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1 General

The product PEDeDose is intended to support healthcare professionals in prescribing medication by
providing patient-specific dosage information based on the patient’s body weight, age, and body size
or kidney function, if relevant. Individual dosage recommendations can be calculated by using the

integrated calculator. Dosage information is maintained in a database which is part of the product.

The product is not intended to replace the healthcare professional’s decision on the choice and the
dosage of the medication, but rather to support the healthcare professional in his or her decision by

providing patient-specific data.

PEDeDose provides dosage information in three languages (German, French, English). Dosages are
displayed via a search for substance, product (mainly products that are on the Swiss market), indication
or ATC code. The information provided by PEDeDose (e.g. indications, dosages, «General Remarks»)
can be either «on label» or «off label use» concerning the relevant medication. When assessing whether
itis an «on label use» or an «off label use», healthcare professionals must consult the product information
for healthcare professionals. The final decision to use a medication «off label» remains with the
attending healthcare professional. PEDeDose is available for healthcare professionals in European
countries. For the Swiss market, additional (non-exhaustive) information (such as the preparation of the
medication or application) of certain products is provided in German and French.

PEDeDose database does not claim to be exhaustive.

The latest version of the instructions for use is available at www.pededose.ch. It is the responsibility of
the user to always have a printed, up-to-date version of the instructions for use. System integrators
also receive the annexes | (Web service manual PEDeDose) and Il (Deep links advanced manual

PEDeDose) for the integration of the web service or the deep links into primary systems.

If you require the instructions for use to be sent to you in paper form, please contact PEDeus Health AG

(see chapter 9.1).

1.1 Copyright
Copyright © 2026-2031 PEDeus Health AG. All rights reserved.

No information contained in this document may be changed, copied, reproduced or transmitted by any
means without the prior written consent of PEDeus Health. These instructions for use are intended for
professional use only. They are not intended for public distribution and may not be used for commercial
purposes. PEDeus Health assumes no liability for errors, mistakes or any damage caused by the use of
a PEDeDose instructions for use document that has been modified without the prior written consent of
PEDeus Health.

In the instructions for use PEDeus Health AG is referred to as PEDeus Health.
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1.2 Accessibility

PEDeDose is intended for use by healthcare professionals. The access to the product is restricted by

state-of-the-art login solutions.

Usually, PEDeDose is accessible 24 hours a day / 365 days a year, unforeseen circumstances reserved.
PEDeDose can only be used by registered users. Individual users also have the option of registering via
swiss rx login. At PEDeDose the login via swiss-rx-login is limited to the user type "licensed academic
professionals" on the basis of the personal data according to the medical profession register of the
Federal Office of Public Health (Switzerland).

1.3 Language
PEDeDose is available in German, French and English.

The language is selected on the top right of the home screen, see below:

’
PEDe

A Home ) Login

e

After logging in, the language can be selected by clicking on the «User» button, see below:

)
FPEDeD:
N ome B AT & Patient daty 0o -

4

The desired language is selected from the drop-down menu, see below:

& User «

I = Logout

Language

German

French

English
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1.4 Technical information and requirements

Minimum system requirements are 320 pixels (screen width) and 480 pixels (screen height). Switching
to the mobile view takes place at less than 768 pixels. PEDeDose is designed for use on PCs, tablets

and mobile phones (responsive design).
It is advisable for users to install an anti-virus software on their system.

PEDeDose runs on the most common internet browsers (e.g. Chrome, Edge, Safari, etc., in the

respective most current versions).

These instructions for use apply for PEDeDose versions V3.1.X or until a newer version is published. It

replaces the previous version.

1.5 Intended purpose

The product PEDeDose containing the software PEDeDose is intended to support healthcare
professionals in medication by providing patient-specific dosage information based on the patient’s
body weight, age, body size and kidney function, if applicable. Individual dosage recommendations can
be calculated by using the integrated calculator. Medication information is maintained in a data base,
which is part of the software.

The software is not intended to control automated clinical processes. The final decision on the

medication remains with the attending healthcare professional.
1.6 Use specification

1.6.1 Medical indication

PEDeDose provides medication information and individual dosing calculation for different indications.

