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SUMMARY OF PRODUCT CHARACTERISTICS

E MEDICINAL PRODUCT

35 mg lyophilizecl powder for I'V. irryection in a viall

VE AND QUANTITATIVE COMPOSITION

rt
ine penta acetic acid calcium trisodium hlldrate 35 mg

See section 6. for a full list of excipients

There is no r substance in the formulatioil of MoN.DTPA. KIT before labelling

Diethylene tri

Excipients
Sodium h
Sodium chl

with Techneti

PHARMAC

CLINICAL

-99m (T c-99m) sodium pertechnetatg.

4.1 Thera tic indications
MON.DTPA
After being

is only for diagnostic use.
obtained To-99m-DTPA is used for theled with Tc-99m Fertechnetate,

following ind

Renal:
- trn the di is of urinary system diseases by the dyramic kidney scintigraphy,

CAL FORM

Sterile, yrogenic lyophilized Powder
White in glass vial.

ARTICULARS

tions.

- In the ca

- Inthei
- Inthei
- In the ev

warnin

nebuli

In the
In the

:ulations of glomerular filtration rate (GFR)i

luation of kidney perfusion and relative kidqey functions,

rtrtrcaflon oI brarn deatn,

luation of cerobrospinal fluid (CSF) dynarlic bV th9

and precautions section for intrathecal use.)

agnosis of lung diseases by the lung vbntilat

In the di
)gy:
gnosis of gastroesoptLageal reflux,

ging of pathologies disrupting blood-brain barciet,

ification of brain death,

rement of stomach discharge time,
rement of esophageal passage time.

rh#ntT:9
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ministration
KIT is a sterile, non-pyrogenic lyophifized powder. It is administered to the

avenous, intrathecally, Uy lottutation and orally accordiing to its intended use

rdio labelling with To-99m.

Additional formation on special PoPulations

in the pationts with weak or impaired kidney

Webster formula is applied" See the section 4"3 tn

frrr children and adults; lNIBql

icated in the patient,s who have

y of the substances contained in

4.2 Posology nd method of administration

Posology
The administ
- For the ki

MBq (3-s
y^ scintigraphy and the measurement pf glomerular filtration rale::

D
- For the bra

,L)

scintigraphy: 185-740 MBq (5-20 mCi)

- For the rsis of CSF dynamic by cisternoscintlgraflhy: 37-lI1 MBq (1-3

hecally. (See warnings and precautions)applied in
- For the lung

It is inhaled that the dose to reach to the lungs is p0-100 MBq'

- For the ana

applied oral
of gastroesophageal reflux and stomach discharge time: 10-20 MBq is

with liquid, solid or semi-solid foods.

Administrat
In the li
intracranial
imaging of

111-18s

mCi) is

tilation scintigraphy: 500-1000 MBg is put into the nebulizer.

hat the dose to reach to the lungs is p0-100 MBq'

Method of
MON.DTPA
patient by i
after in vitro

Renal/

The image
function.

Paediatric pulation

It is contrai
products or

impairment

lity may be adverselY affected

Admini
order to adj

[r,n'r+t
/aL - 

--

avl

N: age of child (year)

Ao, Ar: radi ivity determ-ined

Geriatric p lation
There is no s ial use.

4.3 Cont ndications

to children, the following
the activity and decide.

2lt0



arnings and precautions for use

RADIOPH
MEDIC]NE

IACEUTICALS SHTOULD BE ADMII{ISTERED O]\TLY

YSICIANS IN NUCLEAR MEDICNE CENTERS.

BY NUCLEA]T

The content f the kit is sterile and non-pyrogenio. 'file preparation process should be

aseptic conditions.carried out itely under

The content
solution. The

the kit is not
lution prepared

kept in lead contarner.

The sodium
processes of
pertechnetate

solution. Th content of the kit, not labelled wit

rarjioactive befbre baahg Tc-99m-sodium pertechnetate

by adding Tc-99m- is ra.dioactive and should be necessarily

hnetate solution contairring oxidanf ageht may cause adverse effect in the

lring radiopharmaceuticals. For tAis rqason, the content of the sodium

lution used is important.

