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TO HUONG DAN SU DUNG THUOC 

Vién nén bao phim 

ABBIATI-600 
Dé xa tam tay tré em 

Doc ky huwéng dan sir dung truéc khi ding 

Thong bao ngay cho bac sf hoac duoc sy nhiing tac dung khéng mong mudén khi sir dung thudc 

1. THANH PHAN CONG THUC THUOC 

Méi vién nén bao phim ABBIATI-600 chita: 

Thanh phan duoc chat: 

Acid thioctic v0. 600 mg 

Thanh phan té duoc: 

Cellulose vi tinh thé MIO1, silicon dioxyd, povidon K30, dimethicon, croscarmellose natri, 

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 m&t tron, 

3. CHI DINH 

R6i loan cam giac do bénh da day than kinh do dai thao dudng. 

4, LIEU DUNG - CACH DUNG 

Cach ding: 

Thuéc nén udng nguyén vién véi luong chat long vira du khi bung doi. An cling hic cé thé lam 

giam su hap thu ctia thuéc. Do dé, nhimg bénh nhan c6 thoi gian lam réng da day kéo dai nén 

udng thudc 30 phut trade bia an sang. Vi bénh da day than kinh do dai thao duéng 14 bénh man 

& tinh nén bénh nhan c6 thé can duoc diéu tri dai han. Téi wu héa diéu tri dai thao dudng 14 co sé 

cho diéu tri bénh da day than kinh. 

Liéu ding 

Liéu hang ngay cua acid thioctic 14 600 mg, ding 1 lan truéc bita an dau tién. 

Khéng ding acid thioctic cho tré em va thanh thiéu nién. 

5. CHONG CHI DINH 

M&n cam vé6i acid thioctic hodc véi bat ctr thanh phan nao cua thuéc. 

Luu y: Khong nén str dung cho tre em va thanh thiéu nién do chua cé kinh nghiém 14m sang vé 

str dung thudc cho nhom bénh nhan nay. 

6. CANH BAO VA THAN TRONG KHI DUNG THUOC 

Sau khi str dung acid thioctic, cé thé nhan thay su thay déi vé mui nudc tiéu, diéu nay khong 
lién quan dén lam sang. 

Cc trudng hop mac héi chimg ty mién insulin (IAS) da duoc bdo cdo trong qua trinh diéu tri 

v6i acid thioctic. Bénh nhan cé cac kiéu gen HLA (hé thong khang nguyén bach cau 6 ngudi) 
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nhu cdc alen HLA-DRB1*04:06 va HLA-DRB1*04:03 dé mac IAS hon khi due diéu tri bang 
acid thioctic. Alen HLA- DRB1*04:03 (ty 16 mac bénh IAS: 1,6) cha yéu duoc tim thay 6 ngudi 

da ‘trang, voi ty 16 mac bénh cao hon 6 Nam Au so voi Bac Au; Alen HLA-DRB1*04:06 (ty 1é 

mac bénh IAS: 56,6) chu yéu duge tim thay 6 bénh nhan tir Nhat Ban va Han Quéc. 

IAS nén duoc xem xét trong chan doan phan biét tinh trang ha duong huyét tu phat 6 nhimg 

bénh nhan dung acid thioctic. 

7. SU DUNG THUOC CHO PHY NU CO THAI VA CHO CON BU 

Chi str dung thuéc cho phu nit cé thai va cho con bu khi da danh gia k¥ luGng loi ich va nguy co. 

Phu nit c6é thai va cho con bu phai tuan tht chat ché chi dinh ca bac s¥ khi diéu tri voi acid 

thioctic, mac du cae nghién ctru déc tinh trén sinh san kh6ng cho thay anh hung nao lén kha 
nang sinh san va su phat trién cha phdi 6 giai doan dau, khong phat hién tac dung gay quai thai 

khi dung thuéc. 

Chua ré kha nang phan bé cia thuéc vao stra me. 

s. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC 

Acid thioctic khong anh huéng dén kha nang I4i xe va van hanh may moc. 

9. TUONG TAC, TUONG KY CUA THUOC 

Acid thioctic lam mat tac dung cta ciplastin khi ding chung. 

Tac dung ha glucose huyét ctia insulin hode thuéc diéu tri dai thao duéng dung duong udng c6 

thé tang khi dung chung v6i acid thioctic. Vi vay. can theo doi chat ché glucose huyét, dic biét 

trong giai doan khéi dau diéu tri voi acid thioctic. Co thé can gidm liéu insulin hodc thudc diéu 

tri dai thao duéng ding dudng udng & mét sé bénh nhan dé tranh triéu ching ha glucose huyét. 

