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HUONG DAN SU DUNG THUOC
1. Tén thuéc: TEVAHEPA
2. Cic diu hiéu hru § va khuyén cdo khi dung thudc:
“Pé xa tAm tay cua tré em”
“Poc ki huéng dan st dung trude khi dung”
“Thong bao cho bac sy hoic dugc sy nhitng tic dung khong mong mudn gip phai

b

hi

sit dung thudc”
3. Thanh phin céng thire thude: Mbi vién nang cting chira:

Thanh phin dwgc chat Ham lwong
Silymarin 70 mg
(Duoi dang cao kho Milk thistle)

Vitamin B (Thiamin hydroclorid) 4 mg
Vitamin B (Riboflavin) 4 mg
Vitamin B¢ (Pyridoxin hydroclornd) 4 mg
Vitamin Bs (Calci pantothenat) 8 mg
Vitamin PP (Nicotinamid) 12 mg
Vitamin B2 (Cyanocobalamin) 1,2 meg
Ta duge vira du 1 vién

Thanh phin ti dwoc: Crospovidon, amidon, lactose monohydrat, povidon K30,
colloidal silicon dioxid, magnesi stearat, natri benzoat, ethanol 96 %, vé nang cirng
gelatin s6 0 (V6 nang gelatin ¢ thanh phan: gelatin, titan dioxid, carmoisine, FD&C
Yellow No. 6, FD&C Blue No. 1, nudc tinh khiét).

Ethanol 96 %, nuéc tinh khiét: Bay hoi trong qua trinh san xuAt

4. Dang bao ché: Vién nang cimg (Vién nang cirng s6 0, mau niu, nang lanh lin khong
mép méo. Bot thube trong nang khd toi, dong nhat, mau vang).

5. Chi dinh:

Bénh nhiém doc gan va viém gan.

B trg trong cdc trudng hop bénh gan man tinh.

6. Cach dung va liéu ding:

Liéu thong thudng ngudi 16n: Udng 1 vién/lan x 3 1an/ngdy, udng sau bira in.

Péi véi viee tiép tuc diéu tri, licu ding co thé gidm xudng con 1-2 vién moi ngay.

Tré em va thanh thiéu nién: Hién tai chwa c6 kinh nghiém diéu tri cho déi twong nay, do
do khong nén dung.

7. Chong chi dinh:

Man cam véi bt cir thanh phin nao cia thube.

8. Canh bio va thin trong khi ding thudc:

Bénh nhin méic cic 16i loan di truyén hiém gip vé dung nap galactose, chirng thiéu hut
lactase Lapp hoic 16i loan hap thu glucose- galactose khong nén dung thudc nay.

Li¢u phap dung thudc khong thay thé dwoc viée tranh cac nguyén nhan gy hai cho gan
(ruou).



https://trungtamthuoc.com/

Natri: Thudc niy co chira dudi 1 mmol (23 mg) natri trong mdi vién nang, vé co ban duoc
xem nhu ‘khong chira natri’.

T4 duoc mau vo nang (Carmoisine, FD&C Yellow No. 6): C6 thé gay phan ttng di ¢ng.
Ethanol 96 %: Bay hoi trong qua trinh san xuét, tuy nhién c6 thé cé tén du lwgng rit nho
ethanol trong ché pham (dudi 60 mg trong mdi vién).

Natri benzoat: Thudc ndy c6 chira 0,5 mg natri benzoat trong mdi vién, natri benz%
thé 1am ting nguy co vang da, vang mit & tré so sinh (4 tuin tudi tré xubng). N0

9. Sir dung thudc cho phu nir cé thai va cho con ba:
- St dung thudc cho phu nit ¢6 thai:
Khong c6 du dit liéu vé viée str dung thube ndy ¢ phu nit mang thai.

con ngudi van chua dugc biét 18.

Khong nén dung thudc trong thoi ky mang thai trir khi thuc sw can thiét.

