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PHIL INTER PHARMA

No. 25, No. 8, VSIP, Thuan An, Binh Duong

INTER PHARMA Tel: 0650. 3767 040~044 Fax: 0650. 3767 039

MAU NHAN HOP

e

Sdn pham
Kich thudc hop : 118 x 78 x 48 mm
Ty 1€ 1 70%
Noi dung : nhu mau
| R ik e o - -

03 vi x 10 vién nang mém

Isoin®

Valproic acid

Thanh phdn:
mmmmémm gﬁu‘:‘mtlmm
Acid valprok.... - 500mg PH“. 25, dubng 5 8, VSIP,
Ta duwge vd.... ...1 vién Puames Thign An, Binh Duong
Chi ijoh, céch ding, chong chi djnh:
__ Xin doc trong 1 hung dn sif dyng.
Nc\qdl Bdo quin trong hp kin,
8 nhigt 80 phong. L

1 Ding géi: 3 vix 10 vién nang mém.

03 blisters x 10 soft capsules

Isoin’

Valproic acid

: Vién nang ISOIN 30 vién~ GENEML BIRECTOR

e

“ggonorHCNG

|80ino

Each soft capsule contains

Valproic acid.......................500mg
Inactive ingredient q.5.....1 capsule
Indications, administration, contra-
indications: See insert paper.

Storage: Storage in 2 well-closed
container at room temperature.
Package: 03 blisters x 10 soft capsules.
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PHIL PHIL INTER PHARMA

No. 25, No. 8, VSIP, Thuan An, Binh Duong
\ ! INTER PHARMA Tel: 0650, 3767 040~044 Fax: 0650, 3767 039
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MAU NHAN HOP
San phim : Vién nang ISOIN 60 vién
Kich thudc hop : 120 x 98 x 78 mm S
Ty 1é : 70%

2 Nﬁf_ﬂn?g\ ~ :nhumiu
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Pk bin ths e 6 vi x 10 vién nang mém

| ﬂ
‘ uThinh plln MBI vitn nang mém chia, e \ = Composition: Each soft capsule contalns

Valproic acid. .. —_ AN *’ \\ VRIDROIE 36H.,.....ccoccvnnincsivnecssin SO0MG

Td duoe vd... LAl NN S Inactive ingredient g..................1 capsule

u Chi gjnh, edeh ding, ching ohi djnh: ———— u Indications, administration, contraindications:
Xin doc trong 1 hutng dlin s dyng See Ingert paper

w Bio quén: u Storage:
Blo quén trong hp kin, & nhiét & phéng. L] ® Storage n a wall-closad cantainer at room temparaturs

B
®
u Ddng géi: u Package
6 vl x 10 vidn nang mém. B blisters x 10 soft capsules

Valproic acid Valproic acid -

L
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PH"_ PHIL INTER PHARMA

No. 25, No. 8, VSIP, Thuan An, Binh Duong
INTER PHARMA Tel: 0650. 3767 040~044 Fax: 0650. 3767 039

MAU NHAN VI
San phim : Vién nang ISOIN
Kich thudc vi  : 90 x 60 mm
Ty 1& : 100%
NGi dung : nhu mau

ISOIN ISOIN %

Valpraic acid 500mg Valproic acid 500mg

SBK

E‘!:LI.!.. CTY TNHH PHIL INTER PHARMA

ISOIN ISOIN

Valproic acid 500mg Valproic acid 500mg

SBK

.P.ul'.‘.!.!.'. CTY TNHH PHIL INTER PHARMA

S6 16 SX, NSX, HD sé dudc dap ndi trén vi




https://trungtamthuoc.com/

=
-

MAU NHAN TOA THUOC

Doc ky huimg ddn sir dung trwic khi ding.
_ D xa tdm wy tré em.
Néw cdn thém thong tin, xin hoi y kién bac sThode dwege sT
Thude chi diing theo sy chi dinh cia thdy thudc

ISOIN vién nang mém.
wnin

SPK:. | /
Valproic acid..............

