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TO HPONG DAN SU DUNG THUOC:

Rx — Thudc nay chi dung theo don thuée.

FOSACAL

Vién nén bao phim

Pé xa tam tay tré em.
DPoc k§ huéng dan st dung triée khi diing.

THANH PHAN CONG THU'C THUOC:
M&i vién nén bao phim chtra:

Thanh phan hoat chét:
Calcium-3-methyl-2-oxovalerate............cccoeeveeeeeiiiceeeeeee e 67 mg
(D, L-alpha-ketoisoleucine, calcium salt)
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Calcium-4-methyl-2-oxovalerate.............ccccoiiiiiiiiiiiiieeeeee 101 mg
(Alpha-ketoleucine, calcium salt)
Calcium-2-0x0-3-phenylpropionate..........cccceeeivinimisreiesieer e 68 mg
(Alpha-ketophenylalanine, calcium salt)
Calcium-3-methyl-2-oxobutyrate............coooviiiiiniiee s 86 mg
(Alpha-ketovaline, calcium salt)

Calcium-DL-2-hydroxy-4-(methylthio) butyrate.............cccccoeiviiininenn, 59 mg
(D, L-alpha-hydroxymethionine, calcium salt)

L-Lysine acetate...........ccoooimiiiiiiiie e 105 mg
L-Threonine..........cccocvveieiiiiieniininnns R AR AR A R 53 mg
S [ 1) 2 L T o T 23 mg
LHISHAING o e e e e e e 38 mg
I Y (o T=1 o = OO 30 mg
IRTEEY BN [UEVREN oo o s o i e 36 mg
CalCi tOAN PhAN ... 1,25 mmol = 50 mg

Thanh phéan ta duorc:
Pregelatinized maize starch, macrogol 6000, croscarmellose sodium, povidone
K29/32, colloidal silicon dioxide, talc, magnesium stearate, microcrystalline
cellulose 112, hydroxypropyl methylcellulose 606, sepifilm LP 770, titanium
dioxide, mau quinoline yellow dye.

DANG BAO CHE:
Vién nén bao phim.

MO TA SAN PHAM:
Vién nén dai bao phim mau vang, hai mat tron.
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CHI BINH:

Phong tranh va diéu tri bénh do réi loan hodc suy gidam co ché chuyén héa protein

trong bénh suy than man, khi lwgng protein trong ché dd an bi han ché & mirc

dwdi 40 g/ngay (déi véi nguwdi Ién). Thweng chi dinh cho cac bénh nhan ¢ mirc
loc ciu than (GER) dwéi 25 mi/phut.

CACH DUNG, LIEU DUNG:

Cach duang:

- Pwong ding: Pwdng udng.

- Thoi gian ding thuéc: Vién nén bao phim Fosacal c6 thé st dung lau dai néu

murc loc cdu than (GFR) < 25 ml/phut, ddng thdi lwgng protein trong ché dd &n

hang ngay phai han ché dwéi mirc 40 g (d6i v&i ngudi Ién).

Lieu ding:

- Néu khéng c6 chi dinh khac: 4 — 8 vién x 3 1an/ngay, udng ngay bira &n, lidu
duing nay dung cho ngwei I6n (can néng khoang 70 kg). Udng nguyén vién thube,
khéng dwoc b, nhai hay nghién ra.

- Dung thudc cling vé&i thirc &n lam tang kha nang hép thu va chuyén héa cac acid
amin co trong thanh phan thudc.

- Chuwa c6 tai liéu nghién clru nao néi vé viéc s dung thuéc nay cho tré em.

CHONG CHIi BINH:

- Bé&nh nhan man cam véi bat ky thanh phan nao cuda thube.

- Bénh nhan bj téng calci huyét.

- Bénh nhan bi réi loan chuyén héa acid amin.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

- Can theo d&i thuwdrng xuyén mirc calci trong huyét thanh. Dam béo cung cap day
du calori.

