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flIIOI,{c oAN sr/ DUNG THUOC UANH CnO CAN BO y rE

THIOTONIC 600
Lt>

op xe rAu rey cuA TRE EM
THUoc Ney csiDLJNG THEo DoN cuA eAc sv

ogc rY su6Nc oAN su'DUNG rnu6c rHr
Neu cAN rupu rsONc rrN xrN Hol V rlBN eAc

ruONc DUNG THUoc quA n4N su DUNG
1) Thhnh phin, hhm lugng cria thu6c

Acid thioctic 600 mg
T6 dugc vua di I vi6n
(Natri croscarmellose (Primelose), hydroxypropy ,l cellulose, tween (polysorbat) 80, cellulose vi tinh thC l0l ,
magnesi stearat, hydroxypropyl methyl cellulose (HPMC) 606, talc, polyethylen glycol (PEG) 6000, titan dioxid,
mdu vdng tartrazin)

2) M6 ti sin ph6m: Vi6n ndn ddi bao phim

3) C6c tl{c tinh duqc lgc hgc, du'gc tlQng hgc:

3.1. D(c tinh drgc lqrc hgc

Acid thioctic (hay cdn goi ld o-Lipoic acid) ld mQt ch6t gi6ng vitamin nOi sinh, c6 chric ndng cta mQt co-

enzyme trong phAn img oxy h6a t4o thdnh carbon dioxid cta c6c ketoacid.

Sg tdng cao dudng huyi5t trong bQnh d6i th6o <tucrng din diSn viQc tich lty glucose tqi nhirng protein mg trong
c6c mqch miiu vh hinh thanh nhtng chAt ggi ld c6c san phAm cu6i cirng cria qud trinh glycosyl h6a cao cAp

(AGEs: Advanced glycosylation end products). Qu6 trinh ndy d6n ili5n su giim luu luqng m6u nQi thAn kinh vd

giim oxy huyi5t/ thiilu m6u cgc b0 nQi thAn kinh, k6t hqp vdi sg gia tdng s6n sinh c6c g6c oxy tr,r do, mi di6u

ndy c6 th6 nhfln bi6t du-o. c d thAn kinh ngogi vi nhu ld sg ph6n hriy cdc ch6t ch6ng oxy h6a gi6ng glutathion.

3.2. D{c tinh duqc itQng hpc:

Acid thioctic (hay o-Lipoic acid) chiu t6c ttQng qua gan lAn dAu. Sg hiQn diQn cria acid thioctic trong co th6
thay d6i itring k6 gita c6c c6 thr5. Trong cdc tdc dpng oxi h6a crha c6c chu6i vd ti6p hqp, acid thioctic tlugc bitin
a6i slntr hoc vd bai ti6t phdn ldn qua th4n.
Thdi gian b6n hriy huy6t tuong cta acid thioctic 6 ngudi xdp xi 25 phrit vd tlQ thanh thdi todn phAn ld I 0 - 1 5

mL/phriVkg.
Duong bAi ti6t chri yi5u ld qua thfln, chitlm luong l6n (80-90%) dudi d4ng ch6t chuyi5n h6a. Chi c6 mQt luqng

nh6 ch6t kh6ng biiin cl6i duqc tim th6y trong nu6c ti6u. Bitin d6i sintr hgc xdy ra chri ytiu ld do oxy h6a c6t

ngin chuSi (B-oxidation) vd ho{c S-methyl h6a c6c thiol tl6ng v!.

