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Acid alpha lipoic 300mg Ngay §X:
Té dugcvia dd 1 vién nén bao phim. . Han dung:
| cHi BINH, CHONG CHI BINH, CACH DUNG VA CAC THONG
AC:
™ ;:Imf;onq 13 hudng ‘_ﬂn s dyng thudc kém theo. casd 5‘" xud't: ~
BA0auAN: Naiod et incng ut arc. menamnsans.  COYNG TY LIEN DOANH MEYER-BPC
| POCKYHUGNG DAN S0 DUNG TRUGC KHI DUNG. S6 6A3 quéc 16 60 p.Phii Tan, thanh phd Bén Tre, tinh B&n Tre-Viét Nam

THUGSC NAY CHIDUNG THEO BON THUGC.
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COMPOSITION:
Alphalipoic acid

Excipients g.s for one film-coated tablet.
INDICATIONS, CONTRAINDICATIONS, DOSAGE:

Please read the instruction.
STORAGE: Store below 30°C. In a dry place. Protect from light.
KEEP OUT OF REACH OF CHILDREN.
READ THE INSTRUCTION CAREFULLY BEFORE USE.
PRESCRIPTION ONLY MEDICINE.

300mg @ _<_o<m=:_

Manufacturer:
MEYER-BPC JOINT VENTURE COMPANY —
6A3 National road No 60, Phu Tan ward, Bentre city, Bentre province-Vietnam -l
HWA PRESCRIPTION DRUG /W
REG.NO: Q
SPECIFICATION: MANUFACTURER'S STANDARD Q
@ BOX OF 10 BLISTERS X 10 FILM-COATED TABLETS (n)]
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MAU PANG KY
TG HUGNG DAN SU DUNG THUOC MEYERTHITIC 300

Rx
MEYERTHITIC 300

DE XA TAM TAY TRE EM
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
THUGC NAY CHi DUNG THEO DON THUBC
Thanh phén céng thic thudc:
- Thanh phén dugc chét: Acid alpha lipoic 300 mg

- Thanh phan ta dugc: Manitol, L-HPC, Natri starch
glycolat, Magnesi stearat, Talc, HPMC 606, HPMC 615, PEG
6000, Titan dioxyd, Tartrazin yellow, Brown viia di 1 vién.

Dang bao ché: Vién nén hinh tron, hai mat tron 18i, bao phim
mau vang, bén trong mau vang.

Chi dinh:
Diéu tri duy tri c4c réi loan cdm gidc do bénh viém da day
than kinh d&i thdo dudng.

Cach dung, liéu dung:
- Liéu dong:

Liéu dung hang ngay dugc khuyén cdo & ngudi I6n la
udng 1 - 2 vién (tiong ting 300 — 600 mg acid alpha lipoic)
uéng mét l1an vao khoang 30 phut trudc khi &n séng.

- Cdch dung:

Udng nguyén vién véi nudc lic byng déi. Thic 4n cé thé
lam gidm hép thu cla thudc néu dugc diung déng thdi. Do dé
bénh nhan cén gilt bung déi khi dung thudc va thdi diém uéng
thuéc hop ly 1a 30 phat trudc khi &n sdng.

Vi bénh viém da day thdn kinh d4i thdo dudng la bénh
man tinh nén diéu tri lau dai cé thé dugc yéu céu.

Thudc chéng chi dinh dung cho tré em.

Chéng chi dinh:

- Chéng chi dinh tuyét d8i & nhiing bénh nhan da biét c6
mén cam véi acid alpha lipoic hay bat cl thanh phdn nao cla
thudc.

- Do chua c6 nghién ciu trén tré em va thanh thi€u nién,
khéng nén ding acid alpha lipoic cho nhiing d8i tugng nay.

Canh bao va than trong khi dung thudc:

Nhiing b&nh nhan cé chiing khéng dung nap fructose di
truyén, kém hédp thu glucose-galactose hay thi€u hut men
saccharaseisomaltase khéng nén dung thudc nay.

Si dung thudc cho phu nif c6 thai va cho con bu:

- Theo céc nguyén tic chung s dung dugc phdm, phu ni
mang thai va cho con bu chi nén sl dung thudc sau khi da
can nhéc cén théan gidia Igi ich va nguy co.

- Phu ni c6 thai va cho con bt chi dugc diéu tri bang acid
alpha lipoic khi da tuan thi ding theo chi dén cla thdy thudc,
ngay ca khi cdc nghién ciu ddc tinh déi véi hé sinh san
khéng cho két qua nao anh hudng dén kha nang sinh san va
sy phat trién phéi thai va khéng cé ddu hiéu nao cho thdy gay
déc cho thai.

