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*ALFA-LIPOGAMMA 600 oral
(Ve s b phim acid thioctic 600 mg)

,tﬁﬂrﬂllh‘l!dmlﬁ_d:
| e ik hung dlin 2 dyng trene e ing
| | Bxa tdm fay tré em,

Thudkc rrd;rmmrrym dan E;!u.li'

1. Thanh phdin cbng thic thuéc:

M i nén B s chi

Thénh plrdn hoat chdt: acid thisctic (30d akpha -lipei) 600 mg

hdnh pivdn td duge: Methylhydrony propylicefulose, eolloidal si-

licon duonidee, mecrocrystailine cellulose, laciose monohydrat, nate

carhoymithylcellufose, Yale slficon gdan cd talc v simeticon, ma-
o N5l stearate, Macrogal 6000, sodiumdodecy! sulphat.

o 1+ Dng biba chi:

mm Dgng bdo ché: Vidn nén bao phim.

Mt td dide Sidim thudc: Vign nén bao phim mau ving vl cic 0dm
mmm frdng va fedding vach & 2 md,

[==F]

= 3. Chi djnh
— Hhﬂ'ng cam gisc bt theding trong bénk da thin kinh d4i thio

-l.l.lhdﬁ:j—l:-ﬁ:iﬂlg:

Lifw riéng 12 v hing gy

D51 v cdc trdng hop 16 oan cim gidc o6 B quan vi bénk viem
da day thin kinh i thio dutng & ngudi idn, lidy ding hing ngly
duigic khuyén caa cho ngui kin:

Lidu diimg hdmvg ngly k2 1 vidn 600 oral (tuong
g véil 500mg acid thioctich ubing mat in khodng 30 phet trsde
kb dnsang.

Trang trutFag beap réi Ioan cdm gide nghiém trong, litw phip tiém
truyén i acid Ehlocticof thé duge bién hinh diu tién,

Cach diang thisbs v thed gtan @i tri
Alfa-Lipsgamma® 500 eral nin Sogr uing nguyén viin wil mat
i ke ik i khi biang 61, KN uing thufic ddng thi vk thic
an ¢ thé Lien giden hip thu. Vi wiy, nén diang thudc trudc bita sing
30 phet, 0c bidt 3 bénh nhin cd ki glan Kim ring da ddy béo dii.
Do bénh viem da ddy thin kinkh 04 thio dutng 1 binh man tinh
ném i tri Lt il o the duise ybu e hu.

Wi ting cd bin clka diéu tr Bénh vidm da diy thda kinh 43i thio
dirieng L vhiec ki sadt duding huyt £6i wu,

5. Chémg chi djmh:

Nifa-Lipogamma® 600 oral chirg chi dink tuydt 861 & nhing
bénh nhdn 03 beit b mdm cim val acid thioctic hay bt e thaah
phan naccla thudc

Gahi chil

Do chua b nghidn o frién té em v thanh thiéu nidn, khing nén

ding Afa-Lipogamma® 600 ral wii nhing 68 tugng nay,

Théieg b mgay cha bec s hed duipe 57 ahiig e dung kiing mang e ggp phel i s dug thde.

6. Cinh bido va thin trong khi ding thuc:

Bénd nhiin o8 kiéu gen khing nguyén bach ciu nguii (thuling glp
& bbsh nhan ngudi Khit Ban vi Han Qubc, bénh nhda ching A
Cautasian} dé phdt trifm hii chiimg insulin ty min (¢fi loan trang
hormon Sidu hia glucede mde vii ndng 46 duing trong mau gidm
ding k) kbl duae it trl v acid thisdid.

Mhilng bémh nhin b thing khéag dung sap fructose di traydn,
kém hdp thu glocnse-galactose hay thid hyt enzym saccharase-
tsemaltase khéng nén ding Alfa-Lipogamma® 600 oral,

7. 5¢& dung thudc che phy nif ¢d thai vi cho con ba:

Nguyén tdc chung trong dife tri bdng thisbe & phy nii troog sl
thai ky v cho con bik, chi nén ding thutic sau khi cin shic cin trong
ril v v I dch

Ph ndfcd thai vi b con B nén didu b vl ackd thioctic chi khi 83
tasdn thii diing theq chi dan cla thdy thubc, ngay i khi cic nghién
ciitd e tinh B4 vl Hsmhﬂnﬂ'rﬂmmh&qﬂmhhm -
dEn khd ndng sinh sin vi sy phit trife phél thai v) I:h!n-gtuiu =
hitu no cho thiy gdy ddc cha thai

S dung thudc cho phy nil of thai: 'Hhhngﬂidﬂﬂuviﬂdm.
1h'|Hi|:trl-nphuuﬂ{ﬁthﬂ,thimdﬂrgmuﬁ{nhhiﬂhvmurﬂl
0 Vi gy (o™,

Sitdung Mduphiﬂﬂrnmbﬁ:[hmbﬂwdl}mlmﬁ-

Wit véo slia nguis hay khdog, ~

8. A huding cita thude lén khi ndng 15i xe, 2
vim hanh may mbe:

Do thude e tir dung Khing mang maBn it K2 deme Mirér,

chetineg mdt, ot med hil, dau ddi, bidn 08 thi gide nén thin trong

khi 5ir duniy thisskc kbi dang 14 xé wa vin hinh mdy mbc.

