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Doc W huong ddn tradc khi s* dung.
E€ xa tdm tay tri em.

Thdng bdo ngay cho bdc s! hofrc duqc s! nhirng tdc dqng kh6ng mong mu6n g\p phdi khi su
dung thudc.

Thuiic bdn theo don

Kh cao

I. HITCING DAN SU DUNG THUOC CHO NGIJd BENH

ALFA-LIPOGAMMA* 600 oral
n6n bao acid Thioctic 600

1. Thinh him lugng cria c.
M5i vi6n n6n bao phim chria:
- Hoqt chAL' Acid Thioctic (alpha-lipoic acid) 600 mg
- Td daqc: Methylhydroxy propylcellulose, Colloidal silicon dioxid, Microcristalline cellulose,
Lactose monohydrat, Carboxy-methylcellulose natri, Talc Silicon g6m c6 Talc vd Simeticon. Magie
stearat, Macrogol 6000, Natri dodecyl Sulphat.
2. Md tA sin phim:
Vi6n n6n bao phim mdu vdng v6i c6c d6m tring vd dudng vach o 2 mii.
3. Quy cdch d6ng g6i:
Vi l0 vi6n n6n bao phim. HQp 3 vi, 6 vi holc 10 vi.
4. Thuiic dtng cho bQnh gi?
Nhirng cim gi6c b6t thulng trong b6nh da thdn kinh d6i th6o dulng.
5.. NGn dtng thu6c niy nhu th6 nio vi liiju luqng?
Ligu ri6ng 16 vd hane ngdy
Ddi vdi c6c truong hqp r6i lo4n cAm gitrc co li6n quan v6i bQnh vi6m da dAy th6n kinh d6i thrio dudng
o ngucri l6n,.li6u dirng hing ngdy dugc khuy6n cao:
LiAu dung hing ngiy ld I vi€n Alfa-Lipogu*-u@ 600 oral (tuong img v6i 600mg acid thioctic) u6ng
mQt l6n khoing 30 phft tru6c khi dn s6ng.
Trong truong hqp r6i loan cim gi6c nghiCm trgng, liQu ph6p ti6m truydn v6i acid thioctic c6 th6 duqc
ti6n hdnh ddu ti6n.

vi6n Alfa- 600 oral n6n u6ng nguy6n vi6n v6i nu6c lfc bpng d6i. Thric 6n c6 th6
ldm giim hdLp thu n6u dugc dtng d6ng thoi. Do d6 bQnh nhdn cAn gitr bsng d6i khi dtngcua
thu6c vi

.-

I
-/.,t
I

NI.t

6
TT

l)7 le 30 phrit tru6c khi 6n s6ng.

Do bQnh th6o dudng la benh man tinh n6n di6u tri lAu dii c6 th6 duoc y6u
I

cau.
N6n tang co bin cua diAu tri bQnh vi6m da ddy thAn kinh d6i th6o dudng li viQc ki6m so6t tlulng huytit
t6i uu.
6. Khiniokh6ngn6ndtngthu6cni{j. ^.t.. ._..i. . i .
Alfa-Lipogamma@ 600 oral ch6ng chi dinh tuyQt d6i o nhirng bQnh nhAn da biCt c6 mAn cdm vdi acid
thioctic hay b6t cri thdnh phAn ndo cira thu6c.
Ghi chir
Oo 

"hrru 
c6 nghiCn cr?u tr6n trd em vd thanh thi6u ni6n, kh6ng n6n dirng Alfa-Lipogamma@ 600 oral

vdi nhirng d6i tuqng ndy.
7. Tic dUng kh6ng mong mu5r:
Cdc triQu ch*ng ftAn fiAu h6a:
RAt hi6m: Bu6n n6n, n6n, dau d4 ddy-ruQt vi ti€u chdy.

