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Rx - Thube nay chi ding theo don thude

HUONG DAN SU DUNG THUOC

THIOCTIC ACID 300 MG

Doc k¥ hudng dan sit dung trude khi dung
Dé xa tm tay tré em

1. THANH PHAN CONG THU'C THUOC: M&i vién nang mém chira:
Thanh pkan dwoc chit: Thioctic acid (Alpha lipoic acid) 300 mg
Thanh plmn td dwee: Dau dau nanh, Lecithin, Diu dira, Sap ong trang, BHT, Gelatin,
Glycerin, Titan dloxyd Nipagin, Nipasol, Vang tartrazin, Allura red AC, Vanilin.
2. DANG BAO CHE:
Vién nang mém mau vang cam, bé miit vién nhin bong, s& khéng dinh tay. Hén hop thude bén
trong mau vang.
3. CHI PINH:
Piéu tri cic rdi loan cam giac do bénh than kinh dai thdo duong.
4. CACH DUNG, LIEU DUNG:
Liéu thuong dung cho ngudi 16n: 2 vién nang mém Thioctic acid 300 mg/ ngay (twong ng
véi 600 mg thioctic acid), uéng mot lan duy nhét khoang 30 phit trudc bifa &n dau tién.
Chua c¢6 nghién ciru trén tré em va thanh thiéu nién, khong dung Thioctic acid 300 mg véi 7
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Trong truo*ng hop réi loan cam gidc nghiém trong, liéu phap tiém truyén véi Thioctic acid 1 |
¢6 thé duoe tién hanh dau tién. \\:- \ L

nhitng d6i tugng nay.

Phuong phép va thot diém st dung: Vién Thioctic acid 300 mg nén uéng nguyén vién véi ~-:_.f;1q;*

mot lugng nude du lac bung doi. Thic dn cd thé 1am giam hép thu ctia thuée néu dugc ding
ddng thoi. Do d6 bénh nhén cAn gitt bung déi khi dung thude va thoi diém udng thudc hop ly
1a 30 phit trudce khi an.

Do bénh thén kinh dai thao dudng 1a bénh man tinh nén didu tri 1au dai c6 thé dugc yéu ciu.

Nén tang co ban ctia diéu tri bénh than kinh d4i thio dudmg 1a viée kiém soat dudmg huyét 16
uu.

5. CHONG CHI PINH:

MAn cam v6i mét trong nhitng thanh phén ciia thuéc.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC:

Cac tinh trang céin trong khi ding thudc:

Céc bénh nhéan dai thdo dudng va khong dung nap glucose nén than trong khi ding thudc boi
Thioctic acid ¢6 thé lam giam lugng duong trong mau. Nén kiém tra luong dudomg trong méu
va diéu chinh liéu ding céc thube chéng tiéu dudng cAn thiét dé tranh kha nang giam glucose
mau

Thc dung dwge Iy dang luu y cia ta duge:

- Thudc ¢6 chira ta dugc mau, c6 thé giy cdc phéan ing di img.

