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HUONG DAN SU DUNG THUOC TN 34694 (1)

CHO NGUOI BENH

THIOHEAL 600

Doc k) huéng dan sie dung truce khi dung
Dé xa tam tay tré em
Théng bdo ngay cho bac sy hodc dugc sy nhitng tdc dung
khéng mong mudn gép phai khi sir dung thuéc

Thuée ban theo don

THANH PHAN, HAM LUQGNG CUA THUOC: QH
Moi vién nén bao phim chira:
Thioctic acid (Alpha lipoic acid) 600 mg
Téa dugc vira du 1 vién

Ta duoc gé;m.' HPMC, Avicel, Aerosil, BHT, Talc, Magnesi stearat, Natri croscarmellose,
Acid citric, PEG 6000, Titan dioxyd, Vang quinolin, Sunset yellow.
MO TA SAN PHAM:
Vién nén bao phim hinh caplet, mau vang.
QUY CACH PONG GOI:
Vi 10 vién, hop 3 vi, hdp 6 vi.
THUOC DUNG CHO BENH Gi:
Piéu tri cac rdi loan cam giac do bénh than kinh dai théo dudng
NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG:
Liéu thuong diing cho ngudi 16n: ngay 1 vién 1 14n, udng khoang 30 phut trudc khi an.

M.é.o

-

ok

Chua c6 nghién ciru trén tré em va thanh thiéu nién, khong dung Thioheal 600 véi nhimg
dbi tuong nay.
Trong trudng hop rbi loan cam gidc nghiém trong, liéu phap tiém truyén véi Thioctic acid
c6 thé dugce tién hanh dau tién. 4 4

Phuong phép va thoi diém st dung: Vién Thioheal 600 nén udng nguyén vién véi mot 7
lvgng nude da lic bung doi. Thirc an c6 thé 1am giam hép thu cia thude néu duogc ding dong
thoi. Do d6 bénh nhén cin giir bung d6i khi ding thudc va thoi diém udng thude hop ly 1a 30
pht trude khi an.
Do bénh than kinh dai thdo dudng la bénh mén tinh nén diéu tri lau dai c6 thé dugc yéu
ciu. Nén tang co ban cta diéu tri bénh thin kinh dai thdo duong la viéc kiém soét dudng
huyét t6i wu.
KHI NAO KHONG NEN DUNG THUOC NAY:
Mén cam v6i mét trong nhitng thanh phéan cta thudc.
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TAC DUNG KHONG MONG MUON:

Trong viéc danh gié tdc dung phu tan sé dugc dinh nghia 1a:

Rét phd bién: > 1/10

Ph bién: > 1/100 dén 1/10

Khéng phd bién: > 1/1.000 dén 1/100

Hiém: > 1/10.000 dén 1/1000 ]lrb
Rat hiém <1/ 10.000

Khong biét: tan s6 khong wée lwgng duge tir dit lidu c6 sin

Cdc triéu chirng trén tiéu hoa:

R4t hiém: Budn non, non, dau da day — rudt va tiéu chay.

Phan irng man cam:

Rt hiém: phan (g dj tmg nhu 1a phéat ban, may day va ngira.

Réi loan hé than kinh:

Rét hiém: Thay ddi v&/ hodc réi loan vi giéc.

Nhitng phan teng khong mong muon khdc:

Rat hiém: bdi vi qué trinh chuyén hoa duong co thé cai thién & bénh nhan déi thdo duong,
tinh trang ha duong huyét c6 thé xay ra. Céc triéu chimg twong tu nhu ha duong huyét da
dugc mo ta nhu la chong mat, toat mo hoéi, dau dau, bién ddi thi giéc.

NEN TRANH DUNG NHUNG THUOC HOAC THU'C PHAM GI KHI PANG SU
DUNG THUOC NAY:

Lam mét tac dung cua cisplatin khi ding ddng thoi voi Thioheal 600.

Thioctic acid c6 kha ning tao phirc chat véi kim loai va vi vay khéng nén ding ddng thoi
v6i cac hop chdt kim loai (nhu la sit, magnesi, cac san phidm sita c6 chira calci). Néu
Thioheal 600 duge sir dung hang ngay 30 phut truée khi dn sang thi cac san pham chira sit,
magnesi c6 thé ding vao budi tra hodc chiéu.

