R THUOC KE PON TAI LIEU LUU HANH NOI BO
X

Thuoc tiém

Deplin®600 mg
Alpha Lipoic Acid

GIAI PHAP TRONG BIEU TR VIEM BA DAY THAN KINH
DO BAI THAD BUGNG

HIEU QUA CHi SAU 3 TUAN PIEU TRI'
v 52.7% dap ung diéu trj’
v' 33.4% caithién cac triéu chiing than kinh ngoai bién (dau, rat bdng, di cadm, té chi)!

v/ La thuéc truyén tinh mach duy nhat diéu tri theo co ché bénh sinh ¢6 hiéu qua
trong nhiéu tht nghiém 1am sang ngdu nhién, c6 d6i ching (Bing ching mic do A)?

Rx Thude bén theo don
Hop 10 dng moi ong 24 ml

Deplin® 600 mg

Acid alpha-lipoic
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Thubc tiém
Ding tiém tinh mach (khong dung dé tiém bip)
1 6ng 24 ml dung dich thude tiém chira 600 mg
Acid alpha-lipoic, duéi dang mudi trometamol

Ta dwge: Propylene glycol,
dung dich natri hydroxid 10%,
nudre cat pha tiém
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1. Treatment of symptomatic diabetic polyneuropathy with the antioxidant a-lipoic acid:
A meta-analysis. Diabetic Medicine, 21(2), 114 - 121
2. Tesfayer and et, D care 2010; 33: 2285 - 2293

Nha san xuét: Ddng godi va xult xudng:

Solupharm Pharmazeutische Erzeugnisse GmbH Biokanol Pharma GmbH
Industriestrape 3, 34212 Melsungen, Germany / B¢ Kehler Strafe 7, 76437 Rastatt, Germany / B¢
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Thuoc tiém

Deplin®600 mg
Alpha Lipoic Acid

TEN THUGC
THUSC TIEM DEPLIN® 600 mg

THANH PHAN VA HAM LU Q'NG

1 6ng 24 ml dung dich thudc tiém chira 600 mg Acid alpha-lipoic, dudi dang
mudi trometamol

