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Box of 5 blisters x 20 film-coated tablets

Deplin® 600 mg

Active ingredients: = YV
Thioctic acid (alpha-lipoic acid) 600 mg
Excipients: Laciose monohydrate, Povidone K 25, \
microcrystalline cellulose, cellulose powder, colloidal =
silica, precipitated suhca, 1od|um starch glycolate, o5
stearic acid, magn te, h Tlose, h
nmmgol 6000, tale, quinaline yellnw. aluminium salt,
titanium dioxide.
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Hgp 5 vi x 20 vién bao phim

Deplin® 600 mg
Vién bao phim

Bio quan & nhigt 49 dudi 30°C,

trong bao bi ge va trénh dnh sing,

Do not store at more than 30°C.
Keep in the original pack to protect the
contents from light

Chi dinh, lidu ding v cich diing, chiing chi diah,
tac dyng phy va céc thing tin khic: xin doc trong
ty lrdmg din sit dung kém theo.

Indications, dosage and administration,
contra-indications, side-effects: see package inseri.

Bé xa tim tay tré em!

Broe ki hrémg din sir dung trovde khi ding.
Keep out of reach of children!

Read carefully package insert before use.
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Deplin® 600 mg

Vién bao phi
N ENe It Chil 56 hitu gidy phép luu hinh:

Mhil sin xuat / Manufacturer: Marketing autharisation holder:
Artesan Pharma GmbH & Co. KG CONG TY TNHH BINH VIET BUC
Wendlandstrafle 1, 20439 Liichow, Germany / Birc 4 erlm\:. ca., u'm

Béng ghi va xudt xuimg / Packaging and release: Q Tin ﬂr. Ha a..mu, Vigt Nam
Biokanol Pharma GmbH

Kehler Strafe 7, D-76437 Rastatt, Germany / e Nhi nhap khau / Importer: ........
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Rx Thudc ban theo don

DPoc ky huong din sir dung trude khi diing
Néu cin thém thong tin, xin héi y kién bac sy

TEN THUOC: Vién bao phim DEPLIN® 600 mg
THANH PHAN VA HAM LUQNG:

Acid thioctic (acid lipoic): 600 mg

T4 dugc: Lactose monohydrate, Povidone K 25, cellulose vi tinh thé, cellulose bdt, colloidal silica,
precipitated silica, natri carboxymethyl starch (type A) (Ph.Eur.), stearic acid (Ph.Eur.), magnesium
stearate (Ph.Eur.), hypromellose, macrogol 6000, talc, quinoline yellow-aluminium salt (E 104),
titanium dioxide (E 171)

Luru y ddi véi bénh nhan dai thao dudng: 1vién bao phim chira 0,024 BU.

DANG BAO CHE: vién bao phim

PAC TINH LAM SANG

— Chidjphdiéutej —— .%)
Viém da day than kinh gay rdi loan cam giac do dal thao dudng M Te TGNG G1AM POC
Liéu lwong va cach diing Ngo Puc Binh

Ngudi 16n: ¢6 nhirng triéu ching rdi loan cam gidc trong viém da day than kinh do dai thao duong,
ubng lidu duy nhét trong ngay, 1an 1 vién, trudc bira in sang 30 phit.

Péi véi trudng hop c6 tridu ching rd rét nén dugce tiém truyén ché phdm dang tiém ngay tir dau.

Vién bao phim Deplin® 600 mg nén dugc ubng voi nhidu nude lic doi vi thirc an c6 thé 1am can tror

sir hép thu thudc. Do viy, diéu quan trong 12 phai khuyén bénh nhan uéng thudc lic bung doéi khoang n{zz/
ntra gio trudc bira &n sang.

Bénh nhin nén duoc didu tri 1au dai boi vi viém da diy than kinh do dai thdo duong 1a su rbi loan
man tinh.

Viéc tbi vru su 6n dinh cho bénh dai thao duong 14 co s& diéu tri bénh viém da day than kinh do bénh

nay gay nén.

Chéng chi dinh

Vién bao phim Deplin 600 mg chdng chi dinh tuyét ddi véi nhimg bénh nhan bi min cam déi véi
acid thioctic hodc mot trong céc thanh phan cua thubc.

