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Rx Prescripti

Composition:
Each ml oral syrup contains:
Levetiracetam USP ............ 100 mg

Indicatt G
dosage, administration
& further information :
Please see package insert

Read the package insert carefully
before use

Do not exceed the recommended
dosage

Keep out of reach of children

Specification: In House

Storage:Below 30°C, in a cool dry
place. Protected from light.

SHAKE WELL BEFORE USE.

Manufactured in India by/

Sén xuét tai An D béi:
WINDLAS Biotech Limited.
40/1, Mohabewala Industrial Area,
SBI Road, Dehradun-248 110,
Uttarakhand, India (An D)

Box of 1 bottle 100 ml.

SYNVETRI
LEVETIRACETAM
SYRUP

100 mli

Drug

Thanh phén:
M&i ml xi-ré uéng chira:
Levetiracetam USP ........ 100 mg

Chi dinh, chéng chi dinh,

liéu dung, cach dung va

cac théng tin khac: Vui long
xem t& hudng dan sir dung

Poc ky t& hwéng dan s dung
trwdce khidung.

Khéng dung qua liéu chi dinh
Dé thubc xa tam tay tré em
Tiéu chuén : Nha san xuét.

Bao quan: Dwéi 30°C & noi khd,
mat. Tranh anh sang.

LAC KY TRUOC KHI DUNG

Mfg. Lic. No. :

Batch No./S$ 16:

Mfg. Date/NSX: dd/mm/yyyy
Exp. Date/HD: dd/mm/yyyy
Reg. No./SDK:

DNNK:

Each ml oral syrup contains:
Levetiracetam USP ...... 100 mg

Indication, contra-indication,
dosage, administration

& further information :
Please see package insert

Read the package insert
carefully before use

Do not exceed the
recommended dosage

Keep out of reach of children

Specification: In House
Storage:Below 30°C, in a cool dry
place. Protected from light.

70% Size

Rx Prescription Drug

SYNVETRI

Mfg. Lic. No. :

Batch No. :

6%/ g6

Rx Thudc ban theo don

Hép 1 chai 100 ml.

SYNVETRI
LEVETIRACETAM
X-R0

100 mi

SHAKE WELL BEFORE USE.

Expiry Date: dd/mm/yyyy

LEVETIRACETAM
SYRUP

Manufactured in India by :
WINDLAS Biotech Limited

40/1, Mohabewala Industrial Area,
SBI Road, Dehradun-248 110,

100 ml

100% Size

Uttarakhand, India.
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Rx Thudc ban theo don
SYNVETRI

(Levetiracetam 100 mg)

THANH PHAN:

M3i vién nén bao phim chira:

Hoat chat: Levetiracetam 100 mg

Ta duoc: Dung dich sorbitol 70%, glycerin, propylen glycol, methyl paraben, propyl paraben,
acid citric, natri citrat, amoni glycyrrhzinat, neotam, L.E. orange, nudc tinh khiét.

DUQC LUC HQC
Levetiracetam 13 thudc ngdn ngua co giat dugc sir dung diéu tri bénh dong kinh.
Levetiracetam ngin ngtra chon loc céc té bao thin kinh hung phin cao din dén con boc phat

dang dong kinh va ngin ngira sy lan truyén cua hoat tinh dong kinh.

DUQC PONG HQC (D7
Hip thu va phan bé: }

Levetiracetam hap thu nhanh chéng, véi ndng d6 dinh trong huyét tuong xuét hién trong
khoang mét gir sau dung véi dd @n it béo (40 an chay). Sinh kha dung udng levetiracetam 12
100%, dang vién nén va dung dich udng 1a tuong dwong vé tbc do va murc do hip thu. Thirc an
khéng anh hudng dén muc d6 hip thu levetiracetam nhung n6 1am giam 20% Cpax va 1am cham
Tmax 12 1,5 gio.

Chuyén hoéa

Levetiracetam khong chuyén héa nhiéu & trong co thé ngudi. con dudng chuyén hoa
chinh 13 qua trinh thay phin ctia nhém acetamid bing enzym, tao ra chit chuyén héa 14 acid
cacboxylic, UCB L057 (24% liéu dung) va khong phu thudc vao bat ky hé cytochrom P450 nao
cua gan.

