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HUONG DAN SU DUNG THUOC o
1. Tén thudc: THIOVA 300 " ¢OI
2. Cac diu hiéu can luu y va khuyén cdo khi diung thudc: 50 PHAN |
“Thudc nay chi dung theo don thubc” |\ UOC PHAM /% Jf
“Pé xa tam tay tré em” 1A TRY /)
“Poc ki hudng dan st dung trude khi dung”.
3. Thanh phén cong thirc thudc: Mdi vién nang mém chia:
Thanh phan dwoc chdt: Acid alpha lipoic  300mg
Thanh phan td dwoc: Lecithin, dau co, sap ong trang, colloidal silicon dioxyd, dau dau
nanh, gelatin, glycerin, dung dich sorbitol 70%, nudc tinh khiét, titan dioxyd, vanilin,
nipagin, nipasol, chocolate brown HT, ethanol 96%.
4. Dang bao ché: Vién nang mém.
M6 ta: Vién nang mém hinh thuén dai, mau nau. Vién khé, cam khong dinh tay, bén trong
chira hdn hop thude 1ong mau vang nhat.
5. Chi dinh:
Dj cam trong bénh da day than kinh do tiéu duong.
6. Cach dung, liéu dung:
* Céch dung: Thudc dung dudng ubng. Udng dong thoi véi thirc an c6 thé can tré sy hap
thu nén udng thudc v6i nude khoang 30 phut trude khi dn sang.
* Lidu ding:
Nguoi [6m: Liéu hang ngay la 600mg (2 vién)/ngay, nén udng 1 liéu duy nhét khoang 30
phut trude khi &n sang. Néu di cam ning, ban dau cd thé dung dang tiém truyén.
Tré em va thanh thiéu nién: Khdng nén dung vi khéng c6 kinh nghiém 1am sang.
* Thoi gian dUng thudc:
Vi bénh viém da day than kinh do tiéu duong 1a bénh man tinh nén co6 thé can diéu tri kéo
dai. Co s¢ cua li¢u phap diéu tri viém da day than kinh do tiéu duong 1a diéu chinh bénh
tiéu duong t61 wu.
7. Chong chi dinh:
Bénh nhan qua man cam véi acid alpha lipoic hodc bat ky thanh phan nao cta thudc.
8. Canh bao va thin trong khi dung thudc:
- Thudc c6 chira chocolate brown HT, nipagin, nipasol: C6 thé gay phan ung di ung.
- Dau dau nanh tinh khiét cd thé chira protein dau nanh. Chuyén luan Ph.Eur khong c6 thu
nghiém vé protein ton du. Chdng chi dinh véi bénh nhan bi di tng dau dau nanh,
- Sorbitol: Bénh nhan mac céc rdi loan di truyén hiém gap vé dung nap fructose khdng nén
sir dung thubc nay.
- Ethanol: Thudc nay chira mot luong nho ethanol, dudi 100mg/vién.
9. Sir dung thudc cho phu nir ¢6 thai va cho con bi:
* Thoi ky mang thai:
Can nhic loi ich/ nguy co trude khi dung thudc trong thoi ky mang thai, chi nén diéu tri
dudi su chi dinh nghiém ngit ctia bac sy, mic du cac nghién ciru vé doc tinh sinh san
khong cho thay bat ky d4u hiéu ndo anh hudng dén kha ning sinh san va Sy phét trién som
ctia phoi thai va hon nita khéng biéu hién bat ky dic tinh gy quai thai nao.
* Thoi ky cho con bu:
Chua rd acid alpha lipoic c6 di vao sita me hay khong. Chi nén dung thudc khi dd can nhéc
lgi ich/nguy co cta thube ddi véi ba me va tré ba me.
10. Anh huéng ciia thude 1én kha ning lai xe va vin hanh may méc:
Thudc khong anh hudng 18n kha ning lai xe va van hanh may méc.
11. Twong tic, twong Ky ciia thudc:
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* Twong tic thudc:

- Cisplatin: Lam mat tac dung cisplatin khi ding dong thoi véi acid alphai
- Acid alpha lipoic c6 kha nang tao phuc chelat véi kim loai va d¢/ 'ﬁ khona ner‘ 1ung
dong th01 VO’l thuoc/thuc pham chua k1m loai (nhu’ Chat bo sung sut maV“ ;_vcah °h CaC

khi dung dong thoi véi acid alpha lipoic, khuyen céo kidm soat Chat chic -.h‘; uug xuyén
duong huyet, dac biét la trong giai doan dau diéu trj véi acid alpha lipoic. Trong nhiing
truong hop riéng biét, c6 thé can giam lidu insulin hodc thudc ha duong huyét dé tranh céc
triéu ching ha dudng huyét.