Luu y: tré em va thidu nién khong dugc didu tri bing thudc nay, béi vi khong c6 kinh nghiém 1am
sang trén nhom tudi nay.

Canh bdo va thén trong khi sir dung
Khoéng nén ding ché phdm Deplin®600 mg dang vién bao phim bénh nhan khong dung nap galactose
do di truyén, thiéu men lactase, hodc kém hép thu glucose-galactose.

Twong tic véi cac thude khic va cic dang twong tic khac

Lam mét hiéu luc cua cisplatin khi ding chung.

Acid thioctic tao phirc chelat véi kim loai nén khéng dugc dung chung véi cac ché phim chira kim
loai (nhu ché phdm chira sat chira magne, va céc san pham sira do c6 chira calci). Khi phai dung cac
ché pham trong mot ngay uong vién bao phim Deplin®600 mg truréc bira &n sang 30 pht, ché pham
chira sit va magne c6 thé uéng vao budi trua hoic tbi.



Lam tang tic dung ha dudng huyét cua insulin va cac thudc trj dai thdo duong dung dudng ubng. Do
vdy, bénh nhan phai dugc chi dinh kim so4t chit che duong huyét, dic biét trong giai doan diu
dung acid thioctic. Tuy trudng hgp, dé tranh nhitng triéu chimg ha dudng huyét, viée giam liéu luong
ctia insulin hogc cac thudc tr dai thao dudng ding dudng ubng la cin thiét.

Luuy

Viéc thuong xuyén sir dung rugu 1a yéu té nguy co dang ké ddi voi dién tién phat trién cac biéu hién
1am sang vé bénh thin kinh, nhu viy ruou ciing anh hudng dén mirc do dap tng diéu trj dbi véi vién
bao phim Deplin®600 mg. Vi vy, mdt nguyén tic cho bénh nhan viém da déy than kinh do dai thao
dudng la phai tranh sir dung ruou ngay ca trong khoang thdi gian ngung diéu tri.

Trudong hop c6 thai va cho con bi

Mot nguyén tic chung dung thudc cho phu nir mang thai va cho con bt la phai can nhic ky ludng
giira loi ich va nguy co.

Nhimg ddi tuong nay chi duge dung acid thioctic mot khi bac sy da xac dinh dugc rd rang chi dinh
diéu tri, mic di cac thir nghiém doc tinh trén su sinh san khong thé hién bét c{r bing ching lién quan
dén kha ning sinh san hay su phat trién giai doan du ctia phéi thai, va khéng c¢6 cic dac tinh nhidm
doc bao thai duge tim thay.

Kha nang phan bd vao sita me cua acid thioctic chua dugc biét.

Tac dung d6i v6i kha nang lai tau xe va van hanh may méc: khong

Tiac dung khéng mong mudn

Tac dung khong mong mudn duoc trinh bay theo tin suét sau:
Rithay hap (> 1/10)

Hay gap (> 1/100 - < 1/10)

It gap (= 1/1.000 - < 1/100)

Hiém (> 1/10.000 - < 1/1.000)

Rét hiém (< 1/10.000)

Khéng dugc biét: chua duge danh gia trén sb lidu c6 sin. < 2

&

Réi loan da day — rudt: Rét hiém nhu budn ndn, nén mira, dau da day — rudt va tiéu chay.

Phan {mg qua mén: rat hiém c6 nhitng phan tng dj Gmg trén da nhu ndi mé day, ngira, nbi mén.
Réi loan than kinh: rat hiém nhu rdi loan hay bién ddi vi giac.

Nhirmng réi loan chung: rat hiém Xxay ra tinh trang ha dudng huyét trong cach diéu tri thich hop, nhing
rbi loan gidng nhu ha dudng huyét dugc mé ta nhu chéng mit, dé md hdi, dau dau va rdi loan thi
glac.

Qui lidu

Budn nén, nén mira va nhic dau c6 thé 6 khi qua lidu.