Thai trir

Thoi gian béan thai clia levetiracetam trong huyét tuong nguoi truéng thanh 13 7 + 1 gid
va khong bi anh hudng bai lidu ding hodc ding lap lai. Levetiracetam dugc thai trir khoi hé tuan
hoan béng cach bai tiét qua than dudi dang khong thay ddi. Hé sb thanh thai toan than 1a 0,96
ml/phit/kg va & than 12 0,6 ml/phut/kg. Co ché cia sur bai tiét 12 loc cau than va tai hap mot phan
& thu dng than.

CHI PINH:
Levetiracetam dugc sir dung nhu mét li€u phap bd trg trong diéu tri cac con dong kinh
timg phan & ngudi 16n va tré em tir 4 tudi tr 1én bi bénh dong kinh.

LIEU DUNG VA CACH SU DUNG
16 tudi tror 1én
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Liéu khéi dau: 1000 mg mdi ngay véi vién giai phong nhanh dudng udng hodc tiém tinh
mach, liéu ding: 500 mg hai 1dn mdi ngay. Tang liéu luong bd sung c6 thé dugc (tang 1000
mg/ngly sau mdi 2 tudn) t&i lidu cao nhét theo khuyén cdo 1a 3000 mg/ngay. Khong c6 bing
chimg cho thay liéu 16n hon 3000 mg/ngay dem lai loi ich bd sung.

Liéu thong thwong & tré em co giit:
Con co gidt co:
Pudng udng:

Tré em tir 12 tudi tré 1én: ban dau: 500 mg hai 1an mdi ngay; C6 thé lam ting sau mdi 2
tuan 500 mg/liéu cho t6i liéu khuyén cdo cao nhat 1a 1500 mg hai 1an mdi ngay. Hiéu qua cua
liéu 16n hon 3000 mg/ngay van chua duoc x4c minh.

Dong kinh cuc bo @-1
Puong ubng: -

Tré em 1 thang hodc it hon 6 thang tudi: 7 mg/kg/lidu 2 1an mdi ngay (14 mg/kg/ngay),
c6 thé tang sau mdi 2 tudn 14 mg/kg cho ti lidu khuyén cdo hang ngay 1a 42 mg/kg.

Tré em tir 6 thang dén dudi 4 tudi: 10 mg/kg/lidu hai 1an mdi ngay (20 mg/kg/ngay), c6
thé tang sau mdi 2 tudn 20 mg/kg cho t&i khuyén cao ding hang ngay 1a 50 mg/kg (25 mg/kg hai
1An mdi ngay). Liéu ding hang ngay 1a 50 mg/kg c6 thé giam & nhimg bénh nhan khong thé chiu

dung liéu nay.

Tré em 4 tudi dén du6i 16 tudi: 10 mg/kg/liéu hai 1dn mdi ngdy, co thé ting sau mdi 2
tudn 10 liéwmg/kg cho t6i lidu dugc khuyén cdo 1a 30 mg/kg/lidu hai 1an mdi ngay (60
mg/kg/ngdy). Liéu ding hang ngay 60 mg/kg c6 thé giam & nhimg bénh nhan khong thé chiu
dung lidu nay.

Tré em tir 16 tudi try 1én: Tham khao liéu diing cho ngudi 16n.
Liéu tbi da: 3000 mg/ngay.

Liéu diéu chinh khi suy thin

Liéu ding nén dugc giam véi cac bénh nhéan c¢6 chirc ndng than suy giam.

Déi véi nguwoi trieong thanh

Dang giai phong nhanh:
Db thanh thai creatinin: 16n hon 80 mg/pht, lidu tir 500 dén 1500 mg mdi 12 gio.
Db thanh thai creatinin: 50 d&n 80 ml/phut, lidu tir 500 dén 1000 mg mdi 12 gio.
D6 thanh thai creatinin: 30 dén 50 ml / phut, liéu tir 250 dén 750 mg mdi 12 gio.
Do thanh thai creatinin t hon 30 mg / phit, lidu tir 250 dén 500 mg mdi 12 gid

Déi véi tré em:
Do thanh thai creatinin it hon 50 ml/min/1.73 m?: str dung 50% lidu dung.

e ue
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Cach dung:

Str dung nép phén lidu dé udng xi-rd levetiracetam.
CHONG CHI PINH:

Qua min cam véi thube.

