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Rx Thudc ké don
BTOZKA
ACIA INIOCUC = o e e s oa5e s 300 mg
Dé xa tam tay tré em
Poc ky huéng dan st dung trude khi diing
Thuéc nay chi diing theo don thuéc

1. TEN THUOC
BTOZKA

2. THANH PHAN

Mdi vién nang mém chfa:

ACIATIOCHC ... ..o iconinsionsarsnss sn SOW. T,

Ta dudc c6 tac dung da biét: Dau dau nanh, sorbitol 1dng, methyl paraben, propyl paraben,
idacol brown HT.

Dé& biét danh sach day du cac ta dugc, xem phan 6.1.

3. DANG BAO CHE

Vién nang mém.

Vién nang mém, vién khé cam khong dinh tay, bén trong chita hon dich thudc.

4.DUQC LAM SANG

4.1 Chi dinh

Piéu tri r6i loan cdm giac trong bénh viém da day than kinh dai thdo dudng.

4.2 Liéu dung va cach st dung

Liéu dung

Liéu dung khuyén cao la 2 vién (tuong duong vdi 600 mg acid tthCth) uéng mot lan vao
khoang 30 phut trudc khi an sang.

Céch dung

Thudc nén uéng nguyén vién véi mét lugng nudc vira da lac doi. Thoi diém udng thudc
hop ly Ia 30 phut trude khi an sang.

Bénh da day than kinh dai thao dudng 1a mét bénh man tinh, diéu tri 1au dai cé thé la can
thiét.

4.3 Chéng chi dinh

Thuéc chéng chi dinh trén cac bénh nhan man cdm vdéi acid thioctic hodc bat ct thanh
phan nao cta thuéc.

Do chua cé nghién ctu trén tré em va thanh thiéu nién, khong nén dung acid thioctic cho
nhitng déi tuong nay.

4.4 Than trong

Thuéc nay cé chiia ddu dau nanh, khéng st dung cho ngudi bi di ting dau phéng hoac dau
nanh.

Thudc nay cé chita methyl paraben va propyl paraben, cé thé gay ra cac phan tng di ting
(c6 thé xay ra cham).

Thudc nay cé chia idacol brown HT, c6 thé gdy cac phan ting di Ung.

Thuéc cé chia sorbitol nén cén than trong cho bénh nhan khéng dung nap fructose di
truyén, kém hdp thu glucose-galactose hay thiéu hut men saccharose - Isomaltose.

4.5 Tuong tac thudc

Diéu tri déng thoi cung acid thioctic lam mat tac dung cua cisplatin.

Tac dung ha dudng huyét ca insulin hodc thudc tri déi thao dudng dudng uéng c6 thé
tang lén. Do do, dac biét la trong giai doan dau diéu tri béng acid thioctic, theo doi chat ché
dudng huyét. Trong nhiing trucng hap cu thé, cé thé can giam liéu insulin hoac liéu thuéc
tri dai thao dudng dudng uéng dé tranh cac triéu ching ha dudng huyét.

Acid thioctic |a mot chat tao phtic chelat vai ion kim loai va do d6 khéng nén dung déng
thdi v6i cac hop chat kim loai (vi du nhu cac sén phdm bé sung sat, magie, cac san pham tu
sita do c6 chifa calci vi né c6 thé dan dén mat tac dung). Khi duing liéu acid thioctic maéi ngay
30 phut trudc khi &n sang, c6 thé bé sung thém sét va magie cho bla trua hodc bifa toi.
Thudng xuyén diing rugu la tdc nhan nguy co cao ddi vdi su phat trién va tién trién ctia cac
bénh than kinh, va vi thé c6 thé lam gidm tac dung diéu tri véi acid thioctic. Vi vay, bénh
nhan bi bénh viém da day than kinh do déi thao dudng can khuyén céo tranh st dung
rugu. Diéu nay cling can dugc khuyén céo trong khoang thdi gian khéng st dung thudc.
4.6 Kha nang sinh san, phu nif c6 thai va cho con bu

Thudc chi nén st dung cho phu nit ¢é thai va cho con b sau khi da can nhac gitra lgi ich va
nguy co.

Phu n{r c6 thai va cho con bt chi nén st dung thuéc theo dting chi dan ctia bac sy, ngay ca
khi cac nghién ctiu doc tinh véi hé sinh sdn khong cho két qua nao anh hudng dén kha
nadng sinh sdn va su phat trién cta phoi thai va khong cé dau hiéu nao cho thay gay quai
thai.