5. Tuang tac, tucing ky cia thudc:

Ldem mét tic dung cda cisplatin khi diang ddeg thai v Alfa-Llipo-
gamma* 600 oral,

Acid thinctic ki mt cht ob 1hE tao phie i ion kim load va vi vy
khiing nén dimg dbng thir wol cic hop chdt kim Boad (mhu 1 53t
magmes, cdf sdn phim siia cd chifa cald). s Aa-Lipogamma®
600 oral dudk 4 dung Blag ngdy, 30 phit trud i §a sing th ok
sdn phim chla 331, magnesi of th dimg wie budl ra hade chidy,
Téc dung ha dutmg huyEt cs thi xdy ra khi két hetp vl knsulin bk
cac thude didy i 8 thio dutmg khde. ¥h vy, cin the déi duimg
huyEt mibt chch 1t 530, d8c bebt 1 trong giad doan 8du cia i litky
wiki acid thisctic. Trong nhiéng trudmg hop dac bidt, gidm lifa insalin
hadc g thisse dsé tri di thao Sung bing duing wdng b clin thf
% ngdin chin nhiling bifu hidn oka h dutang huyét



G chel:

Thuiing xizybn didng reou 14 t¢ shin nguy (0 cao tho s phit trién
wd- timg trusdng cia che benh thin ianh, wh vl thé o thi B gidem sur
thinh chng cua vide Siéu tri vl Alfa-Lipsgamma® 600 sral. Vi
vy, biah nhdn by thelng vibm da diy thin kish 431 thio duting ¢dn
khuyén cda trénh ding ruge. Didu ndy cing cn &8 nghj 86 voi ¢
Khodng this giam khdng didu i

10. Tic dung khing mong mubn cda thubc:

(e iy ching [rén fidw hda:

Ra% hidm: Bedn nin, ndn, day da day-md va titd chiy,

Phicire ding mdse cdrm;

Rt hiém: Phde ding df ke ndur L phdt ban, may day v ngua

R ko i thdn kink:

Rt higme Thay 885 virhodc 13i faas vi gidc.

Ntviag phav dng kbdng mong mudn ke

Rt hbém: B vl qué trinh téw thy dubng ¢d the cii thidn & bink

phin 43l thio duing, tinh trang ha dudng huyét o thé by ra (i

tritu ching twng ty nh ha Judng huyit di duge mé i nhy la

__ thing mdt, todt mé hél, dau Blu, bidn ddi thi gide.
-!.'-Iﬂngr:l.inmﬁtlﬂ}hq thé i tinh tr dii liw hida ob): i kan
=hannm:ﬁhhhaglunmm:dglhrﬁrttm&mﬂﬂmww
s (U (i chiing iinsulin Ty mign),

W 1], Qudd I v chch xirtri

mm 110NQ truitng hop qué i, cé thébudn néa, mén vi dau dlu,

mm S khi ¢ hay vl y disng Tudeg ban 1 10 B 40 g acid adpha fipaic

b e g, G trang mhidm g ndg va 351 khi tilvong dd duoc

= biéo cio, Ddu hidu nhidm dé Lim sing o6 thi bidy hidn dia tién bai
sir et Inan tem thin vin ding hay réi faan  thiie, vi dién Nink phét
teins nivilng con dong kink fodn thé wi mhifm ackd lactic. Thém vio
4, gidm glucose mdu, sbc, téu co vdn, tan may, huyét khii thich
mach rdi rac (0L sy yéu tly xuong vé sey da of quan &% Juoc
mik £ mh b b qued 0l vidc dang liéu can acid 2lpha-lipeic,
Bty i 1rong truing bop qué lifu;
Teang trung hop nghi mgis ¢d s mhiém dic ning do AMfa-Lipoga-
mma"® 600 oral (nhif dung Bk > 1 védn &00-mg & AYUT |én vd
= 50mg kg cin ndng & 1ré ém) Hip 10 dua bnh nhin dfn cic oo
quian y b cb 8 cik diéu loibn ¢3p chu oo b cac troting hap nhigm
i [baa gim giy ndn, nita da diy, ding than heat tinh, . ..). Die
brj com déeg kink bokn thé, nhidm acid kactic vanbiing hiu qua nguy
hifen dén tink mang khbc cda nhidm dde cln Suc thyc hidn v cic
nguyen the cham séchb trg v cin difu tri tridu ching. Lefi ich cla
thdm tach miu v thien phdn phil mac hode céc phing phdp e
& Ioal trir acid alpha-fipole 8Eu khng ¢he kit qud chdc chdn,

