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dung theo don thube

TO HUONG DAN SU DUNG THUOC

Vién nén bao phim

ABBIATI-600

Pé xa tdm tay tré em
Poc ky hwang dan sir dung trwée khi ding
Théng bdo ngay cho bac sy hodc dwge sy nhirng tac dung khéng mong mudn khi sir dung thude
1. THANH PHAN CONG THUC THUOC
Mai vién nén bao phim ABBIATI-600 chua:
Thanh phin dwoc chit:
Acid thioctic ..o, 600 mg
t‘: Thanh phin td dicgc:

Cellulose vi tinh thé MI101, silicon dioxyd, povidon K30, dimethicon, croscarmellose nairi,
magnesi stearat, HPMC E6, PEG 4000,

2. DANG BAO CHE

Vién nén bao phim.

M6 ta dang bao ché: vién nén dai bao phim, mau vang, hai mat tron,

3. CHIPINH

Réi loan cam gidc do bénh da déy than kinh do di thio dudng.

4. LIEUDUNG - CACH DUNG

Cach dung:

Thudc nén ubng nguyén vién voi luong chét léng vira da khi bung doi. An cung lac co thé 1am
giam sy hap thu cua thube. Do d6, nhimg bénh nhan ¢ thoi gian lam rong da day kéo dai nén
udng thude 30 phut trude bira an sang. Vi bénh da day than kinh do dai thao dudng 12 bénh man

(, tinh nén bénh nhan c6 thé can duoc diéu tri dai han. T6i wu héa diéu tri dai thao duong la co so
cho diéu tri bénh da day thén kinh.

Liéu diing

Liéu hang ngay cia acid thioctic 1a 600 mg. dung 1 l4n trudc bira an dau tién.
Khong ding acid thioctic cho tré em va thanh thiéu nién.

5. CHONG CHI PINH

Man cam véi acid thioctic hodc véi bat ¢t thanh phan nao cia thude.

Luu y: Khong nén sir dung cho tré em va thanh thiéu nién do chua cé kinh nghiém 14m sang veé
stt dung thuoe cho nhom bénh nhan nay.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Sau khi str dung acid thioctic, c6 thé nhan thay sy thay déi vé mii nuoc tiéu, diéu nay khdng
lién quan dén lam sang.

Céc truong hop méc hdi chimg ty mién insulin (IAS) da dugce béo céo trong qué trinh diéu tri
véi acid thioctic. Bénh nhan ¢é céc kidu gen HLA (hé thong khang nguyén bach céu & nguoi)
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nhur céc alen HLA-DRB1#04:06 va HLA-DRB1*04:03 d& mic IAS hon khi duoc diéu tri bang
acid thioctic. Alen HLA-DRB1*04:03 (ty I¢ mic bénh [AS: 1,6) chu yéu dugc tim thay ¢ ngudi
da trang, vai ty 16 méc bénh cao hon & Nam Au so voi Bac Au; Alen HLA-DRB1*04:06 (ty 1€
miéc bénh TAS: 56,6) chu yéu duge tim thdy & bénh nhan tir Nhat Ban va Han Quéc.

IAS nén duge xem xét trong chan doan phan biét tinh trang ha dudng huyét tu phat & nhimg
bénh nhéan dung acid thioctic.

7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Chi sir dung thudc cho phu nit ¢6 thai va cho con bu khi dé danh gia k§ ludng loi ich va nguy co.

Phu nit ¢6 thai va cho con b phéi tudn tha chat ché chi dinh cua bac s¥ khi diéu tri véi acid
thioctic, mac du céc nghién ciru doc tinh trén sinh san khong cho thdy anh hudng nao 1én kha
ning sinh san va sy phat trién cta phoi & giai doan dau, khong phat hién tac dung gdy quai thai
khi ding thude.

Chua rd kha ning phan bé cta thude vao sita me.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Acid thioctic khéng anh huong dén kha nang l1ai xe va van hanh may moc.

9. TUONG TAC, TUONG KY CUA THUOC

Acid thioctic 1am mét tic dung cua ciplastin khi dung chung.