4) Quy cfch d6ng g6i:
HQp 3 vi nh6m -PVC x l0 vi6n ndn ddi bao phim
HQp 6 vi nh6m -PVC x l0 vi6n n6n ddi bao phim
HQp l0 vi nh6m -PVC x l0 vi6n ndn ddi bao phim

5) Chi dinh, lidu dtng, cich ding, ch6ng chi ttlnh:

5.1 Cht illnh
Di6u trl c6c r6i lo4n cdrm gi6c do bQnh vi6m tla ddy thAn kinh tren benh nhdn <l6i th6o ducng.

5.2 Liiu dilng, cdch dilng

O6i vOi cic trudng hqp r5i lo4n cim gi6c c6 li6n quan v6'i bQnh vi6m tta diy th6n kinh tr6n bQnh nhfln
rl6i th6o dud'ng 6' ngudi t6'n, li6u dirng h6ng ngdy dugc khuytin c6o ld 1 vi€n acid thioctic (tucrng img v6i

600mg alpha-lipoic acid) u6ng mQt lAn vdo kho6ng 30 phrit trudc khi 6n s6ng. Trong fudng hqp r6i lopn cdm

gi6c nghiCm trgng, liQu ph6p ti6m truy€n vdi alpha-lipoic acid c6 th6 dugc ti6n hdnh ddu ti6n.

* Cticlr dilng
Thu6c acid thioctic n€n uiing nguy6n vi6n v6i mQt luqng nudc vira dri hic bung d6i do thric 6n ldm giAm h6p

thu, thu6c n6n duo. c u6ng 30 phtt tru6c bila 5n.

vi bcnh vi6m da d6y than kinh tr€n bQnh nh6n drii th6o dudng ld bQnh m6n tinh n6n di€u tri ldu ddi c6 th€ dugc

)
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I

TIUONG oAN sTI DUNG THUoC DANH cTTo cAN Bo Y TE
ruioroNrc 600

Acid thioctic 300 mg d6n 600 mg dirng duong u6ng du-o. c
N6n.tang co bdn cria tli6u trl bii5n chring da thAn kinh tr6n
huy6t t6i uu.

Chdng chi itlnh

Qu6 m6n vdi c6c thdnh phAn cria thui5c.

sri dgng cho ili6u tri duy

Acid thioctic ch6ng chi tlinh tuyQt O6i O ntrtng bQnh nh6n da bi6t c6 m6n cim v6i
thdnh phAn nio cia thu6c.

Do chua c6 nghiCn cfu tr€n trd em vir thanh thiiSu ni6n, khdng ndn dtng acid thioctic vdi nhtng d6i tuqng ndy.

6) Cic tru'd'ng hqp th$n trgng khi dtng thu6c

St d4ng cho phq nfr c6 thai vd cho con bil

Pht hqp v6i c6c nguy6n tfc sri dung duo. c phAm, sdn phAm chi n6n sri dpng cho phg n[ c6 thai v2r cho con b[
sau khi <15 cdn nhic cAn th4n ti lQ gita lqi ich vi nguy co.
Phr,r nfi c6 thai vd cho con bri n6n di6u tri vdi acid thioctic chi khi da tuan thri itring theo chi din cua thAy thu6c,
ngay ci khi c6c nghi€n cr?u ttQc tinh d5i vdi hQ sinh sdn kh6ng.cho kiSt qui ndo dnh huong dtin khn nang sinh
sdn vir sg ph6t tri6n ph6i thai vd khdng c6 dAu hi€u ndo cho th6y g6y dQc cho thai.
Chua bii5t acid thioctic c6 titit vdo sfta ngudi hay kh6ng, ndn h6i f ki6n b6c sT tru6c khi sri dqng.

inh hudng lAn kha ndng ldi xe vd vQn hdnh may m6c

C6c triQu chfng hp dudng huy6t nhu ld ch6ng m{t, toiit mO trOi, ilau dAu, bi6n d6i thi gi6c. . . c6 thi5 xdy ra trong
khi sri dpng thu6c. NCn thpn trgng khi l6i xe vd vfln hdnh m6y m6c.

7) Tuo'ng tic cria thu6c v6'i c6c thu6c khdc vir c6c loSi tunng t6c kh6c

Ho4t tinh ciplastin bi m6t khi st dpng tl6ng thdi vdi vdi acid thioctic.
T6c dgng h4 tluong huyiit t<tri ti5t trqp vdi insulin ho{c c6c thu6c di6u tri d6i th6o duong kh6c c6 thr5 xiy ra. Vi
vpy, d{c biQt trong giai dopn dAu cria trl liQu acid thioctic, cAn phii theo d6i ctuong huyiit mQt c6ch s6t sao.

