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TO HUOGNG DAN SU DUNG THUOC

FRUBI CALCI

Dé xa tam tay tré em
Doc kj hwéng din siv dung truée khi ding

THANH PHAN CONG THUC CHO 1 VIEN

Thanh phén hoat chét:

Silymarin 70 mg
(trong trng véi 117 - 140 mg Milk thistle dry

extract (Extractum Silybi mariani siccum))

Thiamine hydrochloride 4 mg
Riboflavin 4 mg
Nicotinamide 12 mg
Pyridoxine hydrochloride 4 mg
Calcium pantothenate 8 mg
Cyanocobalamin 1,2 ug
(twong Ung vai 1,2 mg Vitamin B12 0,1%)

Thanh phén ti duge: Lactose monohydrate, microcrystalline cellulose, povidone K30,
polysorbate 80, sepitrap 80 (magnesium aluminometasilicate (35-55%), polysorbate 80
(45-65%)), sodium starch glycolate, calcium silicate, talc, magnesium stearate, nang
cting s6 0 mau xanh - xanh.

DANG BAO CHE

Vién nang cing.
Vién nang cting s 0, mau xanh — xanh, bén trong chira bdt thude khd toi mau vang.

CHI PINH

Bénh gan do nhiém ddc va viém gan.
H3 tro diéu tri bénh gan man tinh.

LIEU DUNG, CACH DUNG
Liéu thwomg dung:

Ubng 1 vién/lan x 3 1an/ngdy, sau an.
Pé didu tri duy tri, c6 thé giam lidu xudng con 1-2 vién/ngay.

Tré em va thanh thiéu nién:
Hién chua c6 kinh nghiém vé viéc diéu tri cho tré em. Do d6, khong nén dung thudc nay
cho tré em.
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Cach dung:

Diing dudng udng.

CHONG CHI PINH |

Qua mén v&i bét ky thanh phin nio ca thude.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Thudc nay khong thay thé cho viéc loai bd cac nguyén nhan gay hai cho gan (nhu rugu).

Thudc c6 chira lactose (sachelac 80), bénh nhan b rdi loan di truyén hiém gip nhu khong
dung nap galactose, thiéu hut lactase hoan toin hodc kém hép thu glucose — galactose
khong nén ding thudc nay.

SU' DUNG THUOC CHO PHU NU’ CO THAI VA CHO CON BU

Phu nir mang thai
Chua c6 du dir liéu vé viée st dung thudc cho phu nir mang thai.

Chuwa c6 nghién ciru ddy du trén dong vat vé anh hudng dén thai ky, phat trién phoi, phat
tridn thai nhi vi/hoic phat trién sau sinh. Chua biét nguy co tiém 4n cho con ngudi.

Khong nén ding thudc trong thai ky trir khi thuc sy cén thiét.
Phu nir cho con biu

Khong cé dit ligu vé viéc sir dung thubc & phu nir dang cho con bi. Do dd, khong nén
stt dung thubc trong thoi gian cho con b trir khi thyuc sy can thiet.

Kha nang sinh sian

Chura c6 dit liéu vé& anh hudng cta thube dén kha nang sinh san.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Chua c6 nghién ciru cu thé nao vé anh huéng ciia thude dén kha ning lai xe va vén hanh
may moc.

TUONG TAC, TUONG KY CUA THUOC

Liéu pyridoxin hydroclorid (vitamin B6) > 5 mg mdi ngdy c6 thé 1am gidm téc dung cua
levodopa.

In vitro, silymarin da dugc chirng minh la uc ché céc isoenzyme CYP. Tuy nhién, tinh
lién quan 1dm sang cta nhitng phét hign nay chua dugc chimng minh.

Do khdng c¢6 céc nghién ctru vé tinh tuong ky cta thudc, khéng trn 1an thude nay véi
cac thude khac

TAC DUNG KHONG MONG MUON (ADR) CUA THUOC
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Céc tac dung khong mong mudn duge phan nhom theo tan sudt: Rit thuong gip (ADR
> 1/10), thudmg gip (1/100 < ADR < 1/10), it gip (1/1000 < ADR < 1/100), hiém gip
(1/10 000 < ADR < 1/1000), rat hiém gip (ADR < 1/10 000):

Réi loan hé mién dich

- R4t hiém gip: Phan ng qué min nhu ngira, ndi may day, phét ban

Réi loan hé than kinh

- Rét hiém gip: Pau dau

Réi loan tiéu hoa

- it gap: Tiéu chay, nhuan trang nhe, budn ndn

- Hiém gép: Kho tiéu

- Rét hiém gap: Pau bung

Réi loan co xuong khép va mb lién két

- Ré4t hiém gap: Pau khép

Thong bdo ngay cho bdc sy hodc dwgc sy khi gdp cdc tdc dung khong mong muén
nhuw trén khi stz dung thudc hodc bdo cdo cdc phan ikng cé hgi ciia thubc vé Trung
tim Thong tin thubc va Theo déi phén irng cd hai clia thubc (ADR) Quéc Gia. Dia
chi: 13 - 15 Lé Thanh Téng - Hoan Kiém - Ha Ngi. Dién thoai: 024.3.9335.618; Fax:
024.3.9335642; Email: di.pvcenter@gmail.com

QUA LIEU VA CACH XU TRi

Khong co dit ligu vé sir dung thudc qua liéu, khong dung qua lidu chi dinh cia thudc.
Pidu tri qua liéu chi yéu 1a hd trg va diéu tri triéu ching.

