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HUONG DAN SU DUNG THUOC

(cho ngudi bénh)

DUSODRIL 300

Doc ky Ineomg dan sir dung trude khi dimg W
Dé xa tam tay tré em
Théng bdo ngay cho bdce sy hodic dirge s nhitng tic dung khong mong mudn gdip phai khi sir dung thudc
Thuée nay chi dimg theo don ctia bdc sy

THANH PHAN: MJi vién nang cting chira:

Thioctic acid 300 mg
Ta dugce vira du 1 vién

Ta dicge gom: BHT, Avicel, Aerosil, Magnesi stearat.
MO TA SAN PHAM: Vién nang cimg mau cam.
QUY CACH PONG GOI: Vi 10 vién, hdp 3 vi, hdp 6 vi. A
THUOC DUNG CHO BENH Gi: Vs
Dusodril 300 str dung diéu trj cac rdi loan cdm gidc do bénh than kinh dai théo dudng. E : '\'
NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG: \r\

*Liéu thuong ding cho ngudi 16n:

- Liéu bit diu: 1 vién/lan, 2 lin/ngady, udng khoang 30 phut trudc khi an.

- Lidu duy tri: 1 vién/lan, 1 -2 1in/ngay, udng khoang 30 phiit trudc khi an.

Didu tri lau dai 1a can thiét. Trong truong hop rbi loan cam gidc nghiém trong, lidu phap
tiém truyén vi Thioctic acid ¢6 thé dugc tién hanh dau tién.

*Chua ¢6 nehién ctru trén tré em va thanh thiéu nién, khéng ding Dusodril 300 véi
nhirng dbi tugng nay.

Phuong phép va thoi diém sir dung: Vién nang Dusodril 300 nén udng nguyén vién véi

mdt lugng nude du lic bung doi. Thire an co thé 1am giam hip thu ctia thude néu duge ding
ddng thoi. Do d6 bénh nhan cin giir bung doi khi dung thudc va thoi diém udng thuée hop ly
1a 30 phut trude khi én.
Do bénh thin kinh ddi thdo dudng 1a bénh min tinh nén diéu tri 1au dai ¢6 thé dugc yéu cau.
Nén tang co bin cta diéu tri bénh than kinh ddi thdo duong 1a viéc kiém soét dudong huyét tdi
uu.
KHI NAO KHONG NEN DUNG THUOC NAY:
Bénh nhén bi min cam ddi véi mot trong cc thanh phin ctia thube.
TAC DUNG KHONG MONG MUON:

Cadc triéu chitng trén tiéu hoa:
RAt hiém: Budn non, non, dau da day — rudt va tiéu chay.

Phan itng man cam:
RAt hiém: phan (mg di tmg nhu 1a phat ban, may day va ngira.

Réi loan hé than kinh:
Rét hiém: Thay doi va/ hodic ri loan vi giic.
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Nhitng phan ting khéng mong muon khdc:
Rét hiém: boi vi qua trinh chuyén hoa duong c6 thé cai thién & bénh nhan déi thao dudng,
tinh trang ha dudng huyét ¢é thé xiy ra. Cac triéu chimg twong tu nhu ha duong huyét da
duge mo ta nhu 1a chong mit, toat mo hoi, dau dau, bién ddi thi giac.
NEN TRANH DUNG NHUNG THUOC HOAC THU'C PHAM Gi KHI PANG SU
DUNG THUOC NAY: H
*Cisplatin: Tranh ding dong thoi véi Dusodril 300 vi lam mét tac dung ctia Cisplatin.
* Kim loai: Thioctic acid c6 kha ning tao phirc chit véi kim loai vi vdy khong nén dung
ddng thoi vai cic hop chat kim loai (nhur 1a sit, magnesi, cdc san phim sita ¢ chira calci).
Néu Dusodril 300 duge sir dung hang ngay 30 phut trudce khi dn sang thi cac san phim chira
sit, magnesi ¢d thé dung vao budi trra hojic chiéu. -
* Insulin (Insulin, Insulin aspart tdi t6 hop, Insulin glulisine, Insulin lispro tdi t6 hop) '
hodic cac thude diéu tri déi thao dudng khac (Acarbose, Acetohexamide, Chlorpropamide,

