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PH"_ PHIL INTER PHARMA

No 25, street No. 8, VSIP, Thuan An, Binh Duong
INTER PHARMA  Tel: 0650. 3767 040~ 044. Fax: 0650. 3767 039

MAU NHAN HOP

San pham : Vién nang mém CAORIN
Kich thude hop : 120 x 70 x 60 mm

T 16 - 70%

Noi dung : nhu mau

P Thatle 2ia om0 5 vi x 10 vién nangmém

Caorin

Tu_-uu-: : Céc thdng tin khdc xin doc trong |
M&i vidn nang mém chia 10 huidng oin sd dung | LLL
Calcitriol.__.. 0.25meg S
Calcium factate._____.___425mg Dé xa tm tay trd em ‘/i’/
Magnes: oxyd . ...40mg Boc kj hubng ddn sif dung

Kém axyd Iy truc ki ding

Chi ginh, cich ding, ching chi dinh:

Xin doc trong 1 hutng din sif dyng PHI Sin ndl tai CTY TN ‘

Bdo guin: PHIL INTER PHARMA ‘

Trong hdp kin, & nhit 48 phoog. sorem esamean 25, duing s 8, VSIP,

Béng gbic 5 vi x 10 vibsi sang mém Filn. . B v ‘
WHO-GMP 5 blisters x 10 soft capsules

GLNERAL DIREGTCR

Caorin

| Composition: Keep out of reach of children
| Each soft capsule contains Read insert paper caretully
| Caicitriol 0.25meg before using.
| Calcium lactate A425mg
| Zinc gxide = 20mg 618 5X
| Indications, administration, contra- NSX
indications: See insert paper
Storage:

HD

Tight iner al room
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MAU NHAN VI
Sdn phim :Vién nang mém CAORIN
Kich thudc :107 x 56 mm
Ty 1& :100%
N§i dung :nhu miu.
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PHI

Tel: B4-650-3767040, Fax: B4-650-3767039

PHIL INTER PHARMA

No. 25 VSIP Street 8, VSIF, Thuan An, Binh Duong, Vietnam

INTER PHARMA  E-mait: philpharm@vnnun
MAU NHAN TOA THUOC
Sin phim :Vién nang mém CAORIN
Kich thudc 1150 x 295mm
Ty lé 100%
Néi dung

Dgc ky hut‘mg dén sir dung trudrc khi ding.
Dé xa tdm tay tré em
Néu cn thém théng tin, xin hi y kién thiy thudc
Thuisc nay chi ding theo don cia thiy thubc.
Vién nang mém CAORIN
SPK: ...

@ THANH PHAN

Mai vién nang mém chira:

Hogt chit chink: 0,/ /
Cilednio) -...cccnsiimuimimsiismssammonn
Calcium Lactate }V

KB OXW . ciicisiimnniminssssissmssisaronnas

Ta dugre:

Triglyceride chudi trung binh, Lecithin, Diu co, Dau ddu nanh hydrogen héa
mét phin, Sip ong tring, Con 95%, Butylat hydroxy toluen, Butylat hydroxy
anisol, Gelatin, Glycerin  ddm  ddc, D-sorbitol 70%, Ethyl vanillin,
Methylparaben, Propylparaben, Titan dioxid, Mau dé sé 40, Mau ving s6 3,
Nurée tinh khiét.

€ DUOC LUC

Calcitriol, m{t trong nhimg chat chuyén hoa co hoat tinh ciia vitamin D, théng
thurimg dwge tao thinh & thin tir mét tién chat 1a 25-hydroxycholecalciferol (25-
HCC). Binh thuitmg, lugng chit nay lam ting sw hip thu calci va phosphate va
dong vai tro quan trong trong khoang héa xuong. O ngwin suy thin min, viée tao
caleitriol kém gop phan téi sy bat thutmg chuyén hoa khoang chat.

Magnesi la khoang chit rit quan trong, tham gia vao hing trim phan {mg
enzyme trong co thé. Magnesi déng vai tro quan trong trong vige bé sung
calcium do la chat trung gian chuyén héa vitamin D thianh dang cé hoat tinh.

