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BTOZKA 
PREC COENCUNS rsa cateeeiee spinnin ann 300 mg 

Hé va tdm tay tré em 
Doc ky huiéng dan si dung true khi dang 
Thude nay chi ding thea don thudc 

1. TEN THUGC 
BTOZKA 

2. THANH PHAN 
Md vién nang mém chia: 
ucbed CHIOACTIC. ..eassseertseerrremreees SOND Pri. 
Ta dugec cd tac dung 44 biét: Dau d4u nanh, sorbitol lang, methyl paraben, propyl paraben, 
idacol brown HT. 

68 biét danh sdch day al cdc ta duige, xem phan 6.1, 
3. DANG BAO CHE 
Vién nang mem. 
Vién nang mém, vién khé cém khéng dinh tay, bén trong chia hdn dich thude, 
4. DUGC LAM SANG 
4.1 Chi dinh 
Biéu tr) réi loan cam giac trong bénh viém da day than kinh dai thao dudng. 
4.2 Liéu ding va cach sit dung 
Ligu diireg 
Liéu ding khuyén cao 1a 2 vién (tudng duong véi 600 mg acid thioctic), udng mét lin vao 
khoang 30 phut trude khi 4n sang. 

Cach dung 
Thudée nén uding nguyén vién val mot lugng nude vita di hic a61. Thed diém uding thude 
hop hla 30 phut trugc khi din sdreg. 

Bénh da day than kinh dai thao dudng la mét bénh man tinh, diéu tr lau dai cé thé [4 can 
thidt, 
4.3 Chéng chi dinh 
Thudéc chéng chi dinh trén cdc bénh nhan man cam vai acid thioctic hode bat cu thanh 
phan nao cla thude. 
De chua ed nghién edu trén te’ em va thanh thiéu nlén, khong mén ding acid thioctic cho 

nhiing dai tueng nay. 
4.4 Than trong 
Thudéc nay co chifa dau dau nanh, khdéng sitdung cho nguai bi dj ding dau phdéng hode dau 

nar. 
Thutc nay cd chita methyl paraben va propyl paraben, cd thé gay ra cac phan ting di ting 
(od thé way ra chim). 
Thudic nay cé chia idacol brown HT, cé thé gay cac phan ting di ding. 
Thutic cd chia sorbitol nén can than trang cho bénh nhan khdng dung nap fructose di 
truyén, kém hap thu glucose-qalactose hay thiéu hut men saccharose - lsomaltose. 
4.5 Tuong tac thude 
Biéu tri ddng thai cling acid thiectic lam mat tac dyng cla cisplatin. 
Tac dung ha duding huyét cla insulin hode thude tri dai thao duting dudng udng od thé 
tang lén. Do 44, dac biét la trong giai doan dau diéu tri bang acid thioctic, theo ddi chat ché 
dudng huyét. Trong nhding trudging hop cu thé, ed thé edn giam liéu insulin hoe feu thude 
tri dai thao duding duding udng dé tranh cae triéu ching ha dudng huyét. 
Acid thioctic la mét chat tao phic chelat vdi ion kim loai va do dé khong nén ding déng 
thal vai cdc hap chat kim loai (vi du nhu cdc s4n phdm bé sung sit, magie, cdc san pham tu 
sia do of chia calli vind o6 thé din dén mat tac dying). Khi ding liéw acid thioctic moi mgay 
30 phat trudc khi an sang, c6 thé bé sung thém sat va magie cho bila tra hode bila tdi. 
Thudng xuyén diing ruigu la tic nhan nguy cocao 46i vdi sy phat trién va tién trién cua cdc 
bénh than kinh, va vi thé cd thé lam giam tac dung diéu tri voi acid thioctic. Vi vay. bénh 
nhan bj bénh viém da day than kinh do dai thao duting cin khuyén cao tranh suf dung 
rugu. Biéu nay cling can dudgc khuyén cao trong khoang thdi gian khéng sif dung thudc. 
4.6 Kha nding sinh san, phu nd cé thai va cho con bu 
Thude chi nén strdyng cho phy nicé thai va cho con bd sau khi da can nhac gilla boi ich va 
nguy co. 
Phu nited thai va che con bd chi nén strdyng thude theo ding chi dan cia bac sy, ngay ca 

khi cdc nghién citu déec tinh vai hé sinh san khdng cho két qua nao anh hudng dén kha 

nang sinh san va su phat trién cda phdi thai va khong od dau higu nao cho thay gay quai 
thai. 