Trong nhtng truong hqp dflc biQt, gidm li6u insulin ho{c c6c thu6c tliAu tri tt6i th6o tluong blng tluong u6ng ld
cdn thi6t tl6 ngln ch{n nhtng bi6u hiQn cta ha tludng huy6t.

Alpha-lipoic acid ld mQt phric ch6t kim lo4i vd vi v4y kh6ng n6n dtng d6ng thoi vdi cdc hop ch6t kim loai

(nhu ln sit, magnesi, c6c sin phAm sta c6 chria calci). Ni5u acid thioctic tlugc sri dqng hdng ngdy 30 phrit trudc

khi 6n s6ng thi c6c sin phAm chria sit, magnesi c6 th6 dtng vdo bu6i trua ho{c chi6u.

Ghi chti: Thuong xuy6n dtng ruqu ld tiic nhdn nguy co cao cho sy ph6t tri6n vd tii5n tri6n cta ciic bQnh thAn

kinh, vd vi thti c6 the lem gidm sg thdnh c6ng ci.ra viQc cti€u tri v6i acid thioctic. Vi vqy, bEnh nhdn bi chring

vi6m tla thAn kinh tr6n bQnh nhdn ct6i th6o duong cAn khuyrin c6o tr6nh dirng rugu. DiAu ndy ctng cAn dC nghi

O6i vOi cA khoing thdi gian kh6ng tli€u tri. '/

8) Tic dgng kh6ng mong mu6n
Cdc triQu ching tAn fiAu h6a: R6t hii5m: Bu6n n6n, n6n, dau d4 ddy-ruQt vd ti€u ch6y.

Phdn ring m6n cdm: R6t nii5m: Phin img d!ung nhu ld ph6t ban, mdry day vd ngria.

Riii lo4n hq thAn kinh: R6t hii5m: Thay d6i valtro{c r6i lo4n vi gi5c.

Nhirng phin tng kh6ng mong mui5n kh6c: R6t hilim: bdi vi qu6 trinh ti6u dtng ilucrng c6 th6 cdithipn d bQnh

nhdn il6i th5o dudng, tinh tr?ng hp cluong huyi5t cO th€ x6y ra. C6c triQu chrng tuong tU nhu h4 ducrng huy6t di
dugc mO td nhu ld ch6ng m{t, to6t m6 h6i, dau dAu, birSn AOi ttrl giac.

Thdng b6o cho thAy thu6c bi6t nhirng tfc dgng kh6ng mong mu6n gap phii khi sii'dgng thu6c.

9) Quf li6u vi c6ch xii'tri
Trong trumg hqp qu6 li6u, bu6n n6n, n6n vd dau dAu c6 thtl xdy ra. Sau khi ci5 y hay v6 ! u5ng lugng lon tu

l0 d6n 40 g acid thioctic kdm vdi rugu, tinh tr4ng nhi6m dQc n{ng vd il6i khi g6y chiit dd dugc b6o crio. D6u

hiQu nhi6m dQc l6m sdng c6 the bi6u hi6n ilAu ti6n d sg r6i lo4n tdm thAn vQn dQng hay r6i lo4n j thric, vd cli6n

hinh ph6t tritin nhiing ccrn dQng kinh t6ng qu6t vd nhi6m acid lactic. Th6m vdo d6, giim glucose huyi5t, s6c,

htiy co, tan huy6t, huy6t t<hOi thdnh mqch rdi r6c (DIC), suy y6u triy xucrng v?r suy da co quan di dugc mi6u ti
nhu ld hflu qu6 cta viQc dirng li6u cao acid Thioctic.

bQnh nh6n drii th6o

5.J
cd pnAH
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tttloxc oAN srI DUNG rnu6c DANH cno cAN ng v rr
THIOTONIC 600