Chua xac dinh acid thioctic c6 bai tiét vao sita me hay khong.

4.7 Anh hudng dén kha néng lai xe va van hanh may méc

Thuéc khéng anh huéng dén kha nang lai xe va van hanh may moc.

4.8 Tac dung khéng mong muén

Nhiing thuat ngif sau day dugc dung dé phan loai cac phan mg bat Igi dua trén tan suat:
Rat thuong gap: = 1/10;

Thudng gap: = 1/100 va < 1/10;

[t gap: =1/1000 va < 1/100;

Hiém gap: =1/10.000 va < 1/1000

Rat hiém gap: <1/10.000

Khéng xac dinh (khéng thé udc tinh tan suat tur di liéu cé san)

Co quan Bi€u hién Tan suat
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Hé tiéu hda QIS AR dau da ey~ rugt Rat hiém gap
tiéu chay

Phén : ung thm ung d!, ng nhu phat ban, noi Rathidm oap
gua man mé day, ngua

Hé than kinh | Thay déi hodc réi loan vi giac R4t hiém g3p

Do viéc st dung glucose dugc cai
thién, tinh trang ha dudng huyét
rat hiém khi xdy ra. Cac triéu ching
tuong tu nhu: ha dudng huyét,
chéng mat, @6 mo héi, nhic dau va
roi loan thi giac da duogc bao cao.

Khac Rat hiém gap
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Bao cdo cac tdc dung phu cuia thubc

Viéc bao céo cac tac dung khong mong muén sau khi thudc dugc phé duyét la rat quan
trong. N6 cho phép tiép tuc theo déi danh gia Igi ich / rli ro clia thudc. Cac chuyén gia
cham séc stic khde dugc yéu cau bao céo bat ky tdc dung khéng mong mudn nao tdéi:
Trung tdm DI &ADR Qudc gia

13 - 15 L& Thanh Téng, Ha Noi

Website: www.canhgiacduoc.org.vn.

4.9 Qua liéu

Qua liéu c6 thé gay buén nén, non, dau dau.

Sau khi vd y hodc ¢6 y khi uéng liéu lugng tir 10 dén 40 g acid thioctic kém véi rugu, tinh
trang nhiém déc nghiém trong, doi khi gay tir vong da dugc bao cao. Dau hiéu nhiém doc
lam sang ban ddu c6 thé Ia réi loan tdm than van dong hay réi loan y thic, dién hinh phat
trién nhiing co giat toan than va nhiém acid lactic. Ngoai ra, ha dudng huyét, soc, tiéu co
van, tan huyét, huyét khéi thanh mach réi rac (DIC), suy tdy xuong va suy da co quan da
duoc mo ta la tdc dung gdy doc khi dung liéu cao acid thioctic.

Cac bién phap diéu tri trong truong hop ngo doc:

Trong trudng hap nghi ngd cé su nhiém déc ndng do acid thioctic (nhu dung liéu > 10 vién
600 mg & ngudi I16n va > 50 mg/kg tré em), cdn nhép vién ngay lap tic va bat dau céc bién
phap phl hgp véi cac nguyén téc chung trong chi dinh diéu tri cac trudng hgp ngd doc (vi
du gay nén, rifa da day, dung than hoat tinh...). Viéc diéu tri co giat toan than, nhiém toan
lactic va tat ca cac hau qua de doa tinh mang khac do nhiém doc phai dua trén cac nguyén
tic cta liéu phap diéu tri tich cuc hién dai va phai diéu tri theo triéu ching. Lai ich cla viéc
stt dung céc ky thuat tham tach mau, loc mau hdp phu hodc cac phuong phap loc dé loai
bo acid thioctic van chua dugc xac dinh.

5. CAC DAC TINH DUGC HOC

5.1 Pac tinh duogc luc hoc

Nhém duoc ly: Khoang chat va vitamin.

Ma ATC: A16AX01

Acid thioctic 1a mot chat giéng vitamin néi sinh, c6 chiic nang cia mét co-enzym trong qua
trinh oxy khir carboxyl ctia alpha-keto acid.

Su tang dudng huyét do dai thdo dudng dan dén su tich tu glucose trén cac protein nén
clia mach méu va hinh thanh ctia "cac sén pham cudi cling ctia qua trinh glycosyn héa cao
c4p". Qua trinh nay dan dén gidm luu lugng méu ndi than kinh va thiéu oxy / thi€u mau cuc
b noi than kinh, cé lién quan dén viéc ting san xudat cac géc oxy tu do gay tén thuong day
than kinh ngoai bién. Su suy gidam chat chéng oxy héa nhu glutathione cling dugc phat
hién trong day than kinh ngoai bién.

