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Thude ban theo don. Boc ki hedng d8n st dyng trude khi dung

Ketosteril, vién nén bao phim

Thanh phin

1 vién nén bao phim chira:

[R5)-3-methyl-2-oxovalenc acld BY mg
(- logue o OL-F , calcium-salt

4.methyl-2-oxovaleric acid 101 mg
{ © aue o fi i ‘. e caflt

2-oxo-3-phenylpropionic acid 68 mg
(c-keloanalogue to phenylafanine), calcium-salt

3-methyl-2-oxobutync acid B mg
{u-kek logue to valine), calcium sail
{RS}-2-hydroxy-4-methylthia-butyric acid 58 mg
(-hydroxyanatogue to OL-meathionine). calcium-salt

L-lysine acelata 105 mg
{ureng dureng véi 75 mo L-ysine

L-threoning 53mg
L-tryptophan 23mg
L-histidine 3B mg
L-yrosing 30 mg
Téng Nitrogen trong mdi vién 36 mg

Calcium trong mé vién 1,25 mmol a 50 mg
Ta duec: BSt ngd, crospovidone, talc, silca khan dang keo, magnesium
slearate, macregol 6000. quincline wang E104, basic butylated
methacrylate copolymer, tnacetine, tilanium dioxide E171, povidone,

Chi dinh

Phing tranh va ditu I bénh do rdi loan hode suy gidm co ché chuyén
ho# protein trong bénh suy than man, khi legng protein trong ché 4§ dn
bi han ché & mire durdi 40 gingay (déi vér nguéi Idn), Thuéng ehi dinh
cho cac pénh nhan cé mikc In¢ cu than (GFR) dudi 25 mi/phit.

Chéng chi dinh
B&nh nhan mdn cadm vai bt clr thanh phan nao cia thudc Bénh nhéan
bj tang canxi huyét. B&nh nhan bj rdi loan chuyén hod axit amin,

Liéu ding va cach ding

Méu khéng co chi dinh khac: ding 3 14n mot ngay. m&i l4n 4 - 8 vién,
ubng ngay irvdéc bla an, lidu nay ding cho ngudi I&n (cdn nang
khaang 70 kg). Khéng duge nhai vién thude,

Ding thude cling vai Ihire &n lam 1ang kha nang hap thu va chuyén hoa
cac axit amin €4 trong thanh phén thuse,

Chura co tai ligu nghién clry nada ndi vé vide sir dung thude nay cho tré
em,

Eutmg dung:

Ding qua duéng udng.

Thir gian ding thude.

Vign nén Ketostenl ¢ thé sir dung 1au dai néu mirc lnc cdu than (GFR)
dwon mirc 25 miiphil, ddng theri lrong protein trong ché d6 dn hang
ngay phai han ché dudi mire 40 g (36 véi ngurdi 1dn)

Thén trong

Cdn theo ddi thudng xuyén mirc canxi frong huyét thanh. Bam bao
cung cp ddy di calorie.

Hign vn chua cb dir liéu vé viéc ding thubc nay che bénh ahi. Than
trong khi s dung thuéc cho bénh nhan mac di foan chuydn hda
(phenylketonuria) of fruyén, vi trong thanh phdn cia thubc oo
phenylalaning

Cho y theo dfi ndng d§ phosphate trong huyét thanh néu Ketosteril
dugre ding déng then ven aluminium hydroxide,

Twrong tac thube

Viée difu Irj cong véi cac thulc chira canxi khac cd thé din dén lam
tang bénh Iy hodc 1ang quéa mirc ndng d6 canxi huyél thanh. Cac thude
tan ra cde hop chat kho hod tan vdi canxi (nhu letracycline, quinoline —
nhur ciprofloxacin va noloxacin ¢ing nhe cac thudc ¢é chira sél,
flouride hoac estramustine) khang nén ding cing lc véi Ketosterl dé
tranh |am anh hudng sy hép thu cac thanh phiin hoat chit. Théi gian
ding Kelosten| va cac thude nay nén cach nhau it nhat 2 gicr.

Néu khi sir dung Ketosten, néng 48 canxi huyél thanh tang, tinh trang
nhay ca3m véi cac glycoside co tac dang trén lim va ca nguy co mic
chimg loan nhip tim cing oo thé 13ng 1&n,

Do Ketosteril co tac dung cai thign tinh trang lam sang bénh uré huyl‘:’l
vigc diéu i néu ca bang aluminium hydroxyde cdn giam di, Cén -:.hu ¥
dén viée 13m giam ndng d phosphate Irang huyét thani, e

Sir dung & phu nir ¢ thai va cho con ba
Hién véin chua b di dir [iéu 13m sang vé viéc §
niF oo thai.

K&t qua cac nghién clru trén ding val chi ra
hurirng & hai dil ingc lidp hay gian Irép adi v
phii thai phat tnén tir truée ddn sau khi sinh,

Can than trong khi dang thuée cho phy nir co thai,
Hién chura co cac kinh nghiém s dung thude & phi nix cho con bu.