- Hién van chwa cé di liéu vé viéc dung thudc nay cho bénh nhi. Than trong khi
st dung thudc cho bénh nhan mac réi loan chuyén hoéa (phenylketonuria) di
truyén, vi trong thanh phan ctia thuéc c6 phenylalanine.

- Chu y theo d&i ndng dd phosphate trong huyét thanh néu Fosacal dwoc ding
déng thei véi nhém hydroxide.

S’ DUNG THUOC CHO PHY N(¥ CcO THAI VA CHO CON BU:
St dung thudc & phu ni c6 thai:

Hién van chwa cd du di liéu lam sang vé s dung Fosacal & phu niv cé thai, chi

nén dung thudc néu loi ich vwet tréi so véi nguy co. Két qua cac nghién clwu trén

dong vat chi ra Fosacal khéng cé cac anh hwéng ¢6 hai du trye tiép hay gian tiép
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dbi véi viec mang thai, qua trinh phoi thai phat trién tir trwéc dén sau khi sinh.

Than trong duing thuéc cho phu nir ¢c6 thai.

St dung thuée & phu ni¥ cho con bi:

Hién chwa c6 cac kinh nghiém s dung thubc & phu ni¥ cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
St dung Fosacal khéng lam anh hwéng hodc anh hwéng khéng dang ké dén kha
nang lai xe va van hanh may maoc.

TUONG TAC, TWONG KY CUA THUOC:

Twong téc cua thudc:

- Viéc diéu trj cing vé&i cac thude chiva calci khac co thé dan dén lam téng bénh
ly hodc tdng qua mirc ndng dd calci huyét thanh. Céac thudc tao ra cac hop chét
khé hoa tan v&i calci nhw tetracycline, quinolone nhw ciprofloxacin va norfloxacin
cling nhw cac thube c6é chira sét, fluoride, hodc estramustine khéng nén dung
cung luc véi Fosacal dé tranh lam anh hwdng dén sw hap thu cla cac thanh
phan hoat chat. Thei gian diing Fosacal va cac thudc nay nén cach nhau it nhét
2 gio.

- Néu khi st dung Fosacal, ndng dé calci huyét thanh tang, tinh trang nhay cam
v&i cac glycoside cé tac ddng trén tim va ca nguy co mac chirng loan nhip tim
cling co thé tang lén.

- Do Fosacal c6 tac dung cai thién tinh trang 1am sang bénh urea huyét, viéc diéu
tri c6 mat nhom hydroxide can gidm di. Can chd y dén viéc lam gidm ndng do
phosphate trong huyét thanh.

- P& tranh twong tac gitra cac thube, théng bao cho bac sy hodc dugc sy vé
nhirng thuéc dang st dung.

Twong ky ctda thuéc:

Do khéng ¢é cac nghién ctru vé tinh twong ky cla thube, khdng trén 1an thube

nay vé&i cac thude khac.

TAC DUNG KHONG MONG MUON CUA THUOC:

- Rat hiém gap (ADR < 1/10.000):
R&i loan chuyén hoa va dinh dwéng: ting calci huyét.
- Cach xt tri:

+ Can gidm lwong vitamin D cung cap néu xay ra hién twong téng calci huyét.
Néu murc calci huyét van téng, can gidm lidu dung Fosacal ciing nhw cac thube
trong thanh phan co calci khac.

Théng bao ngay cho bac s§ hodc dwore st khi géip cac tac dung khéng mong mudn

nhw trén khi str dung thudc hodc bao cao cac phan trng c6 hai clia thubc vé Trung
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tam Théng tin thubc va Theo déi phan trng cé hai chia thudc (ADR) Quéc Gia. Dia

chi: 13 - 15 Lé Thanh Toéng - Hoan Kiém - Ha Néi. Dién thoai: 024.3.9335.618;

Fax: 024.3.9335642; Email: di.pvcenter@gmail.com.