Tac dung ha duong huyét c6 thé xay ra khi két hop véi insulin hodc cic thude diéu tri dai
thdo dwong khéac. Vi vdy, cin theo ddi duong huyét mot cach sat sao, dic biét 1a trong giai
doan dau cua tri liéu thioctic acid. Trong nhimg truong hop dic biét, giam liéu insulin hotic
cac thude diéu tri dai thao dudong bing duong udng 1a can thiét dé ngin chin nhimg biéu h}fn
cta ha duong huyét.

Ghi chi: Thuong xuyén dung rugu la tdc nhan nguy co cao cho su phat trién va tang truong
ciia céc bénh than kinh, va vi thé c6 thé 1am giam su thanh cong ciia viée diéu tri v6i Thioheal
600. Vi vdy, bénh nhan bj bénh than kinh dai thao dudng cin khuyén cdo tranh dung rugu.
Diéu nay ciing cAn dé nghi dbi véi ca thoi gian khong diéu tri.
CAN LAM Gi KHI MQT LAN QUEN KHONG DUNG THUOC:

Khong ding lidu gép dbi dé bu liéu da quén.
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CAN BAO QUAN THUOC NAY NHU THE NAO:

Noi khd, tranh anh séng, nhiét 46 khong qua 30°C. Il
NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU:

Trong truong hop qua liéu, budn ndn, nén va dau diu co thé xay ra.

Sau khi c6 y hodc vo y ubng luong 16n tir 10g dén 40g thioctic acid kém véi rugu, tinh trang
nhiém doc ning va doi khi gy tir vong da duge béo cdo. Dau hiéu nhim doc 14m sang c6 thé
biéu 16 dau tién & su roi loan tAm than van dong hay rbi loan y thirc, va dién hinh phat trién
nhitng con dong kinh tong quat va nhiém acid lactic. Thém vao d6, giam glucose huyét, séc,
tiéu co, tan mau, huyét khdi thanh mach rai rac (DIC), suy yéu tily xuong va suy da co quan
duoc miéu ta nhu 1 hau qua cta viéc ding liéu cao thioctic acid.

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

Trong trudng hop nghi ngd ¢6 sy nhiém doc ning do Thioctic acid (nhu dung liéu >10
vién 600mg & ngudi 16n va >50mg/kg cin ning & tré em) ldp tirc dua bénh nhan dén céc co
quan y té c6 du cac didu kién cAp ciru co ban cac truong hop nhiém doc ( nhu 1a gay non, rira
da day, ding than hoat tinh,...). Diéu tri con dong kinh tong quat, nhiém acid lactic va nhing
héu qua nguy hiém dén tinh mang khéc ctia nhiém doc can duge thyuce hién véi cac nguyén tic
chdm s6c hd tro hién dai va cin diéu tri triéu chimg. Loi ich ciia tham tach mau va thim phan
phiic mac hodc cac phuong phéap loc dé loai trir thioctic acid déu khong cho két qua chic

-
-

chén.
NHUNG PIEU CAN THAN TRONG KHI DUNG THUOC NAY:

Céc bénh nhan bi tiéu dudong va khong dung nap glucose nén than trong khi dung Thioctic
acid béi Thioctic acid c6 thé 1am giam luong dudng trong mau. Nén kiém tra luong duong
trong méu va didu chinh liéu dung cac thudc chdng tiéu dudong can thiét dé tranh kha ning
giam glucose mau.

*Sir dung cho phu ni¥ cé thai va cho con bu: Khong du dir liéu khing dinh Thioctic acid
¢ an toan cho phu nir ¢6 thai va cho con bu hay khong. Nén tranh dung Thioctic acid néu
khong can thiét.

*Tdc dpng ciia thubc 1én khd ning ldi xe va vin hanh mdy moc: Thudc khong anh hudng
dén kha nang lai xe va van hanh may moc.

KHI NAO CAN THAM VAN BAC SY, DUQC SY:
Néu cin thém thong tin xin héi y kién bac s§ hodc dugc sy
HAN DUNG CUA THUOC:36 thang ké tir ngay san xuét.
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TEN, PIA CHI, BIEU TUQNG CUA CO SO SAN XUAT:

NAMHA PHARMA

Nha san xuat: g

Céng ty ¢6 phan dwoc phim Nam Ha
415 Han Thuyén - Nam DPinh
Tel: 0228.3649408 - Fax: 0228.3644650.