Cdc y kiiin diiu tri trong trudng hctp qud liiu: Trongtrudng hqp nghi ngd c6

thioctic (nhu dtng liAu > l0 vi6n 600mg d ngudi l6n vd > 5Omg/kg cdn n{ng
diin c6c co quan y t6 c6 ilt c6c diAu kiQn c6p cfu co bdn cdc trucrng hgp

rrla d4 ddy, dtng than hopt tinh, . . . ). Di6u tri ccrn dQng kinh t6ng qu6t, nh i6m

nguy hi6m dtin tinh mang kh6c cria nhi6m dQc cAn dugc thgc hiQn vdi cdc

vd cin tli6u tri trieu chrlng. Loi fch cria th6m tdch m6u vd thAm phdn phric mac ho{c

loqi trri acid thioctic tl6u kh6ng cho k6t qui ch6c chin.

tlai

lqc d€

l0) Cdc ddu hiQu cin luu f vi khuy6n c6o:

Thuong xuy6n dtng rugu ld t6c nhdn nguy co cao cho sg phSt trirSn vd ti6n tri6n cua c6c bgnh thAn kinh, v2r vi

th6 c6 th6 ldm gidm sU thanh cdng cta viQc <li€u tri vdi acid thioctic. Vi vqy, bQnh nhdn bi chung vi6m da thAn

kinh tr€n bQnh nhdn tl6i th6o duirng c6n k:huyi5n c6o tr6nh dirng rugu. Di6u ndy cfing cAn il6 nghi A6i vOi ca

khoing thdi gian kh6ng di6u tri

1l) Di6u kiQn b6o quin: D6ng g6i trong bao bi kin, tr6nh 6m vd 6nh s6ng, b6o qudn d nhiet d0 kh6ng quri 30"C

12) H1ndtng cria thudc: 36 th6ng kC ttr ngdy sin xu6t

13) TGn, tlla chi cfia co sO sin xu6t

TOn co sd sdn xuAt: C6ng ty C6 phan SfU
Dia chi: LO 51, Duong s6 2, KCN Tdn T4o, Q.Binh Tdn, TP.HCM, ViQt Nam

DiQn thopi: 08.37 507 496

Fax: 08.38771010

l4) Ngny xem x6t sti'a tliii, cfp nhflt lqi nQi dung huri'ng d5n sir dgng thuiic

I
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o HtIoNc nAN str DUNG THUoc cHo Ncrror BENH

THIOTONIC 600

Dqc k! hu6ng d6n sri dung tru6c khi dirng
DO xa t6m tay tr6 em

Th6ng b6o ngay cho biic s! hoflc du-o. c s]
nhirng t6c dpng.khdng mong mudn g{p phii khi sri d

Thu6c ndy chi dtng theo don cria bric s!

l) Thirnh phAn, him lu'gng cria thu6c
Acid thioctic .........600 mg
T6 duo. c vira dri I vi6n
(Natri croscarmellose (Primelose), hydroxypropyl cellulose, tween (polysorbat) 80, cellulose vi tinh thC 101 ,
magnesi stearat, hydroxypropyl methyl cellulose (HPMC) 606, talc, polyethylen glycol (PEG) 6000, titan
dioxid, mdu vang tartrazin)

2) M6 t6 s6n ph6m: Vi6n n6n bao phim

3) Quy cdch tl6ng g6i:
Hdp 3 vi nhdm -PVC x l0 vi6n n6n ddi bao phim
HQp 6 vi nh6m -PVC x l0 vi6n ndn ddi bao phim
HQp l0 vi nh6m -PVC x l0 vi€n ndn ddi bao phim

4) Thu6c dtng cho bQnh gi:

Di€u trf cric r6i lo4n cirm gi6c do bQnh vi6m tta d6y thAn kinh tr6n bQnh nh6n tl6i th6o duong

5) NGn ding thu6c niy nhu th6 ndo vd lidu lugng:

