| KETOVIN

/ “Thubec nay chi dung theo don thude”
“P¢ xa tam tay tré em”

“Poc ki hwéng din si dung trwée khi ding”
1. Thanh phén cong thirc ciia thube:

M&i vién nén bao phim chta:

Thénh phan dwec chat:

Calci-3-methyl-2-oxovalerat (a-Ketoanalogue to isoleucin, mudi calei) ......ooeeininn. 67 mg
Calci-4-methyl-2-oxovalerat (a-ketoanalogue to leucin, mudi calei) ....vevvvvniinin... 101 mg
Calci-2- oxo-3-phenylpropionat (a-ketoanalogue to phenylalanin, mudi calci)............. 68 mg
Calci-3-methyl-2-oxobutyrat (o-ketoanalogue to valin, mudi calei) ..oveerneeineeineeenne 86 mg
Calci-DL-2-hydroxy-4-methylthiobutyrat (o-hydroxyanalogue to methionin, mudi calci)
........................................................................................................... 59 mg
L-lysin acetat (twong duwong 75 mg L-lysin) .......ooooiiiiiiii 105 mg
L tHT@OMIAIL o viisisssesnesssmnesasenassserssersssvssosenssanssssestrsnssssnssmmnssoenessessssnsosss 53 mg
R 103 VYo TR TR ERTRERTTS 23 mg
BTSN = it e oo S e s WA R A R A e AT ATV RS 38 mg
I 01 R T R PTTRIPRTILR 30 mg
TONE IHONE MIOAVIEIL .. ..vvvveeeeeeeieeee ettt eeeeiaiie e e e ieeee e e e 36 mg
TOng Irong CAlCI/VABN: .....u.ueerercrurronnumssnensssmnsisssssssasansssasissasasnin 1,25 mmol = 0,05 g

Théanh phdn té duoe: Cellulose vi tinh thé, crospovidon, natri croscarmellose, PVP K30, PVP
K90, colloidal silicon dioxid, magnesi stearat, amino methacrylat copolyme, PEG 6000, talc,
titan dioxid, vang tartrazin lake vira @l.......ccoooeieniiiniinnii e 1 vién.
2. Dang bao ché:

Dang bao ché: Vién nén bao phim

M5 ta dang bao ché: Vién nén bao phim, hinh caplet, mau vang, thanh va canh vién lanh lan.
3. Quy cach dong goi:

Hop 1 tii nhém x 10 vi x 10 vién.

4. Chi dinh:

Phong tranh va diéu trj bénh do réi loan hoic suy giam co ché chuyén héa protein trong bénh
suy thdn man, khi lugng protein trong ché do an bi han Che & mue dudi 40 g/ngay (déi véi
ngum 16n). Thudng chi dinh cho céc bénh nhéan c6 mue loc ciu than (GFR) dudi 25 ml/phit.
5. Liéu dung - cdch diing:

Liéu diing:

Ngudi lom (cdn ndng khoang 70 kg):

Néu khong ¢6 chi dinh khéc: 3 lan/ngay, 4 - 8 vién/lan.

Tré em:

Chua c6 tai liéu nghién ctru nao noi v& viée str dung thude nay cho tré em.

Cach ding:

Duong ding:

Dung qua dudng udng. Khong duge nhai vién thube. Ubng thude ngay trude bita an. Ding
thubc cing vai thire an lam tang kha nang hdp thu va chuyén hoa céc acid amin co trong
thanh phan thude.
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Thoi gia

Vién n¢ " dung 1au dai néu muc loc cdu thin (GFR) dudi mirc 25 ml/phut,
L s COPHAN - 1|

dong th q%:pm{gm B g ché d6 an hang ngay phai han ché dudi murc 40 g (601 vOi nguoi

16m). y/

- Bénh nhéan voi bt cir thanh phén nao cua thude.

- Bénh nhan b ting calci huyét.

- Bénh nhan bi r6i loan chuyén hoé acid amin.

7. Cénh bdo va théin trong khi ding thude:

- Cin theo ddi thudmg xuyén mire calcei trong huyét thanh. Dam bao cung cip day du calo.

- Hién van chua co dir liéu vé viée ding thude nay cho bénh nhi. Than trong khi st dung
thudc cho bénh nhin méc rdi loan chuyén hoa (phenylketonuria) di truyén, vi trong thanh
phin cua thude co phenylalanin.

- Chi ¥ theo ddi ndng do phosphat trong huyét thanh néu Ketovin duge diung déng thoi véi
nhoém hydroxid.

Canh bdo ta duoc:

San phim co chira vang tartrazin: c6 thé gdy cac phan tmg dj tng.

8. Sit dung thude cho phu ni¥ ¢6 thai va cho con bi:

St dung thudc cho phy ni cé thai:

Hién vin chua cé du dix liéu 1am sang vé viée sir dung Ketovin & phu nit ¢6 thai.

Két qua cac nghién ciru trén dong vit chi ra san phém c6 chira cdc hoat chit nay khong c6 cac
anh huong c6 hai du truc tiép hay gian tiép d6i véi viée mang thai, qud trinh phéi thai phét
trién tlr trude dén sau khi sinh.

Can thén trong khi dimg thude cho phu nir ¢6 thai.

Sir dung thudc cho phu niv che con bii:

Hién chua c6 céc kinh nghiém vé sir dung thude & phu nit cho con bu.

9. Anh hwéng caa thudc 1én kha ning lii xe, vin hanh may mée:

Sir dung Ketovin khéng lam anh huéng dén kha ning 14i xe va van hanh may méc.

