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San pham : Vién nang mém PAGETBOL 30 vién

Kich thudc hop : 110 x 62 x 30 mm
Ty 1& : 70%
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PAGETBOL

Pamidronate disodium

PAGETBOL

Composition: Each soft capsule contains
Pamidronate disodium.................. 100mg
Indications, administration,
contraindications: See insert paper

Storage: In a well-closed container, a cool
and dry place, protec from light.
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MAU NHAN VI
San pham : Vién nang mém PAGETBOL
Kich thuGe vi  : 97 x 56 mm
Ty 1€ : 100%

No6i dung : nhu mau
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Boc kP hieeng dedn sie dung triede khi dimg.
Néu can thém thong tin, xin hoi Y kién bac st hodc diege sT.
Dé tranh xa tdm tay tré em.
Thude ndy chi ding theo don ciia thay thuéc.

PAGETBOL vién nang mém

Mai vién nang mém chira;
Hoat cht:
Pamidronate disoditim .. ... 100 M
T duoe: . ) ]
Dau ddu nanh, Lecithin, Dau ddu nanh hydrogen hoa mot phin, Dau cp,
Sap ong tring, Gelatin, Glycerin ddm dac, D-sorbitol, Ethyl vanillin, Titan
dioxyd, Mau do s6 40, Mau vang s6 203, Nude tinh khiét
DUQC LI'C HOC
- Tac dung duge Iy chi véu ciia pamidronate la ire ché sy tiéu xuong. Mic
di, khang biét o dav dit co ché tac dung chéng tiéu xuong, ngudi ta cho
riing cé nhidu yéu t& tham gia véo tac dung nay, Pamidronate hip phu cic
tinh thé calei phosphate (hydroxyapatit) trong xuong, co thé ngan chan
trye tiép sy hoa tan thanh phan khodng niy cia xwong, Nghién ciru in
vitre gei ¥ e ché hoat déng hay cot bao gdp phin vio tic dung tre ché
tiéu xwong.
Trong nghién ciru trén dpnb vat, v lidu ding dé dicu 1 chimg ting calei
mau, pamidronate e ché tiéu xuong va ¢b vé khing tre ché tao xurong va
ngim khoang. Viéc sir dung pamidronate dé didu trj chimg tang calei mau
trong ung thu ¢ lién quan dén phat hién thude nay irc ché duge sir tigu
xuong nhanh, xiy ra s tang hoat déng hiy cdt bao do mét s6 khoi u gy
nén trong cac nghién ciru trén dong vit.
- Néng do phosphate huyét thanh di thiy gidm xudng sau khi ding
pamidronate, ¢o 1& do phosphate giam giai phong khoi xuong va tang thai
trir qua thin, vi nong do hormone tuven cin giap thirong bi suy giam trong
tang calci mau do ung thu, nay tré vé binh thwong. Khi dung li¢u phap
phosphate cho ngwai co dip img giam néng 4§ phosphate huyét thanh thi
néng dd phosphate thumg tré vé binh thudmg trong vong 7 - 10 ngay.
Ty 1§ calci/creatinin va hydroxyprolin/creatinin trong nugc tiéu giam va
thiimg tré vé binh thiromg hodic dudi binh thiomg sau khi didu trj bing
panudmume Nhirng thay ddi nay xay ra trong tuan diu sau khi diéu i,
non;, dd calei rong huyet thanh ciing giam phi hop von tae dung duge 1y
chéng tiéu xuwong.
DU'()'C DONG HQC .
Gidng nhu tit ca bisphosphate khac, pamidronate hap thu kém qua duéimg
ué)nb Sinh kha dung dat khoang 1-3%. Than gian ban thai 0.8 gio. Kha ning
ghin két protein trong huyét thanh khoang 54%. Pamidronate khéng duge
chuyén haa, khoang 20 - 55% liéu ding duge dio thai qua nudc ticu dudi
dang khéng ddi trong vong 72 pid. Phin con lai tich 1y chi yéu trong
xuong va duge bai tiet rat chim
CHIDINH
- Bénh chuyén hoa xuong do mit cin bing calei: Lodng xuong.
- Thuédc dung ditu tri cae bénh sau: tiéu xuomg & nhirng bénh nhin ung thu
vit, khdi u ac tinh géy ting calci huyét,
LIEU LUONG V ACACH DL'\G
- Lidu Imn;, ngay: don liéu, nung trnede bira dn | pid, O liéu cao, co thé chia
lam 2 - 3 lan. Piéu chinh Ileu theo tudi hodc tinh trang bznh
Ciin uon;, vdi | hodic 2 che nude lic da day mnb dé thudc hap thu tét.
Khang nén udng thude vai thire udng khic ngodi nude.
Nhimg bénh nhin bi suy thin nhe dén trung binh (5 mg/dL), khéng ca.n
didu chinh lidu ding. Tuy nhién, & nhimg bénh nhin suy thin ning, cin
gidm lidu hodc theo doi dén thai gian ban thai.