- Udng ruou thuong xuyén 1a mot yéu té nguy co dang ké déi véi sy phat trién va tién
trién cua bénh than kinh va do d6 co thé 1am giam tac dung cta acid alpha lipoic. Déi véi
bénh nhin mic bénh viém da day than kinh do tiéu duong, khuyén céo tranh udng ruou
cang nhiéu cang tbt, ngay ca khi khong diéu tri.

* Twong ky ciia thuéc:

Do khéng c6 cac nghién ciru vé tinh tuong ky cua thude, khong tron 13n thude nay voi cac
thudc khac.

12. Tac dung khéng mong muén ciia thudc:

Cac tac dung khéng mong mudn duoc liét ké theo hé co quan va tan sudt gip phai: rat
thuong gép (ADR > 1/10); thuong gap (1/100 < ADR < 1/10); it gap (1/1000 < ADR <
1/100); hiém gap (1/10.000 < ADR < 1/1000); rat hiém gip (< 1/10.000), khdng rd (khdng
thé wdc tinh tan suét tir dit liéu sin co).

Réi loan tiéu hoa:

Rat hiém gap: R6i 1oan tiéu hda nhu budn nén, non, dau da day, dudng rudt va tiéu chay.
Réi loan hé thong mién dich:

Rat hiém gdp: Phan tng di tng trén da nhu phat ban, ngtra, may day.

Réi logn hé thén kinh:

Rat hiém gdp: Thay d6i hodc rdi loan vi gic.

Téac dung chung:

Tan sudt khéng rd: Do ting st dung glucose, giam dudng huyét co thé xay ra. D ¢ bao
céo vé cac triéu chimg gidng ha dudng huyét nhu chong mat, va mo héi, dau dau, réi loan
tam nhin.

13. Qua liéu va cach xir tri:

- Qud lidu: Qua liéu c6 thé gay ra budn noén, non va dau dau. Sau khi vo tinh hozc ¢6 tinh
tu tir bang cach udng liéu tir 10 dén 40g acid alpha lipoic cung véi rugu, da cho thay cac
truong hop ngd doc nghlem trong, mot sé dan dén tir vong. Triu chung ban dau cua
nhiém doc gdm bén chodn, kich thich tdm than vin dong hodc mat y thire va thuong két
hop véi cac con co giat toan than va nhiém toan lactic. Triéu chimg tiép theo da dugc mo
ta 1a ha duong huyét, sdc, tiéu co vén, tan mau, dong mau rai rac ndi mach (DIC), suy tuy
va suy da co quan da dugc mo ta 12 hau qua ctia nhiém doc acid alpha lipoic liéu cao.

- Cdch xir tri: Trong trudng hop nghi ngd c6 nhiém doc acid alpha lipoic nang (dung liéu
> 6g O nguoi 16n va > 50mg/kg thé trong & tré em), 1ap tic dwa bénh nhan dén bénh vién
va tién hanh diéu tri nhim doc (gay non, rira da day, dung than hoat tinh...).

