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Pt Sodium Valproate
Enteric-Coated Tablets BP 200 mg

Encorate

KEEF OUT OF REACH OF CHILDREN PRODUCT SPEC. BP
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Each entenc-coated tablet contains sun )0 NOT EXCEED PRESCRIBED DOSAGE
Sodium Valproate B 200 mg Indication, Administration, Contraindication
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Dosage: As drected by pharmaceutical  andctrerrior

the Physician - i
Ind ! ltd i WARNING: To be soid by relal on the prescrption

Store below 30°C in cool and of a Registered Medical Practiioner any

dry place. Protect from hight. )

DNHDRUGS Visa No | SO
Balch b { 541 5%
The tablet lo be swallowed whole M el NSK
and nol chewed Exp, e HO

i Thudc ban theo don
Vién bao phim tan trong ruét
Natri Valproate BP 200 mg

Encorate

BE THUOC XA TAM TAY TRE EM. TIEU CHUAN BP
BOC KY HUONG DAN SU DUNG TRUOC KHI DUNG.
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Méi vién bao phim tan trong rudt chira: San xuét bon: KHONG DUNG QUA LIEU CHI BINH
Natri Valproate BP 200 mg — —_—

= ) —— sun CANH BAQ" Thudc niy chi duoe bén
Liéu ding: Theo hudng dén cia bac sy ) thec toa bac 5§
Bdo quan duo 30 °C & noi knd mal, pharmaceutical
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Thudc nay cin duoc udng ca vién, |
khong duoc nhai 8901127 000671
Chidinh cach ding, chdng chi dinh, DNNK

va céc théng tin khac Vui long xem
1&r huong dan six dung
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TO HUGNG DAN SU DUNG
Rx. Thuoe ké don

ENCORATE
(Sodium Valproate)

[Thanh phin] Mai vién bao tan trong rudt cé chira:

ENCORATE 200:

Rothom NVl peate B oo s 200mg

T4 dugce: Colloidal anhydrous silica, Microcrystalline cellulose (pH 101), tinh bt ng6, Povidone (K30),
Calcium silicate, Magnesium stearate, bdt Talc, Sodium starch glycolate, Hypromellose 2910, Dibutyl
Phthalate, Eudragit 1.100-55, Titanium dioxide, Ponceau 4R Lake, Sunset Yellow Lake

ENCORATE 300:

sadiung Valproate B cuswmenmsmsmsssman i s 300mg
Ta dugc: Colloidal anhydrous silica, Microcrystalline cellulose (pH 101), tinh bdt ngd, Povidone (K30),
Calcium silicate, Magnesium stearate, bdt Talc, Sodium starch glycolate, Hypromellose 2910, Dibutyl
Phihalate, Eudragit 1.100-55, Titanium dioxide, Ponceau 4R Lake, Sunset Yellow Lake.

[Dac tinh dwge bre hoc] ) ‘
Tac dung chinh chaValproate 12 (tc che hoat tinh cha gammaamino butyricacid (GABA) bing céch tic dong
vao qua trinh tong hgp va chuyén hda ciia GABA.

[Pac tinh dwge ding hoc]
Thoi gian ban hay cuaNatrIVa]proate nim trong khoang 8-20 gio. O tré em thdi gian ban hiy thudng ngén /
hon. Hiéu qua diéu tri dat duge khi ndng dd cua acidvaiproic trong huyét tuong khoang tir 40- 100mg/1 (278- ;
694mucr0m|f|) Diéu nay phy thude vao dbi trong va thude sir dung di kém. Khoang 6-15% ndng dd cu
thude trong huyét trong & dudi dang tr do.

h’\
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[Chi dinh]

Diéu tri déng kinh toan thé, dong kinh cuc b hoic cac thé dong kinh khac.

D&i véi phu nir trong d6 tudi sinh dé, thude chi nén duee sir dung cho nhiing trwoug hop nang hoic di dé
khang véi céc thude khac.

Ngtra sbt cao co gidt & tré em, chimg may co & tré em.

Biéu tri va du phong hung cam trong ri loan cam xe ludng cure

[Liéu dung va cach ding]

Ngwoi [6n

Liéu khoi ddu hang ngay 1a 600mg chia lam nhiéu l4n. Tang 200mg mdi ba ngay cho dén khi kiém soat duoc
con dong kinh, théng thuong liéu diéu tri ndm trong khoang 1.000-2.000mg moi ngay. Néu khoang liéu nay
khéng du dé cit con dong kinh, ¢6 thé diing dén liéu 2.500mg mbi ngay.