Kém ciing déng vai tro quan trong trong viée hap thu calci ciia co thé. Hon nifa,
K&m gitp cai thién hé théng mién dich.
@ DUGC PONG HOC

Calcitriol
Hdp thu

Calcitriol hip thu nhanh & rugt. Nong dg dinh trong huyét twong adm;’h"é\w 25

~ 0,75 meg calcitriol dat dwge trong khoang 2-4 giar & nguin khoe m
Phéan bd

@ nong d sinh 1y, calcltnul hau hét gin két vai DBP ‘ ga n B{

Trong miu, '(m
bmdmg protein), ngodi ra ciing cd 1 it gin két vdi lipoprotein vi all M
ncmg 4 calcitriol trong mau cao, DBP tré nén bio hoa, va ting Eél \-cn
lipoprotein va albumin. (4 ¥4
Chuyén héa \\

Calcitriol bj bat hoat & ¢ thin va rudt, & dang cac chit chuyén hoa trung gian.
Thai trie

Trong huyét thanh, thii gian ban thai cia calcitriol khoang 5 — 17 gior & bénh
nhin binh thirémg nhung cé thé kéo dai khoang 18 — 44 gio & bénh nhin bj suy
thin min ning. Tuy nhién, tac dung dwge 1y cia calcitriol dem lidu kéo dai it
nhét 4 ngay. Calcitriol dwoc dao thai vao mat va di vio chu trinh gan rujt.
Caleium lactate

Calcium dwge hip thu chii yéu tir rugt non bing cich van chuyén chi déng va
khuéch tan thy déng. Khoang 1/3 lugng calcium dugc hip thu ¢ dwomg tiéu hoa
mic di didu niy co thé thay dbi tay thuge vio ché 43 dn va tinh trang ruét non;
sy hap thu ciing ting trong tinh trang thiu calcium va trong giai doan ting
trwimg chiu cao & tré hojc giai doan thai ky va cho con ba. 1,25-
Dihydroxycholecalciferol (calcitriol), chit chuyén hoa cia vitamin D, lam ting
sir hip thu chu dong.

Calcium thira chii véu dwge bai tiét qua thin. Calcium khéng hip thu dwgc thai
trir qua phin. Mét lwgng nhé bi mét trong md héi, da, toc va méng. Calcium qua
durge nhau va phin bé vio sita mg.

Magnesium oxyd va Kém oxyd hap thu qua duimg tiu hoa.

@ cHi DINH

CAORIN duge chi dinh lam dao nguge sy rdi loan chuyén hoa calci gip & bénh
nhin cé bénh thin man tinh, con ding didu tri loan dudmg xwong do thin, giam
calci - huyét lién quan téi suy cdn gidp trang, coi xwong phu thude vitamin D va

Read the insert paper carefully before use.
Keep out of reach of children
For further information, please consult with your physicians.
This drug should be used only under prescription.

CAORIN Soft capsule
Visa No. ...

® COMPOSITION
Each soft capsule contains:
Active ingredient:
Calatiinl, .o 29 LY
Calcium Lactate ... 425 mg
Magnesium Oxide .40 mg
Zine Oxide ... .20 mg

Inactive ingredients:
Medium chain triglyceride, Lecithin, Partially hydrogenated soybean oil, White
beeswax, Ethanol 95°, Butylate hydroxy toluen, Butylate hydroxy anisol,
Gelatin, concentrated glycerin, D- sorbitol 70%, Ethyl vanillin, Methylparaben,
Propylparaben, Titamium dioxide, Red color No. 40 , Yellow color No. 5,
Purified water.

@ PHARMACODYNAMICS

Calcitriol has the greatest biological activity of the known vitamin D metabolites
and s normally formed in the kidneys from its immediate precursor, 25-
hydroxycholecalciferol. In physiological amounts it augments the intestinal
absorption of calcium and phosphate and plays a significant part in the regulation
of bone mineralisation. The defective production of calcitriol in chronic renal
failure contributes to the abnormalities of mineral metabolism found in that
disorder.