* Liiu dilng :
O6i vO'i cdc trud'ng trqp r6i lo4n cim gi6c c6 li6n quan v6'i b$nh vi6m da dAy thAn kinh tr6n bQnh nh6n
tl6i thSo du'd'ng O ngu'd'i l6n, li€u dirng hlng ngdy dugc khuylin crlo ld I vi6n acid thioctic (tucrng ring vdi
600mg alpha-lipoic acid) ui5ng m6t IAn vdo khodng 30 phrit trudc khi 6n s6ng. Trong trudng hqp r6i lo4n cam
gi6c nghi€m trgng, liQu phiip ti6m truydn voi alpha-lipoic acid c6 thil dugc tiiin hdnh ctAu ti6n.

* Ctich dilng
Thu6c acid thioctic n€n u6ng nguyOn vi€n v6i mQt luqng nudc vira ifui hic bqng cl6i do thrtc dn ldm gidm h6p '

thu, thu6c n6n dugc ui5ng 30 phrit trudc bila 6n.
Vi bqnh vi€m da ddy thAn kinh tr6n bQnh nhdn tl5i th6o tlucng ld bQnh mdn tinh n6n tli6u tri l6u ddi c6 thiS dugc
^ .:.

yeu cau. 
1

Acid thioctic 300 mg d6n 600 mg dtng tluong uting dugc sfr dgng cho cti6u tri duy tri. r
N0nt6ngcobincriacti6utribi6nchimgtIathAnkinhtrcnbenhnhdntt6ith6oduongldviQcki6mso6tducrng
huytit tOi uu. 'r

6) Khi niro kh6ng n6n dtng thu6c niy:
Qu6 mdn vdi c6c thdnh phAn cria thu6c.

Acid thioctic chi5ng chi ttinh tuyQt O6i O nhfng benh nhdn cla bii5t c6 m6n cim voi acid thioctic hay b6t cri

thdnh phAn ndo cria thu6c.

Do chua c6 nghiCn cfu tr€n tr6 em vd thanh thi6u ni€n, khdng n6n dirng acid thioctic vdi nhtng d6i tuqng ndy.

7) Tfc dgng khdng mong mu6n
Cdc triQu chting tAn fiAu hda: R6t hiiSm: Budn n6n, ndn, dau dq ddy-ruQt vd ti6u chdy.

Phdn ring mdn cim: R6t hi6m: Phin img dl tmg nhu ld ph6t ban, miry day vd ngria.

R6i lo4n hQ thAn kinh: R6t hit5m: Thay it6i valtro4c r6i lo4n vi gi6c.

Nhiing phin ring kh6ng mong mu6n kh6c: R6t hii5m: bdi vi qu6 trinh ti6u dirng duong c6 th6 cdi thiQn 0 b€nh

nhdn ddi thiio dudng, tinh trqng hp tludng huyiSt c6 thd xty ra. C6c triQu chring tuong tU nhu h4 duong huyi5t di
dugc m6 ta nhu la ch6ng maq to6t m6 h6i, tlau ctAu, bi6n a6i ttr; giac.

Thdng bdo cho ttrdy thudc bi& nhtng tdc dyng khAng mong mudn g{p phdi khi sii dqng thuilc.

8) NGn trinh dtng nhfr'ng thu6c ho{c thqc phim gi khi dang sii'dgng thu5c ndy
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THIOTONIC 600

d6i th6o
d6i duong
tri d6i th6o

HoAt tinh ciplastin bi m6t khi su dgng rl6ng thdi v6i v6i acid thioctic.
T6c dung h4 ttuong huy6t khi t6t nqp vdi insulin ho{c cdc thu6c di6u tr!
vpy, tlflc bi6t trong giai do4n dAu cria tri ligu acid thioctic, cAn phii theo
Trong nhiing trudng hqp tl[c biQt, gidm li6u insulin ho{c ciic thut5c tli6u
cdn thi6t <16 ng[n chln nhtng bii5u hi6n cria h4 cludng huyi5t.

