n & dang khéng lién két voi protein huyét twong trong tudn hoan (ti Ié lién két voi
protein <10% ), do d6 twong tac véi cac thube khac béng con dwéng canh tranh lién két véi protein huyét
twong hau nhuw khéng co y nghia lam sang.

Kha nang tuo'ng tac vé dwoc dong hoc dwoc danh gla trong cac thi nghlém lam sang bao gbm cac thuéc:

Tu*crng tac | thuoc glua Levetlracetam V‘c‘l c4c loai thube chong dong klnh hién nay:

Kha nang twong tac gilra Levetiracetam  va cac loai thuéc chéng dong kinh hién nay (phenytoin,
carbamazepine, valproic acid, phenobarbital, lamotrigine, gabapentin va primidone) dwoc danh gia bang
cach do néng dé clia Levetiracetam trong huyét thanh.

Céac twong tac thube khac:

Dlgoxm Levetiracetam (liéu 1000 mg hai lan mdi ngay) khong anh hwéng dén dwoc dong hoc va dwoc lwc
hoc clia dlgoxln véi liéu dung 0,25 mg méi ngay. Ding ddng th&i véi digoxin khéng anh hwdng dén dwoc
déng hoc cla Levetiracetam .

Warfarin: Levetiracetam (liéu 1000 mg hai [an mbi ngay) khong anh hwéng dén dwoc dong hoc clia warfarin
S va R. Levetiracetam khong anh huwéng dén théi gian prothrombin. Dung déng théi véi warfarin khéng 1am
anh hwéng dén dwoc déng hoc cla Levetiracetam .

Probenecid: Probenecid, mét tac nhan ngén can bai tiét & 6ng than, vai liéu dung 500 mg bén Ién mot ngay,
khéng anh hudng dén dwoc dong hoc cua Levetiracetam & liéu dung 1000 mg hai lan mdi ngay. Anh
hwéng cla Levetiracetam Ién probenecid chwa dwec nghién curu.

TAC DUNG KHONG MONG MUON:

Cac tac dung phu thu'cmg g&p nhat khi dung Levetiracetam két hop véi cac thube chéng déng kinh khac
bao gbm: budn ngu, suy nhwoc co thé, nhiém triing va chéng mét.

Cac tac dung phu thwdng xuat hién it nhat véi 1% sé bénh nhan diéu tri déng kinh bang Levetiracetam nhw
sau:

Toan than: dau dau, nhiém tring, dau nhire, suy nhwoc co thé.

Réi loan heé tieu hoa: chan &n.

Heé than kinh trung Long va ngoai vi: mét tri nh¢, lo &u, mat diéu hoa, trdm cdm, chéng mat, réi loan cam
xuc, c¢é thai do chéng ddi, cang thdng, di cdm, budn ngul, chéng mat.

Heé ho h&p: ho nhiéu, viém hong, viém mi, viém xoang

Giac quan dac biét: song thi

Céc tac dung phu thuréng xuét hién véi 1% tré 1&n sé bénh nhan diéu tri dong kinh bing Levetiracetam nhuw
sau:

Pau bung, chan throng do tai nan, giam thi luc, dau khé'p dau lwng, viém phé quan, dau nguwec, |0 |1&n, tao
bon, co giat, tiéu chay, tang liéu dung thuéc, kho tiéu, bAm mau, sét, hdi chirng cum, viem da day rudt, viém
nwéu, déng kinh con Ién, nhiém nam, mat ngu budn nén, viém tai gitra, phat ban, suy nght bat thweong, run,
nhiém trung dwdng tiet nléu nén va tang can.
Thoi gian bét dau xuat hién tac dung phu

Cac tac dung phu thu'o'ng xay ra trong bén tuan dau tién khi diéu tri véi Levetiracetam bao gbm suy
nhuoc co the, budn ngl va chong mat.

QUA LIEU

Cac dau hi¢u, trigu chirng dé phat hién qua liéu cap tinh & ngwdi:

Liéu cao nhét cla Levetiracetam trong nghién ctru 1am sang la 6000 mg / ngay. Ngoai trir tdc dung phuy 1a
géay budn ngl, mét sé trweéng hop qua lidu khong thay cé tac dung phu.

1mi

L™=
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Xt tri khi dung qua liéu:

Khéng co thudc gidi doc dac hiéu cho Levetiracetam  khi dung qua liéu. Néu can chi dinh, nén ngan can
hép thu thuéc bang cach gay nén hoac rira da day, cht y duy tri théng khi dwéng hé hap. Hé trg cham séc
bénh nhan thwéeng bao gom: kieém tra dau hiéu cla sw séng, va quan sat tinh trang lam sang clia bénh
nhan. Lién hé ngay voi co s& y té khi ding qua lieu Levetiracetam. Tham tach mau lam gidm dang ké
thanh thai Levetiracetam (khoang 50% trong 4 gi&) va nén dwoc xem xét trong treéng hop qué liéu.

BAO QUAN: Bdo quan & nhiét do dwei 30°C.

HAN DUNG: 24 thang tinh ti¥ ngay san xuét. Khéng ding thubc qua han cho phép.

TRINH BAY: Vi 10 vién, duoc chira trong mot hop carton va té hwdng dan st dung.

TIEU CHUAN: Theo tiéu chuan Nha san xuét. W
DE THUOC XA TAM TAY TRE EM

Tén va dia chi nha san xuit:

INTAS PHARMACEUTICALS LTD,
Plot Numbers 457 & 458, Sarkhej- Bavla

ighway, Matoda, Sanand, Ahmedabad, Gujarat, In-382210, India.
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