Acid thioctic 14 m6t tac nhan tao phite chelat voi kim loai va vi vay khong nén uéng chung véi 

cac hop chat kim loai (nhu ché pham cé chita sat, magnesi, cdc ché pham tir stra do cé chtta 

calci). Néu udng toan bé liéu acid thioctic hang ngay 30 phut trudc bia sang, co thé ding ché 

phdm chia sat, magnesi vao budi trua hoac budi tdi. 

Luu y 

Udng ruou thuong xuyén la mét yéu t6 nguy co dang ké d6i véi su hinh thanh va tién trién cla 

bénh than kinh va vi vay cé thé lam giam ty 1é thanh céng cia diéu tri voi acid thioctic. Vi vay 

bénh nhan bi bénh da day than kinh do dai thao duéng nén han ché udng ruou, ké ca trong giai 

doan khéng ding thuéc. 

Twong ky: Do khéng cé cac nghién ctu vé tinh tuong ky ctia thuéc, khéng tron lan thudc nay 

voi cdc thudéc khac 

10. TAC DUNG KHONG MONG MUON CUA THUOC 

Cac tac dung khéng mong mudén: Duoe phan nhém theo tan sudt va hé co quan: Rat thuong gap 
(ADR > 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), rat hiém gap (ADR < 1/10.000) va khong r6 tan suat. 

Réi loan tiéu héa: 

R4t hiém gap (ADR < 1/10.000): nén, bu6n nén, dau da day rudt, tigu chay 

Phan ung quad mdn: 

Rat hiém gap (ADR < 1/10.000): phan tng dj tmg nhy phat ban da, néi mé day va ngira 

Hé thong than kinh: 

Rat hiém gap (ADR < 1/10.000): réi loan vi gidc 

Bénh hé théng mién dich: 
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Khéng r6 tan suat: Héi chimg tu mién insulin. 

Tac dung chung do viéc str dung glucose duge cai thi¢n nén lugng duong trong mau hiém khi 

giam. Cac triéu chimg giéng nhw ha dwong huyét nhu chéng mat, dé mé héi, nhurc dau va réi 

loan thi giac. 

Thudc cé thé gay ra cdc tac dung khong mong muon khdc, khuyén bénh nhdn théng bdo cdc téc 

dung khéng mong muon gap phai khi ding thudc. 

11. QUA LIEU VA CACH XU TRI 

Triéu ching 

Trong truong hop qua liéu c6 thé xuat hién triéu chtmg buén nén, nén va dau dau. 

Sau khi udéng qua liéu acid thioctic do v6 y hoac cé y dinh ty tu tir 10 dén 40 g chung véi rugu, 

da xuat hién cdc triéu chimg ng6 d6c nghiém trong bao gém ca ti vong. Triéu ching lam sang 

ban dau cia ngé déc bao gém kich thich tam than van dong hoac y thire mo hé, thudng di kém 

cdc con co giat toan than va nhiém toan lactic khi bénh tién trién. 

Ngoai ra, ha glucose huyét, sc, tigu co van, tan huyét, d6ng mau néi mach rai rac (DIC), suy 

tuy xuong va suy da co quan da duge mé ta khi ng déc acid thioctic liéu cao. 

Cach xv tri 

Bénh nhan can nhap vién ngay khi co dau hiéu nghi ngo nhiém déc acid thioctic (> 6000 mg o 

nguoi lon va > 50 mg/ kg thé trong 6 tré em) va khdi dau diéu tri theo cac nguyén tac diéu tri 

nhiém déc chung (nhu gay nén, rita da day, ding than hoat tinh,...). Xt tri co giat toan than, 

nhiém toan lactic va cdc hé qua cua ngd doc co thé de doa tinh mang khac duge thy hién dua 

trén cdc nguyén tic cla phac dé diéu tri tich cuc va diéu tri triéu chimg. Hiéu qua cia thdm phan 

mau trong viéc loai bd acid thioctic chua dugc thiét lap. 

12. BAC TINH DUGC LUC HOC 

Nhom dug ly: Thuéc diéu tri than kinh. 

Ma ATC: NO7XBO1. 