Tré em > 20kg

Liéu khgi dau nén 12 400mg mdi ngay, tang dan l1eu lugng cho dén khi kiém soat duge con dong kinh, théng
thudmg khoang lidu 1a 20- 30mg/kg thé trong moi ngay. Néu khoang lidu nay khéng dir dé kiém soét con
dong kinh, ¢6 thé diing dén liéu 35mg/kg thé trong mbi ngay.

Tré em <20kg

Liéu théng thudng Ia 20mgfkg/ngay, mdt vai trudmg hop nang co thé tang thém lidu nhung chi dbi véi nhimg
trudmg hop kiém soat duoc ndng d6 acid valproic trong huyét tuong.

Nguwoi gia
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Méc du dugc dong hoc cua Valproate thay d6i & ngudi gia, nhung triéu chimg 1am sang thi han ché. Panh
gi lidu luong nén dura vao két qua kiém soat con dong kinh.

Suy giam chire nang than

Cén thiét phal giam liéu. Diéu chinh lidu lugng nén cén clr vao két qua 1am sang boi vi dua vao ndng do
huyét tu’ong c6 thé cho két qua sai 1&ch. Pi véi tré em ding liu cao hon 40mg/kg/ngay, nén theo doi k¥ céac
thong s6 sinh hod va huyét hoc.

Diéu tri két hop

Khi bat du diéu tri cho nhitng bénh nhan da dung céc thudc chéng dong kinh khac, liéu cua thudc nén duogc
ting mot cach tir tir dé dat dugc lidu dich khoang sau 2 tudn. Mt s trudng hop cén thiét c6 thé tang 5-
10mg/kg/ngay khi sir dung cling véi cac thude chdng dong kinh cé hoat tinh cam img men nhu phenytoin,
phenobarbital va carbamazepine. Mot khi d& ngung thubc cam (mg men, Valproate ciing c6 thé duy tri hiéu
qua kiém soét con dong kinh véi liéu thap hon. Khi sir dung dong thai véi barbiturate dic biét 1a néu xay ra

hién tuong an than, nén giam liéu barbiturate. / [Z

[Chong chi dinh]

Bénh gan cép hoic c6 tién sir suy giam chirc nang gan nghiém trong, dic biét 13 cac trudng hop viém gan
do thudc, rbi loan chuyén hoa porphyrm

Nhay cam v&i thanh phan cia thude.

[Thén trong]

Valproate dugc bai tiét chu yéu qua thdn, mot phan duéi dang thé ceton. Piéu nay co thé tao ra két qua
_dwuong tinh gia trong xét nghiém nudc tiéu clia cac truong hop ti€u duong.

Suy glam chirc nang gan, bao gdm ca trudmg hop suy gan dan dén tr vong da duoc ghi nhén & mot vai
bénh nhéan sir dung acid valpmlc hodc Natri Valproate. Péi tuong dé mac nguy co nay la tré em, déc biét la
cac trudong hop dudi 3 tudi hodic nhiing truomg hop mic bénh bdm sinh, rdi loan chuyén ho4 hodc thoai bién,
bénh ndo hodc dong kinh nghiém trong cting v&i tinh trang ch@m phat trién tam than, Nén kiém tra chirc
nang gan thudng xuyén trude khi diéu tri va dinh ky mdi 6 thang, dac biét & nhitng bénh nhén c6 nhiéu nguy
co. Ngung diéu tri néu thoi gian prothrombin kéo dai bat thuong, dic biét 1a khi xay ra cung v6i nhirng rbi
“loan khac.

Néu ndng d6 amoniac ting cao di kém véi nhirng du hiéu 14m sang nhir ndn mira, that didu, réi loan y
_thirc, nén ngimg thude.

ba c6 bao cao ghi nhén nhimg truong hop viém tuy, hiém khi gy tur vong, thuong xay ra trong vong 6
thang dau diéu tri. Bénh nhén bi dau bung cap nén duoc lam céc xét nghiém dé danh gid men tuy bao gdm
_x€t nghiém amylase mau, néu nong do tang do thude thi nén ngung dleu tri.

Acid Valproic tre ché giai doan th(r phat ctia qua trinh két tap tiéu cdu lam kéo dai thoi gian chay méu va
giam luong tiéu ciu. Nhimg tac dung trén thudng lién quan t6i lidu dung va c6 thé hdi phuc.