12. Bdic tinh duge hyc hoc:

Acid thiogtic (hay che gei 12 2ok o-Hpoic) 3 mot chit gideg vitamn
ndi inh, o0 chilkt ning ¢aa mit co-enzym trong phdn g oxy hod
khal mhom casbooyl 0 0-ketoadid,

S 1ing cao duing hayét trong bEnh 43l thao dubng din dén wik
tich Iy ghwcose 13 nhéing peodein nén trong ¢domgch miu v hinh
thinh nhing chdt gob 1 cic sn phdm cudi cing cila qud trish gly-
cat hoa, Qud trinh ndy din dén gidm luy lugag mda ndl thin kinh
wa giam oxy mdi thidy mads o b ndi thin kind, kit hop v

Whr O -0 1B 00 § BOAGTVN
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g g sdin sinh ¢Bc gl oy 1y deo, Gillu ndy cb thé nhdn bét dui
(rthan kinh ngoai vi gideg nhit ki sy gidm cic chat ching exy hoa
mehif ghutathion.
Treng cdc nghién ciu trén chuft, acid thiactic tuong tie whi che
iqud trink tinh héa gy ra béi chuft bi 8 thio deang thue nghidm
oy bdl streptezocin thiing qua su gidm hinh thank cic sin phim
cull cimg cua qud trimh glveat héa, cdi thidn hie hegng miu ndl
thd kinh, gia ting ndng &5 ching axy hoa sink Iy ¢la ghutathion
va g chat chéirg ouy hoa 451 vai cac oo oy 1y o tromg thin
Kirih 41 thio dting. Nl ket qué quan sét &uoc trong didu kién
thil nghigm cho thiy ring chil ndng cia thén kink mgoai vi ef thé
duige cai thikn béd acid thinctic. Bitu niy Bén quan &én s rdl logn
<hm gl trong bitnh vibm da diy thin kinh 44/ thio dubng of thé
e thé Bikkn b cc o loan cim.gide, i cim ahu 3 mong, dau, té
budt, ¢m gidc kién bd,
B4 sung cac kit qud 1im sing tnadr §3y trong didu trj trifu ching
bénth vikm da ddy thin kink dii thio duting i acd thioctic, mdt
nghién cig da trumg tm, o6 kiEm: sodt il gl duge thise hign ndm
1995 cha thy c3c tac dung o8 i cila acid thioctic 881 wii cac ke
chineg ndng, di cm, b butt vi dau

13. Bactinh duc dGng hod

Arid thioctic{o- lipoic 3cid) dugchdp tha nhanh dhdng sau khi udng.
Do Lic dung chuyén héa lin dbu ding ké, sinh khi dung tuplt 46
{50 wdi dutng tink mach] cia acid thioctic xlp i 20%. Vi két qui
phin b8 nhanh chéng viie cic mi trong o the, thist glan bin hiy
trong huyét fuong cida acid thioctic & ngudl xdp «f 35 phiit. Sinh
kihd dung tuong &5 cia acid thiestic khi diing 0 dang rdn cao han
60% khi 1o véi dang dung dich udng. Ning 88 t6i da tromg hayt
Wﬂwﬁﬂﬂ*ull-’ml-ﬁmhilmngﬁiqﬁmkhluﬁuqﬁll'ﬂ'mg—
2¢id thioctic. Ding phuing phip dénh ddu phing xa trong th
nighihn s Bhag v [chubt, cha) cho thiy duting bi 181 chi yéy
14 qua thiin, chim higng b (80-50%) dutl dang chéi chuyénhéa, o
Lhrdm#tlﬂhgnh&thﬁlhﬁngﬂiﬂdﬁdmmmﬁmm-
tiba. Bién A6 sinh hod xdy ca che ydu |3 do oxy hia et ngdn chudi
(P-paidation) v hode S-methid bog o thiol ddng vi. -
Tréns dn vitra acid 1kioctic phén dng vii céc phdc hop lon kim fogi
(rihwg v cisplating, Acid thinetic tao thank phic hap khé tan v ci =
phin 1if dung

4, Quy cich Gong gé
W1 10 vide el s phiim, HOp 3, 6 hodc Y0l

15, Diéu kién bio quin, han ding, tiéu chudn chit lugng
cia thude:

Bdo quin dnli 30°C. Trdnh dnh sing va dm.
Han ding: 36 thing ki 1 ngdy win nudt.
Tt chisd cht luignge TOCS.

16. Tén, fia chi oo 50 sdn xudt thude:

DRAGENOPHARM APOTHEKER PUSCHL GMBH
Géllsar. 3, 84529 Ttmoning, GERMANY/Bdc.
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