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VALPARIN-200 ALKALETS

(Vién nén bao tan trong rudt Sodium Valproate ..... 200 mg)

CANHBAOPACBIET:

Thudc ban theo don y

Pocky huéng dén sit dung tru6e khi diing.

Néu ciin thém théng tin, xin hdi § ki€n béc si.

Xin thong bdo chobéc sibi€t cdc tdc dung ngoai y xy ra trong qu4 trinh si dung.

Dé€ thudc xa tim tay tré em.

Khong diing thuc d4 qué han sit dung.

THANH PHAN

Mai vién nén bao tan trong rudt chifa:

Hoat chd:

Sodium valproate......200mg

Tddugc: Dibasic calcium phosphate (Anhydrous), Hydroxypropylmethyl cellulose (2910
E15LV), Magnesi Stearate, Talc, Colloidal silicon dioxide, Sodium starch glycolate,
Diethyl phtalate, Eudragit L-30 D-55, Lake of sunset yellow.

DUQCLUCHQC:

Natri Valproate 1a thudc chéng ddng kinh, ¢6 téc dyng chii yéu trén hé théng thin kinh trung
uong. Valproate ¢6 thé tac dung chxgxg dongkinhtheo 2 co ché:

- Téc dung truc tiéf lién quandén n(‘m%dé valg:oate trong huyét twong va trong néo.

- Téc dung gian tiép thdng qua cac chat chuyén héa cua valproate trong ndo, bang cach tic
dong 1én chat trc ché din truyén than kinh 1 acid gama-aminobutyric (GABA). Valproate
6 thé 1am ting ndng 6 GABA do tic ché chuyén héa GABA hofic ting hoat tinh ciia GABA
& sau sinap. Valproate 1am gidm c4c giai doan trung gian ciia gidc ngii cing véi sy gia ting
giﬁc ngu chdm.

DUQCPONG HOC:

Hép thu

Valparin 200 alkalets hoa tan trong pH kiém cuia dich tiéu hod, vi vay hap thu cia thuéc bi
cham hon 1 gi® so v6i vién nén thong thudng hodc vién qui wéc. Tuy nhién hoat chat ciia
thuéc dugce hap thu déng déu. Néng do dinh clia valproate trong huyét thanh xuét hién sau 3-
4 gio. Sinh kha dung clia Sodium valproate tuong tu v6i vién nén qui udc sodium valproate.
Nhung tdn sudt gap tic dung phu dokich thich dudng tieu hod gidm ddng ké.

Phan bé )

Thé tich phan b6 (Vd) ctia valproate 12 khoang 0,1 dén 0,4 L/kg. Valproic acid xu4t hién
trong sita me v6i ndng do thép bing 3% néng do thudc trong huyét thanh. 90% thuc gin két
V6i protein huyét twong.

Chuyén hoa va thai trix

Valproate chii yéu dugc chuyén hod & gan. Cic dudng chuyén ho4 chinh 12 qua dudng
glucoronic, beta oxiho4 ty lap thé va oxi hod vi lap thé. Nhitng chét chuyén hoé chinh 12
glucuronide lién hop, 2-propyl-3-keto-pentanoic acid va 2 propyl-hydroxypentanoic acid.
Céc chat chuyén hod chi yéu dugc bai tiét qua than.

CHIDINH PIEU TRI

Valparin 200 alkalets dugc chi dinh dé diéu tri nhiéu loai co giat khédc nhau nhu: con dong
kinh véng ¥ thiic, co giatd tré em, co gidt ca, con dong kinh co ciing toan bo, dong kinh khé
chira va s6t cao co giat.

CHONG CHi PINH.

Chdng chi dinh ding Sodium Valproate & phu nif ¢ thai, bénh nhan r6i loan chic nang gan
v qud min véi valproate. .

