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1. Thanh phén céng thire ciia thude:

Mai vién nén bao phim chua:

Thénh phdn dioe chit:

Calci-3-methyl-2-oxovalerat (a-Ketoanalogue to isoleucin, mudi calci) ..ooiivvieenn, 67 mg
Calci-4-methyl-2-oxovalerat (o-ketoanalogue to leucin, mubi calei) .oooovveeiiiiiiennn.... 101 mg
Calci-2- oxo-3-phenylpropionat (o-ketoanalogue to phenylalanin, mudi calei)............. 68 mg
Calci-3-methyl-2-oxobutyrat (a-ketoanalogue to valin, mudi calei) ................c.ee.e....86 mg
Calci-DL-2-hydroxy-4-methylthiobutyrat (o-hydroxyanalogue to methionin, mubi calci)
......................................................................................................... 59 mg
L-lysin acetat (tuong dirong 75 mg L-lysin) ...ooooiviiiiiiiiiiiinini., 105 mg
140 )1 RPN ———— O 53 mg
B o 1) () -1« L 23 mg
S n 1o 1 T D 38 mg
| B3 (31« L OO PU T RTCITI Y 30 mg
Tt T DIBIVEBIL o cxnsssninsunntnsesssmssenssnn nes snvansansbision sn s aiva bsshsinn dnseasasssas 36 mg
Tong Tromg Calci/VIN: .....ooeivveeiiieiiiiieie e 1,25 mmol = 0,05 g

Théanh phén ta duoc: 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 dil........cooviinniinni 1 vién.
2. Dang bao ché:

Dang bao ché: Vién nén bao phim

M& ta dang bao ché: Vién nén bao phim, hinh caplet, mau vang, thanh va canh vién lanh lan.
3. Quy cich dong géi:

Hop 1 tii nhém x 10 vi x 10 vién.

4, Chi dinh:

Phong tranh va diu trj bénh do réi loan hodc suy giam co ché chuyén héa protein trong bénh
suy thidn man, khi lugng protein trong ché d6 an bi han che o muc dudi 40 g/ngay (d6i voi
ngum 16n). Thuémg chi dinh cho cac bénh nhén c6 mic loc ciu than (GFR) duéi 25 ml/pht.
5. Li¢u dung - ¢dch diing:

Liéu ditng:

Ngudi lom (cdn nang khoang 70 kg):

Néu khong ¢6 chi dinh khéc: 3 1an/ngay, 4 - 8 vién/lan.

Tré em:

Chura ¢6 tai li¢u nghién ctru ndo néi vé vige sir dung thude nay cho tré em.

Cach ding:

Durdong ding:

Dung qua dudng udng. Khéng duoc nhai vién thube. Ubng thuéc ngay trude bira dn. Ding
thude cung véi thire dn lam ting kha ning hép thu va chuyén hoa cac acid amin cé trong
thanh phan thude.
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- Bénh nhan V01 bat cir thanh phéan nao cia thude.

- Bénh nhan bi tang calci huyél.

- Bénh nhén bi rdi loan chuyén hoa acid amin.

7. Cinh bso va thin trong khi diung thude:

- Cén theo ddi thudng xuyén mire calci trong huyét thanh. Dam bao cung cip day du calo.

- Hién vén chua c6 dir lidu vé viée ding thudc nay cho bénh nhi. Than trong khi sir dung
thudc cho bénh nhin méc rdi loan chuyén héa (phenylketonuria) di truyén, vi trong thanh
phin cua thude ¢6 phenylalanin.

- Chi ¥ theo doi ndng dd phosphat trong huyét thanh néu Ketovin dugc ding déng thoi véi
nhom hydroxid.

Canh bdo ta duoc:

San phdm cd chira vang tartrazin: c6 thé gy cac phan tmg di ing.

8. Str dung thube cho phu nir ¢6 thai va cho con bu:

Sir dung thubc cho phu nie cé thai:

Hién vin chua c6 du dix liéu 14m sang vé viée sir dung Ketovin & phu nit ¢é thai.

Két qua cac nghién ciru trén dong vét chi ra san phdm c6 chira cac hoat chét nay khong cé cic
anh huong ¢6 hai du truc tiép hay gian tiép d6i véi viéc mang thai, qua trinh phdi thai phét
trién tir truée dén sau khi sinh.

Cén than trong khi diing thudce cho phu nir ¢é thai.

Sir dung thudc cho phu nit che con bi:

Hign chua ¢6 céc kinh nghiém vé sir dung thude & phu nit cho con bu.

9. Anh huwéng cia thube 1én kha ning ldi xe, vin hanh may méec:

Str dung Ketovin khong lam anh huéng dén kha nang lai xe va van hanh may moéc.

10. Twong tic, twong ky caa thude:

- Viéce diéu tri cling v&i cde thude chira calei khéc cé thé din dén lam tang bénh 1y hodc ting
qué mirc néng do calei huyét thanh. Céc thude tao ra céc hop chét khé hoa tan véi calci (nhur
tetracyclin, quinolin - nhu ciprofloxacin va norfloxacin ciing nhu céc thudc co chira sét,
flourid hodc estramustin) khéng nén ding cing lic v6i Ketovin dé tranh lam anh hudng su
hép thu cac thanh phan hoat chit. Thoi gian diing Ketovin va cac thude nay nén cch nhau it
nhét 2 gid.