Magnesium is an extremely important macro-mineral. It is involved in hundreds
of enzymatic reactions in the body. Magnesium is important in a calcium
supplement because it mediates the conversion of Vitamin D into a usable form.
Zinc is also important for the uptake of calcium by the body in addition to
playing a critical role in support of the immune system.

ZfWACOKlNETICS

' Calcitriol is rapidly absorbed from the intestine. Peak serum concentrations

following a\ single oral dose of 0.25-0.75 meg Calcitriol were found within 2-4

hours in health ti.ub}ecm

. Distributio

mﬂm}ﬁ it in the blood at physiological concentrations, calcitriol is mostly

b a@tﬁpﬁc vitamin D binding protein (DBP), but also, to a lesser degree,
w8 and albumin. At higher blood calcitriol concentrations, DBP

la‘%cmnc saturated, and increased binding to lipoproteins and albumin

“}-occurs:
Metabolism
Caleitriol is inactivated in both the kidney and the intestine, through the
formation of a number of intermediates.
Elimination
The reported climination half-life of calcitriol in serum is between 5 and 17
hours in normal subjects, but may extend to between 18 and 44 hours in patients
with severe chronic renal failure. However, the pharmacological effect of a
single dose of calcitriol lasts at least 4 days. Calcitriol is excreted in the bile and
is subject to enterchepatic circulation.

Icium lactate
Caleium is absorbed mainly from the small intestine by active transport and
passive diffusion. About one-third of ingested calcium is absorbed although this
can vary depending upon dietary factors and the state of the small intestine; also
absorption is increased in calcium deficiency and during periods of high
physiological requirement such as during childhood or pregnancy and lactation.
1,25-Dihydroxycholecalciferol (calcitriol), a metabolite of vitamin D, enhances
the active phase of absorption.
Excess calcium is predominantly excreted renally. Unabsorbed calcium is
climinated in the facces. Minor amounts are lost in the sweat, skin, hair, and
nails. Calcium crosses the placenta and is distributed into breast milk.
Magnesium oxide and Zinc oxide are absorbed mainly from the gastrointestinal.
@ INDICATIONS
CAORIN has been used pharmacologically to reverse the disorder of calcium
metabolism seen in patients with chronic renal failure, and to treat renal
osteodystrophy, hypocalcemia associated with hypoparathyroidism, vitamin D —
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loding xwong.

@ LIEU LUQONG VA CACH DUNG

1-2 vién/ngdy tiry theo nhu ciu cia bénh nhin.

@ CHONG CHI PINH

Khéng duge ding CAORIN cho bénh nhin ting calci-huyét hoic ¢ bing chimg
vé dge tinh cla vitamin D.

Chéng chi dinh cho bénh nhin qui min caim vdi thude (hodc cic thude cing
nhém) hoiic cic thanh phin cia thude. \/\

© THAN TRONG )
¥/

Tang calci huyét t phat.

Tré nho phai dwge theo dbi ki ciia thiy thude.

Bénh mach vanh, suy yéu chirc ning thin vi xo cimg dgng mach, dic biét &

nguii gia.

Thidu ming tuyén cin gip.

® TUONG TAC THUOC

- Cholestyramine: Cholestyramine lam gidm su hip thu qua ruft céia cac
vitamin tan trong lipid, nhu vy cé thé can trér sw hap thu cia CAORIN qua
Tugt.

- Phenyltoin/ Phenobarbital: Phéi hop vdi phenyltoin (hodc vii Phenobarbital)
khéng ¢ dnh hwdng t6i cic nong d cia calcitriol trong huyét tuong, nhimg
6 the lam giam nong 4§ cia 25(OH)D3 ndi sinh trong huyét twong do lam
ting chuyén héa. Vi mirc calcitriol trong miu bi gidm, nén cin ding
CAORIN cao hon khi phéi hop véi phenylfoin hofic phenobarbital.