Chua sie dinh acid thiectic cd bai tiét vao sa me hay khong. 
4.7 Anh huéng dén kha nang lai xe va van hanh may méc 
Thude khang anh huding dén kha nang lai xe va van hanh may mde, 

4.8 Tac dung khong mong mudn 
Nhiing thudt ngi sau day duge ding dé phan boai cac phan cing bat loi dita trén tan sudt: 
Rat thuding gdp: = 1/10; 
Thuding gap: 2 1/100 va < 1/10; 
it gap: 21/1000 va < 1/100; 
Hiém gap: 21/100000 va < 1/1000 

Rat hiém gap: <1/10.000 
Khéng xac dinh (khdéng thé ude tinh tan sudt tir dir lieu cd san) 

Co quan Biéu hian Tan sudt 

, Budin ndn, ndn, dau da day - rudt, : 
Hé tiéu hada tiéu chy Rat hiém gap 

Phan ting | Phan ding di ding nhw phat ban, nl 
erat mé day, nod Rat hiém gap 

Héthdnkinh | Thay dd hoge ri loan vi glace Rat hiém gap 

Do vide 40 dung glucose dude cai 

thién, tinh trang ha duding huyét 
rat hiéim khi xay ra. Cac triéu chung 

shad tucng tit niu he dutmg huyér, | SSthiém gdp 
chang mat, d6 md hai, nhc du vi 
réi loan thi gid¢ da duge bao cao. 

Bao cao cac tac dung phy cla thudc 
Vite bdo cdo cdc tac dung khéng mong mudn sau khi thudc dugc phé duyét ld rat quan 
trong. Né cho phép tiép tuc thee déi danh gia Igi ich / roi ro cia thude. Cae chuyén gia 

cham s6éc stic khée duge yéu cdu bdo céo bat ky tac dyng khéng mong mudn nao tai: 

Trung tam DI BADR Qudéc gia 
13-15 Lé Thanh Tang, Ha Ndi 
Website: wayw.canhgiacduoc.org.vn. 
4.9 Qué lidu 
Qua liéu cé thé gay budén nén, nén, dau déu. 
Sau khi vé y hodc 6 y khi udng liéu lugng tir 10 dén 40g acid thioctic kém vai rugu, tinh 
trang nhiém déc nghiém trong, 46 khi gay tif vong d& duge bao cdo. Dau hiéu nhiém doc 
lim sing ban du o6 thé la rdi loan tam than van déng hay réi loan ¥ thie, dién hinh phat 
trién nhding co git toan than va nhiém acid lactic. Ngoai ra, ha duting huyét, séc, tiéu co 
van, tan huyét, huyét khéi thanh mach rai rac (DIC), suy ty xucng va suy da co quan da 

duc mé ta [A tac dung gy déc khi ding liéu cao acid thioctic. 
Cac bién phap diéu tri trong truéng hop ngd doc: 
Trong truding hop nghi ngé cd su nhiém déc nang do acid thiectic (nhuddng liéu > 10 vién 

600 mg & nguiéi Idn va > 50 ma/kg tré em), cén nhap vin ngay lap tic va bat dau cdc bién 

phap phi hop vdi cac nguyén tac chung trong chi dinh diéu tri cae truding hop mgd doc (vi 
dy gay nén, rifa da day, diing than hoat tinh...). Vite diéu tr co gidt toan than, nhiém toan 
lactic va tat cd cdc hdu qua de doa tinh mang khac do nhiém dic phai dia trén cac nguyén 

the cia [itu phap diéu tritich cuc hidén dai va phai diéu tri theo triéu chung. Loi ich cua viec 
sit dung cdc ky thudt thém tach mdu, loc mau hap phy hoge cic phuong phdp loc dé lagi 

bd acid thioctic vain chufa dude xac dinh. 
5. CAC BAC TINH DUOC HOC 
5.1 Bac tinh dude luc hoe 
Nhom duoc ly: Khodng chat va vitamin. 
Ma ATC: AIGAXO1 
Acid thioctic la mét chat gidng vitamin ndéi sinh, cé chuc nang cla mot co-enzym trang qua 

trink oxy khi carboxyl cla alpha-keto acid. 
Sy tang duting huyét do dai thao duéng dan dén sy tich tu glucose trin cc protein nén 
cia mach mau va hinh thanh ela “cdc san pham cudi cling cla quad trinh glycosyn hoa cao 
c4p". Qua trinh nay dan dén giam luu lvgng mau ndi than kinh va thiéu oxy / thiéu mau cuc 
ba ndi thn kinh, od lién quan dén viée tang s4n xudt cdc géc oxy ty do gay tén thuang day 
thin kinh ngoal bién. Sy suy giam chat chdéng oxy hdéa nhy glutathione cing duge phat 
hién trong day than kinh ngoai bién. 
Trong cac nghién edu trén chudt, acid thioctic tucng tac vai cdc qua trinh sinh héa & chudt 