NHUNG LUU YPACBIET VA CANH BAO KHI SUDUNG THUOC

Suy gan dén dén tir vong da xu4t hién & mot s6 bénh nhan dung valproate. Diéu nay thudng
xuét hién trong sdu thdng ddu diéu tri. Suy gan nang va tir vong c6 thé dugc du dodn trude bdi
c4c triéu chimg khong dic hiéu nhu mat kiém sodt ¥ thitc, khé &, khé nghi, phdt mat, chén an
vanon. Chiic nang gan cin dugc kiém tra trude khi diéu tri va dinh ky sau d6, dic biét trong
sdu thing ddu. Cén theo ddi than trong khi ding valproate cho nhilng bénh nhan c6 tién sir
méc bénh gan. Nhitng bénh nhan ding nhiéu thu6c chéng co giat, tré em, bénh nhan c6 r6i
loan chuyén ho4 bdm sinh, r6i loan ¥ thic ning kém thiéu nang tri tué va bénh ndo la nhimg
d6i tugng c6 nguy co cao khi diing thuée. Kinh nghiém cho ring nguy co tén thwong gan
tién trién nang c6 thé ting & tré dudi 2 tudi. Loi ich clia viec kiém sodt dong kinh cén dugc
dit so sanh véi nhimg nguy cotiém 4n.

Nén ngung dung thu6c ngay 14p tiic néu quan s4t thdy hoic nghi ngd c6 cdc biéu hién r6i
loan chifc nang gan.

Vi valproate gay tic ché thdn kinh trung wong, dac biét khi két hop véi céc thuc tc ché thdn
kinh trung wong khéc, bénh nhén cdn c4n than khi 14i xe hodc van hanh mdy méc, dén khi
biét chéc ring hg khong bi buén ngi do thuéc.

Valproate c6 thé gay giim tiéu cdu, tc ché giai doan 2 clia qué trinh ngung tap tiéu cdu hodc
gAy bét thudng c4c yéu t6 dong méu. Vi vay bénh nhan cdn dugc theo ddi chat ché céc thong
56 d6ng mau truée khi du dinh phu thuat.

DUNG CHO PHUNU CO THAL CHO CON BU VA TREEM

Phu nit cé thai

Theo c4c s6 liéu chinh thitc va khong chinh thic valproate c6 thé gay qudi thai & con néu
ngudi me ding thudc trong thdi ky mang thai. T4n sudt gap khiém khuyét clia 6ng thdn kinh
& tré tang néu ngudi me ding valproate trong thoi ky tam cé nguyét thit nhét cla thai ky.
Nhitng b4t thudng bim sinh khac nhu khi€m khuyét mat, hop so, di dang CVS va nhitng di
tatlién quan dén nhitng bo phan khéc clia co thé ciing da durgc béo céo.
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Phu nitcho con bt

O ngudi valproate dugc bai tiét vao sita me. Néng do trong sita me dugc bio cdo bing tix 1-

10% néng do trong huyét thanh. Can than trong khi chi dinh thuc cho phu nit dang cho con

bu.

Sudung thuéc cho tré em

Kinh nghiém cho riing nguy co tén thuong gan tién trién nang c6 thé tang & tré dudi 2 tubi,

dic biét nhitng tré dung nhiéu thuéc chéng co giat, nhing tré ¢6 r6i loan y thic nang keém
_ thiéu nang tri tué va bénh néo c6 thé c6 nguy co cao khi dung thuéc. Vi vay khi ding

valproate cho nhiing d6i twong nay cin hét stic than trong.

TUONG TAC THUGC

Ciing giéng nhu nhiéu thu6c khic, Sodium valproate c6 thé 1am tang hiéu qua clia cdc thuc

an thén kinh, c4c thudc tic ch€ monoamine oxidase va nhitng thu6c chéng trim cam khéc.

Hiéu qua cam ting men ctia Sodium valproate it hon ddng k€ so vé6i nhiing thuéc ch6ng co

giat khdc va hdu nhu thu6c khong 1am mét hiéu qua cta c4c thudc tranh thai dudng uéng.

Nén than trong khi dung céc thu6c chéng dong va cc thude tinh chéng dong (nhu warfarin

va cdc salicylate). Sodium valproate 1am gidm su gén két v6i protein ciia warfarin, tuy nhién

anh huéng nay c6 thé khong din dén anh hudng déng ké vé mat 1am sang. Sodium valproate

c6 thé dnh hudng dén néng do Phenytoin, nén dugc theo doi, dac biét dang tu do 12 dang c6

thé gia tang ti€p theo sau khi khdi ddu giam nong do toan phan.