Téc dung ha glucose huyét cua insulin hogc thude dleu tri dai thdo dudng dimg duong ubng c6
thé téng khi dang chung véi acid thioctic. Vi vdy, can theo ddi chat che glucose huyét, dic biét
trong giai doan khoi dau dicu tri voi acid thioctic. Co thé cin giam lidu insulin hodc thube diéu
tri dai thao dudng ding dudng udng & mét s6 bénh nhan dé tranh triéu chimg ha glucose huyet

Acid thioctic 1a mdt tc nhén tao phirc chelat voi kim loai va vi vay khéng nén ubng chung véi
cac hop chat kim loai (nhu ché pham c6 chira sit, magnesi, cdc ché pham tir sta do c¢6 chira
calci). Néu uong toan bd lidu acid thioctic hang ngay 30 phut trudc bira sang, c6 thé dung ché
pham chira sit, magnesi vao budi trua hodc budi (i

Luuy

Ubng ruou thuong xuyén la mét yéu td nguy co dang ké dbi voi su hinh thanh va tién trién cua
bénh thn kinh va vi vay c6 thé 1am giam ty 1¢ thanh cong cua didu tri voi acid thioctic. Vi vay
bénh nhén bi bénh da ddy thin kinh do dai thao dwdng nén han ché ubng rugu, ké ca trong giai
doan khang dung thude.

sz‘ng ky: Do khong c6 cac nghién ctiu vé tinh tuong ky cua thube, khéng trén 1An thude nay
véi cac thude khic

10. TAC DUNG KHONG MONG MUON CUA THUOC

Céc téc dung khéng mong mubn: Pugc phan nhom theo tAn suat va hé co quan: Rét thuong gap
(ADR 2 1/10), thuong gap (1/100 < ADR < 1/10), it gap (1/1.000 < ADR < 1/100), hiém gap
(1/10.000 < ADR < 1/1.000), rt hiém gap (ADR < 1/10.000) va khéng rd tan suat.

Réi loan tiéu héa:

RAt hiém gdp (ADR < 1/10.000): n6n, budn ndn, dau da day rudt, tiéu chay

Phan ving gud man:

Rét hiém gap (ADR < 1/10.000): phan img di tmg nhu phat ban da, ndi mé day va ngira

Hé théng than kinh:

Rét hiém gip (ADR < 1/10.000): rbi loan vi gidc

Bénh hé théne mién dich:
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Khéng rd tin suat: Hoi chimg ty mién insulin.
Tac dung chung do viée sir dung glucose duge cai thién nén hrong dudng trong mau hlem khi

giam. Cac tricu chirng gidng nhr ha dudng huyét nhu chéng mit. d6 md hoi, nhire dau va rdi
loan thi giac.

Thude cé thé gay ra cdc tdc dung khong mong muén khdc, khuyén bénh nhén thong bdo cdc tdc
dung khong mong muén gap phai khi dimg thuéc.

11. QUA LIEU VA CACH XU TRi
Triéu ching
Trong trudng hop qué lidu ¢6 thé xudt hién triéu chimg budn nén, non va dau dau.

Sau khi ubng qua4 liéu acid thioctic do vo y hodc co y dinh tur tur tur 10 dén 40 g chung v6i rugu,
da xuét hién céc triéu chimg ngé déc nghiém trong bao gbm ca tir vong. Triéu ching 1dm sang
ban dau cta ngd doc bao gom kich thich tim than vén dong hogc y thire mo hé, thuong di kém
céc con co giat toan than va nhiém toan lactic khi bénh tién trién.

Ngoai ra, ha glucose huyét, sbc, tiéu co van, tan huyét. déng mau ndi mach rai rac (DIC), suy
tuy xuong va suy da co quan da duge mo ta khi ngd ddc acid thioctic liéu cao.

Cach xir tri

Bénh nhan can nhép vién ngay khi ¢6 déu hiéu nghi ngo nhiém ddoc acid thioctic (> 6000 mg &
ngucn 16n va > 50 mg/ kg thé trong & tré em) va khoi dAu diéu tri theo céc nguyén tac diéu tri
nhiém doc chung (nhu gdy nodn, rira da day, dung than hoat tinh,...). Xir tri co giat toan thén,
nhiém toan lactic va cac hé qua cua ngd doc co thé de doa tinh mang khéc dugc thyuc hién dua
trén cdc nguyen tic ctia phac dd diéu trj tich cyc va diéu tri triéu ching. Hidu qua cua tham phan
méu trong viée loai bo acid thioctic chua dwoc thiét 1ap.