Déu ddu nanh, Gelatin, Glycerin , Ethyl vanillin, Titan dioxyd, Mau dé 54
40, Mu vng s 5, Mau xanh duong sé 1, Nute tinh khidt

DUGC LYCHQC

Acid valproic 14 thudc chong 4dng kinh, bj phin ly thinh ion valproat & duimg tiéu
héa. Tée dung chong dong kinh clia valproat cé 12 thong qua chit e ché diin truyén
thin kinh 14 acid gama - aminobutyric (GABA). Valproat cé thé lim ting ndng d6
GABA do (rc ché chuyén hoa GABA hofic ting hoat tinh clia GABA & sau sinip.
DUQC BONG HQC

Valproic acid vé céc dang mudi ciia n6 hip thu nhanh va hoan toin & duémg tiéu
héa, Tée 43 hdp thu chim hon néu ding déng thei véi thirc &n holic sau khi dn
nhimg khéng anh huémg dén thng huong hap thu.

Valproic acid chuyén héa chil yéu & gan, phin lm 1a glucuronic héa vi phin con lai
qua cac dang phize hop khéc nhau. Didu ndy khéng lim ting chuyén hoa nhing cée
thube cim img men gan khac co thé lam ting chuyén hoa cia thube. Thude bi dio
thiti gin nhir hodn todn qua nude tidu dudi dang chuyén hoa . Mat luomg nhé dio
thili qua gan va thé ra khdng khi

Valproic acid chis yéu lién két manh véi protein huyét wong. Ty 13 lign két phy
thude vdo ning d, khoing 90 — 95% & ndng 45 50 micrograms/mL, gidm con
khoing 80 - 85% & nong dd 100 micrograms/mL. Thi gian ban thai cia val

THANH PHAN
M3 vién nang mém chira:

Read dosage and admunistration carefully before using.
Keep out of reach of children.
For any mare information, please consult your doctor or pharmacist.
This drug should be used only under prescription.

/ ISOIN soft capsule.

Visa No:...

COMPOSITION

Each soft capsule contains:

Soybean oil, Gelatin, Glycerin concentration, Ethyl vanillin, Titanium dioxide, Red
No.40, Yellow No.5, Blue No. I, purified water.

PHARMACODYNAMICS
Valproic acid is an antiepileptic agent, which dissociates to the valproate 1on in the
gastroi I tract. The antiepileptic activity of valp may be mediated by an

o e

y neur g butyric acid (GABA). Valproate may

increase GABA levels by inhibiting GABA bolism or by enh §

GABA activity

PHARMACOKINETICS

Valproic acid and its salts are rapidly and completely absorbed from the

gastrointestinal tract, the rate, but not the extent, of absorption is delayed if given

with or after food.

Valproic acid is extensively metabolised in the liver, a large part by glucuronidation

and the rest by a variety of complex pathways. It does not appear to enhance its own
bolism, but bolism may be enhanced by other drugs which induce hepatic

i d enzy Itis d in the urine almost entirely in the form of its

bolites, small are d in faeces and expired air,

Valproic acid is extensively bound to plasma proteins. The extent of protem binding

i ation dependent and is stated to be about 90 to 95% at total concentrations

acid khoing 5-20 giér. Thén gian ban thii 5& ngén hon & bénh nhin ding kinh diéu trj

két hop nhiéu thude

CHIi PINH ! )

Dong kinh. Diing don ddc hodic phy tr trong mét 50 logi con sau: Con ving ¥ thire,

con dong kinh gidt co, con ddng kinh toan thé (dong kinh ém), con mét truomg lve

vik con phirc hop.

Didu try phy trg dignsuﬁib&dménhiéu logi con, todn thén.

LIEU LUQGNG VA CACH DUNG

Khi ubng phdi nudt ci vién nang, khong nhai, & tranh kich img tai chd & migng,

hong. Néu kich thich duimg tiéu hoa, thu%c ¢6 thé ubng cing thirc an.

Nguti lon: Liéu ban ddu théng thuémg: 15 mg/kg/ngdy, lidu tng & win tiép theo tir

5~ 10 mg/kg/ngay cho dén khi kifm sodt duoc con co gidt hodic ¢ tac dung phu

ngin cin tang lidu thém.

Litu t8i wu trong khodng tri ligu 20 - 30 mg/kg/ngdy. Liéu t8i da khuyén céo: 60

mg/kg/ngay.

Lidu théng thuomg & tré em: tir 1 dén 12 wdi: Liéu ban ddu: 15 - 30 mg/kg/ngay,

lidu ting cdch nhay | tudn tir 5 - 10 mg/kg/ngay cho dén khi kiém soét duge con co

gidt hodc co téc dung phu ngin cén ting liéu thém (thuémg trong khodng 20 - 30

mg/kg/ngdy). Liéu thi da khoing 35 mg/kg/ngdy 5

Nhimg bénh nhin ding liéu trén 45 mg/kg/ngay nén duge theo dai cin thin

CHONG CHI PINH

Viém gan cip, viém gan min .