7. SU'DUNG CHO PHU NU' CO THAI VA CHO CON BU:
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- Phit hop v6i cac nguyén tac sit dung dugce pllém, san pham chi nén sir dung cho phuy nif ¢6
thai va cho con bi sau khi dd cin nhic cin than ti 1¢ giita lgi ich va nguy co.
- Phu niv ¢6 thai va cho con bt nén diéu tri vdi acid Thioctic chi khi da tuin tha dang theo chi
déin ciia thdy thubc, ngay ca khi céc nghién ctru doc tinh ddi véi hé sinh san khong cho két qua
nao anh huéng dén kha ning sinh san va sy phat trién phoi thai va khong cd déu hiéu nio cho
thdy gy doc cho thai.
- Chura biét acid thioctic ¢6 tiét vao sita ngudi hay khong
8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Thube khong ¢ hodc anh hudng khong dang ké dén kha nang l4i xe va vin hanh may moc.
9. TUONG TAC, TUONG KY CUA THUOC:
Twong tic ciia thube:
‘Lam mét tac dung cua cisplatin khi dung dong thdi véi Thioctic acid 300 mg.
Thioctic acid c6 kha ning tao phirc chat v6i kim loai va vi vay khong nén ding ddng thoi
v6i cac hop chit kim loai (nhu 14 sit, magnesi, céc san phém sita c6 chira calci). Néu Thioctic
acid 300 mg duge str dung hang ngay 30 phit trudc khi dn sang thi cdc san phim chita sit,
magnesi c6 thé dimg vao budi trua hoic chiéu.
Tac dung ha duong huyét 6 thé xay ra khi két hop véi insulin hodc cac thube didu tri dai
thao dudmng khéc. Vi viy, can theo doi duong huyét mot cach sat sao, dic biét 1a trong giai
doan dau cua trj liéu thioctic acid. Trong nhimng truong hop dic biét, gidm liéu insulin hodc
chic thube diéu tri déi thdo duong bing dudng ubng 13 cin thiét dé ngin chin nhing biéu hién
ciia ha dudmg huyét.
Ghi chi: Thudng xuyén dung rugu 13 tde nhan nguy co cao cho sy phat (rién va ting truéng 3213
clia céc bénh thin kinh, va vi thé ¢6 th 1am giam su thanh cong cia viée didu tri v6i Thioctic
acid 300‘mg. Vi viy, b‘é,‘:nh‘nhén bi 'bénh than kinh dai thao dm:}ng cén khuyén céo tranh ding [“:)Nr[
ruou. Diéu nay ciing can dé nghi doi v6i ca thoi gian khong di€u tri. s VIE
Twong ky ciia thubc: 55
Do khong ¢6 cic nghién ctru vé tinh trong ky ciia thudc, khong trén 13n thube nay véi cac Q1Y
thude khac.
10. TAC DUNG KHONG MONG MUON CUA THUOC:
Cdc triéu ching trén tiéu hoa:
Rét hiém: Budn non, non, dau da day — rudt va tiéu chay.
Phan ting man cam:
RAt hiém: phan Gng di (mg nhu la phat ban, may day va ngira.
Réi logn hé than kinh:
RAt hiém: Thay dbi va/ hodc 16i loan vi gidc.
Nhitng phan ing khéng mong muon khdc:
Rét hiém: bdi vi qué trinh chuyén hod dudng cé thé cai thién & bénh nhén dai thao dudng, tinh
trang ha dudng huyét o6 thé xay ra. Céc triéu chimg tuong tw nhu ha dudng huyét da duge mo
ta nhr 1a chéng miit, toat md hoi, dau diu, bién ddi thi pidc.
*Chui y: “Théng bdo ngay cho béc s§ hodc dugce s§ nhiing phan mg c6 hai gép phai khi sir
dung thube.”
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11. QUA LIEU VA CACH XU TRI:
Trong truong hop qua lidu, budn non, nén va dau dau cb thé xay ra.
Sau khi ¢6 ¥ va vo y udng lugng 16n tir 10g dén 40g thioctic acid kém véi rrou, tinh trang
nhi&m doc ning va doi khi gy chét di dugc béo céo. Dau hiéu nhiém doc lam sang c6 thé bidu
16 dau tién & sy rdi loan tim thdn van dong hay rdi loan y thic, va dién hinh phat trién nhiing
con déng kinh tong quat va nhiém acid lactic. Thém vao dé, giam glucose huyét, soc, globulin
co niéu kich phat tan huyét, huyét khdi thanh mach réi rac (DIC), suy yéu tiy xuong va suy da
co quan dugc miéu ti nhu 12 hdu qua cua viéc ding liéu cao thioctic acid.
Cac ¥ kién diéu tr trong truomg hop qué lidu:
Trong trudmg hop nghi ngo co sy nhiém ddc niang do Thioctic acid (nhur ding lidu >20 vién
300mg & nguoi 16n va >50mg/kg cén nang & tré em) lép tirc dua bénh nhén dén cac co quany
té c6 du céc diéu kién cép ctru co ban cdc trudmg hop nhiém ddc ( nhu 13 gdy non, ria da day,
dung than hoat tinh,...). Pidu tri con dong kinh tong quat, nhiém acid lactic va nhitng hdu qua
nguy hiém dén tinh mang khéc coa nhidm doc cin duoc thue hién véi cdc nguyén tic cham soc
hd tro hién dai va can diéu tri triéu chimg. Lgi ich cla thAm tach méau va thim phéan phtic mac
hoic cac phuong phép loc dé loai trir thioctic acid déu khong cho két qua chéc chin.
12. PAC TiNH DUQC LUC HOC:

Nhém duge 1y: Chita bénh hé thin kinh
Ma ATC: A16AX01
a.Duge ly:

Thioctic acid 12 mot hoat chit hoat dong nhu mot cofactor ciia céc phirc hop: pyruvate —
dehydrogense; alpha-ketoglutarate-dehydrogenase; amino acid dehydrogenase. Nhimg bénh
nhin xo gan, dai thao duong, xo vira dong mach va viém day than kinh thudng c6 su giam sit

dang ké chit nay. Trong qua trinh chuyén hoa, thiotic acid s€ chuyén dang tir dang oxy hoa -

(véi ciu ndi disulfid trong phén tir) thanh dang khir voi hai nhém SH tr do. Ca hai dang nay

déu c6 kha ning chéng ddc manh. Chung bao vé té bao khoi cac gbe tyr do hinh thanh trong |

qué trinh chuyén hoa trung gian hodc su phan hiy cac chét ngoai sinh hay tir céc kim loai nang.