Kha ning sinh san: Khong ¢ dir lidu vé& anh hudng cia thube dén kha ning sinh san.

- St dung thudc cho phu nit dang cho con bi:

Khong biét liéu thubc TEVAHEPA c6 di vao sita me hay khong. Do d6, TEVAHEPA
khong nén dwoc st dung trong thdi ky cho con bu trir khi thye sy 14 cin thiét.

10. Anh hwéng ciia thudc 1én kha niing I4i xe, vin hanh miy méc:

Chura c6 nghién ciru ndo cta thudc 1én kha niing 14i xe, van hanh mdy moc dugc bao cdo.
11. Twong tic, twong Ky ciia thude:

Liéu dung hing ngay trén 5 mg pyridoxin hydroclorid (vitamin Be) c6 thé 1am giam tac
dung cua levodopa.

Trén In vitro, silymarin trc ché cac isoenzym CYP. Tuy nhién, tinh lién quan vé mét 1Am
sang cua nhitng phat hién nay van chwa dwgce chirng minh.

Tuong ky: Do chwa cé nghién ctru day da vé tuong ky cia thudc, nén khdng tron thudc
dung véi cac thude khac.

12. Tic dung khéng mong mudn cia thuéc (ADR):

Thong tin tAn sudt:

Rdt thwong gap 2 1/10

Thiweong gdp < 1/10 nhung > 1/100

It gip < 1/100 nhung > 1/1.000

Hiém gap < 1/1.000 nhung > 1/10.000

Rét hiém gap < 1/10.000

CAc tac dung khong mong mubn sau day da dugc bao cdo:

H¢ théng mién dich

Rdt hiém gdp: Phan ing qua man, vi du nhr ngira, noi mé day, phat ban,
H¢ than kinh

Rét hiém gap: Dau dau.

Hé tiéu hda

It gdp: Tiéu chay, tac dung nhun trang nhe, budn ndn.
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Hiém gdp: Chirng khé tiéu.
Rdt hiém gdp: Dau bung.
Co xuwong. mé lién két va xwong

Rat hiém gdp: Pau khop.
Thong bao ngay cho bac s§ hoic duoc si khi gip cdc tac dung khong mong mudn nhur
trén khi str dung thudc hoic bao cdo cic phan {ing co6 hai ciia thuoe vé Trung tam Thong
tin thudc va Theo ddi phan ang c6 hai cia thudc (ADR) Quéc Gia. Pja chi: 13 - 15 Lé
Thanh Tong — P. Cua Nam - TP. Ha Noi. Pién thoai: 024.3.9335.618; Fax:
024.3.9335642; Email: di.pvcenter@gmail.com.

13. Quad liéu va xir tri:

Triéu chitng qud liéu: Chua c6 trueong hop qud lidu ndo duoc bao cdo.

Xar tri: Diéu tri bing cach diéu tri triéu chimg.

14. Dic tinh dwgc lyc hoc:

Nhém duge Iy; Liéu phap diéu tri bénh gan.

M3 ATC: AO5SBAO3

Hiéu qua diéu tri cia Tevahepa dua trén tic dung chong oxy héa va anh huong dén tinh
thAm cua mang ¢ bao gan.

C4c vitamin nhém B tao thianh mot don vi chirc ning trong qua trinh chuyén hoéa trung
gian. Vé anh huéng cia enzym cna ching 1én protein va trong cc thi nghiém trén dong
vat, dugc chat co tac dung bao vé gan khéi qua trinh chuyén héa carbohydrat. Dugc cht
day nhanh viéc stra chira nhirng thir dd bi hr hong ciia nhu mé gan. Ngoai ra, trong cac
bénh I¥ gan, ham luong vitamin B phitc hop trong md gan giam dang ké (mat dung luong
du trit). Viéc bd sung vitamin nhém B, ching han nhu vitamin c6 trong Tevahepa cé thé
bu dip sy thiéu hut nay.