Ta duogc: xem muc Danh muc ta duoc

DANG BAO CHE
Dung dich thuéc tiém
DAC TiNH LAM SANG
Chi dinh diéu tri
Viém da day than kinh gay réi loan cam giac do dai thao duong.
Liéu lwro'ng va cach dung
Ngu&i I&n: €6 nhirng triéu chirng réi loan cam giac rd rét trong viém da day than kinh
do dai thdo duorng, dung hang ngay 24 ml dung dich tiém qua dudng tinh mach (twong
duong 600 mg acid alpha-lipoic/ ngay).
Dot diéu trj dau tién: tir 2 dén 4 tuan, dung dich tiém dugrc dung qua dudng tinh mach.
Khi khéng pha loang, luong dung dich tiém duoc dung qua dudng tinh mach véi thoi
gian tiém tGi thiéu 12 phut.
Khi dugc pha loang véi khoang 100 - 250 ml dung dich natri chloride 0,9%, lugng
dung dich tiém truyén qua dudng tinh mach cling phai tuén tha thai gian tiém t6i thiéu
la 12 phut. Do hoat chét rat nhay cam anh sang nén dung dich tiém truyén phai dung
trong thoi gian ngén, dugc pha ngay trudre khi str dung va phai dugc bao vé tranh anh
sang béng 16/p gidy nhém. Khi dugic bao vé tranh anh sang, dung dich tiém truyén thi
6n dinh trong khoang 6 gi¢. Cling can tuan thu théi gian tiém truyén téi thiéu la 12 phat.
Dot diéu tri duy tri: c6 thé dung tir 300 - 600 mg acid alpha-lipoic chira trong dang ché
pham dung dudng ubng.
Viéc t6i wu sy 6n dinh cho bénh dai thao dudng 1a co s& diéu tri bénh viém da day than
kinh do bénh nay gay nén.
Chéng chi dinh
Thuéc tiém Deplin 600 mg chéng chi dinh tuyét di v&i nhirng bénh nhan bi man cam
déi vai acid alpha-lipoic hodc mét trong cac thanh phan cda thuéc.
Luru y: tré em va thiéu nién khong dugc diéu tri vai thue nay, bdi vi khéng cé kinh
nghiém 1am sang trén nhém tudi nay.
Canh bao va than trong khi str dung
Phan (rng qua man nhu séc phan vé da duoc quan sat khi dung thudc tiém Deplin 600
mg (xem muc Tac dung khéng mong muén). Do dé bénh nhan phai duoc theo déi
chat ché. Khi xuét kién nhirng ddu hiéu ban dau (vi du nhu ngtra, budn nén, khé chju...)
phai ngung ngay viéc diéu tri, nhirng liéu phap khac cé thé can thiét.
Ham luwgng natri c6 it hon 1 mmol (23 mg) / 24 ml thu6c tiém Deplin 600 mg nén xem
nhu ché pham khéng cé natri.
Tworng tac véi cac thudce khac va cac dang two'ng tac khac
Lam mat hiéu lyc cua cisplatin khi ding chung.
Lam tang tac dung ha dudng huyét cua insulin va cac thubc tri dai thao dudng dung
dudng udng. Do vay, bénh nhan phai dugc chi dinh kiém soéat chat ché dudng huyét,
dac biét trong giai doan dau dung acid alpha-lipoic. Tuy trudng hop, dé tranh nhirng
triéu chirng ha dudng huyét viéc giam lidu lugng cua insulin hodc cac thube tri dai
thao dudng dung dudng udng la can thiét.
Luuy:
Viéc thudng xuyén sir dung rugu la yéu t6 nguy co dang ké déi vai dién tién phat trién
cac biéu hién 1am sang vé bénh than kinh, nhu vy rrgu cling anh hudng dén mirc do
dap (rng diéu tri d6i véi thudc tiém Deplin®600 mg. Vi vay, mot nguyén téc cho bénh
nhan viém da day than kinh do dai thao dudng 1a phai tranh sir dung rugu ngay ca
trong khoang thai gian ngung diéu tri.
Trwd'ng ho'p cé thai va cho con bu
M6t nguyén tac chung dung thuéc cho phu nir mang thai va cho con bd la phai can
nhéc ky ludng gitra lgi ich va nguy co.
Nhirng déi tugng nay chi dugc dung acid alpha-lipoic mét khi bac sy da xac dinh
dugc rd rang chi dinh diéu tri, mac du cac thir nghiém ddc tinh trén sy sinh san khong
thé hién bat cir bing chirng lién quan dén kha ning sinh san hay sy phat trién giai
doan dau cua phéi thai, va khdng cé cac déc tinh nhiém déc bao thai dugc quan sat.
Kha nang phan bé vao sira me cua acid alpha-lipoic chua dugc biét.
Tac dung d6i véi kha nang lai tau xe va van hanh may méc: khéng
Tac dung khéng mong muén
Tac dung khéng mong mudn dugc trinh bay theo tan suét sau:

Rathay hap (= 10%)

Hay gap (=1% - <10%)

it gap (=0,1% - < 1%)

Hiém (20,01% - < 0,1%)

R&t hiém (< 0,01% hoé&c khdng théy)

Phan (rng tai ché: Rat hiém

Phan (rng qua man: nhirng phan trng di irng trén da nhu néi mé day, nglra, eczema va
phat ban c6 thé cé, phan (rng toan than ké ca séc co6 thé co.