Ng0 doc ndng xay ra & lidu 10 g — 40 g khi ding chung véi rugu do tai nan hay tu vin, mot s6 trudng
hop c6 thé tir vong. Triéu chimg nhidm ddc 14m sang c6 biéu hién ban d4u nhu kich dong tam than
van dong va mét y thirc, tiép theo 1a co giat toan than va nhim ddc acid lactic. Nghiém trong hon la
ha dudng huyét, séc, ly giai co van, tan huyét, xuat hién dong mau lan téa trong long mach (DIC),
suy giam tiy xwong va nhiéu co quan bj tén hai dugc mé ta nhu nhirng hiu qua cta ngd doc acid
thioctic & lidu cao.

Xir tri ngd doc:

Ngay ca khi c6 nghi ngd vé tinh xac thyc ctia ngd doc acid thioctic (ngudi 16n > 10 vién 600 mg, tré
em > 50 mg/kg thé trong), ngay lap tirc phai chi dinh nhap vién va bit diu diéu tri theo nhing
nguyén tic chung trong diéu tri ngd doc (nhu gay nén, rira rudt, dung than hoat tinh, ...). Vige diéu
tri cac chimg co giét toan than, nhiém doc acid lactic va nhﬁng hé qua cuia ngd ddc de doa dén tinh
mang phai dugc thuc hién theo nhirng nguyén tac cia phac dd cham séc dac biét va duge theo dai



tong thé. Cac k¥ thuat nhu thdm tach mau, truyén hay loc mau nhim gia tdng dao thai acid thioctic
chura duge cong bd.

CAC PAC TINH DUQC LY

Céc dic tinh dugce hre hoe

Nhém duge hoc diéu tri: diéu tri thin kinh

Mia ATC: NO7XBO01

Tinh chét cia acid thioctic giéng nhur mot vitamin, nhung 1a chét ndi sinh c¢6 chic ning nhu
coenzym trong phan (g khur carboxyl bing su oxy héa ctia cac acid nhém alpha-keto.

Tang dudng huyét trong bénh dai thao duong gay tich tu glucose trén cac protem goc cua mach mau
va hinh thanh qua trinh glycosyl héa céc protein nay. Qua trinh nay dan dén giam luu luong méu ndi
than kinh va gay thiéu mau cho co quan nay, diéu nay lién quan dén viéc tang san sinh cac gbc oxy
tu do, 1am tén hai thin kinh ngoai bién. Su suy gidm céc chit chdng oxy héa nhu glutathion ciing
dugc ghi nhan & than kinh ngoa1 bién.

Céc thir nghiém trén chudt cdng cho thiy c6 su tuong tac giira acid thioctic véi cac san phim sinh
héa dugce tao bdi bénh déi thao dudng do streptozotocin thong qua sur suy giam hinh thanh qua trinh
glycosyl hoa cac san phdm cudi, cai thién luu lugng méu cho ndi than kinh, gia ting nong d
glutathion ciing nhu ndng d6 cac chit chdng oxy héa dé loai bo cac gbe tu do trong cac day than kinh
trén bénh nhén dai thdo dudng. Quan sét trong céc diéu kién thir nghiém da cho thay acid thioctic ¢6
tac dung cai thién chirc né’mg than kinh ngoai bién. Pidu nay ciing lién quan dén nhiing rbi loan cam
gidc trong viém da day than kinh do bénh dai thdo dudng ma c6 thé biéu hién qua bénh suy nhuoc
cam giac, di cam, hay nhr néng rat, cam giac dau, té cung va cam gidc kién bo.