Tién sir ban thin hodc gia dinh bj viém gan ning, loan chuyén héa porphyrin, qué

min véi valproat

THAN TRQNG )

Niguoi bénh ¢ tidn si méc bénh gan. Nguai bénh ding nhidu thube chéng co gidt,

tré em bj rbi loan chuyén héa bim sinh, bj cac con déng kinh ndng kém chim phat

trién tri tug, va bi bénh nio thye thé, thuomg c6 thé cd nguy co cao.

Valproate thii trir mat phin trong nudc tidu duéi dang chat chuyén hoa cetonic, nén

khi xét nghiém chit ceton trong nudrc tidu, co thé nhan dinh sai,

Nén xét nghiém méu (dém té bao mau bao gdm dém tidu cdu, théi gian méu chiy va

theri gian dong mau) trude khi biit ddu didu tri hodic phiu thudt

Thin trong khi ding thude cho ngudi Iém twéi do nhay cam véi tac dung phu cla

thude hom, dic biét gay budn ngi va run.

ISOIN cb thé gdy irc ché hé thin kinh trung wong. d3c bigt khi phéi hop véi cée

thude ire ché hé thin kinh trung vong khac (nhu rugu), vi vy nguin bénh khang nén

tham gumhoatdbl&w hiém nhur lai xe hodc vén hanh may moc.

TUONG TAC THU

ISOIN c4 thé tang cuémg tac dung ciia céc chilt izc ché b thin kinh trung wong (nhr

fugu, benzodiazepin, cac thube chéng ddng kinh khac). Trong dot ddu diéu tri, cén

xéc dinh néng 83 trong huyét tuong cia cic thube ching ddng kinh ding déng ther.

Ding ddng thin 1SOIN véi cdc thube lién két manh vai protein (nhu aspirin,

carbamazepin, dicoumarol, phenytoin....) co thé 1im thay ddi ning d5 1SOIN trong

huyét twong, Cée salicylate irc ché chuyén hoa, nén khang dwoc ding cho nguti

bénh dang diing ISOIN.

ISOIN c6 thé lam ting ndng dd phenobarbital trong huyét thanh. Primidon b chuyén

héa thanh barbiturate, do do ciing gy tuong tac nhu vily. ISOIN b thé lam thay ddi

nong do phenytoin trong h thanh: lam gidm néng o phenytoin todn phin trong

hu)SI thanh va lim ting ndng dd phenytoin tw do so véi phenytoin lign két véi

protein.

Diing déng thiri ISOIN v cl cb thé gy trang thii ving ¥ thirc lidn tuc &

ngunvi bénh o6 tién sit dong kinh kiéu con ving ¥ thirc. ISOIN c6 thé nh hutmg dén
ng 46 ethosuximide trong huyét thanh, Ngwini bénh dung ISOIN va ethosuximid

5 +

of 50 micrograms/mL, falling to about 80 to 85% at 100 micrograms/mL. Reported
half-lives for valproic acid have ranged from about 5 to 20 hours; the shorter half-
lives have generally been recorded in epileptic patients receiving multiple drug

therspy.

INDICATIONS

Epilesy. Sole or adjunctive therapy in the following pattems of seizures: absence,

myocionic, tonic-clonic, atonic and mixed seizures.

Adjunctive in patients with generalized multipleseizure types.

DOSAGE & ADMINISTRATION

Valproic acid is taken by mouth. Capsules should be swallowed without chewing to

avoid local imitation (mouth, pharynx). Patients who experience gastrointestinal

irritation may benefit from administration of the drug with food.

Adult: By mouth, usual initial dose: 15 mg/kg/day, increasing at a week-intervals by

5-10 mgkg/day until seizures are controlled or side-effects preclude further

increases.

The optimal dosage is generally within the range 20-30 mg/kg/day. The maximum

recommended dosage is 60 mg/kg/day.

Children 1 — 12 years: usual initial dose: 15 — 30 mg/kg/day, increasing at once

week-intervals by 5-10 mg/kg/day until seizures are controlled or side-effects

preclude further increases (usually in range of 20-30 mg/kg/daily). Maximum 35

mg/kg/daily

Patients receiving doses higher than 45 mg/kg daily should be carefully monitored

CONTRAINDICATIONS

Acute hepatitis, chronic hepatitis.

