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Thude ban theo don. Boc ki huéng din sir dung truére khi ding.

Ketosteril
Vién nén bao phim

Thanh phéin

1 vién nén bao phim chira:

(RS)-3-methyl-2-oxevaleric acid 87 mg
(c-ketoanalogue to DL-isoleucine), calcium-salt

4-methyl-2-oxovaleric acid 101 mg
(c-ketoanalogue to leucine), caicium-salf

2-oxo-3-phenylpropionic acid 68 mg
(a-ketoanalogue to phenylalanine), calcium-salt

3-methyl-2-oxobutyric acid 86 mg
{a-ketoanalogue fo valine), calcium salt
(RS)-2-hydroxy-4-methylthio-butyric acid 59mg
{e-hydroxyanalogue to DL-methionine), calcium-sait

L-lysine acetate 105 mg
twong duong véi 75 mg L-lysine

L-threocnine 53mg
L-tryptophan 23 mg
L-histidine 38 mg
L-tyrosine 30mg
Téng Nitrogen trong méi vién 36 mg
Calcium trong mdi vién 1,25 mmol = 50 mg

Ta duoc: Bét ngd, crospovidone, talc, silica khan dang keo, magnesium
stearate, macrogol 6000, quinoline vang E104, basic butylated
methacrylate copolymer, triacetine, titanium dioxide E171, povidone

Chi dinh

Phang tranh va didu tri bénh do & loan hodc suy giam co ché chuyén
hoa protein trong bénh suy than man, khi lgng protein trong ché dé &n
bj han ché & mirc dudi 40 gingay (b1 véi ngudi 1on). Thuéng chi dinh
cho cac bénh nhian cé mirc loc cAu than (GFR) dudi 25 mifphit.

Chéng chi dinh
Bénh nhan min cam voi bét clr thanh phdn nao cda thube. Bénh nhan
bj t&ng canxi huyét B&nh nhan bj rdi loan chuyén hoda axit amin.

Lidu dung va cach dung

Néu khéng co chi dinh khac: dung 3 1&n mét ngay, mdi I14n 4 - 8 vién,
ubng ngay trudc bla an, lidu nay ding cho nguéi lén (can ning
khodng 70 kg). Khéng duoc nhai vién thubc.

Dung thudc cung véi thirc &n lam tang kha nang hép thu va chuyén héa
céc axit amin c6 trong thanh phan thuéc.

Chua co tal liéu nghién ciru nao noi v& viéc sir dung thudc nay cho tré
em

Buong dung:

Dung qua duwéng udng

Thei gian dung thude:

Vién nén Ketosteril co thé sir dung lau dai ndu mire loc cAu than (GFR)
duwéi mire 25 mifphit, ddng théi lwong protein trong ché dé an hang
ngay phdi han ché dudi mirc 40 g (adi voi ngudi Ién).

Than trgng

Cén theo déi thudng xuyén mirc canxi trong huyét thanh. Bam bao
cung cp dy du calorie.

Hién vaAn chwa co dir liéu v& viéc dung thude nay cho bénh nhi. Than
trong khi sir dung thudc cho bénh nhan méc rdi loan chuyén hoa
(phenylketonuria) di truydn, vi trong thanh phin cia thubc co
phenylalanine.

Chua y theo d&i ndng d6 phosphate trong huyét thanh néu Ketosteril
duoc dung ddng thén véi aluminium hydroxide.

Twong tac thudc
Viéc didu tri cung véi cac thudc chira canxi khac cé thé din dén lam
tang bénh Iy hodc tang qua mirc ndng d6 canxi huyét thanh. Cac thudc
tao ra cac hop chét khé hoa tan véi canxi (nhur tetracycline, quinoline —
nhu ciprofloxacin va norfloxacin ciing nhu céc thubc cé chira sét,
flouride hodc estramustine) khang nén dung cung luc voi Ketosteril dé
tranh lam anh huéng sy hdp thu cac thanh phan hoat cht. Théi gian
ding Ketosteril va cac thuéc nay nén cach nhau it nhit 2 gié:.

Néu khi sit dung Ketosteril, ndng d& canxi huyét thanh téng, tinh trang
nhay cam véi cac glycoside cb tac ddng trén tim va ca nguy co méc
chirng loan nhip tim cing ¢o thé tang 1én.

Do Ketosteril co tac dung cdi thién tinh trang 1dm sang bénh uré huyét,
viéc didu tri néu cé bang aluminium hydroxyde cin giam di. Can chu y
aén viéc lam giam ndng dé phosphate trong huyét thanh.

Str dung ¢ phy nir ¢6 thai va cho con bd

Hién van chua co da dir liéu 1am sang vé& viéc sir dung Ketosteril &
nir cé thai.

AN

K&t qua cac nghién ciru trén déng vat chi ra Ketosteril khong cé cac anh
huéng ¢ hai du tryc tidp hay gian tidp ddi véi vigc mang thai, qua trinh
phéi thai phat trién tir trrge dén sau khi sinh.