[Phu nir ¢6 thai, phu nir cho con bii]

Phu nir ¢6 thai

Ngudi ta ghi nhdn mét ty 1€ gia tang nhing bét thudng bdm sinh bao gdm di dang khudn mat, khiém khuyét
ong than kinh va di tat Xuong dic biét 1a xwong dui & thé hé con c4i clia nhitng ba me bi bénh dong kinh c6
hoac khéng c6 didu tri v&i natri Valproate.

Ty 1& khiém khuyét dng than kinh cta con cai ctia nhimg ngudi phu nir duge diéu tri véi Valproate trong 3
thang dAu cua thai ky theo viing uéc tinh 1 1-2%. Bb sung Folate dugc ghi nhén 1a giap giam nguy co nay
Liéu lrong str dung cho bénh nhan phai dugc danh gia lai trwde khi mang thai, dung lieu thdp nhit va chia
nho lidu bai vi ty 1¢ mang thai bat thuong thudng lién quan den lidu dung cao. Thai phu nén dugc theo doi k¥
iuong sur phal trién cta thai ky, phu nit trong do tu01 sinh d¢ can duoc thong bao vé nguy co va nhimg loi ich
clia viéc didu tri thude dong kinh lau dai trong sudt thoi ky mang thai. Hiém khi xay ra hoi ching xuat huyét
trén tré so sinh clia nhiing ba me dugc diéu tri véi Natri Valproate trong thdi ky mang thai, mot hdi chimg
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lién quan dén giam lugng fibrin trong mau do giam nhimng yéu té dong mau. Ri loan fibrin huyét tuong
cling dugc ghi nhan va ¢ thé gay tir vong. Tuy nhién cung nén luu y rang Phenobarbital va cac thuoc cam
(ng men khac cung c6 thé gdy nén hoi chitng xuat huyét. Nén lam cac xét nghiém danh gia tiéu cau, ndng do
fibrinogen mau va tinh trang ddng mau cho tré so sinh.

Phu nir cho con b

Duong nhu khong c6 chong chi dinh sir dung Valproate trong thoi ky cho con bt do ndng do acid valproic
tim thdy trong sira me rét thép, chi khoang 1-2% tng sb nong do trong huyét tuong. Quyét dinh cho phép
bénh nhan nudi con bing sira me hay khong nén dua vao céc tit ca dir kién da duoc biét.

_[Twong tac thudc] //é

Valproate it cam tmg men hon céc thudc chéng dong kinh khac va tac dung cia cac thubc tranh thai
dudng nhu ciing khdng bi anh huong. Diéu tri phéi hop vi Valproate c6 thé anh hudng dén tac dung cua
mot vai thudc vi vdy theo dai ky ludng trén lam sang la didu can thiét, dic biét la trong giai doan dau coa
li¢u phap két hop.

Hiéu luc cta céc thudc an than, thude e ché monoamine, chdng trAim cam va benzodiazepine c6 thé gia
téng.

Nbng dd trong huyet tuong cua phenobarbital va pnmtdone c6 thé tang 1én va hiéu qua an than c6 thé
xdy ra, khi d6 nén giam liéu nhanh chéng. Theo d&i 1am sang c4n than trong sudt hai tudn dau cta lidu phap
ket hop.

Noéng do Phenytoin trong huyet tuong dac biét la dang tu do ciing ¢ thé gia ting. Tac dung gy ddc cia
_carbamazepine ¢4 thé tang. Diéu chinh liéu lic thich hop.

Chuyen héa cua lamotrigine ¢6 thé b tc ché va thoi gian ban hiy dai thém vi vdy chinh liéu la can thiét.
_Thude diéu tri di kém c6 thé lam ting nguy co phat ban.

Nong d6 zidovudine huyét tuong c6 thé tang dan ti hiéu ing ngé doc zidovudine.

Gén két véi protein ctia warfarin va nhitng thudc chdng déng coumarin c6 the giam. Nén theo ddi k¥ thoi
gian prothrombin. Cac thudc chdng dong kinh cam irng men c6 thé lam giam ndng dd Valproate trong huyét
_tuong.