- Loding xwomg:
200mg/ ngay. Dat hiéu qua diéu tr1 15t nhit khi diéu tr rong khoang 3-4
nim.

- Tiéu xuong di céin & nhimg bénh nhan bi ung thu vii:

Bé ngan ngira, bu calei cua thuong ton tiéu xuong, giam dau xuomg va

tang kal huyét: dimg 300 - 600 mg/ ngay trong khodng thoi gian dai.

Khoi u dc tinh pay tang calci huyét:

Duge ding khi calci huyét ting nhe ti trung binh (calci trong huyét thanh

12— 13,5mg/dl), liéu khai diu dicu tri dya theo ndng dé calei trong huyet

thanh, liéu dung 300 —900 mg (toi da 1200 mg),

CHONG CHI DINH

Bénh nhan cé tién st min cam voi thube niy hodc nhimg bisphosphonat

khic,

THAN TRONG

- Hifu qué cia vige didu tr két hop chua xae dinh. Do do, khong nén ding
thudc chung véi cac  bisphosphonates khic hofic  Plicamycin
(mithramygin).

-0 nhirng b¢nh nhin co s6 lugng hing ciu bit thuéng, nén theo doi lugng

SDK:... LL"'/

THANH PHAN }/ v

For any maore information, please consult your doct
Keep ot of reach of children.
This drug should be used only under prescription.

PAGETBOL soft cap.

Visa No:...