Ngoai nhﬁng k]én thirc 1dm sang c6 san vé viéc diéu tr ching bénh viém da day than kinh do dai
thao dudng bing acid thioctic, mot trung tdm nghién ciru 16n da thir nghiém 14m véi mAu ddi ching
gia dugc vao nam 1995 ciing da két ludn hlf;u quéa kha quan trong diéu tri cc tridu chimg nhu néng
rét, réi loan cam giac, té cling va dau trong viém da ddy thin kinh do dai thao duong a2

Pic tinh durge dong hoc

Trén ngudi, acid thioctic nhanh chéng dugc hap thu sau khi uéng. Sinh kha dung tuyét déi cua acid
thioctic dung dudng uémg (dugc so sanh véi dudng tiém tinh mach) khoang 20% sau khi chiu sy
chuyén héa qua gan lin d4u. Sau d6 phan bd vao mé nhanh chéng, thoi gian ban thai coa acid
thioctic trén ngudi khoang 25 phat. Sinh kha dung twong ddi ctia acid thioctic va cac ché phdm dang
rdn va dang long dung udng thi 1én hon 60%. Nong dd dinh trong huyét tuong dat khoang 4 pg/ml
dugc do sau khi uéng 600 mg acid thioctic khoang 30 pht.

Trén stc vét (chudt, cho), thir nghle;m danh diu bc’mg chét phoéng xa cho thﬁy thubc dao thai chu yeu
qua than, 80-90% chét nay dugc bai tiét vao nuge tiéu & dang chét chuyen héa.

Trén ngudi, ciing chi phat hién mét lugng rat nho dudi dang chua chuyén hoa trong nude tiéu, qua
trinh chuyén hoa sinh hoc xay ra chii yéu thong qua chudi phan (g oxy héa cit ngén bing chu trinh
beta-oxidation va/ hodc qua qua trinh methyl hoa S- ctia nhoém thiol.

In vitro, acid thioctic tao phirc véi kim loai (nhur cisplatin). Chét nay ciing tao phirc kém tan véi cac
phén tir glucose.

S6 liéu an toan tién 1am sang

Doc tinh cdp va doc tinh man ) )

Dir liéu doc tinh dic trung 1a céc triéu chimg anh hudng ca trén hé than kinh ty dong va than kinh
trung wong. Sau khi diing lidu 1p lai, mot sé co quan khéc ciing bi anh huong ma cha yéu 1a gan va
thén,

Pic tinh trén gen va kha niing giy ung thu

Nghién ctru kha nang gdy ung thur thi khong thé hién bang ching gdy dot bién gen hay nhim séc thé.
Khéng c6 diu higu du'o‘c din chirmg vé kha ning giy ung thu cua acid thioctic sau khi cho chu6t
udng trong nghién ciru vé kha nang nay. Mot nghién ciru vé kha ning phat trién khéi u cua acid
thioctic lién quan dén chit gay ung thu N-nitrosodimethylamin (NDMA) ciing khong dugc phat hién.
Doc tinh trén sy sinh san
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Trén chudt, acid thioctic khong anh hudng dén kha néng sinh san hay su phat trién phoi thai giai
doan déu trong mat thir nghiém bc’mg dudng uong vai lidu tbi da 12 68,1 mg/kg. Trén tho, khong thiy
¢6 cac dau hiéu c6 thé gay su kém phat trién sau khi tiém tinh mach & lidu gdy doc cho tho me.

CAC PAC TINH DUQC HQC

Twong ky: dén nay chua thiy

Han sir dung

24 thang ké tir ngdy san xuat. Khong dung thudc qua han ding.

Canh bio dic biét vé bao quéan ,
Bao quan ¢ nhiét d dudi 30 °C, trong bao bi gdc va trdnh 4nh séng.

Quy cach dong goi
Hop 5 vi x 20 vién bao phim

Tiéu chuan: nha san xuat

Théng bdo cho bdc sy tdc dung khéng mong muon gap phdi khi sir dung thubc.
Dé xa tam tay tré em

NHA SAN XUAT

Artesan Pharma GmbH & Co. KG

Wendlandstr. 1 JZ
29439 Liichow/ Ditc

Déng g6i va xudt xwong

Biokanol Pharma GmbH

Kehler Strafle 7
D-76437 Rastatt/ Pirc

CHU SO HU'U GIAY PHEP LUU HANH
Cdéng ty TNHH Binh Viét Dirc (Bivid Co., Ltd)
62/36 Truong Cong Dinh, phudng 14, Q. Tan Binh, TP. Hb Chi Minh, Viét Nam

S6 ding ky qu hanh sén phﬁm ferrc 43027.00.00

PHO CUC TRUBNG



	98