DUQC LUC HQC

Nhém duoc 1y: Thube diéu tri bénh gan

ATC: AOSBAO3

Co ché tac dung

Hiéu qua diéu tri ciia thudc dua trén tic dung chéng oxy héa va anh hudng dén tinh thdm
clia mang té bao gan.

Céc vitamin nhém B déng vai trd nhu mot don vi chire nang trong qué trinh chuyén héa
trung gian. Thong qua anh hudng cua ching voi enzym dén qua trinh chuyén héa protein
va carbohydrat, cdc vitamin ndy d& dwgc chimg minh la c6 tac dung bao v€ gan trong
céac thi nghiém trén dong vét. Chung giip diy nhanh qua trinh phuc hdi nhu mo gan da

bi ton thurong. Mit khac, trong truomg hop bénh gan, ham lugng vitemin nhém B trong
mod gan bi giam dang k& (mét kha ning dy trir). Viéc bd sung vitamin nhém B, nhu

nhitng vitamin c6 trong thuéc nay, s& bu dép su thiéu hut trén.
DUQC PONG HQC

Hép thu
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Silymarin: Silymarin dugc hip thu 20-50% qua dudng tiéu hoa va c6 sinh kha dung thip
khi dung dudng udng.

Thiamin (Vitamin B1): Thiamin dirgc hép thu qua co ché van chuyén tich cyc & t4 trang,
hong trang va hoi trang.

Riboflavin (V itamin B2): Riboflavin dugc hip thu tir phin trén cia dudng tiéu héa. Tuy
nhién, su hép thu lién quan dén co ché véan chuyén tich cyc va mic 4o hép thu bi giéi
han béi thoi gian tiep xuc cua thudc véi niém mac rudt.

Nicotinamid: Nicotinamid dugc hdp thu dé dang qua dudng tiéu hoéa sau khi ubng. Co
ché hap thu & rut rat phic tap: & mirc hép thu cao, sy khuéch tan thy dong chiém uu
thé, trong khi & mure hép thu thip, s hép thu xay ra chii yéu théng qua khuéch tan thusn
lgi qua trung gian chit mang.

Pyridoxin hydroclorid (Vitamin B6): Pyridoxin dugc hép thu nhanh chéng qua dudng
rudt.

Acid pantothenic: Acid pantothenic dé dang dugc hép thu qua dudng tiéu hoa sau khi
uéng.

Cyanocobalamin (Vitamin B12): O nguoi khée manh, cyanocobalamin chi dugce hép thu
& muac do han ché va phu thudc vao néng dd cia “yéu t6 noi tai”. Mot pha’in vitamin B12
dwoc hap thu & dang tu do, nhung phén 16n chi duge hép thu sau khi lién két voi “yéu
t6 noi tai”.

Phén b

Khéng c6 thong tin cy thé.

Chuyén héa

S:lymarm Sau khi ubng, silymarin bi chuyén héa manh mé va dugc tim thdy trong nudc

tiéu dudi dang lién hop sulfo va glucuronyl, cho thdy ai lirc cao v6i cac enzyme pha II
ctia gan.

Thiamin (Vitamin B1): Sau khi hép thu qua niém mac rudt, thiamin duge vén chuyén
dén gan qua hé tun hoan tinh mach cira. Mot phan thiamin duqc hap thu s€ trai qua
vong tudn hoan gan-ruot Thiamin dugce chuyen hoéa thanh mot s chét chuyén héa, phan
I6n duoc bai tiét qua nudc tiéu, chu yéu 12 acid thiaminic va pyramin, cing v&i mot
luong nhé thiamin dang khéng dbi.