COMPOSITION
Each soft capsule contains;
Active ingredient:
Pamidronate disodium ......... w100 mg
Inactive ingredients;
Soybean oil, Lecithin, Hydrogenated partially soybean oil, Palm oil, White
beeswax, Gelatin, Concentrated glycerin, D- sorbitol, Ethyl vanillin, Titanium
dioxide, Red No.40, Yellow No. 203, Purified water.
PHARMACOLOGY
The principal pharmacologic action of pamidronate is inhibition of bone
resorption. Although the machanism of antiresorptive action is not completely
understood, several factors are thought to contribute to this action.
Pamidronate adsorbed to calcium phosphate (hydroxyapatite) crystal in bone
may direetly block dissolution of this mineral compotent of bone, In vitro
studies also suggest that inhibition of osteoclast activity contributes to
inhibition of bone resorption.
In animal studies, at does recommended for the treatment of hypercalcemia,
pamidronate inhibits bone resorption apparently without inhibiting bone
formation and mineralization. The relevance to the treatment of hypercalcemia
of malignancy is the finding that pamidronate inhibits the accelerated bone
resorption that results from osteoclast hyperactivity induced by variuos tumors
i animal studies,
Serum phosphate levels have been noted to decrease after administration of
pamidronate , presumably because of decreased release of phospate from bone
and increased renal exeretion as phosphate from bone and increased renal
excretion as parathyroid hornmone levels, which are usually suppressed in
hypercalcemia associated with malignancy, returned toward normal. Phosphate
therapy was administered to patients in response to a decrease in serum
phosphate levels. Phosphate levels usually retumed toward normal within 7-10
days.
Urinary calcium/creatinine and urinary  hydroxyproline/creatinine  ratios
decrease and usvally retum to within or below normal after treatment with
pamidronate, These changes occur within the first week after treatment, as do
decreases in serum calcium levels, and are consistent with antiresorptive
pharmacologic action.
PHARMACOKINETICS
Like all bisphosphonates, oral pamidronate i1s poorly absorbed from the
gastrointestinal tract; bioavailability is about | to 3%, The apparent plasma half-
life is 0.8 hours, Plasma protein binding 1s about 54%. Pamidronate is not
metabolised, and about 20 to 55% of the dose is excreted in the urine unchanged
within 72 hours. The remainder is mainly sequestered to bone and only very
slowly eliminated.
INDICATIONS
- Metabolic bone disease due to unbalance of Calcium : Osteoporosis.
- It 15 used in the following disease @ Soluble bone metastasis in patients with
breast cancer, Malignant tumor induced hypercalcemia.
DOSAGE & ADMINISTRATION
- Daily dose is taken at single dose at 1 hour before meal. At high dose, it can
be taken as the divided dose in 2 or 3. Dosage adjustment is based on age or
severity
For absorption, it is taken with one or two cup(s) of water on an empty
stomach. It should not be taken with other beverage except water.
In patients with light to moderate renal failure (Smg/dL), dosage adjustment is
not necessary. However, in patients with severe renal failure, dosage is
reduced or controlled to the half.
Osteoporosis:
200mg/day is taken consistently, The best efficacy can be obtained with the
consistent therapy for 3~4 years.
Soluble bone metastasis in patients with breast cancer:
To prevent Recalcification of soluble lesion, Relief of bone pain and
Hyperkalemia, 300-600mg/day should be taken for a long term.
- Malig mor i ia:
It is used for light to moderate Hypercalcemia (serum calcium 12-13.5mg/dl).
The starting dose is determinate by serum calcium, and 300~900mg
(maximum 1200mg) is taken per dose.
CONTRAINDICATIONS
Patients with a history of hypersensitivity to this drug or other bisphosphonate,
PRECAUTIONS
- The efficacy for concwrent therapy has not been established. Therefore, this
drug should not be concurmently used with other bisphosphonates or

'




https://trungtamthuoc.com/

hong cau khi dicu trj trong tuan dau tién.
Cic théng s6 chuyén hoa lign quan dén tang calei miu nhu ham lugng
calei, phosphate, mnbnw va kali trong huyet thanh phii duge gidm sat
cén thin sau khi biit déiu diéu i vai pamidronate.
Ngurin mic bénh Paget xwomg cd nguy co vé sy thitu hut calei hodic
vitamin D, cén ding bé sung calei bing dudmg udng va vitamin D dé han
ché tdi da nguy co giam calci huyét
Déi véi tré em: tinh an toan va hiéu lyc cia pamidronate chua duge xac
dinh.
TUONG TAC THUOC
- Cac ché pham chira calci hodc vitamin D (bao bum ci calcifediol va
calcitriol): dung dong thai vai pamidronate co thé d6i khang lai tic dyng
ciia pamidronate trong diéu tri tang calci huyét.
Pamidronate di duge ding két hop véi caleitonin cho bénh nhin ting
calei huyé} ndng, tao ra tac dung higp lirc lam gidm nhanh hon lugng calei
trong huyet thanh.
- Khéng nén ding thude chung véi thire &n chira nhigu calcium nhw sira

hode khang acid.
PHU NI €O THAI VA CHO CON BU

o k¥ m hai :
Chura cé nhirng nghién ciru ddy di va duge kigm tra ki & nguai mang thai.
Khang duge ding pamidronate cho ngudi mang thai.