bj dai thio duémg do streptozotocin gay ra, théng qua sy glam hinh thanh cac san pham 
cui cing cia qué trinh glycosyn hda cao cap, cai thién Ivy lugng mau ndgi than kinh, tang 

miic a6 chéing oxy hda sinh ly ca glutathione va nhu mét chat chéing oxy hdéa ching lai 

cac géc oxy tu do trong bénh than kinh do dai thao dung. 

Nhding tac dung quan sat duge trong diéu kién thi nghiém cho thay acid thioctic c6 thé cai 
thién chiic nding cia than kinh ngoai vi. Biéu nay duge 4p dung diéu tri cac rdi loan cdm 

gidc trong bénh viém da day than kinh do dai thao duting, gay ra bdi rdi loan cam gic, di 

cam nhuf nding rat, dau, te, kim cham. 
Ngoal nhiing phat hién lam sang trudée day trong diéu tri triéu chuing bénh vieém da day 
than kinh do dai thao dutmg bang acid thioctic, mot nghién cuu da trung tam, cé kiém sodt 

vdi gid duoc dugec thyc hién vao nam 1995 cho thay tac dung cé Ioi chia acid thioctic 46: vai 

cac triéu ching duge khdo sat nhuf bang rat, di cam, té va dau. 

§.2 Dac tinh duge dong hoc 
Acid thioctic duoc hdp thu nhanh chéng sau khi udng. Do thuéc chuyén héa manh qua 
gan lan du, sinh kha dung tuyét d4i (so vai duéng tiém tinh mach) cda acid thioctic dung 
duéng uding khodng 20%. Do thude phan bé nhanh chong vao m4, théi gian ban huy 

trong huyét tuong cia acid thioctic khoang 25 phut. Sinh kha dyng tuong d6i cha dang 

thudc rin ding duding uéng | hon 60% so vdi cdc dung dich uding. N6ng do tdi da trang 

huyét tuong khodng 4 pg / ml duge do sau khodng 0,5 gid sau khi udng liéu 600 mg acid 

thioctic. Téng dé thanh thai trong huyét tuang [4 10-15 ml / phut / kg. 

Trong céc thi nghiém cd ding danh du phéng xa trén déng vat (chudt, cha) cho thay 

dudng bai tiét chd yéu [a qua than, chiém 80 - 90%, duéi dang cdc chat chuyén héa. Tung 

ty @ nguii, chi mét lugng nhé chat khéng bién déi duge tim thdy trong nudc tiéu. Sy 
chuyén héa chd yéu théng qua qua trinh oxy héa cat ngan chudi bén (oxy héa beta) va / 
hodc $-methyl hda cac thiol dang vi. 
Acid thiectic phan ding in vitra vdi phiic bon kim loai (vi du véi cisplatin). Acid thioctic tao 

thanh cac hop chat phic tap ft hda tan vai cac phan ti dudng. 
5.3 Da liéu an toan tién lam sang 
Khang ap dung. 
6. CHI TIET SAN PHAM 
6.1 Banh muc ta due 

Dau co, lecithin, sip ong tring, diu du nanh, aerosil, gelatin, glycerin, sorbitol long, 

methyl paraben, propyl paraben, idacol brown HT, ethyl vanillin. 

6.2 Tuong ky 
Khéng dp dung. 

6.3 Han su dung 
24 thang ké ti mgay san xuat 
6.4 Luu y dac biét trong bao quan 
Noi khé rao, tranh dnh sing, nhiét 46 dud 30eC. 

fi xa tdim tay tré em 
6.5 Quy cach dong gai 
Hop 1 vi, hép 3 vi, hép 6 vi, hop 10 vi Vi 10 vidn. Kém huding dan si dung. 
6.6 Luu y d&c blét dé tiéu hoy va xu ly khac 
Khéng od yéu cau dac biét. 
6.7 Tiéu chudn chat luong 
ToCs 
7. TEN VA DIA CHI CUA CO SO SAN XUAT 
CONG TY CP DUG VTYT HA NAM 
Cum CN Hoang Béng, Duy Tien, Ha Nam

https://vnras.com/drug/