1.6.2 Patient population

PEDeDose is intended to be used for patients of all age groups, including neonates (term and preterm

babies), infants, toddlers, children, adolescents and adults.

No reservations are defined with respect to the medical condition of patients.
1.6.3 Intended user

a) End users

PEDeDose is intended exclusively for use by healthcare professionals (medical or pharmaceutical
specialists, e.g. physicians, nurses, pharmacists).
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b) System integrators

PEDeDose is intended to be integrated by software developers into primary systems such as clinical

information systems.

c) Operators

PEDeDose medication data is intended to be managed exclusively by the operators (PEDeus Health
employees) being medical or pharmaceutical professionals.

1.6.4 Use environment

PEDeDose is intended to be used either as standalone (website) or integrated in primary systems, e.g.

clinical information systems.

Intended users will have access to PEDeDose in different environments, including access from
hospitals, ambulances, medical cabinets, pharmacies and at home.

1.6.5 Contraindications

Not applicable

1.6.6 Warnings, precautions and/or measures
The following warnings and precautions must be considered by the user.

e If a user enters incorrect data or data is entered in PEDeDose (unintentionally) by another

person without the user’'s knowledge, the received output might be incorrect.
e [t might happen that PEDeDose is temporarily unavailable or partially unavailable.
e The user may miss alerts for various reasons (e.g. workflow interruption, distraction).
e Theinformation and data may not be fully visible on some (small) screens.

e Asthe system is IT-based, performance may be affected by cybercrime.

1.6.7 Training

No specific training is necessary for the use of PEDeDose. Users are obliged to use PEDeDose in

accordance with the instructions for use, which can be consulted at any time.

1.7 Residual risks

All risks associated with PEDeDose have been reduced as far as possible to an acceptable level by
appropriate measures (residual risks of intoxication due to overdose and inadequate or delayed

therapeutic measures). The benefits of PEDeDose clearly outweigh these residual risks.
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1.8 Clinical benefit

The various functions of PEDeDose result in a benefit for the patient, which can be considered a
secondary (indirect) clinical benefit. The clinical benefits include the reduction of dosing-related

medication errors and the time reduction for calculating the dosage.

1.9 Technical performance

Technical performance for medical device software includes the ability to generate the expected output
data in an accurate, reliable and precise manner based on the input data. Technical performance was

checked as part of the software verification of the applied software life cycle. All tests were met.

2 Dosages

There is limited availability of clinical studies regarding dosages in children. The dosages displayed were
carefully reviewed based on available literature and common practice of physicians at the University
Children’s Hospital Zurich or other children’s hospitals/children’s clinics. For better assessment of the
dosages’ accuracy, grades of recommendation (A-D) are displayed right next to the dosages (see
chapter 2.5).

However, those dosages do, except for impaired kidney function, not consider individual characteristics
such as for example any other impaired organ function, drug interactions, obesity, underweight,
hypoalbuminaemia, hyperbilirubinaemia or genetic polymorphism. Kidney function is only taken into
account if the pharmacokinetic properties of the active substance are sufficiently known. Due to
advances in science and new findings, the data contained in PEDeDose is subject to continuous

updating and improvement.
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2.1 Age and weight

Each dosage in PEDeDose is based on age and/or weight. In premature infants and neonates, dosages

may also depend on postnatal age (PNA).

The following table with examples explains how age and weight is to be interpreted.

Symbol/age or weight Explanation

<x below age/weight x

=X above or equal age/weight x

a-b from age/weight a (age/weight a is included) to age/weight b

(age/weight b is not included)

10D-6M from 10 days to 6 months minus 1 day

6M-12Y from 6 months and O days to 11 years and 364 days

=12Y from the 12 birthday

1D-28D from day 1 up to and including 27 days (preterm infants not
included)

<28D neonates (preterm infants included) up to and including 27 days

PMA 32 wk - PMA 36 wk from 32 weeks and 0 days postmenstrual age up to and including

35 weeks and 6 days postmenstrual age

PNA <7 D up to and including a postnatal age of 6 days
PNA =7 D from and including a postnatal age of 7 days
<50 kg weight below 50 kg

5-40kg from 5.00 to 39.99 kg
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A dosage can be valid for an «age»,
table.