10. Twong tac, twong ky cia thude:

- Viéc diéu tri cling véi cdc thude chita calei khéc cé thé din dén lam tang bénh ly hodc ting
qua mirc néng d6 calei huyét thanh. Cac thude tao ra cdc hop chit kho hoa tan véi calei (nhur
tetracyclin, quinolin - nhu ciprofloxacin va norfloxacin ciing nhu céc thudc cé chira sit,
flourid hodic estramustin) khéng nén ding cing ltc véi Ketovin dé tranh lam anh huéng su
hép thu cdc thanh phan hoat chit. Thai gian ding Ketovin va cée thude nay nén céch nhau it

nhat 2 gio.

- Néu khi st dung Ketovin, néng dé calci huyét thanh tang, tinh trang nhay cam véi cac
glycosid co tac dong trén tim va ca nguy co mic chimg loan nhip tim ciing cé thé ting Ién.

- Do Ketovin c6 tac dung cai thién tinh trang 1dm sang bénh uré huyét, viée didu tri néu cé
bing nhém hydroxid cén giam di. Can chi y dén viée lam giam ndng d¢ phosphat trong huyét
thanh.

11. Tdc dung khong mong mudn caa thuée (ADR):

Céc tac dung khong mong mudn duge liét ké duéi ddy theo nhém co quan hé théng va loai
tdn suét. Céc loai tén sudt duoc xac dinh 12 rit thudng gip (ADR > 1/10), thuong gép (1/100 <
ADR < 1/10), it gap (1/1000 < ADR < 1/100), hiém gip (1/10000 < ADR <1/1000), rét hiém
odp (ADR < 1/10.000) va khéng xdc dinh (khéng thé udc tinh tir dit lidu cé sén). Trong mdi
nhdom, cic phan g cé hai duge trinh bay theo thir ty giam dén muc dd nghiém trong.
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cép néu xay ra hién tuong ting calci huyét. Néu mirc calci
gmg Ketovin ciing nhu céc thube trong thanh phéan co calci
Bdo cdo tic dung ong muon:
Viée bao cdo tdc dung khéng mong mudn sau khi thudc duge luu hanh 13 quan trong, gitp
tiép tuc theo dai loi ich va nguy co khi st dung thudc. Nhén vién y t& can bdo céo bat ky tac
dung khéng mong mudn nao cta thude theo hé thong béo céo qube gia.
“Théong bdo ngay cho bdc sy hodc dugce sy
nhing phdn wng co hai gdp phdi khi sie dung thube”

12. Qua licu va cdch xir tri:
Khong co dit lidu vé sir dung thude qua lidu, khong dung qua lidu chi dinh cta thude. Trudng
hop st dung thudc qué lidu, cin tich cuc theo doi dé c6 bién phép xir tri kip thoi

13. Piic tinh duwge Iwe hge:
Ma ATC: VO6DD
Nhom duge ly: céce acid amin, bao gf"Jm ca cac chudi acid amin
Viéce sir dung Ketovin cho phép dua vao cac acid amin thiét yéu trong khi vin dam bao dua
vao cac acid amin cé nitrogen.

Sau khi 4n, cac keto-analogues va hydroxy-analogues dugc chuyén hoa bang cach sir dung
amin ndi sinh tir cdc acid amin khong thiét yéu, do dé lam giam sy tao thanh uré do cdc nhém
amin da duoc tai sir dung. Néng d@ céc chit doc uré tich lity do d6 dugc giam xubng. Cac
acid gdc Keto va hydroxy khong lam ting loc dbi v6i cac nephron con lai. Céac chit bd sung
¢6 Ketoacid ¢6 tac dung tich cuc trong han ché tinh trang ting phosphat va tinh trang cudng
gidp thir cdp do than va con cai thién tinh trang lodng xuong do thin. Viée sir dung Ketovin
két hop v&i ché d6 4n giam dam ciing lam giam lugng nitrogen duge dua vao co thé nham
tranh hau qué x4u do 3n khong du dam va tinh trang suy dinh dudng.

14. Pac tinh duwge dong hoc:
Pong hoc trong huyét twong clia cic acid amin va sy tich hop cia céc acid amin trong céc
dang chuyén hoa da dugc xac dinh ré rang. Tuy nhién, cin lwu ¥ rdng & nhimg bénh nhan bi
ting uré mdu, su thay ddi ¢ tinh chét rdi loan cta huyét tuong khong duoc coi la phu thuge
vao viée hdp thu vao co thé cac acid amin (khi khéng co vén dé vé hip thu), ma la do dong
hoc sau hip thu bi rdi loan & giai doan rit sém cua bénh.
Trén céc ca thé khoe manh, co su ting ndng do cta céc ketoacid trong huyét thanh khoang 10
phit sau khi uéng Ketovin. Nong dé céc ketoacid nay dat mic cao khoang gép 5 lan cao hon
so v6i lue ddu. Nong dé dinh dat sau khoang 20 - 60 phit va ndng do binh thudng trd lai sau
khoang 90 phut. Su hdp thu qua dudng tiéu héa do do rit nhanh chéng. Viéc tang ddng thoi
ndng do ketoacid va céc acid amin twong Umg trong huyét thanh cho thay tbc do chuyén héa
cic ketoacid 1a rit nhanh. Theo con duong chuyén hoa tu nhién céc ketoacid trong co thé, céc
ketoacid cung cdp ngoai sinh nhanh chéng tham gia vao cac qua trinh chuyén héa. Céc
ketoacid di theo con dudng chuyén héa nhu cac amin khéc. Hién van chua c6 nghién ciru cu
thé nao vé su dao thai cac ketoacid.

15. Piéu kién bdo quan, han dung, titu chuin chét hrong ciia thude:
Diéu kién bio quan: Noi kho réo, khong qua 30 °C, tranh énh séng.
Han dimg: 24 thang ké tir ngdy san Xudt

Tiéu chuin chat liwong: TCCS
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