R&i loan than kinh: r&t hiém nhu réi loan hay bién déi vi giac, co giat va nhin déi

Mau va mach mau: rat hiém nhu ban xuét huyét va bénh tiéu cau

Nhirng réi loan chung:

Cam giac ap lyc noi so va kho thé sau khi tiém truyén tinh mach nhanh nhung sé ty méat.
Ré&t hiém xay ra tinh trang ha duong huyét trong cach diéu tr thich hgp, nhirng réi loan
giéng nhu ha dudng huyét dugrc mé ta nhu chdong mét, a6 mod héi, dau dau va réi loan
thj giac.

Qua lidu

Budn nén, ndén mira va nhirc dau co thé cé khi qua ligdu.

Ng6 déc ndng xay ra & ligu 10 g - 40 g khi dung chung v&i rugu do tai nan hay ty van,
mot s6 trurdng hop 6 thé tir vong. Triéu chirng nhiém ddc 1am sang c6 biéu hién ban dau
nhu kich déng tam than van dong va mét y thire, tiép theo la co giat toan than va nhiém

ddc acid lactic. Nghiém trong hon la ha dudng huyét, séc, ly giai co van, tan huyét, xuét
hién déng mau lan téa trong long mach (DIC), suy giam tly xuong va nhigu co quan bj tén
hai duwgc mé ta nhu nhirng hau qua cua ngd doc acid alpha-lipoic ¢ liéu cao.

Xtr tri ng6 doc:

Ngay ca khi cé nghi ngd vé tinh xac thure cua ngd doc acid alpha-lipoic (ngudi Ion >
10 vién 600 mg, tré em > 50 mg/ kg thé trong), ngay lap tirc phai chi dinh nhap vién va
bt dau didu tri véi nhirng nguyén tac chung trong diéu tri ngd doc (nhu gay nén, rira
rudt, dung than hoat tinh,...). Viéc diéu trj cac chirng co giat toan than, nhiém déc acid
lactic va nhirng hé qua cua ngéd doc de doa dén tinh mang phai dugc thuc hién theo
nhirng nguyén tic cla phac do chdm séc déc biét va duoc theo déi téng thé. Cac kj
thuat nhu thAm tach mau, truyén hay loc mau nhdm gia tdng déo thai acid alpha-lipoic
chua dugc cong bé.

CAC PAC TiNH DU'OC LY

Nhém duge ly diéu tri: digu tri than kinh, chéng oxy hoa

Ma& ATC: NO7XBO01

Cac dac tinh dworc lwc hoc

Acid alpha-lipoic giéng nhu mét vitamin, nhung la chat ndi sinh cé chirc nang nhu
coenzyme trong phan (rng decarboxyl oxy héa cac acid c6 nhém alpha-keto.

Tang dudng huyét trong bénh dai thao duorng gay tich tu glucose trén cac protein géc
clia mach mau va hinh thanh qué trinh glycosyl héa céc protein nay. Qué trinh nay dan
dén giam luu lugng mau ndi than kinh va gay thiu mau cho co quan nay, digu nay lién
quan dén viéc tang san sinh cac géc oxy tu do, tiép tuc 1am t6n hai than kinh ngoai
bién. Su suy giam cac chét chdng oxy héa nhu glutathion cling dugc ghi nhan & than
kinh ngoai bién.

Cac thir nghiém trén chudt cho thdy co sy turong tac gitra acid alpha-lipoic v&i cac san
phdm sinh héa dugc tao bdi bénh dai thao dudng do streptozotocin théng qua sy suy
giam hinh thanh qua trinh glycosyl hoa cac san pham cudi, cai thién luu lwgng mau cho
ndi than kinh, gia tang ndng dé glutathion cling nhu ndng dé cac chét chdng oxy héa dé
loai bo cac goc tur do trong cac day than kinh trén bénh nhan dai thao dudng. Quan sat
trong céc diéu kién thir nghiém da cho théy acid alpha-lipoic c6 tac dung cai thién chirc
nang than kinh ngoai bién. Diéu nay cling lién quan dén nhirng réi loan cam giac trong
viém da day than kinh do bénh dai thao dudgng ma c6 thé ty biéu hién nhu suy nhugc
cam giac, di cam, hay nhu néng rat, cam giac dau, té cirng va cam giac kién bo.
Ngoai ra, acid alpha-lipoic cling da dugc thir nghiém lam sang trong digu tri triéu
chirng trong viém da day than kinh do dai thao dudng cho hiéu qua kha quan trong
didu tri cac triéu chirng nhur néng rat, di cam, té cirng va dau trong moét nghién ctru da
trung tdm c6 d6i chirng gia dugrc vao nam 1955.