- Cic thiazid: Cic thiazid thic diy sy ting calci-huyét do lam gidm dio thii
calei qua mrée tidu. Mt s6 truimg hop cho thiy phéi hop cac thiazid vai
CAORIN sé giy ting calci-huyét. Vi viy, phai than trong khi phoi hop 2 loai
thude nay.

- Khing nén ding dong thii CAORIN véi cac glycosid trg tim vi déc tinh cia
glycosid try tim ting do ting calci huyét, din dén loan nhip tim.

€ PHU NU' CO THAI VA CHO CON BU

- Cic nghién ciru vé doc tinh trén thit vit khéng cho cic két qua thuyét phuc,
khong c6 nhimg nghién ciru c6 kiém soat twong d6i & nguini vé tic dung cia
calcitriol c6 ngudn gdc ngoai sinh trén thai ky va sy phat trién cia bao thai.
Do d6, chi sir dung calcitriol khi lgi ich diéu tri cao hom nhiéu so véi nguy co
6 thé xay ra cho bao thai.

- Calcitriol c6 ngudn goc ngoai sinh duge bai tiét qua sita me. Nguoi me dang
cho con b ubng calcitriol phii theo di néng d6 calcium huyét thanh ciia me
va tré.

@ TAC DUNG PHU

Nhirng tac dung c6 hai cia CAORIN twong ty nhw nhitng phin img gip khi dung

qua ligu vitamin D. Nhimg déu higu va triéu chimg hodc dén sém hoic dén muén

ciia ngd déc vitamin D di kém ting calci huyét bao gom:

- Pén sém: 6m yéu, nhire diu, buon nga, budn nén, nén, khé miéng, tio bon,

dau co, dau xwong, vi kim loai, chan &n, dau ving bung, dau da day.

- Dén muén: dai nhi¢u, khit nhi¢u, chin in, syt cin, dai dém. viém két mac

(calci hoa), viém tuy, sg anh sing, chiay nuéc miii, ngira, sot, giam duc ning,

ting nong do BUNm albumin-niéu, ting cholesterol-mau, ting SGOT (AST) va

SGPT (ALT), calci hoa lac chd, nhiém calci thin, ting huyét ap, loan nhip tim,

loan dudng, roi loan gide quan, mit mwde, linh dam, ngimg Iém, nhiém khuin

duimg 1iét niéu va hiém gip bénh tim thin 18 ring.
* Thang bio cho béc si nhimg tic dung khing mong muin khi sic dung thuic.

@ QUA LIEU VA CACH XU TRI

Qui liéu CAORIN cé the gay ting calci-huyét va co khi bj ting calci-nigu. Vi

viy méi khi diéu chinh liéu lugng trong diéu tri sém theo dinh ky véi cac

khoang cach déu din, cin xét nghiém ndng 4 calci trong huyét thanh.

Dung qua liéu kém co thé din téi cac trigu chimg qua liéu nhw budn nén, nén

nghiém trong, mét mrée/ hiéu dong va thiéu méu nguyén bao sit (thir phat do

kém lam mit ddng).

Diéu tri: Ngimg thute, nging bi sung calei, duy tri khau phin an co it calei,

udng nhiéu nwée hodc truyén dich.

@ BAO QUAN: Trong hép kin, & nhiét d§ phong.

@ THOT HAN SU DUNG: 36 thing ké tir ngdy sin xuit.

* Khong ding thubc hé thai han sic dung.
@ DONG GOI: Hop chira 5 vi x 10 vién nang mém.
@ TIEU CHUAN AP DUNG: Nha san xuat.

Sdn xudt tai
Cty TNHH PHIL INTER PHARMA

$6 25, duimg s6 8, VSIP, Thudn An, Binh Duong.

dependent rickets, and osteoporosis.