The content the kit vial is used for preparing Tc-99n1-pTPA by combining wtln lilfl9rL-DTPA by combining wtth lc-99m
ith Tc-99m solution, CANNOT BE:nt of the kit, not labelled #ith Tc-99m solution, CANNO'I' BB

to the patient. For reducing the r{diation dose of the bladder, the patient

to drink plent'y of liquid and [o urinate up t0 4-6 hours after the
ctly to the patient. For reducing the rldialiINJECTED d

shoutrd be w
completion o the administration.

Tc-99m-DTP solution should be stored below

disposed aft 8 hours. If the prepared sohrtion is

This medici
any caution

I product contains sodium less

It does not
order to eval
active substa

endotox.in li

4.5 Interac
In applicati
- Medicatio

than 1 mmol (23 mg) in each ml. Therefbre,

rce to be administered to the patient should not exceerd 1 -g, the bacterial

it should not be more than 14 EU in the volqme containing the patient dose'

lated to sodium is no1. required.

in preservative sutrstance. Therefore, it can be administered infi:athecally in

, iSn' dynamic. ddministration by this method, the maximum amounit of

ns with other medicinal products and other forms of interaction

containing aluminum cause to receive abnormal glomerular filtration results,
i' - -^ 1- -- -^:^c^-,^:;- +L^ -o-.1 firnnfinn

ications J*r" to misdiagnose by reinforcifrg the renal function.- Diuretic

Additional i
No stucly w

Paediatric ulation
No stucly carried out on interaction peculiar to

Geriatric lation
information about ge:riattrc population i

s.B.L. *d_

No additi

3lr0



4.6Pregna

General reco
Fregnancy ca

Women of
The effects o

Pregnancy
Adequate

The studies
embryonic /
section 5.3).
MON.DTPA
DTPA appli
damage).
In such a

possible.

Lactation
Tc-99m pe
given to
administrati

Fertility
The long
and/or may h

The effect o
women at

4.7 Effects o
Tc-99m-

4.8 Undes
Undesirable
Very co
(>1/10.000

It is stated i
occur, but
literatures a

Vascular di
Hlpotension

4ll0

and lactation

mendation
gory: c

Idbearing potential / Contraception
fc-99m-DTPA on fellility are not knor'yn.

regarding the use of 'Ic-99m-DTPA in pregnant women is not available'

animals are insufficient in terms of the efl.ects on pregnancy I and-or In animals are insufficient in terms of the efl.ects on pregnancy I afio-ar t

etal development I and-ot I birth I ald-<>t / post-partum development' (See

potential risk to perople is unknown'
it is necessary (Tc-99m-

higher than the Poterrtial
should not be used in pregnancy periQd unless

tion, in the cases where fhe expectep benefit is

the physician should act very carefl{ly and apply the lowest activity dose

breast milk. For this reason, breast milk should not be

milk during at leasp 12 hours after Tc-99m-D!fPA

A usage may

ate is excreted in
ies fed with breast
to mother.

animal experiments concernin g that Tc,-99m-DTPA influences the fertility

carcinoeenic effect in men and women afe not avallalle in literature'

Tc-99m-DTpA on fertility is unknown. 'Ihe ideal time for administration to

age of fertility is 10 clays following the end bf menstruat.ion.

abilitv to drive and use machines
administration has no adverse effect on driving and using machitres'

ble effects
bcts are listed according to the following;

or < l/100); rare(>1/10); common (::1/100 or <1/10 );
< 1/1000 ); very rate (<Ill0'000 );

the literatures that vasomotor probl

ere is no information about its freq
given below.

s reperfsd in the



Skin and su taneous tissue diseases

Reddening
Itching
Urticaria

There are

misadminist
fluid) injecti

Pharmacoth
ATC Code:

face

reported
ons m

more seflous

the applicatjiron of
problems arising
DTPA aerqsol and

from rnisformulations and

intrathecal (into cerebrosPinal

and diuretict; 1.o

Tc-99m-DTPA

in kidne'gs.
th colleotion

Exposure to
be applied o
potential d

is the dose possible to Provide the resu

reasonably

4.9 Overd
No syrnp
However,
patient w
adminis

PHARMAC LOGICAL PROPERTIE,S

5.1 Pha codynamic proPerties

apeutic group: Diagnostic radioPharmaceutical

09cA01

A pha lmamic effect is not expected depending the radioaLctive concentration of

Tc-99m-D A.