Viéc diéu tri co giat toan than, nhidm toan lactic va tit ca cac hau qua de doa nghiém trong
khac do nhiém doc phai dya trén cac nguyén tic cua liéu phap diéu tri tich cuc hién dai va
phai diéu tri theo triéu chiing. Loi ich caa viéc tham tach mau, tham phan phic mac hoic
cac phuong phap loc trong viéc loai bo cudng buc acid alpha lipoic van chua duoc xéac
dinh.
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14. Dac tinh dwge lwe hoc:

Acid alpha lipoic 1a mot chat giéng vitamin, c6 chic ning cua co- enz ]fn )
phan mg decarboxy!l héa a-ketoacid. 74 o\
Puong huyét ting cao trong bénh tiéu duong dan dén tich ty glucose trong r‘au ‘rruc pr Oveln
mach mau va hinh thanh AGES - san pham glycat hoa bén viing. QUA trinhnay; lam glam
lru lugng mau noi mac, tir do lam thiéu oxy/ thiéu mau cyc bo ¢ cacimd th?n Kin th, CO Aién
quan dén ting san sinh cac gdc oxy hoa tu do, lam tén thuong day thax mrh ngodi-Vi ./ Bén
canh d0, cac chat chéng oxy héa nhu glutathion & cac day than kinh ngoarvi-caig b1 suy
giam.

Trong c4c nghién ciu trén chudt mic tiéu dudng thuc nghiém (gdy tiéu dudng bing
streptozotocin), acid alpha lipoic tuwong tac véi cac qua trinh sinh hoéa trén thong qua giam
hinh thanh AGEs, cai thién luu luong méu téi mé than kinh, ting nong do glutathion —
chét chdng oxy hoa sinh Iy va chinh acid alpha lipoic ciing 1a chat chéng oxy héa, l1am
giam luong gbe oxy héa ty do trong mo than kinh bi anh hudng trong bénh tiéu dudng.
Nhitng két qua trén cho thiy chirc nang thén kinh ngoai vi c¢6 thé duoc cai thién boi acid
alpha lipoic. Piéu nay lién quan dén cac réi loan cam giac trong bénh da day than kinh do
tiéu duong voi biéu hién rdi loan cam giac, di cam nhu bong rat, dau, t& budt, cam giac
kién bo.

Ngoai ra, trong thir nghiém 1am sang c6 ddi ching da trung tim nam 1995, diéu trj triéu
chtng bénh da day than kinh do tiéu dudng véi acid alpha lipoic cho thiy tac dung c6 loi
trén tri¢u chung nhu nong, di cam, té budt va dau.

15. Pac tinh dwgee dong hoc:

- Hip thu: Acid alpha lipoic hap thu nhanh sau khi udng nhung chuyén hoéa budc mot &
gan cao nén sinh kha dung tuyét dbi (so voi duong tiém tinh mach) 1a khoang 20%. Kha
dung sinh hoc twong ddi cua acid alpha lipoic va viéc str dung cac dang bao ché ran trén
mdi lan ubng 1a hon 60% so vai cac dung dich ubng.

Nong d¢ tbi da trong huyét twong sau khi udng liéu acid alpha lipoic 600mg 1a khoang 4
ug / ml, dat dugc sau 0,5 gio. Acid alpha lipoic phan ng in vitro véi phtic hgp ion kim
loai nhu cisplatin. Acid alpha lipoic tao thanh phtrc hgp khoé tan véi phan tir carbohydrat.

- Phén bé: Acid alpha lipoic phan b nhanh ¢ cac mé.

- Chuyén hoa: Chu yéu chuyén hoa do oxy hoa cit ngan chudi (B-oxidation) va/ hodc S-
methyl héa céc thiol tuong tng.

- Thdi trie: Thoi gian ban thai huyét twong cua acid alpha lipoic khoang 25 _phut. Nghién
ctru trén chudt va ché cho thiy 80-90% thudc thai trir qua thin & dang chuyén hoa va mot
lugng nho thai trir qua than & dang khong doi.

16. Quy cach dong goi:

Hop 1 tai x 10 vi x 10 vién nang mém. Kém theo to huéng dan st dung thude.

17. Piéu kién bio quan, han dung, tiéu chuin chit lwgng thudc:

- Piéu kién bdo qudan: Noi kho, nhiét do duoi 30°C.

- Hgn diung: 24 thang ké tur ngay san xuét. Khéng dwoc dung thude di qua han dung.

- Tiéu chudn chit lwong thuéc: TCCS.

18. Tén, dia chi ctia co’ sé san xuag ) )

Tén co sé san xuit: CONG TY CO PHAN DUQC PHAM HA TAY

*':}3}7 & trong
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