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1. TENTHUGC
BTOZKA
2. THANH PHAN
Mbi vién nang mém chira:

Acid thIoCic. ... . smmsmensrmsier - - 300 MG

Ta duge ¢é tac dung 44 bidt: Diu 48u nanh, sorbitol ldng, methyl paraben, propyl paraben,
idacol brown HT.

Bé bift danh sach ddy dd cic td dugc, xem phin 6.1.

3. DANG BAO CHE

Vién nang mém,

Vién nang mém, vién khé cdm khéng dinh tay, bén trong chida hén dich thude,

4. DUGC LAM SANG

4.1 Chi dinh

Eliéu trj rdi loan cam giac trong bénh viém da day thdn kinh dai thio duding.

4.2 Lidu ding va céch sl dung

Lifu ding

Liéu ding khuygn céo |a 2 vién (tuang duang vai 500 mg acid thioctic), udng mét lin vao
khodng 30 phit trudc khi &n sang.

Cach dung

Thudc nén udng nguyén vién vai mat lugng nudc vita a0 lic 461, Thad diém udng thude
hop ly la 30 phat trudc khi 3n séng.

Bénh da diy thdn kinh dii thic duting la mét bénh man tinh, diu trj liu dai cd thé 1h cin
thiét.

4.3 Chéng chi dinh

Thudc chéng chi dinh trén cac bénh nhin mdn cdm vdi acid thioctic hojic bat o thanh
phdn nao cla thude.

Do chua co nghién cdu trén tré em va thanh thiéu nién, khéng nén ding acid thioctic cho
nhing d&i tugng nay.

4.4 Than trong

Thuéc nay co chia ddu ddu nanh, khbng sirdurg cho nguii b dj ing dau phéng hodc dju
nanh.

Thufic ndy cé chifa methyl paraben va propyl paraben, cé thé gay ra céc phan (ing dj ing
{cd thé xdy ra chim).

Thudc nay cd chifa idacol brown HT, ¢ thé gdy cac phan ung di ding.

Thudic ¢ chiia sorbitel nén cin than trong che bénh nhin khéng dung nap fructose di
truyén, kém hip thu glucose-galactose hay thidu hut men saccharose - Isomaltose.

4.5 Tuong téc thudc

Diéu tri ddng théi cing acid thioctic lam mdt tic dung cda cisplatin.

Tac dung ha dubding huyét cia insulin hodc thudc trj dai thio dudng duding udng cd thé
tng lén. Do 46, dic biét 13 trong gial doan ddu didu tri bdng acid thioctic, theo doi chat ché
dudng huyét, Trong nhiing truting hop cu thé, cd thé cdn gidm lidu Insulin hoge liéu thudc
tri d4i thao dudting duding udng &é trdnh cac triéu chiing ha duding huyét.

Acid thioctic 1a mdt chat tao phic chelat vai ion kim loai va do 6 khéng nén ding déng
thél véi cic hap chét kim loai {vi du nhu cée san phim bd sung sdt, magie, cac sén pham tu
siia do oo chifa calci vi néd o6 thé din dén mat tac dyng). Khi ding liéu acid thioctic mdi ngay
30 phat trudc khi &n sdng, ¢ thé bé sung thém sit va magie cho bita trua hodc bia tai.
Thuding xuyén diing rugu la tic nhin nguy co cao d5i véi sy phat trién va tién trién cha cac
bénh thin kinh, va vi th& cd thé lam giam tac dung didu tri vdi acid thioctic. Vi wiy, bénh
nhin bi bénh viém da day than kinh do dai thdo duting cin khuyén cao trénh s dung
rugu. Bidu nay cing cdn dugc khuyén cdo trong khoang théi gian khéng sif dung thubc.
4.6 Khé ndng sinh san, phu nii cé thai va cho con bu

Thudic chi nén strdung cho phu ni ¢4 thai va cho con ba sau khi da cén nhéc gida bgiich va
nguy co.

Phu nii cd thai va cho con bii chi nén sl dyng thudce theo dung chi dan cla bac sy, ngay ci
khi ciic nghién ciu déc tinh vai hé sinh san khéng cho két qud nao dnh hudmng dén kha
nang sinh sén va sy phét trién cda phéi thai va khidng <6 ddu hidu nao cho thiy gy quai
thai.

Chua xic dinh acid thioctic cd bai tiét vao sila me hay khdng.