5.2 Phar cokinetic proPerties

General p perties'KIT is produced as a sterile and non-pyrogenic lycrphilized powder' T'he
MON.DTP
solution o
used in the
imaging of

The ima taken few
ages show

minutes after the administrati

The next i
systems.
Tc-99m-D PA is localized also in intracranial I

ood-brain barrier is disrupted (such as

ined afteibeing labelled with Technetiurn-!9m as in-vitro is radioactive atrd is

nalvsis of the functional renal pathologies fy intravenous injection and irr the

pathologies disrupting the blood-brain bafri

the radioactivitY in urine and

where the

5/10
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s.

Aftel the in
The

Tc-99m D
glomerular

avenous inj ection, Tc-99m-DTPA
of the dose applied at the ratios

is rapidly distributed in extracellular
uary|ng detween 3%" l0% binds to

fluids.
serum

proteins"

mination
It is elimina by glomerular filtration.

A application pro',zides useful infolmarlon rn the determination of the

iltration rate (GFR), but the filtratiori rato measured occurs lower than the

inuline appl tion because it bincts to protein at various ratios.

5.3 Precli cal safety data
The long-

ll szxrEr.J u4f4

animal studies examining the carcihogelric and mul.agenic effects are

e literature. Tc-99r1-DTPA kit (Tc-99m-Pentetate) was approvedlby FDI\ on

has been used from that date.

PHARMA UTICAL PARTICULARS

6.1 List excipients
Stannous ( chloride dihydrate
Sodiunn h xide
Hydrochl c acid
Sodium ch ride (0.9 % NaCl)

6.2 fnco tibilities

available in
14.02.r974

The oxi
adverse eff

6.3 Shelf ife

substances that Tc-99m-sodium
t in the labelling processes.

pertechnotate solution might contain

Therefore, is required not to verrtilate into the vial during the process.

Shelf life
light.

r MON.DTPA KIT: 24 months at refrigeral;or and protected from2-8 otl in

;r labelling inlith radionuclide: The shelf life after labelling with 'fc-99m

radiopharmaceutical product) is 8 hours f,rom the time of labe[ling in

shield, bel 25 "C at room temperature and protected from light.

6.4 Speci precautions for storage
Kit should be storecl at 2-8'oC in its ted from light.MON.DTP

The kit led with Tc'99m [c-99m-DTPA ) should be

stored ins alead shield below 25 "C at room te

and content bf container

light.

6.5 Natur
Type I silicate glass vial with bromobutyl stoppe{ ip-off cap inside

Shelf life
99m-DTP

cardboard
5 vials/ bo

X

(l'c-
lead

on
ta aceutic,al

6ll0



6.6 Special
derived from
Any unused
requirements.

The adminis
externalradiati
precautions in
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DOSIMET]

The radiatio
following ta
life.

F,sfimafed

doses of Tc-99m-DTPA estimated for adults and children are given in

e. ln the calculations, the effective half li{e was considered as physical

adiation Dose Equivalent (mSv/MBq)

ORGAN

Newborn chitd
AdultI

Year

f
Years

10

Years

15
'vears

Kidneys 0.057 0.42,4 0.014 0.0095 0.0069 0.0057

Ovaries 0.026 0.012 0.009 0.0061 0.0069 0.0055

Bone surfz 0.027 0.013 0.007: 0.0052 0.0040 0.0033

Red bone
InAITOW

0.019 0.0084 0.00sc 0.0034 0.0027 0.0022

Testicles 0.022 0.010 0.007' 0.0049 0.00s2 0.0038

Bladder w t1 0.19 0.079 0.086 0.0s8 0.097 0.077

Effective <

equivalent
)se

0.034 0.015 0.012 0.0081 0.010
0.0082

Ref: Radiat
Latest Revis
and E&tcati

12.INS'IR

MON"DTP,
solution. T
necessalily
protected fr
The unused
of local reqr

Preparatio

The prepat
performed
condifions.