- Chua biét acid alpha lipoic cé tiét vao siia me hay
khéng.

Anh hudng cla thudc 1én kha nang lai xe, van hanh méay

moéc:
ThuSc khéng anh hudng dén khd ndng lai xe va van

hanh may méc.

Tuong téc, tuong ky cta thuéc:
- Hoat tinh ciplastin bj mat khi sl dung déng thdi véi acid
alpha lipoic.

- Tac dung ha dudng huyé&t khi két hgp véi insulin hoic
cdc thudc udng diéu tri ddi thdo dudng khac cé thé xay ra. Vi
vay, dic biét trong giai doan ddu cda tri liéu, cdn phai theo
ddi dudng huy&t mét cach sét sao. Trong nhiing trudng hgp
ddc biét, giam liéu insulin hodc cdc thuéc uéng diéu tri dai
thdo duding 1a cén thiét dé ngan chin nhiing bidu hién cta ha
dudng huyét.

- Acid alpha lipoic 1& mdt phdc chat kim loai va vi vay
khéng nén ding déng thdi véi cdc hop chét kim loai (nhu sét,
magnesi, cdc s&n phdm sila ¢ chia calci). N&u vién acid
alpha lipoic dugc s dung hang ngay 30 phit trudc khi &n
séng thi cdc sdn phdm chia sit, magnesi cé thé dung vao
budi trua hodc chiéu.

- Thudng xuyén dung rugu la tdc nhan nguy co cao cho
sy phét trién va tién trién clia cdc bénh than kinh, va vi thé c6
thé lam giam su thanh c6ng cla viéc diéu tri bang acid alpha
lipoic. Vi vdy, b&nh nhan bi ching viém da day thdn kinh d&i
thdo dudng cdn khuyén cdo tranh ding rugu. Diéu nay ciing
cén dé nghj d6i véi ca khoang thdi gian khéng diéu tri.

- Tuong ky cta thuéc: Do khéng c6 céc nghién cliu vé
tinh tuong ky cuta thudc, khéng tron 1&n thudc nay véi céc
thudc khéc.

Téc dung khéng mong muén ciia thudc (ADR):
- Cé4c triéu ching trén tiéu héa: R4t hi€ém: Budn nén, nén, b
dau da day-rudt va tiéu chay. \\
- Phan (ing man cam: R4t hiém: Phan dng di dng nhu )‘
phét ban, may day va ngda. 33
- R&i loan hé thdn kinh: R4t hi€ém: Thay d8i va/hodc réi ,,

loan vi giac.

- Nhiing phan (ing khéng mong muén khdc: R&t hiém: Bdi
vi qud trinh tiéu diing dudng/cé thé cai thién & bénh nhan dai
thdo dudng, tinh trapg hg/ dudng huyét cé thé xay ra. Cac
triéu chiing tuong t ha dudng huyét da dugc mé ta nhu
1a chéng mit, toat mofhoi, dau ddu, bién déi thi giac.

Théng bdo ngay cho bac si hodc dugc si nhiing phan ing
hai gdp phai khi st dung thuéc

Qua liéu va cach x{ tri:

- Triéu chiing: Trong trudng hdp qud liéu, buén nén, n
va dau ddu c6 thé xay ra. Sau khi ¢6 y hay vé y udng lugng
I6n ti 10 dén 40 g acid alpha lipoic kém véi rugu, tinh trang
nhiém déc ning va déi khi gay chét da dugc bdo cdo. D4u
hiéu nhiém déc 1am sang c6 thé biéu 16 ddu tién & sy réi loan
tam than van déng hay r6i loan y thic, va dién hinh phét trién
nhiing con dong kinh tdng quét va nhiém acid lactic. Thém
vao dé, gidm glucose huyét, sdc, hly co, tan huyét, huyét
kh&i thanh mach rai rac (DIC), suy yéu tly xuong va suy da
co quan di dugc miéu t& nhu 1a hau qud cla viéc dung liéu
cao acid alpha lipoic.

- Xa tri:

Trong trudng hdp nghi ngd c6 sy nhiém ddc nadng do acid
alpha lipoic (nhu ding liéu > 10 vién 600 mg & ngudi Ién va >
50mg/kg can ning & tré em) lap tic dua bénh nhan dén cac
co sd y t& c6 di cac diéu kién cdp clu co ban céc trudng hap
nhiém dbc (bao gém gdy nén, ria da day, dung than hoat
tinh, ..).