Glimepiride, Glipizide, Glyburide, Metformin, Miglitol, Nateglinide, Pioglitazone,
Repaglinide, Rosiglitazone, Tolazamide, Tolbutamide, Troglitazone...): Téc dung ha dudng
huyét c6 thé xay ra khi sir dung két hgp. Trong nhing trudng hop dic biét, cin giam lidu

insulin hodic cic thude diéu tri dai thio duong bing dudng udng dé ngin chin nhitng biéu

hién ctia ha duong huyét. d
Ghi chii: Thiong xuyén ding rugu la tac nhan nguy co cao gy nén cac bénh than kinh, 5

vi thé ¢6 thé 1am gidm sy tdc dung cua Dusodril 300. Vi vdy, bénh nhan bi bénh than kinh 5

dai thao duong cin tranh ding rugu ngay ca khi khong diéu tri.
CAN LAM GI KHI MOT LAN QUEN KHONG DUNG THUOC: =

Néu ban quén ubng vién dau tién trong ngay thi ¢6 thé ubng bu vién dé cing véi vién
thir 2. Néu ban quén udng vién thir 2 trong ngay thi ban khong can udng b vién nay va vin
udng nhitng vién ctia ngay tiép theo theo ding ké hoach.

CAN BAO QUAN THUOC NAY NHU THE NAO:
Noi kho, tranh énh sang, nhiét dj khong quéa 30°C.
NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU:

Trong trudng hop qua lidu, budn ndn, non va dau diu co thé Xay ra.

Sau khi ¢6 y va vo y ubng luong 16n tir 10g dén 40g thioctic acid kém véi rugu, tinh
trang nhiém doc ning va dbi khi gdy tir vong di dugc bdo céo. Dau hi¢u nhiém doc 1am sang
¢6 thé biéu 10 diu tién & su rdi loan tim thin vin dong hay rdi loan y thirc, dién hinh phat
tridn nhitng con dong kinh tdng quat va nhiém acid lactic. Thém vao dé, giam glucose huyét,
sde, globulin co niéu kich phat tan huyét, huyét khéi thanh mach rai rac (DIC), suy yéu tiy
xuong va suy da co quan duge miéu ta nhu 1a tri¢u ching cia vi¢e dung lidu cao thioctic
acid.

CAN PHAI LAM GI KHI DUNG THUOC QUA LIEU KHUYEN CAO:

Trong truomg hgp nghi ngd ¢6 sy nhiém ddc ning do Thioctic acid (nhu dung lidu >20
vién 300mg ¢ nguoi lon va >50mg/kg cin ndng & tré em) 14p tirc dura bénh nhén dén cic co
quan y té ¢6 du cdc diéu kién cdp ciru co ban nhu la gdy nén, rira da day, dung than hoat
tinh,.... Diéu tri con dong kinh téng quat, nhiém acid lactic va nhitng hau qua nguy hiém dén
tinh mang khac ctia nhiém doc cin duge thue hién véi cde nguyén tic chim soc hd trg hién
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dai va cin didu tri tridu chimg. Loi ich cta thim tach mau va thim phan phiic mac hodc céc
phuong phap loc dé loai trir thioctic acid déu khong cho két qua chéc chén. /
NHUNG PIEU CAN THAN TRONG KHI DUNG THUOC NAY: H

Cédc bénh nhin bi tiéu duong va khong dung nap glucose nén thén trong khi dung
Thioctic acid boi Thioctic acid ¢6 thé lam giam lugng dudng trong mau. Nén kiém tra luong
dudng trong mau va diéu chinh lidu ding cac thube chdng tiéu duong cén thiét dé tranh kha
nang giam glucose mau.

*Sir dung cho phu nit ¢ thai va cho con bii: Phit hop véi cac nguyén tic sir dung duge
phidm, san phim chi nén sir dung cho phu nit ¢6 thai va cho con bi sau khi di cin nhic cén
thén ti I¢ gitra 1¢i ich va nguy co.

Phu nit ¢6 thai va cho con bt nén diéu trj véi thioctic acid chi khi da tudn thu ding theo
chi din cua thiy thude, ngay ca khi cac nghién ctru dc tinh ddi véi hé sinh san khong cho
két qua nao anh hudng dén kha niing sinh san va su phét trién phdi thai va khong ¢6 du hiéu
nao cho thdy gy doc cho thai.

Chura biét thioctic acid ¢6 qua nhau thai hay ¢6 tiét vao sita me hay khong.

*Tdc dong ciia thudc Ién khi ning ldi xe va vin hanh mdy méc: Thube khong anh
hudng dén kha ning l4i xe va vin hanh may méc.
KHI NAO CAN THAM VAN BAC SY, DUQC SY:
Thong bio cho béc si nhimng tic dung khong mong mudn gip phai khi sir dung thube.
Néu cin thém thong tin xin héi y kién bac sy hodc duge s3.
HAN DUNG CUA THUOC: 36 thing ké tir ngay san xuét.