Phdn ung mdn cdm:
Rat hiem: Phin img df ring nhu ld ph6t ban, mdy day vd ngria.
RiSi loam h€ thdn kinh:

thoi di6m udng.thu6c hqp
vi6m da ddy thdn kinh d6i



R6t fri6m: Thay d6i vd / hodc r6i lo4n v! gi5c.
Nhirng,phdn tlrng kh6ng mong mudn khdc:
RAt hi6m: Boi vi qu6 trinh ti6u dtng ducmg c6 th6 cii thi6n d benh nh6n d6i th6o dudng, tinh trang ha
dudng huy6.t c6 th6 xiy ra. C6c tri0u chimg tucmg tr,r nhu h4 ducrng huy6t dd dugc m6 tA nhu ld ch6ng
m{t, to6t mO h6i, dau ddu, biOn d6i thi gi6c.
8. N6n trrinh dtng nh&ng thuiic ho{c thgc phim gi khi ttang sfr dung thuiic ndry?
Ldm m6t t6c dqng cia cisplatin khi dung d6ng thdi v6i Alfa-Lipoga-ma@ 600 oral.
Acid thioctic ld mQt chAt c6 th€ t4o phric v6i ion kim lo4i vd vi v4y kh6ng n6n dtng d6ng thoi v6i c6c
hqp chdt kim lo4i (nhu ld sAt, magnesi, c6c s6n phAm sira c6 chria calci). N6u AHa-Lipogamma@ 600
oral duoc sri dpng hdng ngdy 30 phrit tru6c khi dn s6ng thi c6c sdn phAm chria sit, magnesi c6 th6
dtng vdo bu6i trua hodc chi6u
T6c dpng ha ducmg huytit c6 th6 xtty rVkhi k6t hgp v6i insulin hodc ciic thu6c cli6u trid6i th6o dudng
kh6c. Vi vdy, c6n theo ddi duong huy6t mQt c6ch s6t sao, dqc biQt lir trong giai doan diu cira tri li6u vdi
acid thioctic. Trong $tng tryong lrcr-p"dac biQt, gi6m liAu insulin hodc crlc thu6c di6u tri ddi thSo

dudng bing ducrng u6ng ld cAn thiCt dC ngdn chdn nhirng bi6u hiQn cta h4 ducmg huytit.
Ghi chtl:

m4ch rhi rdc (DIC), sry y6u tiry xuong vir suy da co quan dd dugc mi6u td nhu ld hflu qud cria viQc

dung 1i6u cao acid thioctic.
12. CAn phii lhm gi khi dtng thu6c quf liiiu khuyiin c6o?
Trong trucrng trcr-p n-ghi ngo c61p nhi6m dQc n{ng do Alfa-Lipogamma@ 600 oral (nhu dtng li6u > 1!
vi6n 600 mg o ngudi l6n vd > 50mg/kg cdn nflng 0 trd em) l4p tfc dua bQnh nh6n d6n c6c co quan y t6

c6 du c6c di6u kiQn c6p cr?u.ccy b6n c6c trudng hqp nhi6m dQc (nhu ld bao g6m g6y n6n, rfra d4 ddy,

dtng than ho4t tinh, ...). DiCu trf con dQng kinh t6ng qudt, nhi6m acid lactic vi nhirng hfu gud nguy

ni6ri aen tinh m4ng khi,c cua nhi6m dQc cln dugc thlrc hiQn v6i c6c nguy6n tic chdm s6c h6 trg hiQn

d4i vd cAn diAu triirieu chimg. Lgi ich cira thAm t6ch m6u vd thAm phin phric m4c ho[c c6c phuong

pt ap t9. dO loai trir acid thioctic d6u kh6ng chd k6t qui chic chin.
13. Nhfrng tli6u cfln thfn trgng khi dtng thu6c niy:
Nhirng Uentr nfran cO chtmg i.t O"g dung n4p fructoie di truydn, kdm JrAp thu glucose-galactose hay

thi6u hUt men saccharase-isomaltase kh6ng n6n ding Alfa-Lipogamma* 600 oral.