Alpha-lipoic acid li mQt phfc ch6t kim lopi vd vi vdy kh6ng n6n dirng rt6ng thdi v6i
(nhu ld sit, magnesi, c6c sin phdm siia c6 chfa calci). Nriu acid thioctic tlugc sri dgng hdng phtt trudc
khi 6n s6ng thi c6c sin phAm chfa sit, magnesi c6 th6 ding vdo bu6i trua hopc chi6u.
Ghi chti: Thuong xuy6n dtng ruou ld t6c nhdn nguy co cao cho su ph6t trii5n vi tii5n trii5n cta c6c b6nh thAn

kinh, vd vi thi5 c6 th6 ldm gidm sg thdnh c6ng cta viQc tli€u tri vdi acid thioctic. Vi v{y, bQnh nh6n bi chring da

thAn kinh trdn bdnh nh6n tl6i th6o tluong cAn khuy6n c6o triinh dtng rugu. Di€u niy cfrng cAn <16 nghi O6i voi
cd khodng thdi gian kh6ng tli€u tr!.

9) CAn lirm gi khi mQt lAn qu6n kh6ng dirng thuSc

NiSu qu6n ding thu6c, dirng li€u d6 ngay khi nh6 ra. Tuy nhi6n, n6u gdn nhu la thdi gian cho li6u tiiip theo thi
b6 qua li6u b4n b! m6t. I(h6ng dtng gAp tl6i li6u luqng cira thu6c niy.

l0) CAn b6o quiin thu6c niy nhu th6 nho

D6ng g6i trong bao bi kin, tr6nh 6m vd 6nh siing, b6o quin d nhiet dO kh6ng qu6 30"C

I l) Nhirng d6u hi$u vd triQu chrlng khi ding thu6c qud li6u
Trong trudng hgp qu6 li6u, bu6n n6n, n6n vd dau cliu c6 th6 xdy ra. Sau khi c6 j hay v6 ;i u6ng lucrng l6n tt
l0 dr5n 40 g acid thioctic kdm vdi rugu, tinh trang nhi6m dQc nflng vd <l6i khi gdy chtlt dd ttu-o. c b6o c6o. D6u

hiQu nhi6m ilQc l6m sdng c6 th6 Uieu hiQn dAu ti6n d su r6i lo4n tdm thAn v{n tlQng hay r6i loan ! thuc, vd di6n

hinh ph6t tri6n nhirng con ttQng kinh t6ng qu6t vd nhi6m acid lactic. ThOm vdo d6, giim glucose huy6t, s6c,

hty co, tan huy6t, huyr5t khOi thdnh mpch rdi r6c (DIC), suy y6u tty xucrng vir suy da co quan dE dugc mi6u td

nhu ld hpu qui cta viQc dtng li€u cao acid thioctic. I'
t2)

l3)

Cdc triQu chrmg h4 iludng huytit nhu ld ch6ng m{t, to6t m6 h6i, dau dAu, bii5n O6i thl gi6c... c6 thi! xiy ra trong

khistidsngthu6c.N6nth$ntrqngktrildixevdv{nhdnhm6ym6c. r[.t]. ('[;('I RtjON(i
14) Khi nlo cAn tham v6n bdc si, dug'c si -IRUO\

Khi ph6t hiQn c6 c6c trigu chimg rlugc neu d mpc Tdc dqng kh6ng *ong *rdn O Oni{pgpy,,faX

15) H4n dtng cfra thu5c: 36 thbngk6 tir ngdy s6n xu6t.

16) TGn, dla chi cfra co sO sin xuAt:

T6n co s0 sin xu6t: C6ng ty C6 PhAn SPM

Dia chi: L6 51, Du&ng s6 2, KCN Tdn Tqo, Q.Binh Tdn, TP.HCM, ViQt Nam

DiQn thoai: 08.37 507 496

Fax:08.38771010

l7) Ngny xem x6t sr?a d6i, cQp nhft l4i nQi dung hur6'ng ddn sfr dgng thu6c

G PHONG
g{"y lh*g
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