@ DOSAGE AND ADMINISTRATION

1 - 2 capsules a day as per the requirement of the patients.
@® CONTRAINDICATIONS

CAORIN should not be given to patients with hypercalcemia or evidence of

vitamin D toxicity. Use of CAORIN in patients with known hypertensitivity to

CAORIN (or drugs of the same class) or any of the inactive ingredients is

contraindicated.

@ PRECAUTIONS

Idiopathic hypercalcaemia.

Pediatric doscs must be individually monitored under close medical supervision.

Coronary disease, renal function impairment and arteriosclerosis, especially in

the elderly.

Hypoparathyroidism.

@ INTERACTIONS

- Cholestyramine: Cholestyramine has been reported to reduce intestinal
absorption of fatsoluble vitamins; as such it may impair intestinal absorption
of CAORIN

- Phenyltoin/ Phenobarbital: The coadministration of phenytoin or
phenobarbital will not affect plasma concentrations of calcitriol, but may
reduce endogenous plasma levels of 25(0OH)D3 by accelerating metabolism.
Since blood level caleitriol will be reduced, higher doses of CAORIN may
be nccessary if these drugs are administered simultaneously.

- Cac thiazid: Thiazides are known to induce hypercalcemia by the reduction
of calcium excretion in urine. Some reports have shown that the concomitant
administration of thiazides with CAORIN causes hypercalcemia. Therefore,
precaution should be taken when coadministration neccssary.

- Should not concurrently use CAORIN and cardiac glycosides because the
toxic effects of the cardiac glycosides are enhanced by hypercalcemia and
that may result in cardiac arrhythmias.

@® PREGNANCY AND LACTATION

- Studies of reproductive toxicology in animals have not yiclded uncquivocal
findings, and no controlled studies on the effect of exogenous calcitriol on
pregnancy and foetal development have been performed in human subjects.
Consequently Caleitriol should be given only when the potential benefit has
been weighed against the possible hazard to the foctus.

- It should be assumed that exogenous calcitriol passes into breast milk.
Mothers may breastfeed while taking Calcitriol, provided that the serum
calcium levels of the mother and infant are monitored.

®SIDE EFFECTS

Adverse effects of CAORIN arc in gencral similar to those encountered with

excessive vitamin D uptake, To carly and late signs and symptoms of vitamin D

intoxication associated with hypercalcaemia include:

- Early: weakness, headache, somnolence, nauseca, vomiting, dry mouth,

constipation, muscle pain, bone pain, metallic taste, and anorexia, abdominal

pain or stomach ache.

- Late: polyuria, polydipsia, anorexia, weight loss, nocturia, conjunctivitis

(calcific), pancreatitis, photophobia, rhinorrhea, pruritus. hyperthermia,

deercased libido, clevated BUN, albuminuria, hypercholesterolemia, elevated

SGOT (AST) and SGPT (ALT), ectopic calcification, nephrocalcinosis,

hypertension, cardiac arrhythmias, dystrophy, sensory disturbances, dehydration,

apathy, arrested growth, urinary tract infections, and rarely, overtpsychosis.
* Inform your doctor or pharmacist in case of any adverse reactions related to
drug use.

® OVERDOSE AND TREATMENT OF INTOXICATION

Excessive dosage of CAORIN may include hypercalcenma and in some instances

hypercalciuria. Therefore carly in the treatment during dosage adjustment, serum

calcium should be determined periodically at regular intervals.

Excessive intake of zinc may lead to overdosage symptoms like nausea, serve

vomiting, dehydration/restlessness and sideroblastic anaemia (secondary to zinc

incluced copper depletion)

Treatment:. Withdrawal of both the drug and calcium suppl

of low-calcium diet, administration of oral or IV fluids.

@ STORAGE: Tight-contai at room temperature.

© SHELF LIFE: 36 months since manufacturing date.

* Do not use after expiry date.
€ PACKING: Box contains 5 blisters x 10 soft capsules.
@ SPECIFICATION: Home standard.

nts, maint

Manufactured by
PHIL INTER PHARMA Co., LTD.
No. 25, Street No. 8, VSIP, Thuan An, Binh Duong.
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