PHU Ntr CO rU.q.r vA cHo coN Bo:
Phu hqp v6i c5c nguy6n tic su dpng dugc phAm, sdn phAn chi n6n sir dung cho php nir c6 thai vir cho

con biriau khi dA c6n nhic cAn thQnli lQ giira lqi ich vd nguy co.

PhU nir c6 thai vd cho con bir n6n diAu tri v6i acid thioctic chi khi dd tudn thu dfng theo chi ddn cira

thAy thu6c, ngay ci khi c6c nghiCn ciru dQc tinh d6i v6i hQ sinh sdn kh6ng cho ktit qui niro 6nh huong

a6" rura.ri1g"rirh sin vd ru it at tri6n ph6i thai vir kh6ng c6 dAu hiQu ndo cho th6y g6y dQc cho thai.

iHlliiieit",;lH$"#?;i?ffiIf,X?^HTi, xE vA vaN HANH wrAv M6c:
;;,il5;.0,,i. dung U,Ong mong mu6n nhu ha dudng huy6t, chong m[t, to6t mO h6i, dau dAu, bi6n
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u.

aoi tt i gi6c n6n th4n trgng khi srlr dung thuoc khi dang l6i xe vi v6n hdnh m6y m6c.
14. Khi nho cin tham v6n b6c sf, duqc si?
N€u cdn thAm th6ng tin x_in hdi j, iien bdc s! hofic dwqc s!.
15. H3n dtng cria thuSc: 3 ndm k6 tir ngdy sdn xu6t. rcrOng dung thu6c dd qu6 h4n sri dpng ghi tren
bao bi.
16. TGn, dia chi, bi6u tuqng (niiu c6) cria co quan, crl nhin chlu trr{ch nhiQm vd thu6c:
DRAGENOPHARM APOTHEKER PUSCHL GMBH
G<illstr. l, 84529 Tittmoning, DIJC.
17. Ngny xem x6t sfra tl6i, cip nh$t l4i nQi dung hufng din sfr dtrng thuSc: 16t0512016.

HUoNG nAN sU DUNG rHUOc cHo cAN ng y rE
1. Cdc tl{c tfnh duqc ly
1.1 D{c tinh duqc lgc hgc
Acid thioctic (hay cdn goi ld acid o-lipoic) ld mQt ch6t gi6ng vitamin n6i sinh, c6 chric ndng cta m6t
co-enzym trong phin img oxy h6a tao thdnh carbondioxid cta o-ketoacid.
Sg tdng cao dudng huy6t trong b6nh d6i th6o duong d6n dtin viQc tich lty glucose t4i nhirng protein
ndn trong c6c mach mdu vd hinh thAnh nhimg ch6t ggi ld c6c sAn phAm cu6i ctng cta qu6 trinh glycat
h6.a (AGEs: Advanced glycosylation end products). Qu6 trinh ndy d6n d6n gi6m luu luong m6u nQi
th6n kinh vd gidm oxy huy6t/ thi6u miiu cqc bQ n6i thAn kinh, ket hqp v6i sg gia tdng sin sinh c6c g6c
oxy tu do, diA:u ndy c6 the nh4n bi6t dugc 6 thAn kinh ngoai vi gi6ngnhu khiiuy giim c6c ch6t ch5ng
oxy h6a nhu glutathion.
Trong c6c nghi6n cr?u tr6n chuQt, acid thioctic tuong titc voi circ qud trinh sinh h6a g6y ra bcri chuQt bf
d6i th6o ducrng thgc nghiQm gdy boi streptozocin th6ng qua sU giim hinh thenh AGEs, cai thien luu
lugng m5u nQi thAn kinh, gia tdng mric dQ ch6ng oxy h6a sinh lf cua glutathion vd ntrimg chAt ch6ng
oxy h6a d6i v6i c6c g6c oxy tg do trong thdn kinh d6i th6o ducrng. Nhirng k6t qud quan s6t duoc trong
di6u kiQn thi nghiQm cho thAyrdng chirc ndng cta thdn kinh ngo4i vi c6 th6 dugc cdi thiQn boi acid
thioctic. Di6u ndy li6n quan d6n sg r6i 1o4n c6m gi6c trong b6nh vi6m da ddy thAn kinh d6i th6o ducrng
c6 th6 dugc th6 hi6n nhu c6c r6i lo4n c6m gi6c, di cim nhu lir n6ng, dau, t6 bu6t, cim gi6c ki€n bo.
86 sung c6c k6t qui l6m sdng tru6c ddy trong di6u tri triOu chimg bQnh vi6m da dAy thAn kinh d6i th6o
ducrngrr6i acid thioctic, mQt nghiCn criu da trung tAm, c6 kiiSm so6t v6i gi6 duqc thgc hiQn nam 1995

