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Thiogamma* 600 Oral
(Vién nén bao phim acid Thioctic 600 mg)
—————

THANH PHAN:

Mai vién nén bao phim chia:

- Hoat chdt: Acid Thioctic (alpha-lipoic acid) 600 mg

- Td dugc: Methylhydroxy propylcellulose, Colloidal silicon
dioxide, Microcristalline cellulose, Lactose monohydrate,
Carboxy-methylcellulose natri, Talc Silicone gom 6 Talc
va Simeticone Magnesi stearate, Macrogol 6000, Natri
dodecyl Sulphate.

CACDACTINH DUGCLUCHOC:

Acid Thioctic (hay con goi 1 a-Lipeic acid) la mét chat
gidng vitamin ndi sinh, cd chiic nang ctia médt co-enzyme
trong phan (ng oxy hda tao thanh carbon dioxide clia céc
ketoadid.

Su'tang cao duang huyét trong bénh dai théo duding la két
qua cla viéc tich Iy glucose tai nhimg protein me trong cic
mach méu va hinh thanh nhiing chét goi la cic san phdm
cudi cing cta qud trinh glycosyl hoa (AGEs: Advanced
glycosylation end products). Qué trinh nay dan dén st gidm
luu lwgng méu ndi thén kinh va sy gidm oxy huyét/ thiéu
mau cuc bd ndi than kinh, két hap véi sy gia tang sén sinh
cdc géc oxy tu do, diéu nay ghinhdn & than kinh ngoai vi I3
do suy gidm cic chat chdng oxy hda nhu glutathion

Trong cac nghién ciiu trén chudt, acid Thioctic tiong tac vdi
céc qua trinh sinh hoa gay ra bai chudt bj dai thao duong
thuc nghiém do streptozocin théng qua su gidm hinh thanh
AGEs, cdi thién luu lugng méu ndi than kinh, gia ting miic
dd chdng oxy hda sinh ly cla glutathione va nhiing chat
chong oxy héa i vdi cac géc oxy tu do trong than kinh dai
théo dugng. Nhitng két qua quan sat dugc trong diéu kién
thi nghiém cho thay rang chiic nang cta than kinh ngoai vi
¢6 thé duoc céi thién bdi acid Thioctic. Diéu nay lién quan
dén sif r6i loan cdm gidc trong bénh viém da day than kinh
ddi thdo dutng c6 thé ducgc thé hién nhu cac réi loan cdm
gidc, di cdm nhu la nong, dau, té budt, cdm gidc kién bo.
B sung cac két qua 1am sang trudc day trong diéu tri triéu
chiing bénh viém da day than kinh déi thao dutng vdi acid
Thioctic, mdt nghién ctiu da trung tam, cd kiém soét véi
placebo thyc hién nam 1995 cho thay cac tac dung c6 loi
cta acid Thioctic dugc tim thdy trong cac triéu chiing néng,
di cdm, té budt va dau.
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Alpha-lipoic acid (acid Thioctic) duoc hap thu nhanh chéng
sau khi udng. Sinh kha dung tuyét ddi (khi so vdi duting
tiém tinh mach) clia alpha-lipoic acid xdp i 20%. Vdi két
qud phan b6 nhanh chéng vao cc mé trong co the, thoi
gian ban hiy trong huyét tuong cua alpha-lipoic acid &
ngudi xdp xi 25 phit. Sinh kha dung twong ddi cla acid
alpha-lipoic khi diing & dang ran cao hon 60% khi so vdi
dang dung dich udng. Nong dé i da trong huyét tuong
xap xi 4ug/ml dugc do khoang 0,5 gio sau khi udng
600 mgq alpha-lipoic acid. Dung phuong phap danh dau
phdng xa trong thi nghiém trén ddng vat (chudt, ché) cho
thdy dutng bai tiét chd yéu la qua than, chiém lugng lon
(80-90%) dui dang chat chuyén hda. Chi cd mét uong nhé
chét khéng bién ddi duoc tim thdy trong nudc tiéu. Bién
ddi sinh hoc xdy ra chil yéu I do oxy hda cit ngan chudi
(B-oxidation) va/ hodc S-methyl hda cc thiol déng vi.
Trén In vitro alpha-lipoic acid phan (ing vdi cac phic hop
ion kim loai (nhu véi cisplatin). Alpha-lipoic acid tao thanh
phiic hgp khd tan vdi cac phén ti dudng.
CHI DINH:
Diéu tri cdc réiloan cdm gidc do bénh viém da day than kinh
dai théo dudng.
CHONG CHi DINH:
Thiogamma* 600 oral chdng chi dinh tuyét ddi & nhiing
bénh nhan da biét cd man cdm véi alpha-lipoic acid hay bat
ctr thanh phén nao clia thudc.
Ghi chi
Do chua c6 nghién ctiu trén tré em va thanh thiéu nién,
khong nén dung Thiogamma® 600 oral vdi nhiing ddi
tugng nay
LIEU DUNG VA CACH SU DUNG:
Liéu riéng |é va hang ngay
Di vdi cac truding hop rdi loan cdm gidc cd lién quan véi
bénh viém da ddy than kinh ddi thdo duong & nguoi Idn,
liéu ding hang ngay dugc khuyén céo:
Liéu diing hang ngay la 1 vién Thiogamma* 600 oral
(twong tng véi 600mg alpha-lipoic acid) udng mat lén
khodng 30 phut trudc khi an sang.
Trong truéng hap rdi loan cam gidc nghiém trong, liéu phap
tiém truyén vdi alpha-lipoic acid ¢6 thé dugc tién hanh dau
tién.
Phuong phép va thdi diém sit dung:
Thudc vién Thiogamma® 600 oral nén udng nquyén vién
véi mét lugng nudc dd lic bung déi. Thic an c6 thé fam
gidm hap thu cla thudc néu dugc dung déng thoi. Do do
bénh nhan can gil bung ddi khi ding thudc va thai diém
udng thudc hop Iy 1a 30 phut trudc khi dn sng.
Vi bénh viém da day than kinh déi thdo duong Ia bénh man
tinh nén diéu tri lau dai ¢6 thé duoc yéu cau.
Nén tang ca ban ctia diéu tri bénh viém da day than kinh dai
thdo dung la viéc kiém soat duting huyét tdi uu.