Dang khir (dihydrolipoic acid) con c6 tac dung don dep cac gbc superoxide, hydroxyl va ngin

can peroxid héa lipid.
b.Tac dung chong ting dudmg huyét:

Thiotic acid tac dung hiép dbng v6i insulin lam ting hiéu qua tiéu thu glucose. Trén dong
vat, Thiotic acid cho thdy kha nang lam giam glucose huyét, tang qua trinh téng hop glycogen
& gan, con trén nguoi thi lam giam ndng d6 acid pyruvic trong huyét thanh. Tuy nhién co ché
Thioctic acid gitp té bio ting kha ning hép thu glucose hién chua rd. Tiém mang bung thiotic
acid va dihydrolipoic acid khong thdy anh hudng dang ké lén glucose huyét & tho. nhung lai
lam giam dudng huyét ding ké vé&i chudt dai thao dudng gy bai alloxan. Dihydrolipoic acid
ciing ]am tang téng hop lipid & gan tir glycogen va acetat & chugt dai thio dudng.
¢.Tac dung béo vé than kinh:

Céc t& bao Neuro-2a sé sinh ra s¢i truc khi tiép xac véi thioctic acid, cho thiy chét nay c6
tic dung trong diéu tri bénh thin kinh déi thdo dudng & ngudi.
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Thioctic acid khi ding dudng udng co téc dung tri hodn céc bién ching trén than kinh van
dong & chudt gay ra boi hexacarbon.

Céc nghién ciru trén dong vat ciling chi ra, dihydrolipoate bao v& neuron khéi nhitng tén
thuong do thiéu mau cuc bd bang cich ngan can su tich liy cta cic gbc oxy tu do & mé néo.
Thioctic acid con c6 tic dung bao vé tinh toan ven cia mang té bao than kinh trén chudt khi bi
géy ton thuong than kinh ngoai bién bdi acrylamide.

13. PAC TINH DUQC PONG HQC:

Thioctic acid dwoc hip thu nhanh chéng sau khi udng. Thioctic acid duoc chuyén héa ban
diu & gan. Sinh kha dung tuyét d6i khi str dung duong udng dat 20% so véi dudng tiém tinh
mach. Do thudc duoc phan bd nhanh chéng vao cac mé nén nira doi thai trir trong huyet tuong
cia thioctic acid & nguoi khoang 25 phut.

Sinh kha dung tuong dbi ctia thioctic acid khi sir dung dang vién ubng dat hon 60% so v6i
dang dung dich uéng. Néng dé dinh cia huyét twong do duge khoang 4 pg/ml sau 0,5 gid sau
khi uéng 600mg thioctic acid.

Thong qua nghién clru dbng vi phong xa d6i v&i cac thi nghiém trén déng vt (chudt, ché) cho
thiy rang 80-90% thuéc duge bai tiét & dang chét chuyén héa & than. Déi voi ngudi cling chi
cd mot lucmg nhé thude dang nguycn ven duoc tim thdy trong nudc tiéu. Bién déi sinh hoc xay
ra chu yéu 1a do oxy héa cét ngan chudi (B- oxidation) va/ hodc S-methyl hoa cac thiol dong
vi.

14. QUY CACH PONG GOI: Hop 2 vi, 4 vi x 15 vién, vi PVC-Alu, 2 vi déng trong 1 ti
nhom.

15. PIEU KIEN BAO QUAN: Noi khd, tranh anh séng, nhiét d§ khong qua 30°C.

16. HAN DUNG: 36 thang ké tir ngay san xuat.

17. TIRU CHUAN CHAT LUQNG CUA THUOC: TCCS

18. TEN, PIA CHI CO SO SAN XUAT:

Co s¢ san xuat:
@ CONG TY CO PHAN DUQC PHAM NAM HA
S4 415 duong Han Thuyén, phuong Vi Xuyén, thanh phd Nam E)mh “* “
NAMHA Tinh Nam Binh

Tel: 0228.3649408. Fax: 0228.3644650
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