cho th6y cdc titc dpng c6 lgi cira acid thioctic dOi vOi c6c triQu chimg n6ng, di c6m, t6 bu6t vd dau.

1.2 D{c tinh duqc rlQng hgc
Acid Thioctic (o-lipoic acid) dugc hdp thu nhanh ch6ng sau khi u6ng. Do t6c dgng chuy€n h6a.l6n dAu

d6ng k6, sinh khi dgng tuyQt dOi 1so v6i duong tinh mach) ctra acid thioctic.x6p xi20%o. V6i k6t qu6
phAn b6nhanh ch6ng vdo c6c m6 trong co th6, thoi gian b6n huy trong huy6t tucrng cira acid thioctic 6
ngudi x6p xi 25 phit. Sinh kha dung tuong d6i cta acid thioctickhi dtng n dpng rin cao hon 60% khi
so v6i d4ng dung dich u6ng. Ndng d9 t6i da trong huy6t tucrng x6p xi 4p,glml duoc do khoing 0,5 gio
sau khi u5ng 600 mg acid thioctic. Dt]1g phuong ph6p d6nh dAu.ph6ng x4 trong thu nghiQm tr6n dQng

v4t (chuQt, ch6) cho th6y duong bdi titit chir yiiu lir qua thfln, chi6m }*qng lon (30-90%) du6i d4ng ch6t
chuy€n h6a. Chi c6 mQt lugng nho chdt kh6ng_bi€n d6i duoc tim thdy trong nu6c ti6u. Bi6n ddi sinh
hgc xdy ra chri ytiu ld do oxy h6a cdt ngin chuSi (B-oxidation) val hodc S-methyl h6a c6c thiol d6ng vi.
Trdn in vitro acid thioctic phdn img voi c6c phric hqp ion kim loai (nhu v6i cisplatin). Acid thioctic tao

thanh phric hcr-p kh6 tan voi citc phAn tir dudng.
2. . Chi tlinh di6u tr!
Di6u tri c6c r6i lo4n cim gi6c do bQnh vi6m da ddy thAn kinh d6i th6o dulng.

3. . Li6u lugrrg vh cdch dirng
Li6u riOnsl€ va haueneay
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pOi voi c6c trucrng hgp r6i loan cAm gi6c c6 li6n quan v6i bQnh vi6m da ddy thAn kinh d6i thrio dulng
o nguoi l<rn, hAu dung hing ngiy dugc khuy6n c6o:
Li6u dung hing ngdy ld 1 vi6nAlfa-Lipogu--u@ 600 oral (tucrng img v6i 600mg acid thioctic u6ng
mQt l6n khoing 30 phrit tru6c khi dn s6ng.
Trong truong hqp r6i loan cim gi6c nghi6m trong, liQu ph6p ti6m truydn v6i acid thioctic c6 thiS dugc
ti6n hdnh dAu ti6n.
Phuone ph6p vd thdi diiSm str dung:-
Thu6c vi6nAlfa-Lipogamma* 600 oral ndn u6ng nguyCn vi6n v6i nudc hic bung d6i. Thric an c6 th6
ldm gi6m h6p th.u cua thu6c n6u dugc dung d6ng thoi. Oo d6 benh nhdn cAn giu bung d6i khi dung
thu6c vd thdi di6m u6ng thu6c hqp ly ld 30 phrit tru6c khi dn s5ng.
Do bQnh vi6m da dAy thAn kinh d6i th6o dudng lA benh man tinh nOn diAu tr! l6u ddi c6 thiS duqc y6u
cau.