Suy gan hodc suy thén.

Phu nif ¢6 thai va cho con bu.

Cén trong néu bi rdi loan tim than.

THAN TRONG: 0)7
Mang thai: -

Nong d6 levetiracetam c6 thé giam trong thoi gian mang thai.
Thubc thugc phan logi C

Chua c6 nghién ctru ddy da va duge kiém soét tot & phu nir mang thai. Trong cic nghién
ctlru trén dong vét, c6 bing chimg lién quan viéc dung levetiracetam t&i su gia tang doc tinh, bao
gdm ca tac dung gdy quai thai, véi lidu twong tuy hodc 16n hon lidu didu tri & nguoi.
Levetiracetam dugc str dung trong trong thdi ky mang thai chi khi c¢6 tiém nang loi ich lon hon
s0 V@i rui ro cho thai nhi.

Truong hop dang nuéi con bdng siva:

Levetiracetam dugc bai tiét trong sita me. Béi vi c6 kha nang phan tmg phu nghiém trong
cho tré bu me tir levetiracetam, nén quyét dinh dimg lai viéc cho con bu hodc ngimg thude, tu
van dén tAm quan trong cta thudc cho ngudi me.

Sir dung & bénh nhan suy than:

Do thanh thai levetiracetam giam & bénh nhan suy than va tuong quan véi d9 véi thanh
thai creatinin. Diéu chinh lidu dugc khuyén céo cho bénh nhan suy than va lidu b sung nén duge
dung sau khi bénh nhéan lgoc mau.

Dung cho nguwoi gia:

Bénh nhéan cao tudi c6 nhidu kha ning suy giam chirc ning than, chu y can duge thuc
hién trong viéc lua chon lidu va n6 c6 thé hitu ich dé theo dai chirc ning than. -
Dung cho tré em

Su an toan va hiéu qua cua levetiracetam trong viéc diéu tri hd tro ctia cac con dong kinh
cuc bd & bénh nhi trong do tudi 1 thang dén 16 tudi bi bénh dong kinh, diéu tr cac con dong kinh
co giat co & thanh thiéu nién tir 12 tudi tré 1én voi bénh dong kinh co giat co thiéu nién, diéu tri
dong kinh toan thé da dugc thiét 1ap.

TAC DUNG KHONG MONG MUON:
Levetiracetam d3 dugc nghién ciru trong cac thir nghiém lam sang. Trong nghién clru
nay, cac tac dung phu phd bién nhét ctia levetiracetam bao gom:

-V \1
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— Budn ngu - 1én dén 23%.

—  Chén thuong do tai nan — 1én dén 17%.

—  Mét mdi - Ién dén 15%.

— Nén - 1én dén 15%.

— Nhiém tring - 1én dén 13%.

— Chén &n - 1én dén 13%.

— Kho chiu, nghet miii hay chay nuéc miii - 1én dén 13%.

~ Ho - lén dén 11%. 0
— Cang thing - 1én dén 10%. -
— Pau hong - 1én dén 10%.

Tac dung phu phd bién khéc (xay ra tir 2 @én 9%) bao gdbm: Chéng mit, dau cd, tiéu
chdy, c6 cam gidc quay, bim tim, gip van dé phdi hop, cac triéu chimg giéng nhu ciim (ching
han nhu 6n lanh, dau nhic co thé), tdo bén, viém két mac, mét tri nhé,cam giac bét thudng:
ching han nhu bi ddt, ngira ran hoac t&, nhidm tring xoang, nhin d6i, hen suy@n, sy ddi mau da,
mét méi, dau tai.
Théng bdo cho bdc si nhitng tic dung khong mong muén gdp phdi khi siv dung.
SU DUNG CHO PHU NU CO THAI VA CHO CON BU

Nong d6 levetiracetam c6 thé giam trong thoi gian mang thai.
Thuéc thudc phin loai C

Chua c6 nghién ctru ddy da va duge kiém soét tot & phu nir mang thai. Trong cac nghién
ctru trén dong vat, c6 bang chimg lién quan viéc dung levetiracetam tGi s gia tang doc tinh, bao
gdm ca tac dung gy quéi thai, véi lidu twong tu hodc 16n hon lidu diéu tri & nguoi.
Levetiracetam dugc sir dung trong trong thdi ky mang thai chi khi ¢6 tiém ning lgi ich lon hon
0 V@i rui ro cho thai nhi.