Pac tinh dwo'c dong hoc

Acid alpha-lipoic chiu sy chuyén héa qua gan lan dau. Trén méi bénh nhan, hiéu qua
tac dung cula acid alpha-lipoic cé sy khac nhau rd rét. Qua trinh chuyén hoa sinh hoc
clia ché&t nay xay ra nhd chudi phan (rng oxy hoéa va két hop, va sy thai trir chi yéu
qua nudc tiéu.

Trén ngudi, thoi gian ban thai cla acid alpha-lipoic khoang 25 phut va do thanh thai
huyét twrong toan phan la 10-15 ml/ phit/ kg. Tai thoi diém 30 phat ngay sau khi tiém
ligu 600 mg, ndéng dé dat dugc trong huyét tuong khoang 20 pg/ml.

Trén stc vat (chuét, ché), thir nghiém danh ddu bang chéat phéng xa cho thay thudc
dao thai chu yéu qua than, 80-90% chét nay duoc bai tiét vao nuéce tiéu & dang chét
chuyén hoa.

Trén ngudi, cling chi phat hién mét lwgng rdt nho dudi dang chura chuyén héa trong
nuée tiéu, qua trinh chuyén héa sinh hoc xay ra chi yéu théng qua chudi phan rng oxy
hoa cat ngén béng chu trinh beta-oxidation va/ hodc qua qua trinh methyl hda S- cua
nhom thiol. In vitro, Acid alpha-lipoic tao phirc v&i kim loai (nhur cisplatin). Chat nay
cling tao phirc kém tan v&i cac phan tir glucose.

CAC DAC TiNH DU'Q'C HOC

Danh muc ta dugc

Propylene glycol, dung dich natri hydroxid 10%, nu¢c cét pha tiém

Tuong ky

Acid alpha-lipoic tao phtrc vé&i cac ion kim loai (nhu cisplatin), tao phirc kém tan véi
céc phan tir glucose (nhu dung dich levulose). Dung dich tiém Deplin® 600 mg tuong
ky vé&i dung dich glucose, dung dich Ringer’s va cac dung dich phan &rng véi nhém SH-
va c6 cau disulphid.

Chi c¢é dung dich nudc mudi sinh Iy méi str dung chung véi Deplin® 600 mg dé lam
dich tiém truyén.

Han dung

60 thang tir ngay san xuét, trong bao bi gbc.

Piéu kién bao quan

Bao quan duéi 30°C, trong bao bi carton va tranh anh sang.

Sau pha ché, bao quan dung dich dugi 25°C, tranh anh sang, nhung khéng dugc dé
qua 6 gio.

Khoéng dong lanh.

Qui cach doéng goi

Ho6p 10 6ng, mbi 6ng chira 24 ml dung dich.

Tiéu chudn: Nha san xuét

KHONG DU'Q'C DUNG DE TIEM BAP

Théng b&do cho béc sy tac dung khéng mong muén gap phai khi str dung thuéc.
Dé xa tam tay tré em.

Nha san xuit:

Solupharm Pharmazeutische Erzeugnisse GmbH
Industriestrape 3, 34212 Melsungen, Germany / Birc
Dong gbi va xuét xudng:

Biokanol Pharma GmbH

Kehler Strafe 7, 76437 Rastatt, Germany / Burc