12. PAC TINH DUQGC LUC HQC
Nhém dwge ly: Thude diéu tri than kinh.
M3 ATC: NO7XBOI.

Acid thioctic 12 mot chét giéng vitamin nhung duge hinh thanh ndi sinh c6 chirc nang nhu mot
coenzym trong phan ing decarboxyl oxy héa alpha-keto acid.

Tang glucose huyét do dai théo duomg ddn dén tich liiy glucose trén protein nén cia mach mau
va phuc hop “san phim glycosyl hoa bén virng”. Qua trinh nay din den giam luu luong mau ndi
than kinh va thiéu mau cuc bd ndi than kinh, di kém véi tang san xuét céc gbe oxy tu do lam ton
hai than kinh ngoai bién. Su suy giam cac chat chong oxy hoéa nhu glutathion ciing dugce ghi
nhan & than kinh ngoai bién.

Trong nghién ciru & chudt, acid thioctic tuong tac voi cac chét trén trong qud trinh sinh héa kich
hoat béi streptozotocin cam tUmg bénh dai thao duong, bang cach giam sy hinh thanh san pham
glycosyl hoa bén vimg, cai thién lru lugng mau ndi thén kinh, tang nong do chat chong oxy hoéa
sinh ly glutathion va déng vai trd nhu mot chét chéng oxy hoa dé loai bo cac goc oxy tur do
trong day than kinh & bénh nhan dai thao duong.

Quan sat trong céc thir nghiém cho thdy acid thioctic c6 thé cai thién chiic ning cua than kinh
ngoai bién, bao gdm cac réi loan cam gidc & bénh nhan bénh da day than kinh do ddi thdo dudng
nhu cam giac néng rat, dau, t€, chdm chich.

Ngoai ra, mot thir nghiém lam sang déi chimg gia duoc nam 1995 da tim thdy hiéu qua cta acid
thioctic trong diéu tri cdc tridu chimg nhu néng rat, di cam. & va dau.

13. PAC TINH DUQC PONG HQC

Acid thioctic duge hép thu nhanh sau khi uéng ¢ ngudi. Do anh hudng cua chuyén hoa lan dau
qua gan nén sinh kha dung tuy¢t déi cua acid thioctic dudmg udng (so voi dudng tiém tinh mach)
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la 20%. Do phan b6 & mé nhanh nén thoi gian bén thai trong huyct tuong cua acid thioctic la 25
phut. Sinh kha dyng tuong ddi cua acid thioctic dang bao ché ran so v&i dang dung dich udng la
cao hon 60%. Nong do t6i da trong huyét tuong 1a 4 pg/ mL, dat dugc khoang 0,5 gio sau khi
ubng acid thioctic liéu 600 mg. Trong nghién ctru trén dong vat, 80 —90% lidu ding dugc thai
trir qua than dudi dang chat chuycn hoa. O nguoi chi o mot lrong nhé thudc khong chuyén hoa
duge tim thiy trong nude tiéu. Sur chuyén héa xay ra chi yeu thong qua qua trinh oxy hoa cit
mach nhanh (oxy hoa vi tri beta) va/ hodc S-methyl hoa nhom thiol tuong tmg.

Acid thioctic tao phiic véi céc ion kim loai in vitro (nhu ciplastin). Acid thioctic cling tao phirc
kho tan voi cac phan tir duong.

14. QUY CACH PONG GOI

Hop 3 vi (Nhém — Nhom) x 10 vién.

Hop 3 vi (Nhoém — PVC) x 10 vién.

Hop 6 (Nhom — Nhom) vi x 10 vién.

Hop 6 (Nhom — PVC) vi x 10 vién

Hop 10 (Nhédm — Nhém) vi x 10 vién.
(. Hop 10 (Nhém — PVC) vi x 10 vién.

15. BCI’EU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC

Piéu kién bao quan: Dé thudc noi khé réo, tranh 4nh sdng, nhiét do khong qua 30°C.
Han ding: 36 thang ké tir ngay san xuét.

Tiéu chuin chét lwgng: USP - NF + TCCS.

16. TEN, PIA CHI CUA CO SO SAN XUAT THUOC

Co 6 sdan xudt:
DAVIPHARM
CONG TY CO PHAN DUQC PHAM PAT VI PHU !

(DAVIPHARM)

1.6 M7A, Pudng D17, Khu Cong nghiép My Phuoc 1, Phuong Théi Hoa, Thanh phé Bén Cat,
( Tinh Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688
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