4.7 Anh huéng dén kha nang ldi xe va vin hanh miy méc

Thudc khéng anh hudng dén kha nang 14i xe va van hanh mdy moc.

4.8 Tic dung khéng mong mudn

Nhiing thudt ngir sau ddy duge ding d€ phin loai cic phan tng bat lgi dua trén tin sudt:
Rt thudng gdp: = 1/10;

Thudng gap: = 1/100va < 1/10;

It gdp: 21/1000 va < 1/100;

Hiém gap: 21/10.000 va < 1/1000

Rt hiém gip: <1/10.000

Khéng xéc dinh (khéng thé udc tinh tin sudt ti dir liéu cé sin)

Co quan Bidu hién Tén subt
" Buén ndn, ndn, dau da diy - rudt. -
Hé tidy hoa tidu chiy Rat hiém gdp
Phian dng | Phin dng di ing nhu phit ban, nd
gud man mé day, ngla i
Hé thén kinh | Thay d8i hodc rdi loan vi gidc Rat hiém gap
Do wide =0 dung glucese duge cai
thién, tinh trang ha duding huyét
rat higm khi xdy ra, Cac tridu chimg
Liss tking 1y nhet ha duimg huyet | PTNEmap
chang mat, dd mé hai, nhie diu va
rdi loan thi gidc da duge bio cdo.
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Vike bdo cdo cac tic dyng khdng mong mudn sau khi thude duge phé duyét I rit quan
trong. NG cho phép tidp tuc theo dai dinh gia lgi ich / ndi ro cba thube, Cic chuyén gia
chiim séc stic khde duge yéu cdu bdo cio bt ki tc dung khdng mong mudn nao téi:
Trung tam DI &ADR Quéc gia
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4.9 Qui lidu

Qud liéu cd thé gay budn ndn, nén, dau diu.

Sau khi vd § hodc of v khi udng liéu lugng tir 10 d&n 40 g acid thioctic kém véi nigu, tinh
trang nhiém die nghiém trong, d6i khi gay ti vong da duge bdo cao. Dau hidu nhiém déc
lam chng ban du 6 thé 13 r6i loan tdm thdn vin dong hay réi loan y thie, dién hinh phét
trién nhiing co gidt toan thin v nhibm acid lactic. Ngoai ra, ha duting huyét, sic, tiéu ca
van, tan huyét, huyét khéi thinh mach rai rac (DIC), suy tly xucng va suy da co quan da
duoc mo ta 14 tic dung gy doc khi ding liéu cao acid thioctic.

Cac bign phap diéu tri trong trudng hop ngd dbc:

Trong truting hap nghi ngd <d s nhiém dde ndng do acld thisctic (nhu ding liéu > 10 vién
600 rng & ngudi Iom va > 50 ma/kg tré em), cdn nhdp vién ngay 1ap tic va bit diu cic bign
phip phi hgp véi cac nguyén tic chung trong chi dinh diéu tri cac trudng hap ngd doc (vi
du géy nén, ria da day, dung than hogt tinh_..). Viéc diéu trj co gidt toan than, nhiém toan
lactic va tit ci cic hiu qua de doa tinh mang khic do nhiém déc phai dya trén che nguyén
the cda lidu phap didu tri tich cuc hign dai v phal diéu tri theo trigu chimg. Loi ich coa vigc
sif dung cac ki thudt thim tach mau, lpc mau hip phy hode cic phuong phap loc aé loai
b acid thioctic van chua dugce xac dinh.

5. CAC PAC TINH DUOC HOC

5.1 Béc tinh dugce lue hoc

Mhdm duge by: Khodng chat va vitamin.

Ma ATC: A16AX01

Acid thioctic 1a mét chit giding vitamin ndi sinh, cé chiic nding cda mét co-enzym trong qua
trinh oy khir carbouyl ca alpha-keto acid.

Sy tdng duéing huyét do ddi thio duting din dén sy tich tu glucoese trén céc protein nén
cha mach méau v hinh thanh cda "cic san phdm cufi ciing cla qud trinh glycosyn héa cao
cap”, Qua trinh nay din d&n giam luu lugng mau ndi thn kinh va thiéu oxy / thiu mau cuc
bé ndi thin kinh, cé lién quan dén vibc ting sin xudt cic gbc oxy ty do gy tén thuong diy
thin kinh ngoai bién. Su suy gidm chit chéng oxy hda nhy glutathione ¢lng dugc phat
hién trong ddy than kinh ngoai bién.