Cimetidine va erythromycin c6 thé gy kéo dai thoi gian ban hiy va giam do thanh thai Valproate do

‘chuyen héa tai gan giam. Mefloquine lam gla tang chuyén héa ciia acid valproic va c6 thé gy co giat.
Cholestyramine lam giam su hap thu cia Va]proate
Cac Salicylate nhu aspirin c6 thé thay thé vi tri gin két huyét tuong cua Valproate. Felbamate 1am ting
ndng d6 Valproate trong huyét tuong.

\e\ <=2r2

_[T4c dung ngoai y]

Gan:suy giam chirc ndng gan gay tir vong da dugc ghi nhan. Nhirng triéu chimg gay ddc nghiém trong tai
gan c6 thé biéu hién nhu 1a mat y thirc, bat rut, yéu, lo mo, ngu ga, pht né, biéng an, non 61, dau bung, vang
da.

. Hé than kinh: Thét diéu, run rﬁy, an than, lo mo, nham |an, sting s0, 40 giac hoac co giat. Mot sb truong
hop hiém nhu viém ndo. hdn mé va mét tri ¢6 hdi phuc lién quan dén viéc teo ndo di duoc ghi nhén. Bénh
nhan cé thé hung hing, kich dong hodc cé hanh vi hiy hoai. Mat kha ning nghe hdi phuc hoac khong hdi
_phuc it xay ra.

Da day rudt: ting cam giac thém &n, Ién cén, kich thich da day rudt trong giai doan dau cia diéu tri

_nhung khéng thuong gap. Co6 thé xay ra budn ndn.

Daliéu: Rung téc thodng qua. Mot vai trudng hop ngoai 1€ nhu hoai tir da nhiém déc, hdi chirng Steven
Johnson, ban dé. Nhirng déu hiéu r6i loan mién dich ciing dugc ghi nhan mac di 14 hiém, vi vy can theo ddi
can than khi sir dung thudc trén nhimg bénh nhén bj bénh lupus ban do. Viém mach déi khi cling xay ra.

Huyét hoc: Nguoi ta da ghi nhan nhitng trudng hop hiém xay ra ner giam té bao mau, bénh bach ciu.
Giam fibrinogen mau ciing c6 thé xay ra. Nhimg tac dung phu khéc bao gdm ting ammoniac mau, phi, viém
tuy, vo kinh, viém nhidm phan phy, hoi chirg Fanconi ¢6 hdi phuc.
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Théng bdo cho cdc bdc si biét cdc tdc dung khong mong mudn gdp phdi khi sir dung thubc

[Tac dung cia th udc trén kha niing 1ai xe va vin hanh may méc]
Thudc c6 thé gay budn ngu. Do d6, bénh nhan dang 14i xe hodc vin hanh méay méc cin than trong khi dung
thudc nay.

[Qua lidu]

0 ngudng ndng dd huyét tuong cao gip 5-6 1an ndng do didu tri ti da, khong thdy c6 bat ky triéu chimg nao
khac budn ndn, ndn va choang vang. Qua liéu v&i ngudng 16n hon, cao gap 10-20 14n so véi ndng do didu tri
tdi da, c6 thé gay trc ché hé than kinh trung vong nghlem trong va suy hd hap Tuy nhién triéu chirng da dang
va da c¢6 bao cdo ghi nhan con dong kinh xay ra 0 nong d6 huyét tuo‘ng rat cao. Nhiéu truong hop tir vong do
str dung qua lidu. Diéu tri trong bénh vién bao gdm chdng ndn, stic rira da day, thdng khi va cac liéu phap hd
trg khac. ThiAm phén loc mau va truyén méu ciing dugc sir dung dé diéu tri. Naloxone tinh mach thinh thoang

ciing duge st dung phdi hop vai than hoat tinh dudmg udng. /([ ]
e

[Pong goi] Encorate 200: 10 vién x 10 vi/ hop
Encorate 300: 10 vién x 5 vi/hdp

[Bao quin] Bao quan dudi 30 °C, & noi khé mét, tranh 4nh séng.
[Han dung] 36 thang ké tir ngay san xuét
[Tiéu chudn] BP

“Tranh xa tdm tay tré em
Doc k¥ hudng dén sir dung trudce khi dung
Néu can thém théng tin xin hoi y kién bac 31
Thudc nay chi diing theo sy ké don cia bac st
Nha san xuat:
Sun Pharmaceutical Industries Ltd.
Dia chi: .
Haveli, An D¢

PHO CUC TRUONG

Nyain Vi Sohank \


admin
Rectangle