Riboflavin (Vitamin B2): Riboflavin dugc chuyén dbi thanh coenzym riboflavin-5-
phosphat (flavin mononuccleotid, FMN). FMN ciing duoc chuy?n d6i thanh mét
coenzym khéc, ﬂavm adenin dinucleotid (FAD). FMN va FAD phan b rong rii trong
céc md co thé, bao gdm ca té bao niém mac dudng tiéu héa, hdng ciu va gan. Riboflavin
duoc du trit voi sd lwgng han ché trong gan, lach, than va tim, chu yéu duéi dang FAD.
Trong méu, khoang 60% FAD va FMN lién két voi protein.
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Nf'corinam id: Nicotinamid dugc phan bd rong rdi trong cac mo co thé No dé dang dugce
hap thu vao mo va duge sir dung dé tdng hop cdc coenzym nicotinamid adenin
dinucleotid (NAD) va nicotinamid adenin dinucleotid phosphat (NADP). Gan déng vai
trd quan trong trong viéc diéu hda qua trinh chuyén hoéa nicotinamid. Pham vi binh
thuong ciia ndng do niacin toan phan hru hanh trong mau toan phén I3 3,5-7,0 mg/L.
Pyridoxin hydroclorid (Vitamin B6): Trong co thé, né dugc oxy héa thanh pyridoxal
hodc amid héa thanh pyridoxamin.

Piéu kién tién quyét dé hoat dong nhu mot coenzym la sy phosphoryl h6éa nhém CH,OH
Gvitri 5 (pyrido3(a1-5-phosphat, PALP). PALP lién két v6i protein trong méu gan 80%.
Pyridoxin chu yéu dugc du trit & co dudi dang PALP.

Acid pantothenic: Nong do pantothenat trong huyét thanh binh thuéng 1a 100 pg/mL
ho#c cao hon. Acid pantothenic phan bd rong rii trong cac md co thé, cht yéu dudi dang
coenzym A (CoA). Nong do cao nhét dugc tim thdy & gan, tuyén thuong than, tim va
than.

Cyanocobalamin (Vitamin B12): Sau khi hép thu tir dudong rudt, vitamin B12 trong
huyét thanh lién két v6i cac globulin beta lién két B12 (transcobalamin) va alpha 1 lién
két B12 diic hidu. Vitamin B12 dugc du trix chi yéu & gan. Thoi gian bén thai trong
huyét tuong khoang 5 ngdy, & gan khoang 1 nam.

Thai trir

Silymarin: Sau khi ubng, phin lorn silymarin duqc bai tiét qua mat va trai qua vong tudn
hoan gan - rudt. Silibinin chu yéu duge bai tiét qua than, trong khi cac chét chuyén hoa,
dic biét 1a lién hop sulfat va glucuromd xuat hién trong mat. Silibinin dugc bai tiét

trong khoang 24 gio & nguoi, tong lugng silibinin bai tiét qua mat 1a 20-40% liéu dung.
Chi ¢6 3-7% tdng liéu duge bai tiét qua than.

Thiamin (Vitamin Bl): San phém bai tiét chinh cia thiamin 14 acid thiamin carboxylic
va pyramin (2,5-dimethyl-4-aminopyrimidin) cung v6i mot luong nho thiamin khong
dbi.

Riboflavin (Vitamin B2): Chi khoang 9% riboflavin duoc bai tiét qua nudc tiéu dudi
dang khong d6i. Qua trmh bai tiét riboflavin dudng nhu bao gbm ca su bai tiét & 6ng

thén va qua trinh loc & cAu than. Khi lidu riboflavin ting 1én, luong thudc duéi dang
khong dbi duge bai tiét qua nuéce tidu ciing ting lén.

Nicotinamid: Nicotinamid dugc chuyén héa & gan thanh N-methylniacinamid, cac dan
xuit N-methyl hoa khac va acid nicotinic. Céc chét chuyén héa nay dugc bai tiét qua
nude tiéu.

Pyridoxin hydroclorid (Vitamin B6): San phdm bai tiét chinh 1a acid 4-pyridoxic.

Acid pantothenic: Khoang 70% liéu u6ng acid pantothenic dugc bai tiét qua nudc tiéu
duéi dang khong dbi va khoang 30% qua phan.
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Cyanocobalamin (Vitamin B12): Khi co thé dugc cung cip ddy da cobalamin, khoang
25% liéu 1 mg s& dugc bai tiét qua nudce tiéu trong vong 24 gid.

QUI CACH PONG GOI

Hop 1 vix 10 vién, hdp 2 vi x 10 vién, hdp 3 vi x 10 vién; Vi PVC/nhém.
PIEU KIEN BAO QUAN

Noi khd, tranh anh sang, nhiét d6 duéi 30°C.

HAN DUNG

36 thang ké tir ngay san xuét.

TIEU CHUAN CHAT LUQNG

Nha san xuét.

TEN, PIA CHi CUA CO SO SAN XUAT

Cong ty C6 phan Dugc Trung wong Mediplantex
Tru so: S 358 dudng Giai Phong, phudng Phuong Liét, quan Thanh Xuén, thanh phd
Ha Noi

San xudt tai: Nha may dugc phdm sé 2: Thén Trung Hau, xa Tién Phong, huyén Mé
Linh, thanh phé Ha Noi
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