NCn tAng co bin cta di6u tri bqnh vi6m da d6y thAn kinh d6i th5o duong ld viQc ki6m so6t dudng huy6t
t6i tru.
4. Chiing chi tlinh
Alfa-Lipogamma@ 600 oral ch6ng chi dinh tuy6t
thioctic hay bdrt cri thdnh phAn ndo cua thu6c.
Ghi chri
Do chua c6 nghiOn cuu tr6n tr6 em vd thanh thitiu
v6i nhirng d6i tugng ndy.
5. C6c trudng hgp th$n trgng khi dtng thuiic:

eOi A nnirng benh nhdn dE bi6t c6 m6n cdm v6i

Nhirng bQnh nhdn c6 chimg kh6ng dung n4p fructose di truyAn, k6m ]r6p thu glucose-galactose hay
thi6u hut men saccharase-isomaltase kh6ng n6n dtng Alfa-Lipogamma@ 600 oral.
PHU NrI C6 rn.qJ VA CUO CON BU:
Phu ho,p v6i c6c nguy€n tic su dung duoc ph6m, sdn phAm chi n6n sir dpng cho phr,r nir c6 thai vd cho
con bri sau khi dd cdn nhic cAn th4n ti lQ giira lcvi ich vd nguy co.
Phg nfr c6 thai vd cho con bri n6n di6u tri v6i acid thioctic chi khi dd tu6n thri dirng theo chi d6n cria
thAy thu6c, ngay cdkhi c6c nghiCn criu dQc tinh d6i vcri hQ sinh san kh6ng cho krit qui ndo 6nh hu&ng
d6n khA ndng sinh sdn vir sg.ph6t tri6n ph6i thai vd kh6ng c6 d6u hi6u niro cho th6y gdy dQc cho thai.
Chua bi6t acid thioctic c6 ti6t vdo sta ngudi hay kh6ng.
ANn HU0NG cua. rnuoc LtN KHA NANG r,Ar xn vA vAN HANH wtAv MoC:
Do thu6c co titc dpng kh6ng mong mu5n nhu h4 dudng huy6t, ch6ng mdt, to6t mti h6i, dau dAu, bi6n
aOi ttri gi6c n6n th4n trgng khi sir {Une thuOc khi dang l6i xe vd vAn hdnh m6y m6c.
6. Tuong t{c cria thu6c vtri thudc kh6c vir c6c lo4i tucrng tic khfc 6
Ldm m6t t6c dpng cua cisplatin khi dung d6ng thdi v6i Alfa-Lipogamma* 600 oral.
Acid thioctic la mQt cn6t iO th6 t4o phric v6i ion kim loai vir vi vfy kh6ng n6n dirng rl6ng thoi vdi c6c

hqp ch6t kim 1o4i (nhu ld,it, rnugn..i, c6c sin phAm sira c6 chira calci). N6u AHa-Lipogamma@-600
o.ul dog. su dpng hdng ngiy :O ptrrit tru6c khi6n s6ng thi c6c sin phAm chira sit, magnesi c6 th6

dtng viro bu6i trua ho[c chi6u.
T6c dpng h4 ducrng huytlt c6 th6 xtty rathi ket hqrp vdi insulin hoSc c6c thu6c di0u trid6i th6o dudng
kh6c. Vivfly, cAn theo ddi ducrng huytit m6t cSch i6t .uo, d{c biQt ld trong giai.do4n dAu cua tri liQu v6i
acid thiocti.. Tro.,g nhirng trucmg hqp d?c biQt, gidm lidu insulin ho{c c6c thu6c di6u trf d6i th6o

dudng bdng duong 
"O"g 

la can tni6t A6 ngdn ch{n nhtng bi6u hiQn ctra ha dudng huy6t.