C4n than trong khi dung thude cho phu niy co thal.

Hién chura cé céc kinh nghiém sir dung thudc & phu ni¥ cho con ba.

Anh hwéng dén kha nang 14i xe va van hanh may

Str dung Ketosteril khéng lam anh huwéng dén kha néng lai xe va van
hanh may.

Tac dung khéng mong muén

Cac tac dung khéng mong mudn duoc xac dinh nhu sau:
Ré&t thuéng xdy ra (> 1/10)

Thuérng xay ra (= 1/100 dén < 1/10)

it xay ra (= 1/1000 dén < 1/100)

Hiém xdy ra (= 1/10.000 dén < 1/1000)

RA&t hiém xay ra (<1/10.000)

Khéng xac dinh (khéng thé wée tinh tir cac dir liéu cung cip).

Réi loan chuyén hda va dinh dudng:

RA&t hidm xay ra: tang canxi huyédt.

Cén gidm Iugng vitamin D cung c4p ndu xay ra hién trong tang canxi
huyét, N&u mirc canxi huyét van ting, cin gidm lidu ding Ketosteril
ciing nhu cac thude trong thanh phdn ¢é canxi khac (xem muc Tuong
tac thudc).

Théng béo cho béc si céc téc dung khéng mong muén gap phdi
khi str dung thudc,

Bac diém dwgre e hoc

Nhém duwoc hdidu te; cac axit amin, bac gdm ca cac chudi axit amin
M& ATC: VOBDE
Ketosteril ding
tinh.

Viée sir dung Ke 0 phép dua vao cac axit amin thiét yéu trong
khi vAn dam bao Han/&fé dua vao cac axit amin cé nitrogen.

Sau khi &n, cac keto-analogues va hydroxy-analogues duoc chuyén
hoa bing cach sir dung amin ndi sinh tlr cac axit amin khong thiét yéu,
do d6 lam gidm sy tao thanh uré do cac nhém amin da duoc tai st
dung. Néng a6 cac chét déc uré tich Iy do dé duoc gidm xudng, Cac
axit gbc Keto va hydroxy khéng lam t&ng loc déi véi cac nephron can
lai. Cac chét bd sung co Ketoacid co tac dung tich cyc trong han ché
tinh trang tang phosphate va tinh trang cuéng giap thir cdp do than va
con cdi thién tinh trang lodng xwong do thén, Viéc sir dung Ketosteril
két hop véi ché dd &n gidm dam ciing lam gidm Ilvong nitrogen duoc
dua vao co thd nhadm tranh hau qua xdu do an khdng A4 dam va tinh
trang suy dinh dudng.

duwrirng trong didu tri bénh than man

Dac diém dwec ddng hoc

Béng hoc trong plasma clia cac axit amin va sy tich hgp cla cac axit
amin trong cac dang chuyén héa da duoc xac dinh 18 rang. Tuy nhién,
cén lvu y rng & nhirng bénh nhan bj uré mau, sy thay adi cé tinh chét
rdi loan clia plasma khong dugc coi la phu thubc vao viéc hip thu vao
co thé cac axit amin (khi khéng co vén @& v& hdp thu), ma la do déng
hoc sau hap thu bj réi loan & giai doan rit sékm cia bénh.

Trén cac ca thé khoe manh, cé sy tang ndng dé cla cac ketoacid trong
huyét thanh khoang 10 phut sau khi udng Ketosterl. Néng dé cac
ketoacid ndy dat mirc cao khodng gdp 5 [An cao hon so véi lic du
Néng @b dinh dat sau khodng 20 - 60 phit va ndng dd binh thuéng trér
lai sau khoang 80 phut. Sy hap thu qua duéng tiéu hda do @6 rdt nhanh
chong. Viéc tang ddng théi ndng do ketoacid va céc axit amin twong
rng trong huyét thanh cho thAy tdc d6 chuydn hoa cac ketoacid la rat
nhanh. Theo con duwéng chuyén hda ty nhién cic ketoacid trong co thé,
céc ketoacid cung cAp ngoai sinh nhanh chéng tham gia vdo cac qua
trinh chuydn héa. Cac ketoacid di theo con duéng chuydn héa nhu cac
amin khac. Hién vn chura cé nghién clru cu thé nao vé sy dao thai cac
ketoacid,

Qué lidu
Chura 6 truréng hop qua lidu ndo duoc bac céao.

Bdo quan
Khéng bao quan & nhiét 45 trén 30°C
Bao quan thudc trong bao bi gbe. Gilr kin vi thuée @& tranh dm.

Han dang
3 nam ké tir ngay san xult

Lwu y

Khéng dung Ketosteri da qua han st dung. £ tranh xa tAm véi cla tré
em. Boc ky huéng din si dung trwde khi dung Néu cin thém thong
tin, xin hoi y kién bac si.
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