Nha san xuét:
Céng ty ¢6 phin dugc phém Nam Ha
_ 415 Han Thuyén - Nam Dinh
NAMHA PHARMA Tel: 0228.3649408 - Fax: 0228.3644650.

5 Fy @ Re _m A P e r = - /1
Ngay xem xét stra doi, cip nhit lai ngi dung huwéng din sir dung thudc:
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HUONG DAN SU DUNG THUOC
(cho cin bj y té)

Thuoc nay chi ding theo don cua bdc si.

DUSODRIL 300

THANH PHAN: Mai vién nén chira:
Thioctic acid 300 mg
T4 dugc vira da 1 vién
Td diroc g&m: BHT, Avicel, Aerosil, Magnesi stearat.
DANG BAO CHE: Vién nang cimg.
CAC PAC TINH DUQC LY: H
Mia ATC: A16AX01

*¥Céc dic tinh duoc luc hoc:

a.Duge ly:

Thioctic acid 1a mot hoat chét hoat dong nhur mét cofactor ciia cc phire hop: pyruvate —
dehydrogense; alpha-ketoglutarate-dehydrogenase; amino acid dehydrogenase. Nhitng bénh
nhén xo gan, dii thdo dudng, xo vita dong mach va viém ddy than kinh thudng c6 sy giam
stt dang ké chét nay. Trong qué trinh chuyén héa, thiotic acid s& chuyén dang tir dang oxy
héa (v6i ciu ndi disulfid trong phin tir) thanh dang khir véi hai nhém SH tu do. Ca hai dang
nay déu c6 kha ning chéng déc manh. Chung bao vé t& bao khoi céc gbe tu do hinh thanh
trong qué trinh chuyén héa trung gian hodc su phan hiy cac chit ngoai sinh hay tir cac kim
loai ning. Dang khir (dihydrolipoic acid) con ¢6 tic dung don dep cac gbc superoxide,
hydroxyl va ngin can peroxid hoa lipid.
b.Téc dung chdng ting dudng huyét:

Thiotic acid tic dung hiép dong véi insulin 1am ting hiéu qué tiéu thu glucose. Trén dong
vit, Thiotic acid cho thdy kha ning lam giam glucose huyét, ting qué trinh tdng hgp
glycogen & gan, con trén ngudi thi lam giam nong do acid pyruvic trong huyét thanh. Tuy
nhién co ché Thioctic acid gitip té bao ting kha ning hdp thu glucose hién chua rd. Tiém
mang bung thiotic acid va dihydrolipoic acid khong thiy dnh hudng déng ké 1én glucose
huyét & tho. nhung lai 1am giam duong huyét dang ké véi chudt déi thdo duong gy boi
alloxan. Dihydrolipoic acid cling lam ting téng hop lipid & gan tir glycogen va acetat & chudt
dai thao duong.
¢.Tac dung bao vé thin kinh:

- Céc té bao Neuro-2a s& sinh ra soi truc khi tiép xtic véi thioctic acid, cho thiy chét nay
¢6 téc dung trong diéu trj bénh thin kinh di thio dudong & ngudi.

- Thioctic acid khi ding duong udng c6 tic dung tri hodn cac bién chimg trén thin kinh
van dong & chudt gy ra bai hexacarbon.

- Céc nghién ciru trén dong vit cling chi ra, dihydrolipoate bao vé neuron khoi nhitng tén

thuong do thiéu méu cuc bd bing cach ngin can sy tich liiy ctia cic gde oxy tu do & mo nio.
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Thioctic acid con ¢6 tac dung bao vé tinh toan ven ctia mang té bao thin kinh trén chuot khi
bi gy ton thuong thin kinh ngoai bién bai acrylamide.

*Dic tinh dugc dong hoc:
Nong dj thude:

A/Thoi gian t,
1/ Vién nén ubng: 2-4 gidr '
B/AUC H
1/ chua duoc xédc dinh ro
AUC va Cpyy clia dudng udng sau khi dung bira sing nhiéu calo s& thip hon so v&i khi nhin
da6i 12 gio. Khi doi thoi gian dat C,,,, nhanh hon, do d6 nén uéng thude khi da day rong.
ADME
Hiip thu
A/ Sinh kha dung
Vién nén udng: 87%.
Chuyén héa manh qua gan l4n ddu, chi ¢6 37% liu dang dugc tim thdy & plasma sau khi
udng. Véi bénh nhan tiéu dudng bj bién ching thin kinh thuc vat trén dudng tiéu hoa thi
sinh kha dung chi dao dong & mirc 5-37%.
B/ Anh huéng ctia thire @n
Thirc An lam giam kha ning hip thu.
AUC va C,, ctia dudng uéng sau khi dung bita sdng nhiéu calo s& thép hon so vai khi nhin
d6i 12 gio. Khi doi, thoi gian dat C,,, nhanh hon, do d6 nén udng thude khi da day rdng.
Chuyén héa:
1/Chuyén héa manh qua gan.
a/ Chuyén hoa diu tién, nhanh chéng bi oxy héa va bj lién hop.
Thai trie: Thai trir chi yéu qua thén.
Thoi gian ban thai: Thoi gian ban thai 10-20 phat
QUY CACH DONG GOI: Vi 10 vién, hop 3 vi, hop 6 vi.
CHI PINH:
Dusodril 300 str dung diéu tri cac rdi loan cam gidc do bénh than kinh déi thao dudng.
LIEU LUQNG VA CACH DUNG:

*Liéu thudong dung cho ngudi 16n:

- Lidu bét diu: 1 vién/lan, 2 1dn/ngay, ubng khoang 30 phut trude khi an.

- Lidu duy tri: 1 vién/lan, 1 -2 1dn/ngay, uéng khoang 30 phut trude khi an.

Didu tri lu dai 12 cin thiét. Trong trudng hop rdi loan cim gidc nghiém trong, liéu phap
tiém truyén véi Thioctic acid c¢6 thé duge tién hanh dau tién.

*Chua ¢6 nghién ciu trén tré em va thanh thicu nién, khong dung Dusodril 300 véi
nhitng ddi trong nay.

*Phuong phdp va thoi diém st dung: Vién nang Dusodril 300 nén udng nguyén vién véi
mot lugng nude da lie bung déi. Thire an ¢ thé 1am giam hdp thu cta thude néu dugc ding

A “’-/ R wgsdeae .
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dong thoi. Do d6 bénh nhan cin gitt bung d6i khi ding thudc va thoi diém ubng thube hop 1y
1a 30 phut trude khi an.

Do bénh thin kinh dai thdo dudng 1a bénh man tinh nén diéu tri lau dai c6 thé duoc yéu
ciu. Nén tang co ban cla diéu tri bénh thin kinh dii thao duong 1a viée kidm soat dudng
huyét tdi wu.

CHONG CHI DINH: |
Bénh nhan bi min cam dbi véi mot trong céc thanh phan cua thude. h/
NHUNG LUU Y PAC BIET VA THAN TRONG KHI DUNG:

Céc bénh nhin bi tiéu dudng va khéng dung nap glucose nén than trong khi dung
Thioctic acid béi Thioctic acid ¢6 thé lam giam lugng dudng trong méau. Nén kiém tra luong
dudng trong mau va diéu chinh liéu ding cdc thude chéng tidu duong can thiét dé tranh kha
ndng giam glucose mau.

*Sit dung cho phu ni¥ ¢é thai va cho con bii: Phit hop véi cic nguyén tic sir dung duge
phim, san phim chi nén sir dung cho phu nit ¢6 thai va cho con bu sau khi di cin nhic cin
thén ti I¢ gitra loi ich va nguy co.

Phu nit ¢6 thai va cho con ba nén diéu tri véi thioctic acid chi khi da tuéin thi ding theo
chi din ctia thiy thude, ngay ca khi cdc nghién ciru doc tinh dbi voi hé sinh san khong cho
két qua nao anh huéng dén kha ning sinh san va sy phat trién phéi thai va khong cé ddu hiéu
nao cho thiy giv doc cho thai.

Chura biét thioctic acid ¢6 qua nhau thai hay c6 tiét vao sita me hay khong.

*Tdc dpng ciia thubc 1én kha nang ldi xe va van hanh mdy méc: Thude khong anh
hwdng dén kha ning l4i xe va vin hanh may moéc.

TUONG TAC THUOC:

*Cisplatin: Tranh ding ddng thoi véi Dusodril 300 vi am mét tac dung cua Cisplatin.

* Kim loai: Thioctic acid ¢6 kha niing tao phirc chat véi kim loai vi viy khong nén ding
ddng thoi v6i cac hop chit kim loai (nhur 1a sit, magnesi, céc san phidm sita ¢6 chira calci).
Néu Dusodril 300 dugce sir dung hang ngay 30 phut truée khi 4n séng thi cic san phim chira
sit, magnesi co thé ding vao budi trwa hodc chiéu.