QUA LIEU VA CACH XU TRI:

Qua liéu:
Khéng co dtv lieu v& st dung thude qua lidu, khéng ding qua liéu chi dinh cla
thudc

Cach xur tri:
Tich cuc theo déi dé co bién phap x( tri kip thoi.

THONG TIN VE DU'OC LY, LAM SANG:

bPac tinh dwoce Iwee hoc:

Nhém dwee ly: Céac acid amin, bao gdm ca céc chudi acid amin.

Ma ATC: VO6DD.

- Fosacal dung dé cung cép dinh dw&ng trong diéu tri bénh than man tinh. Viéc
str dung Fosacal cho phép dwa vao cac acid amin thiét yéu trong khi van dam
bao han ché dwa vao cac acid amin cé nitrogen.

- Sau khi hép thu, cac keto-analogue va hydroxy-analogue dwoc chuyén héa béng
cach st dung amin ndi sinh t& cac acid amin khéng thiét yéu, do dé lam giam
sw tao thanh urea do cac nhém amin da dugec tai stv dung. Nong do cac chat
doc urea do dé dwoc giam xubng. Cac acid gbc keto va hydroxy khéng lam tang
loc d6i v&i cac nephron con lai. Cac chéat bd sung cé ketoacid cé tac dung tich
cwe trong han ché tinh trang tdng phosphate va tinh trang cwéng giap thir phat
do than va con cai thién tinh trang lodng xwong do than. Viéc st dung Fosacal
két hop véi ché dd an gidm dam ciing 1am giam Iwgng nitrogen dwoc dwa vao
co thé nhdm tranh hau qua x4u do an khéng da dam va tinh trang suy dinh
dwéng.

Ddc tinh dwoc déong hoc:

- Pong hoc trong huyét twong clia cac acid amin va sy tich hgp clia cac acid amin
trong cac dang chuyén héa da dwgc xac dinh rd rang. Tuy nhién, can lwuy réng
& nhirng bénh nhan bj urea mau, sw thay déi cé tinh chét réi loan cla huyét
twong khéng duoc coi 1a phu thudc vao viéc hap thu vao co thé cac acid amin
(khi khéng co van dé vé& hap thu), ma la do dong hoc sau hép thu bj réi loan &
giai doan rat sém clia bénh.

- Trén cac ca thé khde manh, co sw tang nong dé cac ketoacid trong huyét thanh
khodng 10 phut sau khi ubng Fosacal. Ndng dé céc ketoacid nay dat mirc cao
khodng gap 5 I&n so vé&i lic dau. Nong do dinh dat sau khodng 20 — 60 phut va
ndng do binh thwng tré lai sau khodng 90 phut. Sy hap thu qua duong tiéu hoa
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do d6 rat nhanh chéng. Viéc téng dong thei ndng dé ketoacid va cac acid amin
twong (ng trong huyét thanh cho thay téc dé chuyén héa céac ketoacid la rat
nhanh. Theo con dwéng chuyén héa tw nhién cac ketoacid trong co thé, céac
ketoacid cung cap ngoai sinh nhanh chéng tham gia vao céc qua trinh chuyén
hoa. Cac ketoacid di theo con dwéng chuyén héa nhw cac acid amin khac. Hién
van chwa c6 nghién ctru cy thé nao vé sy dao thai cac ketoacid.
QUY CACH DONG GOl:
Hop 10 vi x 10 vién nén bao phim.
PIEU KIEN BAO QUAN:
Noi khé rdo, tranh anh séang, nhiét dé khéng qua 30°C.

HAN DUNG:

24 thang k& tir ngay san xuét. Khéng s dung thubc hét han diing.
TIEU CHUAN CHAT LUQ'NG: TCCS. A
TEN, PIA CHI CUA CO SO SAN XUAT THUOC: b

CONG TY TNHH MEKOPHAR ‘
L6 I-9-5, Bwéng D2, Khu Céng Nghé Cao, Phwéng Long Thanh MY, Thénﬂ,
Tha Bc, Thanh phé H6 Chi Minh, Viét Nam. '

08, Hgind Thi Lam
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