Ghi chti:
Thudng xuy6n dtng ruou ld tAc nhan nguy co cao cho sg phit tri,5n vd tdng tru&ng cria c6c bQnh thAn

kinh, vd vi tnQ c6 th6 ldm giim sg thdnh c6ng cira viQc diOu tri v6i Alfa-Lipogamma@ 600 oral. Vi vfly,

bqnh nhdn bf chimg vi6m da ddy thAn kinh d6i th6o dudng cAn khuy6n c6o tr6nh dtng rugu. DiCu bay

niry cfrng cAn d6 ,ehi a6i v6i ci khoing thdi gian kh6ng diAu tri.
7. Tic dgng kh6ng mong mu6n
Cdc tri€u chung ffAn fiAu hda:
RAt hitim: Bu6n n6n, n6n, dau da ddy-ruQt vd ti6u chdy.

ni6n, kh6ng n6n dung Alfa- 600 oral
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Phdn *ng mdn cdm;
Rat hiCm: Phan ung di ung nhu ld phiit ban, mdy day vir ngria.
Rdt loqn h€ thdn kinh;
R6t hi6m: Thay d6i vd / ho{c r6i lo4n vi gi6c.
Nlfmg.phdn ung kh6ng mong mudn khdc:
Rat hiem: Bcvi vi qurl trinh ti6u dtng dulng c6 th6 cdi thiQn d bQnh nh6n drii th6o dulng, tinh trang ha
dudng huytil c6 th6 xAy ra. Cdc triQu chung tuong ty nhu hp ducrng huytit dd dugc m6 ti nhu ld ch6ng
mdt,todt m6 hdi, dau ddu, bi6n d6i thi gi6c.
8. Qui li6u vir c{ch xfr tri
Trong trucmg hgp quri li6u sy bu6n n6n, n6n vd dau dAu c6 th6 xtty ra.
Sau khi c6 y hay v6 ;f dung lugng lon ttr 10 d6n 40 g acidthioctic kdm v6i rugu,^tinh tr4ng nhi6m dQ.c
n{ng vd d6i.khi gdy ch6t dd dugc biio c5o. DAu hiQu nhiSm dQc ldm sdng c6 ttr6 UiCu l0 dAu ti6n o sy r6i
lo4n tdm thAn v4n dQng hay r6i lo4n y thric, vd di,5n hinh ph6t tri6n nhirng ccrn d6ng kinh t6ng qurit vd
nhi6m acid lactic. Th6m vdo d6, giim glucose huy6t, sdi, ti6u co v6n, tan truy6t, huytit t t Oi tna"f,
m4ch rii r6c (DIC), suy y6u triy xuong vd suy da co quan dd duoc mi6u t6 nhu ld ha; qud ctaXrhc
dung li6u cao.acid thioctic. /10
C5* ki6n di6u tri trons trucmg hop quri lieu: 1":;'
Trongtrudngt,qpnffidQcnangdoAlfa-Lipogamma@600oral(nhudirngt6,to
vi6n 600-mg.o nguoi l.on ve > 5Omglkg cdn n{ng 0 tr6 em) lfp tric dua bQnh nhdn dtin ciic co quan y t6
c6 dtr c6c di6u kiQn c6p cuu.co bAn c5c trudng hqp nhi6m dQc (nhu ld bao g6m gAy ndn, rua d4 ddy,
dirng than ho4t tinh, ...). Ei6u tri ccrn dQng kinh t6ng qu6t, nhi6m acid lactic vd nhirng hdu qud nguy
hi6m dtin tinh m4ng kh6c cua nhi6m dQc cdn duqc thpc hiQn vdi c6c nguy6n t6c chamiOc hatrq h19rt
d4i vd cAn-di6u tri triQu chimg. Lqi ich ctra thtim t6ch m6u vd thAm phdn phric mac hodc c6c phuong\

tph6p lgc d6 loai tru acid thioctic d6u kh6ng cho k6t qui ch6c ch6n.
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