Ngay xem xét sira dbi, cip nhat lai ndi dung hwéng din sir dung thudc:

Ngay
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HUONG DAN SU DUNG THUOC
CHO CANBO Y TE

THIOHEAL 600

THANH PHAN: ‘H

M3i vién nén bao phim chira:
Thioctic acid (Alpha lipoic acid) 600 mg
Ta duge vira du 1 vién

Ta dugce gom: HPMC, Avicel, Aerosil, BHT, Talc, Magnesi stearat, Natri croscarmellose
Acid citric, PEG 6000, Titan dioxyd, Vang quinolin, Sunset yellow.

DANG BAO CHE: Vién nén bao phim.

CAC PAC TiNH DUQC LUC:

Nhém duge ly: thude diéu tri bénh 1y vé than kinh.

Ma ATC: N07XBO01

a.Dugc ly:

bl

Thioctic acid 12 mot hoat chét hoat dong nhu mot cofactor cia céc phirc hgp: pyruvate —
dehydrogense; alpha-ketoglutarate-dehydrogenase; amino acid dehydrogenase. Nhitng bénh
nhan xo gan, dai thdo duong, xo vira dong mach va viém day than kinh thuong c6 sy giam sit
dang ké chit nay. Trong qué trinh chuyén héa, thiotic acid s& chuyén dang tir dang oxy hoa
(v6i cau néi disulfid trong phan tir) thanh dang khir v6i hai nhém SH tu do. Ca hai dang nay
déu c6 kha ning chong doc manh. Chiing bao vé té bao khoi cac gde tw do hinh thanh trong
qué trinh chuyén héa trung gian hodc sy phan hily cac chit ngoai sinh hay tir cac kim loai
niing. Dang khir (dihydrolipoic acid) con c6 tac dung don dep cac gdc superoxide, hydroxyl
va ngén can peroxid hoa lipid.
b.Téc dung chdng ting duong huyét:

Thioctic acid tac dung hiép dong véi insulin lam ting hiéu qua tiéu thu glucose. Trén dong
vat, Thioctic acid cho thdy kha ning lam giam glucose huyét, ting quéa trinh tong hop
glycogen & gan, con trén ngudi thi lam giam ndng do acid pyruvic trong huyét thanh. Tuy
nhién co ché Thioctic acid gitp té bao ting kha ning hap thu glucose hién chua rd. Tiém
mang bung thiotic acid va dihydrolipoic acid khong thdy anh huéng déng ké l1én glucose
huyét & tho. nhung lai lam giam duong huyét déng ké véi chudt déi thdo dudng gay boi
alloxan. Dihydrolipoic acid ciing lam ting tong hop lipid & gan tir glycogen va acetat & chudt
dai thao duong.
¢.Tac dung bao vé than kinh:

- Céc té bao Neuro-2a s& sinh ra soi truc khi tiép xuc véi thioctic acid, cho thy chat nay
¢6 tac dung trong diéu tri bénh than kinh déi thao dudong & nguoi.
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- Thioctic acid khi dung dudng udng co tac dung tri hodn cac bién chimg trén than kinh
vén dong & chudt gay ra bdi hexacarbon.

- Cac nghién ctru trén dong vét cling chi ra, dihydrolipoate bao vé neuron khoi nhitng ton
thuong do thiéu méau cuc bo bing cach ngdn can sy tich lily ctia cac gbe oxy tr do & mé néo.

- Thioctic acid con c6 tac dung bao vé tinh toan ven clia mang té bao than kinh trén chudt
khi bi gdy ton thuong than kinh ngoai bién badi acrylamide.

CAC PAC TINH DUQC PONG HQC: M

Thioctic acid duge hap thu nhanh chéng sau khi udng. Thioctic acid duge chuyén héa ban
ddu & gan. Sinh kha dung tuyét dbi khi sir dung dudng udng dat 20% so véi dudng tiém tinh
mach. Do thuéc dugc phan bd nhanh chéng vao cac mé nén nira doi thai trir trong huyét
tuong cua thioctic acid & ngudi khoang 25 phut.