- Néu khi st dung Ketovin, ndng dé calci huyét thanh ting, tinh trang nhay cam véi céc
glycosid c6 tac dong trén tim va ca nguy co mic chimg loan nhip tim cfing cé thé tang lén.

- Do Ketovin ¢6 tdc dung cai thién tinh trang ldm sang bénh uré huyét, viée didu trj néu co
bing nhém hydroxid cén gidm di. Cin chi y dén viée lam giam nong dd phosphat trong huyét
thanh.

11. Tac dung khong mong mudn cia thube (ADR):

Céc tac dung khong mong mubn duge liét ké dudi day theo nhém co quan hé théng va loai
tAn sut. Céc loai tin suit dugce xdc dinh 14 rit thuong gip (ADR > 1/10), thudng gip (1/100 <
ADR < 1/10), it gap (1/1000 < ADR < 1/100), hiém gap (1/10000 < ADR <1/1000), rat hiém
odp (ADR < 1/10.000) va khéng xac dinh (khéng thé ude tinh tir dix ligu c6 sén). Trong méi
nhom, cdc phan Gng c6 hai duge trinh bay theo thi tu giam dan mac do nghiém trong.
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Bdo cdo tdac dung
Viée bdo cdo tde dung khéng mong mudn sau khi thudc duge hru hanh 12 quan trong, gitp
tiép tuc theo ddi loi ich va nguy co khi sir dung thude. Nhan vién y t& cin béo cdo bat ky tac
dung khéng mong mudn nao cia thude theo h¢ thong bao cdo qubc gia.

“Théong bdo ngay cho bdc sy hodc duge sy

nhing phin ving cd hai gap phai khi sw dung thude”
12. Qud litu v cdch xir tri:
Khéng ¢6 dir liéu Vvé sir dung thude qua liéu, khong dung qué lidu chi dinh cia thude. Trudmg
hop st dung thudc qué lidu, can tich cyc theo doi dé co bign phap xir tri kip thoi
13. Piic tinh duwoe lye hoe:
Ma ATC: VO6DD
Nhém duoe 1y: céc acid amin, bao gdm ca cac chudi acid amin
Viée str dung Ketovin cho phép dua vao cac acid amin thiét yéu trong khi vin dam bao dua
vao cac acid amin c6 nitrogen.
Sau khi an, cdc keto-analogues va hydroxy-analogues duge chuyén hoa bang céch sir dung
amin ndi sinh tir cac acid amin khéng thiét yéu, do dé lam giam sy tao thanh uré do cac nhém
amin di duoc téi sir dung. Nong do cdc chét doc uré tich lily do @6 duge giam xuéng. Cac
acid gbe Keto va hydroxy khong lam tang loc dbi véi cée nephron con lai. Céc chit bd sung
¢ Ketoacid ¢ tac dung tich cuc trong han ché tinh trang tang phosphat va tinh trang cudng
giap thir ¢dp do than va con cai thidn tinh trang loing xwong do thén. Viéc sir dyng Ketovin
két hop véi ché do an giam dam ciing 1am giam luong nitrogen dugce dua vao co thé nhim
tranh hdu qua x4u do dn khong di dam va tinh trang suy dinh dudng.
14. Piic tinh dwge dong hoe:
Pong hoe trong huyét tuong clia cc acid amin va su tich hop clia céc acid amin trong céc
dang chuyén hoa da dwoc xac dinh rd rang. Tuy nhién, cin luwu § ring & nhimg bénh nhan bi
tang uré méu, su thay déi cé tinh chét ri loan cia huyét tuong khong duoc coi la phu thuge
vao viée hip thu vao co thé cac acid amin (khi khong c6 vén dé vé hap thu), ma la do dong
hoc sau hip thu bi rdi loan & giai doan rit sém ctia bénh.
Trén céc ca thé khoe manh, e su ting ndng d6 cua cdc ketoacid trong huyét thanh khoang 10
phit sau khi udng Ketovin. Nong dé céc ketoacid nay dat mic cao khoang gép 5 lan cao hon
s0 v6i lic ddu. Nong do dinh dat sau khoang 20 - 60 phiit v ndng dd binh thudng trd lai sau
khodng 90 phit. Sy hdp thu qua dudng tiéu héa do d6 rt nhanh chéng. Viée tang dong thoi
nong dj ketoacid va céc acid amin tuong mg trong huyét thanh cho thiy tdc do chuyén hoa
cic ketoacid 1a rit nhanh. Theo con dudng chuyén héa tu nhién céc ketoacid trong co thé, céc
ketoacid cung cdp ngoai sinh nhanh chéng tham gia véo cdc qua trinh chuyén héa. Céc
ketoacid di theo con dwomg chuyén hoa nhu cac amin khdc. Hién vén chua c6 nghién ciru cu
thé n2o vé su dao thai cac ketoacid.
15. Diéu kién bio quéin, han ding, tiéu chuiin chit hrgng ciia thube:
Diéu ki¢n bio qudn: Noi kho rdo, khéng qua 30 °C, tranh dnh sang.
Han dimg: 24 théng ké tir ngdy san Xut
Tiéu chudn chit lwpng: TCCS
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