THAN TRONG:

Nhitng bénh nhén cd chiing khong dung nap fructose di truyén,
kém hap thu glucose-galactose hay thiéu hut men saccharase-
isomaltase khong nén ding Thiogamma* 600 oral.
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TAC DUNG KHONG MONG MUGN:

Cdc triéu chiing trén tiéu hda:

Rét hiém: Budn ndn, non, dau da day-rudt va tiéu chay.
Phdn ting mdn cdm:

Rt hiém: Phan (ing di tng nhu 1 phat ban, may day va
ngua.

Rdi fogn hé thdn kinh:

Rat hiém: Thay ddi va / hodc rdi loan vi gidc.

Nhiing phdn ting khéng mong mudn khdc:

Rat hiém: bdi vi qua trinh tiéu ding dudng c6 thé cai thién
@ bénh nhan déi thao dudg , tinh trang ha dutng huyét cd
thé xay ra. Cic triéu chiing tuong tu nhu ha duong huyét da
duge mo ta nhu la chéng mat, todt mé hdi, dau dau, bién
ddi thi gidc.

“Théng bdo cho bdc si nhiing tdc dung khéng mong
mudn gdp phai khi sit dung thudc”

PHU N0’ CO THAI VA CHO CON BU:

Phis hop véi céc nguyén tic sit dung dugc phdm, san pham
¢hi nén sit dung cho phu nir cé thai va cho con bi sau khi da
¢an nhdc can than ti ¢ gila loi ich va nguy ca.

Phu nif c6 thai va cho con bi nén diéu trj vdi acid Thioctic
chi khi da tudn thi diing theo chi dan clia thay thudc, ngay
¢ khi cdc nghién cdu dc tinh dai vai hé sinh san khong
cho két qua nao anh hudng dén kha nang sinh san va sy
phat trién phoi thai va khong c6 déu hiéu nao cho thy gay
ddc cho thai.

Chua biét alpha-lipoicacid cd tiét vao sira nguai hay khong.
TUONG TACTHUOC:

Lam madt téc dung cia cisplatin khi ding dong thai véi
Thiogamma-® 600 oral.