15. Pac tinh dwoce dong hoc:

H;’ip thu:

Silymarin: Silymarin duoc hip thu khoang 20-50 % qua duong tiéu hoa va cé sinh kha
dung thap khi udng.

Thiamin (Vitamin By): Thiamin duoc hap thu ¢ t4 trang, hdng trang va hdi trang bing co
ché vén chuyén tich cuc.

Riboflavin (Vitamin Bz): Riboflavin dwoc hip thu tir dwong tiéu hoa trén. Tuy nhién, sy
hip thu lién quan dén co ché van chuyén tich cyc va mirc do hip thu bi gisi han boi thei
gian tiép xiic cua thudc véi niém mac rudt.

Nicotinamid: Nicotinamid dwoc hap thu dé dang qua dudng tiéu hoéa sau khi udng. Co
ché hip thu cua rudt rat phirc tap: Hap thu 1¢n thi khuéch tan thy dong chiém wu thé, trong
khi & hap thu nho chu yéu duoc bai chat mang trung gian khuéch tan.

Pyridoxin hydrochlorid (Vitamin Bg): Pyridoxin dugc hap thu nhanh chong tir dudng ruot.
Calci pantothenat (Vitamin Bs): Sau khi udng, calci pantothenat chuyén hoa thanh acid
pantothenic, d& hip thu qua dudng tiéu hoa sau khi uéng.
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Cyanocobalamin (Vitamin Brs): Cyanocobalamin chi dwgc hﬁp thu & murc
nhung nguoi khoe manh va phu thudc vao nong do cua yeu t6 n01 tai.

véi yeu to ndi ta1
Phin b6 - Chuvén héa:
Silymarin: Silymarin duoc bién doi rat nhiéu sau khi udng va dugc tim thy trong nudc

tiéu dudi dang lién hop sulfo va glucuronyl, ¢6 4i lyc manh véi enzym gan pha IL
Thiamin (Vitamin By): Sau khi dugc hz”ip thu qua niém mac ruét, thiamin durge van chuyén
dén gan thong qua tinh mach cira. Mot phin thiamin duwoc hap thu s& di qua tuin hodn
rudt gan. Thiamin dugc phan huy thanh mot loat cac chit chuyén hoa, phin l6n duge bai
tiét qua nuwdc tiéu. Chit chuyén héa chu yéu 1a acid thiamin cacboxylic va pyramin, cung
v6i mot luwgng trong ddi nho thiamin dang khéng doi.

Riboflavin (Vitamin Bz): Riboflavin dugc chuyén hoa thanh coenzym riboflavin-5-
phosphat (flavin mononucleotid, FMN). FMN ciing duoc chuyén doi thanh mét coenzym
khac 1a flavin adenin dinucleotit (FAD). FMN va FAD dugc phin b rong rdi trong cac
md co thé, bao gdom cAc té bao niém mac dudng tiéu héa, hong ciu va gan. Riboflavin
dugc hru trit v6i s6 lwgng han ché ¢ gan, 14 lach, than va tim, chu yéu dudi dang FAD.
Trong mau khoang 60% FAD va FMN lién két véi protein.

Nicotinamid: Nicotinamid duoc phin b6 rong rdi trong cac md co thé. N6 d& ding dwoc
hip thu vio md va gop phin vao qua trinh tdng hop coenzym nicotinamid adenin
dinucleotid (NAD) va nicotinamid adenin dinucleotid phosphat (NADP). Gan déng vai
tro quan trong trong viéc diéu hda chuyén héa nicotinamid. Nong do niacin tong s6 trong
mau binh thuong 1a 3,5-7,0 mg/L.

Pyridoxin hydrochlorid (Vitamin Be): Trong co thé, nd bi oxy héa thanh pyridoxal hodc
amid héa thanh pyridoxamin. Piéu kién tién quyét dé hoat dong nhu mot coenzym 1a sy
phosphoryl héa nhom CH:0H ¢ vi tri thir 5 (pyridoxal-5-phosphat, PALP). PALP c6
trong mau gan 80% lién két voi protein. Pyridoxin chu yéu dwoc luu trit trong co dudi
dang PALP.