Truomg hop dang nuéi con bing siva:

Levetiracetam dugc bai tiét trong sita me. Béi vi kha ning phan {mg phu nghiém trong cho tré bu
me tir levetiracetam, nén quyét dinh dimg lai viéc cho con bu hogc ngimg thubc, néi dén tim
quan trong cta thudc cho ngudi me.

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC
Khong c6 tac dung an than, tac dung ma c6 thé anh huéng dén kha niang xir ly may, dugce
biét khi ding levetiracetam.

TUONG TAC THUOC KHAC:

Khong c6 tuong tac nao dang ké vé dugc dong hoc dugc theo doi giira levetiracetam hodc
con dudng chuyén héa chinh ctia né véi cac thuc dung ddng thdi qua hé enzym CYP450 & gan
ngudi, enzym epoxide hydrolase, enzym UDP-glucuronidation, P-glycoprotein, hodc bai tiét qua
ong than.

TN |
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QUA LIEU

Liéu Cao nhit duoc biét cua levetiracetam duoc dung trong cac nghién clru 1am sang 1a
6000 mg/ngay. Ngoai budn ngu, khong c6 tac dung phu trong vai truong hop qué lidu da biét
trong céc thir nghiém 1am sang. Trudng hop budn ngu, kich dong, gay hin, 1am giam muc do
nhan thirc, suy hd hip va hon mé dugc theo dbi véi qué lidu levetiracetam trong cac béo céo luu
hanh thuéc. ‘
Kiém soat khi qua liéu

Khoéng c6 thude giai doc dic hiéu cho qua lidu levetiracetam. Néu c¢6 chi dinh, nén ¢
ging loai bé phan thudc khong dugc hp thu bing cich gdy ndn hogc rira da day. Bién phap
phong ngira thong thuong nén duoc tuan theo dé duy tri dudng thd. Chiam séc hd tro chung cua
d6i v6i bénh nhan dugc chi dinh bao gdm ca giam sat cac diu hiéu quan trong va quan sat tinh
trang lam sang cua bénh nhan. Nén lién lac véi Trung tdm kiém soat doc chét tin cay dé cap nhat
thong tin vé sir dung qué liéu véi levetiracetam. (D_I
Thim phin miu _

Duing phuong phép thdm phan méu lam d6 thanh thai ting ddng ké vdi levetiracetam (x4p
xi 50% trong 4 gi®) va nén dugc xem xét trong trudng hop qua lidu. Mic du thAm phan mau da
khong dugc thuc hién trong vai truong hop dugce biét dén qua lidu. N6 ¢6 thé dugc chi dinh theo
tinh trang lam sang cua bénh nhan hodc véi bénh nhén suy than dang ké.

PIEU KIEN BAO QUAN: Duéi 30°C, & noi khd, mat. Tranh anh sang.
HAN DUNG: 24 thang ké tir ngay san xuét.
QUI CACH PONG GOI: Hop 1 chai 100 ml.

KHUYEN CAO

— Dé thudc tranh xa tim tay tré em.

— Poc ki hwéng din sir dung truée khi dung.
— Néu cin thém théng tin xin héi y kién béc si.

— Thubc ban theo don ciia thiy thudc. TUQ. CUC TRUONG
p.TRUONG PHONG
Y A 2. ] :v: }l{ 7 P/{{'l)}?
San xuat boi: /i f.'{(//('}? e Hﬁ/ ‘ ((/l
WINDLAS Biotech Limited

40/1, Mohabewala Industrial Area, SBI Road, Dehradun-248 110, Uttarakhand, An do
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