Sinh kha dung twong déi clia thioctic acid khi sir dung dang vién udng dat hon 60% so véi
dang dung dich udng. Nong d6 dinh ctia huyét trong do dugc khoang 4 pg/ml sau 0,5 gior sau
khi uéng 600mg thioctic acid.

Thong qua nghién ciru dong vi phong xa ddi véi cac thi nghiém trén dong vét (chudt, cho)
cho thdy ring 80-90% thudc dugc bai tiét & dang chét chuyén hoa & than. Déi v6i ngudi ciing
chi c6 mot lugng nho thude dang nguyén ven dugc tim thdy trong nudc tiéu. Bién dbi sinh
hoc xay ra chi yéu l1a do oxy héa cit ngén chudi (B- oxidation) va/ hodc S-methyl héa céc
thiol ddng vi.

QUY CACH PONG GOI: Vi 10 vién, hop 3 vi, hop 6 vi.

CHI PINH: Diéu trj cac rbi loan cam giac do bénh than kinh dai thao duong

LIEU DUNG, CACH DUNG:

Liéu thuong ding cho ngudi 16n: ngay 1 vién 1 lan, udng khoéng 30 phit trude khi an.

Chua c¢6 nghién ctru trén tré em va thanh thiéu nién, khong dung Thioheal 600 véi nhitng
ddi tuong nay.

Trong trudng hop rdi loan cam gidc nghiém trong, liéu phap tiém truyén véi Thioctic acid
¢6 thé dugc tién hanh déu tién.

Phuong phép va thoi diém st dung: Vién Thioheal 600 nén udng nguyén vién véi mot
lugng nude di lic bung déi. Thirc in 6 thé 1am giam hip thu cia thude néu duge ding dong
thoi. Do d6 bénh nhén cén giit bung doi khi dung thudc va thoi diém udng thude hop ly 1a 30
phut trude khi an.

Do bénh than kinh dai thao dudng 1 bénh mén tinh nén diéu tri 1au dai c6 thé duge yéu cau.

Nén ting co ban cia diéu tri bénh than kinh déi thio duong 1a viée kiém soat duong huyét tdi
uu.
CHONG CHIi PINH: Man cam v6i mét trong nhirng thanh phan ctia thube.
THAN TRONG:

Céac bénh nhén bj tiéu dudong va khong dung nap glucose nén than trong khi ding Thioctic
acid bai Thioctic acid c6 thé 1am giam lugong dudng trong méau. Nén kiém tra lugng dudng
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trong mau va diéu chinh liéu dung céc thudc chéng tidu duong can thiét dé tranh kha nang
giam glucose mau.

*Sit dung cho phu ni¥ cé thai va cho con bii: Khong du dir liéu khing dinh Thioctic acid
cd an to?n ch? phu nir ¢6 thai va cho con bi hay khong. Nén tranh dung Thioctic acid néu
khong can thiét.

*Tdc dpng ciia thubc lén kha nang ldi xe va vin hanh mdy méc: Thube khong anh hudng
dén kha nang 14i xe va van hanh may méc. .
TUONG TAC THUOC: JH

Lam mat tac dung cua cisplatin khi ding dong thoi véi Thioheal 600.

Thioctic acid c6 kha ning tao phirc chat v6i kim loai va vi vdy khong nén dung dong thoi
véi cac hop chit kim loai (nhu 1 sit, magnesi, cic san phdm sita c6 chia calci). Néu
Thioheal 600 dugc sir dung hang ngay 30 phut trude khi in sang thi cac san pham chira sit,
magnesi c¢6 thé ding vao bubi trira hoic chiéu.

Tac dung ha dudng huyét c6 thé xay ra khi két hop véi insulin hodc céc thude diéu tri dai
thao dudng khéc. Vi viy, can theo doi dudng huyét mot cach st sao, dic biét 1a trong giai
doan déu cua trj lidu thioctic acid. Trong nhitng truong hop dic biét, giam liéu insulin hogc
cac thude diéu tri dai thio duong bing duong ubng 1a can thiét dé ngan chan nhing biéu hién
ctia ha duong huyét.