Sodium valproate c6 thé tic ché sy chuyén hoé cia lamotrigine.

C6 thé phai diéu chinh liéu diing Sodium valproate cén khi diing kém véi céc thuéc chéng co

giat khdc. Cimetidine kéo dai thdi gian ban thai va 1am giam thanh thai clia Sodium

valproate, nhung ranitidine khong gay tdc dong nay. Sy hdp thu Sodium valproate c6 thé bi

giam khi ding kém cholestyramine.

TACPONG CUATHUOC LEN KHA NANG LAIXE, VAN HANH MAY MOC

Va}proate 6 thé gay trc ché hé thén kinh trung wong, d?c biét khi phéi hop véi céc thudc e

ché hé than kinh trung wong khac, vi viy ngudi bénh can thén trong khi 14i xe hay van hanh

may moc. f }

SUDUNG QUA LIEU

Ciéc truong hop qud liéu do v6 tinh hay c6 § da dugc bio cdo. & néng do thudc trong huyét

twong cao gdp 5-6 14n néng do tri liéu, hdu nhw khong xay ra triéu ching gi khdc ngoai buén

nén, nén va chéng mat.

Trong trudng hgp qué liéu vé6i lugng 16n, nghia 1a néng do trong huyét twong cao gdp 10 dén

20 14n néng d6 tri liéu, c6 thé xay ra sy ic ché than kinh trung wong nang va c6 thé suy ho

hép. Tuy nhién c4c triéu chiing thuéng thay d6i va co giat ciing da dugc béo cdo trong truong

hop ndng do trong huyét trong rat cao. Mot s6 truong hop tir vong da xay ra khi dung qua

liéu v6i lwgng 16n. Thudng c6 sy héi phuc hoan toan sau khi diéu tri bao gém gy non, rira da

day, hé trg thong khi va nhitng bién phép hd trgkhéc.

NHONG TAC DUNG KHONG MONG MUON.

Téc dung ngoai ¥ trén hé tiéu hod nhu bubn nén, non mira, khé tiéu thudng it xay ra véi

sodium valproate, Sy mat cAm gidc dau, run, mat diéu hoa trrong luc co, nhiic déu, ching

rung giat nhan cdu, song thi, loan van ngon, chéng mat va mét kha nang ph6i hop da duge

béo cdo. C4c tic dung khéc 12 néi mén trén da va rung téc cling dugc bio céo. Valproate

hiém khi gy giam tiéu cdu, t6n thuong gan.

LIEULUQNG VA CACHDUNG

Liéu dung:

Liéu diing phu thudc vao tudi va can nang.

Nguwoilon: Khéiddu ding liéu 600mg/ngdy. Liéu nay c6 thé ting ct méi 200mg trong

thdi gian 3 ngay, liéu c6 thé tang dén 1000-2000mg/ngay(20-30mg/kg thé trong) cho dén

khi dat dugc hiéu qua mong mu6n. Trong trudng hop khong dat dugc hiéu qua diéu tri mong

mu6n c6 thé tang lidu dén 50mg/kg thé trong.

Tré em trén 20kg: Liéu khoi ddu 1a 400mg/ngay (khong phu thudc vao thé trong). Liéu duy

nang/ngay. Khichua dat dén sy kiém soat thoa déng trong gi6i han nao,

c6 thé tang 1én 35mg/kg can nang.

Valparin-200 alkalets dugc nu6t nguyén vién, khong dugc nhai.

Puong ding: Puong udng.

BAO QUAN: Du6i 30°C, trdnh £m.

DANG BAO CHE VA QUY CACHDPONG GOI:

Valparin 200 alkalets dugc déng g6i trong vi 10 vién. Hop 10 vi va m6t t& huéng dén sirdung

TIEU CHUAN CHAT LUQNG: BP :

HAN DUNG: 36 théng ké tirngy san xust.

S6 16 sén xu4t (Batch No.), ngdy san xudt (Mfg.date), han dung (Exp.date): Xin xem trén

nhan vi va hop.

Nha sdn xudt

—torrent
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Torrent Pharmaceuticals Ltd.,
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