Personal or family history of severe hepatitis, porphyria, hypersensitivity to

valproate.

PRECAUTIONS

Patients with a prior history of hepatic disease. Patients on multiple anticonvulsants,

children, those with congenital metabolic disorders, those with serve seizure

disorders accompanied by mental retardation, and those with organic brain disease

may be at particular risk.

Valproate is partially eliminated in the urine as a ketometabolite which may leadtoa

false interpretation of the urine ketone test.

Blood tests (blood cell count, including platelet count, bleeding time and coagulat

tests) are r ded prior to initiation of therapy or before surgery

Caution is advised when using this drug in the elderly because they may be more

sensitive 1o its side effects, especially drowsiness or tremor.

ISOIN may produce CNS depressi pecially when bined with another CNS

depressant (eg. alcohol), patients should be advised not to engage in hazardous

activities, such as driving or operating machinery

DRUG INTERACTIONS

Valproic acid may potentiate the action of CNS depressants (ie. Alcohol,

benzodiazepines, other antiepileptics), plasma ation determinations of
i iepileptic drugs are ded during the early course of therapy.

The concomitant administration of ISOIN with drugs that exhibit extensive protein

binding (e.g. aspirin, carb pine, di 1, phenytoin, ) may result in

alteration of serum drug concentrations. Salicylates inhibit metabolism and should

not be given to patients taking ISOIN.

ISOIN can cause an increase in serum phenobarbital concentrations. Primidone is

metabolized into a barbiturate and there, may also induce a similar or identical

interaction. 1SOIN may change the serum phenytoi i it d

total serum phenytoin with an increase in the free vs. protein bound phenytomn

dfc bigt khi ding cung vén thudc chéng co gidt khéc, cin theo dai su thay ddi ndng
45 cia cd hai thubc trong huyét thanh

Thén trong khi ding ISOIN chung véri céc thubc cd vai trd téc d0ng 1én su dong méu
nhuy aspirin hay warfarin. _ )

ISOIN (vé ca mdt sb thudc ching ddng kinh) lam mét téc dung cia thude ubng trinh
thai.

Trénh ding chung cac thubc khéc ¢6 hai cho gan.

The concomitant use of ISOIN and clonazepam may induce absence status in

patients with a history of absence type seizures. ISOIN may affect the serum
ion of eth imide. Patients receiving ISOIN and ethosuximide,

especially along with other I should be itored for alterations in

serum concentrations of both drugs.

Caution is recommended when giving valproate with other drugs liable to interfere

with blood coagulation, such as aspirin or warfarin.

ISOIN (and certain antiepileptics as well) produce the failure of oral contraceptives. |
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PHU NT' CO THAI VA CHO CON BU

Chi diing thude nay cho phy i ¢6 thai khi loi ich cia vige diéu tri vurot trdi nguy oo
uéﬂléxiyndélvﬁbiolhuvilhuéccbmmggéquﬂm Naguy co cho tré bj
tat nirt ddt sdng xdp xi | - 2%, nhimg di dang bim sinh khac 1a khuyét tit so mat, di
wummach,houb&wmm'gvéaangmaunhuﬁbm thip & me, gidm
fibrinogen huyét & tré nhé, DA 6 théng bio vé suy gan din h.rvmgé'u'éwsmh
vi tré nhd khi nguéi me ding valproat trong lic mang thai.

Valproic acid bai tiét vao sita me. Ndng 40 trong s¥a bing 1% dén 10% ndng &6
m:nghuyammhNgmndmbuéuwmwgixayudmu-ew Tuy nhién, nén
ngimg cho con ba trong khi me dang ding ISOIN.

ANH HUONG KHA NANG LAI XE VA VAN HANH MAY MOC

Vaproate ¢6 thé gy irc ché h@ thin kinh trung wong, 48t biét khi phdi hop vai cac
thubc e ché hé thin kinh trung wong khac (nhy nugu), vi vity ngudi bénh khong nén
tham gia cdc hoat ddng nguy hiém nhu 14 xe hodic vin hanh miy méc

TAC DUNG PHU

Todn thdn: Chéng mit, suy nhuge, chin &n kém sit cin hofic &n ngon kém ting cin.
Réi loan tiéu héa (budn ndn, ndn, dau bung, tiéu chiy), thuomg xay ra khi bit ddu
diéu tri, nhung s bién mét sau vai ngay ngung thudc. Co thé khiic phue tic dung
phu biing cdch udng thudc trong hofic sau bira dn.
Ganmaydé:chu:nhggmnhuﬂngmmm(i-u%)ﬂ_' oh

Use with other hepatotoxic drugs should be avoided.