Calci pantothenat (Vitamin Bs): Nong d6 pantothenat trong huyét thanh binh thuong 13
100 pg/mL hodc cao hon. Acid pantothenic dugc phan bd rong rdi trong mo co thé, chu
yéu dudi dang Coenzym A (CoA). Nong do cao nhat dwoc tim thiy ¢ gan, tuyén thugng
thin, tim va than.

Cyanocobalamin (vitamin Biz): Sau khi hap thy tir dudng rudt, vitamin Bz duoc lién két
trong huyét thanh vdi beta- (transcobalamin) va alphal-globulin. Vitamin B> dwgc hru
trir chu yéu & gan. Thei gian ban thi trong huyét twong 13 khoang 5 ngdy, trong gan 13
khoang 1 nim.

Thai tru:

Silymarin: Sau khi udng, silymarin phin I6n dwoc bai tiét qua mat va trai qua tudn hoan
rudt gan. Silibinin chi yéu dugc bai tiét qua than, trong khi cac chat chuyén héa, dic biét
14 chat lién hop sulfat va glucuronid ciing c6 trong mat. Qua trinh thai trir silibinin & ngudi



https://trungtamthuoc.com/

khodng 24 gid; tong lwong silibinin thai trir qua mat 14 20-40 % lidu udng, chi c6 3-7 %
tong lidu dugc thai trir qua than.

Thiamin (Vitamin B;): Cic san pham thai trir chinh cua thiamin 14 acid thiamin carboxylic
va pyramin (2,5-dimethyl-4-aminopyrimidin) ngoai ra con ¢c6 mot lwong twong dbi nho
lrong thiamin khong doi.

Riboflavin (Vitamin B2): Chi c6 khoang 9 % riboflavin dugc thai trir dudi dang khong déi
qua nude tiéu. Sy thai trir riboflavin dudng nhw anh hwong dén ca qua trinh thai trir 6ng
thin ciing nhur qua trinh loc ciu than. Khi ting liéu riboflavin, lwong thudc 16n hon duoc
bai tiét qua nudc tiéu dudi dang khong doi.

Nicotinamid: Nicotinamid dwgc chuyén héa & gan thanh N-methylniacinamid, cac dan
xuat N-methyl héa khac va acid nicotinuric. Cac chat chuyén hoa nay thai trir qua nudéc
tiéu.

Pyridoxin hydrochlorid (Vitamin Bg): San pham thai tny chinh 13 acid 4-pyridoxic.

Calci pantothenat (Vitamin Bs): Khoang 70 % liéu ubng acid pantothenic dugc thai trir
dudi dang khong dbi qua nude tiéu va khoang 30 % qua phan,

Cyanocobalamin (vitamin Bi2): Néu cung cip di cobalamin, khoing 25 % cua liéu 1 mg
cobalamin s& xuit hién trong nudc tiéu trong vong 24 gio.

16. Qui cich dong goi:

Hop 1 ti x 10 vi (nhdm-PVC) x 10 vién nang cirng (Hop 100 vién).

Hop 5 vi (nhém-nhém) x 10 vién nang citng (Hop 50 vién).

17. Piéu kién bio quin, han ding, tiéu chuin chit lwgng cia thudc:

- Diéu kién bio quan: Noi kho, nhiét d6 dudi 30°C.

- Han dung: 24 thing tinh tir ngdy san xuAt.

- Tiéu chuén chit lwgng: TCCS.

18. Tén va dia chi co sé san xuit:

CONG TY CO PHAN HOA DUGC VIET NAM

Dia chi: $6 192 phd Dirc Giang, Phuong Thugng Thanh, Quéan L
Viét Nam.

S6 dién thoai: 024.36557429 86 fax: 024.36557429.