Anh hwéng dén kha nang 1i xe va van hanh may
S0 dung Kelosteril khéng lam anh hudng dén kha nang l& xe va van
hanh may.

Tac dung khéng mong mudn

Cac tac dung khiing mang mudn duge xac dinh nhu sau;

RAt thurémg xay ra (= 1/10)

Thuéng xay ra (= 1100 dén < 1110)

[t xdy ra {z 171,000 dén < 1/100)

Hidm xay ra (= 1/10.000 dén < 1/1.000)

RA&1 hiém xay ra {<1/10.000)

Khéng xac dinh (khang thé wrdc tinh tir cac d ligu cung cip).

Rétfoan chuyén hoa va dinh dudng:

RAt hidm xdy ra 18ng canx huyét,

Cén gidm lugng vitamin D cung cAp néu xdy ra hién tuong (Eng canxi
huydt. Néu mire canxl huydt vAn tang, cén gidm kdu ding Keloster
¢ling nhur cac thude trong thanh phan cé canxi khéc (xem muc Tueng
{ac thude).

Thing bdo cho bdc si cdc tac dung khéng mong mudn gip phii
khi str dung thude

Bic diém duge e hoc

MNhom dirge Iy didu ti: cac axit amin, bao ghm ca cac chudi axil amin
Ma ATC: VOBDD

Ketosterl ding @& cung cép dinh dirdng rong féu trj bénh than man
tinh

Vigc sir dung Ketosterl cho phép dia vao cac axit amin thiét yéy lrong
khi vdn dam bdo han ché dua vao cac axil amin cd niliogen.

Sau khi @n, cac keto-analogues va hydroxy-analogues dugc chuyédn
hoa béng cach i dyng amin ndi sinh tr cac axil amin khang thidt yéu,
do @5 lam gidm sy tao thanh uré do céc nhém amin d3 duoc tai sir
dung. Néng d& cac chit dde uré tich 1y do dé duoc glam xudng. Cac
axil ghe Keto va hydroxy khéng lam tang loc & voi cac nephron cén
Izi. Cac chél bd sung co Ketoacd co tac dung tich cyc tiong han ché
tinh trang tang phasphate va linh irang cuwéng giap thir cdp do than va
<on cai thign tinh trang Ioéng Aurong do than, Viée st dyng Ketostenl
két hop voi ché d9 &n gidm dam ciing ldm giam Iegng nitrogen duge
dira vao co thé nham tranh hau qua xéu do an khéng A0 dam va finh
frang suy dinh dudng.

B4c diém duoc dang hoc

Béng hot trong plasma cla cac axit amin va sir lich hep cla cac axil
amin trong cac dang chuyén héa da dugc xac dinh rd rang. Tuy nhién,
cAn lru y réng ¢ nhirng bénh nhan bi uré mau, si lhayI abi oo tinh chdt
1di loan ciia plasma khing duwe coi 1d phy thudc vdo wéc hép thu vao
co thé cdc axit amin (khi khdng cd van d& vé hdp thu), ma 1 do dang
hoc sau hap thu bj rdi loan & giai doan rat sém cia bénh.

Trén cac ca thé khoe manh, £ siF 1ang ndng 44 cla cic ketoacid trang
huydt thanh khodng 10 phil sau khi udng Ketosterl, Méng & cac
kelnacid nay dat mirc cao khodng g4p 5 1An cae hon so vdi lic dAu
Néng da dinh dat sau khodng 20 - 60 phat va ndng 46 binh thuemg Ik
131 £3u khodng D0 phiit. Sy hAp thu qua dwdng lidu hda do &9 rit nhanh
chong. Vige tang ddng thei ndng d6 keloacid va cac axit amin twon

zng frong huyét thanh cho thiy 1dc 06 chuyén hoa cac ketoacid 14 ral
nhanh, Theo con duéng chuyén héa 1 nhién céc ketoacd lrong co thé,
cac ketoacid cung cip ngoai sinh nhanh chong tham gia vao cac qua
trinh chuyén héa. Cac keloacid di theo con duang chugén héa nhw eae
amin khac. Hién vAn chira ca nghién ciru cu thé nao vé sy dao théi cac
ketoacid

Qud ligu
Chira co Inréng hop qua liéu nao dugc bao cao

Bao quan
Khang bao quan & nhiét 46 trén 30°C.
Bao quan thufle trong bao bi gfic. Gilr kin vithude g8 1ran| /

Han dung
3 nam ké tir ngay san xudt.

Leuy
Khéng dung Kelosterl 43 qua han sir dung. B& trdnh xa tAm véi cla tré
em. Boc ki hudng din sir dung trede khi dung. Néu can thém thang
tin, xin héi § kifn bac si.

Trinh bay
Hodp chira 100 vién nén bao phim duoc dong lrong 5 vi va boc trong tui
nhdm. MEi vi o 20 vién.

San xuit béi: BEWING FRESENIUS KABI PHARMACEUTICAL CO,, LTD.
Mo 2 Shuanggiao East Read, Chaoyang District, Beijing. China (Trung Quéc)

o yéu c:ﬁu cla: FRESENIUS KABI DEUTSCHLAND GMBH.
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