Alpha-lipoic acid & mét phic chat kim loai va vi vay
khdng nén dung dong thoi vdi cac hop chat kim loai (nhu
a st, magnesi, cdc sin phdm sifa ¢6 chia calci). Néu
Thiogamma- 600 oral dugc st dung hang ngay 30 phiit
trudic khi an sang thi céc san pham chifa sit, magnesi cd thé
duing vao budi trua hodc chiéu.

Téc dung ha dudng huyét 6 thé xdy ra khi két hop véi
insulin hodc cic thudc diéu trj dai thdo duong khac. Vi
vdy, can theo doi dudng huyét mot cach sét sao, dac biét
1a trong giai doan dau cta tri liéu alpha-lipoic acid. Trong
nhiing trudng hop ddc biét, gidm liéu insulin hodc cdc
thudc diéu tri dai thdo duong bang duting udng 1a can thiét
dé ngdn chan nhiing biéu hién ctia ha dudng huyét,

Ghi chi: ' T

Thudng xuyén dung rugu la téc nhan nguy cd cao cho su
phét trién va ting trudng clia cdc bénh thn kinh, va vi
thé c6 thé lam gidm su thanh cong ctia viéc diéu tri v
Thiogamma® 600 oral. Vi vy, bénh nhén bi bénh viém da
day than kinh déi thdo duong cin khuyén cdo tranh ding
ruou. Diéu nay ciing can dé nghij ddi véi ca khoang théi gian
khding diéu tri.
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m@ﬁwwﬁmﬁlﬁ@cﬁﬂ@ BROEPIT YAy fip <o

Sau khi cd y hay v y udng lugng Idn tir 10.dén 40 g alpha-
lipoic acid kém vdi rugu, tinh trang nhiém ddc néng va déi
khi gay chét da duoc bao cdo. Dau hiéu nhiém doc lam sang
€6 thé biéu 16 dau tién & su rdi loan tam thén van dong hay
16i loan y thiic, va dién hinh phét trién nhiing con déng kinh
tdng quat va nhiém acid lactic. Thém vao d6, gidm glucose
huyét, s6c, globulin co niéu kich phét tan huyét, huyét khdi
thanh mach rdi rac (DIC), suy yéu tiy xuong va suy da co
quan da dugc miéu ta nhu |3 hdu qua cla viéc diing liéu cao
alpha-lipoic acid.
Cdcy kién diéu tri trong trutmg hop qud liéu:
Trong truéng hop nghi ngdr cé sy nhiém ddc nang do
alpha-lipoic adid (nhu ding liéu > 10 vién 600mg &
ngui ldn va > 50mg/kg cin nang & tré em) lap tic dua
bénh nhan dén cac o quan y té 6 du cac diéu kién cap
cliu co ban cac trudng hop nhiém ddc (nhu'1a gay nn, riia
da day, dung than hoat tinh, ...). Biéu tri con ddng kinh
tong quat, nhiém acid lactic va nhitng hau qué nquy hiém
dén tinh mang khdc cla nhiém ddc can dugc thuc hién véi
¢ac nguyén tac cham s6c hd trg hién dai va can diéu tri
triéu ching. Lo ich clia tham tach mau va tham phan phiic
mac hodc cac phuong phdp loc dé loai trit acid Thioctic déu
khang cho két qua chac chan.
TAC DONG CUA THUGC KHI LAI XE VA VAN HANH MAY
Moc:
Khdng dnh hudng.
BAO QUAN : Bo quan & nhiét do dudi 25°C. Tranh anh
sang.
HAN DUNG: 3 ném ké tif ngay san xuat. Khong dung thudc
da qua han st dung.
TRINH BAY:
Vi 10 vién nén bao phim. Hop 3 vi, hop 6 vi, hop 10 vi.
TIEU CHUAN: Nha sén xudt
Dé thudcxa tim tay tré em.
Pockj hudng dan sit dung trudc khi ding.
Néu cdn thém théng tin, xin héi y kién bacsi.
Thuéc nay chi diing theo sy ké don cia thdy
thudc.
San xuat béi:
DRAGENOPHARM APOTHEKER PUSCHL GMBH
GollstraBe 1, D-84529 Tittmoning, BUC.
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PHARMA
148 x420 mm / 9,5pt / PCT293 / LC
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