Acid thioctic 1a mét chat giéng vitamin nhung duge hinh thanh néi sinh cé chtre nang nhu mét 

coenzym trong phan tmg decarboxyl oxy héa alpha-keto acid. 

Tang glucose huyét do dai thao duong dan dén tich Itiy glucose trén protein nén cla mach mau 

va phic hgp “san pham glycosyl hoa bén ving”. Qua trinh nay dan dén giam luu lugng mau ndi 

than kinh va thiéu mau cuc bé néi than kinh, di kém véi tang san xuat cae géc oxy ty do lam ton 

hai than kinh ngoai bién. Su suy giam cac chat chéng oxy héa nhu glutathion cing duoc ghi 

nhan 6 than kinh ngoai bién. 

Trong nghién ctru 6 chudt, acid thioctic tuong tac véi cac chat trén trong qua trinh sinh héa kich 

hoat boi streptozotocin cam tmg bénh dai thao duong, bang cach giam su hinh thanh san pham 

glycosyl hoa bén viing, cai thién lu lugng mau ndi than kinh, tang nong dé chat chéng oxy hoa 

sinh ly glutathion va dong vai tro nhu mét chat chéng oxy héa dé loai bé cac géc oxy ty do 

trong day than kinh 6 bénh nh&n dai thao dudng. 

Quan sat trong cae thir nghigém cho thay acid thioctic cd thé cai thién chite nang cua than kinh 

ngoai bién, bao gdm cac réi loan cam gidc & bénh nhan bénh da day than kinh do dai thao dwdng 

nhu cam giac nong rat, dau, té, cham chich. 

Ngoai ra, m6t thir nghi¢m lam sang déi chimg gia duoc nam 1995 da tim thay hiéu qua cia acid 

thioctic trong diéu tri cdc triéu ching nhu néng rat, di cam, té va dau. 

13. BAC TINH DUGC DONG HOC 

Acid thioctic due hap thu nhanh sau khi uéng 6 ngudi. Do anh huong cua chuyén héa lan dau 

qua gan nén sinh kha dung tuyét déi cua acid thioctic duéng uéng (so véi dudéng tiém tinh mach) 
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1a 20%. Do phan bé & m6 nhanh nén thdi gian ban thai trong huyét tuong cua acid thioctic 1a 25 

phat. Sinh kha dung tuong déi cua acid thioctic dang bao ché ran so voi dang dung dich udng 1a 

cao hon 60%. Nong. d6 ti da trong huyét tuong 14 4 pg/ mL, dat duge khoang 0,5 gio sau khi 

udng acid thioctic liéu 600 mg. Trong nghién ctu trén dong vat, 80 — 90% liéu ding duoc thai 

triy qua than dudi dang chat chuyén hoa. O nguroi chi co mot luong nho thuéc khéng chuyén hoa 

duoc tim thay trong nuéc tiéu. Su chuyén héa xay ra cha yéu thong qua qua trinh oxy héa cat 

mach nhanh (oxy héa vi tri beta) va/ hoac S-methy] hoa nhom thiol tuong tmg. 

Acid thioctic tao phite v6i cdc ion kim loai in vitro (nhu ciplastin). Acid thioctic cting tao phire 

kho tan voi cac phan tu duong. 

14. QUY CACH DONG GOI 

Hép 3 vi (Nhém — Nhém) x 10 vién. 

Hép 3 vi (Nhém — PVC) x 10 vién. 

H6p 6 (Nhém — Nhém) vi x 10 vién. 

Hop 6 (Nhém — PVC) vi x 10 vién 

Hép 10 (Nhé6m — Nhém) vi x 10 vién. 

= Hop 10 (Nhém — PVC) vi x 10 vién. 

15. DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA 
THUOC 

Diéu kién bao quan: Dé thudc noi khé rao, tranh anh sang, nhiét d6 khOng qua 30°C. 

Han ding: 36 thang ké tir ngay san xuat. 

Tiéu chuan chat lrong: USP — NF + TCCS. 

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

Co so san xuat: 

DAVIPHARM on 
CONG TY CO PHAN DUQC PHAM DAT VI PHU 

(DAVIPHARM) se 
& ze. 4 

Lé M7A, Duong D17, Khu Céng nghiép MY Phuc 1, Phuong Thdi Hoa, Thanh pho Ben Cat, 

€ Tinh Binh Duong, Viét Nam 
Tel: 0274.3567.687 Fax: 0274.3567.688 
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