Ghi chi: Thudng xuyén ding rugu la tac nhan nguy co cao cho sy phat trién va ting truéng
clia cac bénh than kinh, va vi thé c6 thé 1am giam su thanh cong cua viée diéu trj véi Thioheal
600. Vi vay, bénh nhan bi bénh thin kinh déi thao dudng can khuyén céo tranh ding rugu.
Diéu nay ciing cin dé nghi dbi véi ca thoi gian khong diéu tri.
TAC DUNG KHONG MONG MUON:
Trong viéc danh gia tac dung phu tin sé dugc dinh nghia la:
Rt phd bién: > 1/10
Phé bién: > 1/100 dén 1/10
Khéng phd bién: > 1/1.000 dén 1/100
Hiém: > 1/10.000 dén 1/1000
Rét hiém <1/ 10.000
Khong biét: tin sb khong udc lugng duge tir dit liéu 6 sén
Cdc triéu chirng trén tiéu hoa:
RAt hiém: Budn non, non, dau da day — rudt va tiéu chay.
Phan tmg mén cam:
Rét hiém: phan (mg di img nhu 1a phét ban, may day va ngira.
Réi loan hé than kinh:
Rét hiém: Thay ddi v&/ hoic rdi loan vi giac.
Nhitng phan ung khong mong muon khdc:
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Rét hiém: bdi vi qua trinh chuyén hoa duong c6 thé ci thién & bénh nhan dai thao duong,
tinh trang ha duong huyét ¢ thé xay ra. Cac triéu ching tuong tu nhu ha duong huyét da
duge mo ta nhu la chéng mit, toat md hoi, dau dau, bién déi thi giac.

QUA LIEU VA XU TRIi: \H

Trong trudng hop qué liéu, budn nén, ndn va dau du c6 thé Xay ra.

Sau khi ¢b y hodc vb y udng lugng 16n tir 10g dén 40g thioctic acid kém véi rugu, tinh
trang nhiém doc ning va ddi khi gy chét da dugc bao cdo. Du hiéu nhiém doc 1am sang co
thé biéu 16 dau tién & su rdi loan tdm than vén dong hay rbi loan y thue, va dién hinh phat
trién nhitng con dong kinh tdng quét va nhiém acid lactic. Thém vao d6, giam glucose huyét,
sdc, tiéu co, tan mau, huyét khéi thanh mach rai rac (DIC), suy yéu tiy xuong va suy da co
quan dugc miéu ta nhu 1a hau qua cia viée ding lidu cao thioctic acid.

Céc y kién diéu tri trong truong hop qua liéu:

Trong truong hop nghi ngd ¢é su nhiém ddc ning do Thioctic acid (nhu diing liéu >10 vién
600mg & ngudi 16n va >50mg/kg cin ning & tré em) 1ap tirc dwa bénh nhéan dén cc co quan y
té c6 di cac didu kién cép ciru co ban cac truong hop nhiém doc ( nhu 1a giy non, rira da day,
dung than hoat tinh,...). Diéu tri con dong kinh tong quat, nhiém acid lactic va nhitng hau qua
nguy hiém dén tinh mang khac ciia nhiém ddc can dugc thuc hién véi cac nguyén tic cham
séc hd trg hién dai va can diéu trj triéu chimg. Loi ich ciia thim tach mau va tham phan phic
mac hofic cac phwong phép loc dé loai trir thioctic acid déu khong cho két qua chéc chén.
BAO QUAN: Noi kho, tranh anh sang, nhiét o khong qué 30°C.

HAN DUNG: 36 thang ké tir ngay sn xuét.

TIEU CHUAN AP DUNG: USP 37

TEN, PIA CHi CO SO SAN XUAT:

® Nha san xuét:
Céng ty c6 phan dwgc phaim Nam Ha
415 Han Thuyén - Nam Dinh
S Tel: 0228.3649408 - Fax: 0228.3644650.

Ngay xem xét sira ddi, cip nhit lai ndi dung huéng din sir dung thudc:
Ngay....... thang....... nam........

N\
1

PHAN DTS VIET N_A@

TUQ.CUC TRUONG TR o
p TRUGNG PHONG GlIAM DOC

(/ (:: '/{/ [{:nﬂ Py&h?g . ."Vf'r”l’g‘(in, rg.}-ﬁ{ Doar

e B ) =g