Trang cic nghidn cdu trén chudt, acid thioctic tuong tic wai cic qud trinh sinh hba & chudt
bj i thiéo duéng do streptozotocin gy ra, théng qua sy gldm hinh thanh céc sn phim
cudi cing cla qué trinh glycosyn hda cao cip, cal thién v lugng méau ndi thin kinh, ting
miiic 46 chdng oxy héa sinh Iy cla glutathione va nhu mot chit chdng oxy héa chéng lai
céc gic oxy tu do trong bénh thin kinh do d4i thao dudng.

Nhing téc dung quan sit dugc trong didu kién thi nghiém cho thdy acid thioctic cb thé cai
thién chic ndng cda thin kinh ngoai vi. Diéu ndy dugc dp dyng didu tri cac rdi loan cam
giac trong bénh viém da diy thin kinh do dai thdo duting, gay ra bdi rdi loan cam giac, d|
chm nhu ndng rat, dau, té, kim cham.

Ngoal nhifng phat hign ldm sing trudc diy trong didu tri triéu ching bénh viém da day
thin kinh do d4i thao duting bing acid thioctic, mét nghién cdu da trung tam, cé kiém sodt
wii gid dugie duge thifc hién vao ndm 1995 cho thiy tac dyng of lgi clia acid thioctic déi véi
cac tridu chiing dugc khio sit nhu bdng rit, di cam, té va dau.

5.2 Béc tinh dugc dong hoc

Acid thioctic duge hip thu nhanh chéng sau khi ung. Do thudc chuyén héa manh qua
qgan 1&n ddu, sinh kha dung tuyét 438i (so vdi duding tiém tinh mach) cda acid thioctic ding
duéng udng khodng 20%. Do thude phan bé nhanh ching vao md, thai gian ban hiy
trong huyét tuong cda acid thioctic khodng 25 phuit. Sinh khi dyng tuong d6i cha dang
thudc rin ding duding udng L hon 60% so wii cie dung dich udng. Néng df téi da trong
huyét tueng khodng 4 pg / ml duge do sau khodng 0,5 gid sau khi udng lidu 600 mg ackd
thioctic. Téng d6 thanh théi trong huyét tuong la 10-15 ml / phat / kg.

Trong céc thi nghiém cé dung ddnh diu phing xa trén dong vat (chudt, chd) cho thay
duding bai tigt chi yéu I3 qua thin, chifm B0 - 90%, dudi dang cdc chit chuyén héa. Tuong
ty & nguidi, chi mot lugng nhd chit khong bién déi duge tim thdy trong nuidc tidu. Sur
chuyén hba chi yéu thng qua qua trinh oxy héa cit ngdn chudi bén (oxy hoa beta) v /
hodc S-methyl hda cic thiol ddng vi.

Acid thioctic phin dng in vitro w&i phic lon kim loai (vl du vai cisplatin. Acid thioctic tao
thanh cic hgp chit phic tap it hda tan vdi cac phan td duting.

5.3 D& lidu an toan tién lam sang

Khéng ap dung.

6. CHITIET SAN PHAM

6.1 Danh muc ta duge

Diu co, lecithin, sép ong trdng, ddu ddu nanh, aerosil, gelatin, glycerin, sorbitol ldng,
methyl paraben, propyl paraben, idacel brown HT, ethyl vanillin.

6.2 Tuang ky

Khong dp dung.

6.3 Han su' dung

24 thing ké tif ngay san xudt

6.4 Luu § dic biét trong bao quan

Mai kho rdo, trdnh dnh séng, nhiét 36 dudi 30°C.

£ xa tim tay tré em

6.5 Quy cach déng gdi

Hap 1 vi, hdp 3 vi, hép 6 vi, hdp 10 vi. Vi 10 vién. Kém hudng dan s dung,

6.6 Luu § dac bidt d& tidu hiny v xif 1§ khac

Khiing cb yéu ciu dic biét.

6.7 Tiéu chuin chit lugng

TCCS

7. TEN VA DIA CHI CUA €O 50 SAN XUAT

CONG TY CP DUGIC VTYT HA NAM

Curm CN Hoang EMng, Duy Tién, Ha Nam