Procedure:
- Before s

the vial,
- Plastic s

- The cor,

alcohol i

- 2-5mlr
using lei
a sterile

i o uts, Rad i o p h ar m ac eu t i c al s

tio( Center. Oak Ridge Institttte for Sci

OakRidge, TN 37831

CTIONS FOR PRtr}PARATION OF RADIOPHAR]\{EUTICALS

Kit is not radioacrlive prior to addition of Tc-99m-sodium P'ertechne

e solution preparecl after adding Tc-99jn is radioactive and should

:ept in a suitable lead container and belopv 25"C at rroom temperature

m light.
rarts and the wastes occurring after usage silould be evaluated wittLin the s<:

irements for radioactive material.

Lof Tc-99m-DTPA

Ition of Tc-99m-D:tPA solution by using MON.DTPA KIT should

rehind an appropriate shielding for radiiation protection and under asel

arling the process, the kit vial shoul

rith impaired oover seal should not be

erile gloves should be used throughou

:r on the vial is rentoved, the rubb

nd the vial is placed into the lead cont

terile, non-pyrogenic sodium pertech

d shieided iterile injector. The product vial was closed under nitrogen gas i

needle is pricked into the vial before adding pertechnetate in ordor

te the pressure of the vial.

B/10
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- The max rn Tc-99m activity recommended fqr labelling the content of a vial is 500

mCi (185 MBq).
- Itis that the lvophilized substance is colnpl4ely dissolved by slightly shaking

I inside the lead contzLiner.

whether the solution contains particfe or not, whether it is clear or not. 'Ihe

solutions hat are not transparerrt should not be used'

nt of radioactivity is rJetermined by meTsuring in the dose calibrator.

tains nitrogen in order to prevent gxid{tion. tt should be taken

the kit vi
- It is chec

- The amo

'Ihe kit vial
to ventilate i

- The shel

care not

to the vial while taking the administratio4 doses'

life of To-99m-DTPA solution is 8 hburs. It should be

,rxr ?5 oC cf rnnm temnerahrre and oiotected from ligh
stored inside a tread

ow 25 oC at room temPerature and P from light until the expirationshield be
date.

Determinat of radiochemical PuritY

1. Determi tion of Tc-99m imprLritY in the form o{ collpidal:

Consta tsilica gel impregnated TLC layer
: 0.9o/o sodium chloride

- The atography tank and layer are prepared;

- Thes le (5-10 pL) is dropped onto the starting point.

- The la is immediately placed into the tank before the drop is

- Itis 10 cm from the dropping point and tl1e plate is tatrlen out

Warning: study should be carried out

radiation saft

dried in
The radi

Rf for colloi
Rf for Tc-

The
drop is dried, the plate is Placed in
( ) and is developed 10 cm.

The is taken out of the plate and

lues and the activity dispersion are

in considgratibn of the operating conditions for

r1r.

ivity dispersion is determined by using TiI c scanner device.

Tc-99m peak: 0.0
DTPA and sodiurn pertechnetate peaks: Q,9-1

2. Determi of Pertechnetate imPuritY

se: Silica gel impregnated TLC

; Methyl-Ethyl-Keto.ne
late and sample appllication is

drried and the

of the tank and

ve. After the Sarnple
methyl-ethyl-ketone

Rf
Rf
Rf

Pertechnet ate (T c-99mO+-) : 0'9- 1 .0

Tc-99m-DTPA and colloidal form: 0.0

'd:!l

9lr0
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CON
lm

CAUTION: MON.DTPA KIT is tabelled wttil, rc-9lm sodium pertechnetate, please

stick prepared labels included in the

contatner completing the infotmation or
identify Tc-9 w-DTPA solution.

ILUSION: Purity o/o va calculat0d frQm the peak areas. The total of the

ties obtained from bnth c atograms shduld not be rnore than 5 oh.

des swub for the disinfection'of the tubber
en preparing the vial for use. The l,wab|
use an antiseptic agent except for the'gnti$e1

The box
this swab
Pleuse do

10/10
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