PREGNANCY AND LACTATION

This medicine should only be used in pregnancy if the benefit justifies the potential
risk to the foetus b of the p genic nisk to the foetus. The nsk to
children with spina bifida is appfox:mately 1-2%, other congenital anomalies
reported are craniofacial defects, cardiovasculer malformations, or clotting
abnormalities such as low fibrinogen in mother, afibrinogs ia in infants. Hi
fa:.lure.mulungmdaedmhofamw—bommdofmmhthasbemrqmrmd
following the use of valproate during pregnancy.

Valproic acid is excreted in breast milk. Concentrations in breast milk are 1% to
10% of serum concentrations, It is not known what effects occur in nursing infants
Nevertheless, breast-feeding should be di inued during therapy with valproate in

ing women.

EFFECTS ON ABILITY TO DRIVE AND USE MACHINES

Valproate may produce CNS depression, especially when combined with another

CNS depressant (e.g. alcohol), patients should be advised not to engage in hazardous

activities, such as driving or operating machinery

SIDE EFFECTS

General: Vertigo, asthenia, both anorexia with some weight loss and increased
appeti wu:h weight gain, gastrointestinal disorders: indigestion, abdominal pain,

Thiln kinh: Run, ngii ga hodc mét ngi.

Hiém khi: viém gan @3t phat, viém tuy cdp va ting ammonia hu
‘Tg:n;béocﬁaucsrnhm tic dung khing m:wm«fngdppbdlkh;mdung
thu

QUA LIEU

Qui litu valproate cb thé bléc tim va hdn mé sdu. D o trudmg hop tir
vong. Vi valproate duge thur nhanh, nén ki ich cia nira da day hodic giy nén
phy thude vao théi gian mkhu&xgéumuécdnipdmmckblénphiphaﬁv
chung, dic biét cin duy tri lugng nude ti
Nﬂomhnm&&w&éwmhkmmsmgwammuedmsmum

nause, g diarrhea prequently occur at the start of treatment, but they ussually
after a few dys without discontinuing treatment. These problems can

usually be overcome by taking ISOIN with or after food.

Liver: Changes in liver function such as increased transaminases ( 4 — 44%) and

phosphatase.

Neurology: Tremor, somnolence or nuumma
Rare: Severe liver toxicity, acute p Hyper
‘Idmmrdamrorpﬁmcm'inmaafmydmsemmamrdaldm

drug use.
OVERDOSE

Nhimg naloxon ciing ¢6 thé lim mét tac dung chng déng kinh ciia valproate, vi
céin thén trong khi ding naloxon.
PONG GOI' Hop chira 3 vi x 10 vién nang mém
. Hop chira 6 vi x 10 vién nang
BAO QUAN: Bio quan trong hép kin, & nhiét 43 phong.
HAN DUNG: 36 thing ké tir ngay sin xufit. {

* Khong ditng thude qud han ding.
TIEU cmﬁn AP DUNG: Tiéu chudn co sé. /
San xudi tai

Cong ty TNHH PHIL INTER PHARMA
25, Dutmg s6 8, VSIP, Thugn An, Binh Duong.

Overd: with val ymﬂ:msommieuee.hemhlock and deep coma.
Fatalities h havn benn reported. Since valproate is absorbed very rapidly, the benefit of

gastric lavage or emesis will vary with the time since ingestion. General supportive
measures should be applied with particular atiention to the maintenace of adequate

urinary output.
Naloxone has been reported to reverse the CNS depressant effects of valproate
overdosage. But naloxone could also reverse the antiepileptic effects of valproate, it
should be used with caution.
PACKAGE: Box of 3 blisters x 10 soft capsules.
Box of 6 blisters x 10 soft capsules.

STORAGE: Storage in a well-closed container at room temperature.
SHELF LIFE: 36 months from manufacturing date.

* Do not use if the drug is out of date.
SPECIFICATION: Home standard.

tured by
PHIL INTER PHARMA Co,, LTD.
25, Street No. 8, VSIP, Thuan An, Binh Duong,