Trong cac nghién ctu trén chudt, acid thioctic tuong tac véi cac qua trinh sinh hda 6 chudt
bi d&i thao dudng do streptozotocin gay ra, théng qua su gidm hinh thanh céc san pham
cudi cing clia qué trinh glycosyn héa cao cap, cdi thién luu lugng mau néi than kinh, tang
muic d6 chéng oxy héa sinh ly ctia glutathione va nhu mét chét chéng oxy héa chéng lai
cac g6c oxy tu do trong bénh than kinh do déi thao dudng.

Nhiing tac dung quan sat dugc trong diéu kién thi nghiém cho théy acid thioctic c6 thé cai
thién chiic nang ctia than kinh ngoai vi. Diéu nay dugc ap dung diéu tri cac roi loan cam
giac trong bénh viém da day than kinh do dai thao dudng, gy ra bdi réi loan cam gidc, di
cdm nhu néng rat, dau, té, kim cham.

Ngoai nhing phat hién |am sang trudc day trong diéu tri triéu chiing bénh viém da day
than kinh do dai thao dudng bang acid thioctic, mét nghién cdu da trung tam, cé ki€ém soat
véi gid dugc duoc thuc hién vao nam 1995 cho thdy tac dung cé lgi ctia acid thioctic doi voi
céc triéu chiing dugc khao sat nhu bong rét, di cam, té va dau.

5.2 Pac tinh dugc dong hoc

Acid thioctic dugc hap thu nhanh chéng sau khi uéng. Do thudc chuyén héa manh qua
gan lan dau, sinh kha dung tuyét déi (so véi dudng tiém tinh mach) ctia acid thioctic dung
dudng udng khoang 20%. Do thuéc phan bé nhanh chéng vao mé, thai gian ban hay
trong huyét tuong cla acid thioctic khodng 25 phut. Sinh kha dung tuong doi ctia dang
thudc rdn dung dudng uéng la hon 60% so véi cac dung dich uéng. Nong do téi da trong
huyét tuong khodng 4 pg / ml dugc do sau khoéang 0,5 gid sau khi uéng liéu 600 mg acid
thioctic. T6ng d6 thanh thai trong huyét tuong la 10-15 ml / phut / kg.

Trong céac thi nghlem c6 dung danh dau phéng xa trén déng vat (chudt, chd) cho thay
dudng bai tiét chl yéu la qua than, chiém 80 - 90%, dudi dang cac chat chuyén héa. Tuong
tu & ngudi, chi mot lugng nho chét khéng bién d6i dugc tim thay trong nudc tiéu. Su
chuyén héa chii yéu théng qua qua trinh oxy hoéa cat ngan chudi bén (oxy hoéa beta) va /
hoac S-methyl héa cac thiol déng vi.

Acid thioctic phan ing in vitro v6i phtc ion kim loai (vi du véi cisplatin). Acid thioctic tao
thanh cac hop chét phuc tap it hoa tan véi céac phan ti dudng. |

5.3 Dit liéu an toan tién lam sang

Khéng ap dung.

6. CHITIET SAN PHAM

6.1 Danh muc ta dugc

Dau co, lecithin, sdp ong trdng, ddu dau nanh, aerosil, gelatin, glycerin, sorbitol l6ng,
methyl paraben, propyl paraben, idacol brown HT, ethyl vanillin.

6.2 Tuong ky

Khéng &p dung.

6.3 Han st dung

24 thang ké tir ngay san xuat

6.4 Luu y dic biét trong bao quan

Nai khé réo, tranh anh sédng, nhiét dé dudi 30°C.

Pé xa tam tay tré em

6.5 Quy cach doéng goi

Hop 1 vi, hop 3 vi, hop 6 vi, hop 10 vi. Vi 10 vién. Kem huéng dan st dung.

6.6 Luu y dic biét dé tiéu hay va xt ly khac

Khéng c6 yéu cau dac biét.

6.7 Tiéu chuan chat luong

TCES

7. TEN VA DPIA CHi CUA €O SG SAN XUAT

CONGTY CP DUQCVTYT HA NAM

Cum CN Hoang Pong, Duy Tién, Ha Nam