Diéu tri con dong kinh t8ng quét, nhiém acid lactic va
nhiing hau qua nguy hiém dén tinh mang khéc cla nhiém déc
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cén dugc thyc hién véi cadc nguyén tdc cham séc hd tro hién
dai va cén diéu tri triéu ching. Lgi ich clia thdm tdch médu va
thdm phan phic mac hodc cdc phuong phép loc dé loai tri
acid alpha lipoic déu khéng cho k&t qua chéc chén.

Pac tinh dugc luc hoc:

Acid thioctic (hay con goi 12 acid alpha lipoic) |4 mét chat
giéng vitamin ndi sinh, cé chic ndng clia mdt coenzym trong
phén ting oxy héa tao thanh carbon dioxid cliia céc ketoacid.

Sy tdng cao dudng huyét trong bénh dai thdo dudng din
dén viéc tich Iy glucose tai nhiing protein me trong cdc mach
méu va hinh thanh nhiing chét goi 1a cdc san phdm cudi cliing
clia qué trinh glycosyl héa cao cdp (AGEs: Advanced
glycosylation end products). Qué trinh ndy din dén gidm luu
lugng méu ndi thdn kinh va gidm oxy huyé&t/ thi€u mau cuc bd
ndi thdn kinh, k&t hgp véi sy gia ting san sinh céc géc oxy tu
do, ma diéu nay cé thé nhan biét dugc & than kinh ngoai vi
nhu la sy phan hay céc chat chéng oxy héa giéng glutathion.

Trong céc nghién cdu trén chudt, acid thioctic tuong téc
véi cdc qua trinh sinh héa gay ra bdi chudt dai thdo dudng
thyc nghiém (gay ra bdi streptozotocin) théng qua giam hinh
thanh AGEs, cai thién luu lugng méu ndi thdn kinh, gia ting
mdc dé chéng oxy héa sinh Iy cla glutathion va nhiing chat
chéng oxy héa déi véi cac gbc oxy ty do trong bénh thdn kinh
déi thdo dudng. Nhitng két qua quan sat dugc trong diéu kién
thi nghiém cho thdy riing chic ning thdn kinh ngoai vi cé thé
dugc cai thién bdi acid thioctic. Piéu nay lién quan dén réi
loan cdm gidc trong bénh viém da day thdn kinh déi thdo
dudng dugc thé hién ra bing réi loan cam giac, di cdm nhu
bdng rat, dau, té budt, cdm gidc ki€n bo.

B8 sung céc k&t qua lam sang truéc day trong diéu tri
triéu ching bénh viém da day than kinh dai thdo dudng vdi
acid thioctic, mdt nghién ciu da trung tdm, c6 kiém soét
placebo thuc hién ndm 1995 cho thdy céc tac dung c6 Igi clia
acid thioctic d8i véi céc triéu ching néng, di cdm, té budt va
dau.

Pac tinh dugc ddng hoc:

Acid thioctic (hay acid alpha lipoic) chiu tdc ddng qua gan
lan ddu. Sy hién dién cla acid thioctic trong co thé thay ddi
dang ké gila cac cd thé. Trong tadc dung oxy héa & chubi bén
va tiép hop, acid thioctic dudc bién ddi sinh hoc va bai tiét
phéan Ién qua than.

Thdai gian ban hiy huyét tuong cla acid thioctic § ngudgi
xdp xI 25 phat va d6 thanh thadi toan phdn la 10-15
mli/phatkg. Tai thdi diém két thic 30 phuat truyén 600 mg,
néng dé huyét tuong dat xdp xI 20 mcg/ml. Dung phuong
phép déanh ddu phéng xa trong thii nghiém trén dong vat
(chudt, ché) cho thdy dudng bai tiét chi yéu 1a qua than,
chiém lugng 16n (80-90%) dudi dang chdt chuyén héa. Chi cé
mét lugng nho chat khong bién déi dugc tim thdy trong nudc
tiéu. Bién ddi sinh hoc x4y ra chli yéu la do oxy héa cdt ngén
chudi (B-oxidation) va/hodc S-methyl héa cac thiol déng vi.

In vitro, acid thioctic phdn dng v6i cdc phiic hgp ion kim
loai (nhu véi cisplatin). Acid thioctic tao thanh phtic hgp khé
tan vdi cac phéan ti dudng.

Qui cach dong goi:
- HOp 03 vi x 10 vién nén bao phim.

- Ho6p 10 vi x 10 vién nén bao phim.

Piéu kién bao quan clia thudc\B&0o quan thuéc & noi kho,
nhiét d6 khong qué 30°C, trdnh 4nh séng.

Han ding ctia thudc: 36 thang ké tif ngay san xuét.
Tiéu chudn chat lugng cta thudc: TCCS
Tén, dia chi clia co sé san xuéat thuéc:

L
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