* Insulin (Insulin, Insulin aspart tdi té hop, Insulin glulisine, Insulin lispro tdi té hop)
hoiic cdc thude diéu tri ddi thao dudng khic (Acarbose, Acetohexamide, Chlorpropamide,
Glimepiride, Glipizide, Glyburide, Metformin, Miglitol, Nateglinide, Pioglitazone,
Repaglinide, Rosiglitazone, Tolazamide, Tolbutamide, Troglitazone...): Tac dyng ha duong
huyét c6 thé xiy ra khi sir dung két hop . Vi vy, cin theo doi dudng huyét mot céch sét sao,
dic biét 1a trong giai doan diu cua tri liéu véi thioctic acid. Trong nhitng trudng hop dic
biét, cdn giam li¢u insulin hodic cdc thube diéu tri dai thao dudong bing dudng udng dé ngin
chiin nhimg biéu hién ctia ha dudng huyét.

Ghi chii: Thuomg xuyén dung rugu 1a tic nhdn nguy co cao gy nén cic bénh thin kinh, vi
thé 6 thé 1am giam tac dung ctia Dusodril 300. Vi vy, bénh nhan bi bénh than kinh dai thdo

dudng cin khuyén cdo tranh ding rugu ngay ca khi khong diéu tri.
TAC DUNG KHONG MONG MUON:
Cdc triéu chirng trén tiéu hoa:

o7  NPe—
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RAt hiém: Budn non, ndn, dau da day — rudt va tiéu chay.
Phan tmg man cam:
Rét hiém: phan (g di (mg nhu la phét ban, may day va ngira.

Réi loan hé than kinh:

Rét hiém: Thay dbi va/ hodic rdi loan vi gidc. H

Nhitng phan ting khong mong muén khdc:

R4t hiém: boi vi qué trinh chuyén hoa duong ¢6 thé cai thién & bénh nhén dai thdo dudng,
tinh trang ha dudng huyét ¢ thé xay ra. Céc triéu chimg tuong tu nhu ha dudng huyét da
duge mo ta nhu 1a chong mit, toat md hdi, dau diu, bién ddi thi giac.

QUA LIEU & XU TRI:

Trong trudng hop qua lidu, budn ndn, nén va dau dau c6 thé xay ra.

Sau khi ¢ y va vO y ubng lugng 16n tir 10g dén 40g thioctic acid kém véi rugu, tinh
trang nhiém ddc niing va doi khi giy chét da duoc bdo cdo. Dau hiéu nhiém doc 1am sang ¢o
thé biéu 16 diu ticn & su réi loan tim thin van dong hay rdi loan y thire, dién hinh phat trién
nhitng con dong kinh téng quat va nhiém acid lactic. Thém vao d6, giam glucose huyét, sc,
globulin co ni¢u kich phat tan huyét, huyét khdi thanh mach rai rac (DIC), suy yéu tiy
xwong va suy da co quan dugc miéu ta nhu 1 tri¢u chimg cia viéc ding lidu cao thioctic
acid.

X tri trong trudng hop qua lidu:

Trong trudng hop nghi ngdr ¢6 s nhiém ddc ning do Thioctic acid (nhu dung liéu >20 vién
300mg & ngudi 1én va >50mg/kg cin ning & tré em) lap tirc dwa bénh nhin dén céc co quan
y té c6 du céc diéu kién cdp ctru co ban cic truong hop nhiém doc ( nhu 1a gdy non, ria da

day, dung than hoat tinh,...). Piéu trj con dong kinh téng quat, nhiém acid lactic va nhitng

hdu qua nguy hiém dén tinh mang khac ctia nhiém doc cin dugce thue hién véi cac nguyén
tic cham soc hd tro hién dai va cin diéu tri triéu chimg. Loi ich cia thAm tach mau va thim
phén phiic mac hodc cac phuong phéip loc dé loai trir thioctic acid déu khong cho két qua
chiic chiin. -
BAO QUAN: Noi kho, tranh 4dnh sang, nhiét do khong qugﬁ/ e
HAN DUNG: 36 thing ké tir ngdly san xut.

Nha san xuit:
Cong ty ) ph?m dwoc phi
415 Han Thuyén - Nam D1 _
NAMHA PHARMA Tel: 0228.3649408 - Fax: 0228.3644650. ;‘L_!Q.C_L,TC'I"RU*;)'NG
PTRUGNG PHONG
Ngay xem xét sira d6i, cip nhit lai ndi dung nhin thube sir dl_mg;»]’;%t%g% ’[:7(;;« Ink
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