1

Chura biét pamidronate ¢o bai tiét vio sita ngwéi me hay khong, Tuy nhién
cén thin trong khi dimg pamidomate trong théri ky cho con bi.
TAC DUNG PHU
Céc tac dung khong mong muén véi pa:mdronate thudng nhe va thoang qua,
Thuong gap: s6t, mét moi, nhire dau, buén non, ndn, kho tidu.
It gap: phit mach, ban da, giam bach cau, phan {rmg qua man,
Théing bdo cho bde sT hode due 5T nhimg tde dung khing mong muin gdp
phai khi st dung thude.
QUA LIEU
Trigu chimg qua liéu: Giam calei huyét, thay ddi ve dién tam 46, co gidt,
xuét huyét, di cam, co cimg ban tay-chin, sot.
XU tri: D]éu tri giam calei huyu bénb calei tiém tinh mach va diéu trj hd g
chung; sbt va ha huyét ap oo Lhc diéu tri bing corticosteroid.
PONG GOL: 10 vién nang mém/ vi. 3 vi/ hap.
BAO QUAN: Bao bi kin, noi khé mat, tranh anh sing.
HAN DUNG: 36 thing ké tir ngy sin xudt.

* Khing dimg thude gud han sir dung.
TIEU CHUAN: Nhi sdn xuat

s
Sen xudt rai :

_ Cing ty TNHH PHIL INTER PHARMA
$6 25, Buomg 56 8, VSIP, Thuan An, Binh Duong.

Plicamyein (mithramyein).

- Duning the first week of therapy or in patients with abnormal hemocyte count,
hemocyte count should be consistently monitored.

- Following initation of therapy with pamidronate, standard hypercalcemia-
related, metabolic parameters such as serum levels of calcium, phospate,
magnesium and potassium, should be carefulluy monitored.

- Patients with Paget's disease of the bone, who are at risk of calcium or
vitamin D deficiency, should take oral calcium and vitamin D
supplementation in order to minimise the potential risk of hypocalcacmia.

- Safety and effectiveness of pamidronate in pediatnc patients have not been
established.

INTERACTIONS

- Calclium-containing preparations or vitamine D, including calcifediol and
caleitriol: concurrent use may antagonize the effects of pamidronate in the
treament of hypercalcemia.

- Pamidronate has been used in combination with calcitonin in patients with
severe hypercalcaemia, resulting in a synergistic effect producing a more rapid
fall in serum calcium.

- This drug should not be used with the food co
milk or antacid.

PREGNANCY AND LACTATION

Pregnaney:

There are no adequate and well-controlled studies in pregnant women.

Therefore, pamidronate should not be used during pregnancy,

Lactation:

It is known whether pamidronate is excrected in human milk. However, caution

should be exercised when pamidronate is administered to a nursing woman

SIDE EFFECTS

Adverse reactions to Pamidronate are usually mild and transient.

Common : Fever, fatigue, headache, nausea, vomitting, dyspepsia.

Less common: Angioedema, skin rash, leukopenia, hypersensitivity reactions.

Inform your doctor or pharmacist in case of any adverse reactions related 1o

drug nse,

OVERDOSAGE

The symptoms; hypocalcemia, electrocardiographic changes, seizures bleeding,

paresthesia, carpopedal spasm, fever.

Treatment: Hypocalcemia resulting from overdose should be treated with

intravenous calcium and general suppotive care; fever and hypotension can be

treated with corticosteroids.

PACKAGE: 10 capsules/ blister. 3 blisters/ box.

STORAGE: In a well-closed container, a cool and dry place, protect from light.

SHELF LIFE: 36 months from manufacturing date.

* Do not use if the drug 15 ot of date.
SPECIFICATION: Home standard
Mamufaciured by
PHIL INTER PHARMA Co., LTD.
No. 25, Street No. 8, VSIP, Thuan An, Binh Duong.
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