«age AND weight», «<age OR weight» or «weight», see the following

Symbol/age or weight

Explanation

1Y-18Y

valid for the age range 1 year to 17 years and 364 days; the

weight is of no relevance

1Y-18Y and <50 kg

valid for the age range 1 year to 17 years and 364 days AND a
weight below 50 kg

1Y -18Y or<50 kg

valid for the age range 1 year to 17 years and 364 days OR a
weight below 50 kg

>50 kg valid for a weight above or equal to 50 kg; the age is of no
relevance
5-40kg valid for the range 5.00 kg to 39.99 kg; the age is of no relevance
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2.2 Dosages for preterm infants and neonates

Most dosages for preterm infants and neonates are based on age (resp. PMA) and/or weight, just like

the dosages for older children.

However, some dosages for preterm infants and neonates also refer to postnatal age (PNA), usually in
addition to postmenstrual age and/or weight. The following picture illustrates these relationships using

the example of indomethacin, IV, in patent ductus arteriosus.

Substance Indomarthacin Q,
Indication patent ductus artenosus (FOA] Q
Route of administration [V, parenteral

3 doses at
intervals of 12-24
PMA <28 wh v 0.1 mg/gidose LS w8

h each; by nf aver
20-30 mun

attime O h, 2ned

ist dose after 12-24
PMA 228 wk <175%& | .2 mg/kgidose A
28wk and <1.75 09 A dose 02 . by inf over 20- “w &
30 min
2nd » atintervals of 12-
PMA=2Bwkand <175kg and PNA <2D v 3 0.1 moikpidose 28 hesch tyint A &
dose over 20-30 min
nd + as intervals of 12-
PMA 228wk and <175kg andPNA2-70 | v Ird 0.2 mg/kpldose ahexchibyinf (4 &
dose over 20-30 min
nd + atintervals of 12-
PMA228wkand <175ky and PNA7-2680 | WV 3rd 0.25 mg/kaidose 2 heschbyint (A &
dose over 20-30 min
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If postnatal age (PNA) is applicable for calculating the dosage for a child, the following combinations
are possible:

Age/PMA, PNA, weight Explanation

PMA <40 wk and PNA <8 D valid for a preterm infant with a postmenstrual age

below 40 weeks and a postnatal age below 8 days

0-8Dand PNA=8D valid for a former preterm infant with a corrected
age of 0 to including 7 days and a postnatal age of

8 days or more

0-8Dand PNA<8D valid for a term infant with an age of less than
8 days
PMA 32 wk - 36 wk and <2 kg valid for a preterm infant with a postmenstrual age

of 32 weeks up to and including 35 weeks and

6 days and weighing less than 2.000 kg

PMA <40 wk and <2 kg and PNA <7 D valid for a preterm infant with a postmenstrual age
below 40 weeks and a weight below 2.000 kg and

a postnatal age below 7 days

PNA <8 D valid for a neonate (preterm or term) with a
postnatal age of less than 8 days; the
postmenstrual age as well as the weight are

irrelevant

The following ages are used in connection with preterm birth:

postnatal age (PNA) = number of days of life from birth

- postmenstrual age (PMA) = sum of gestational age at birth and postnatal age (used in

PEDeDose only for preterm infants)
- chronological age (chronA) = number of days of life (resp. months, years) from birth

- corrected age (corrA) = chronological age minus the weeks missing to complete 40 weeks of

gestation (= chronological age plus gestational age at birth minus 40 weeks)

Preterm birth is when the child is born before 37 weeks of gestation. For dosage calculation purposes,
neonates born before 37 weeks of gestation are considered preterm up to a postmenstrual age of
39 weeks and 6 days. From a postmenstrual age of 40 weeks and O days, the corrected age is used if

gestational age and prematurity are recorded. The calculation according to the corrected age is
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maintained until the end of the 36" month (chronological age), after which the dosage is calculated

according to the chronological age.

The following different «ages» may apply to the age information in the age/PMA column on the website:

- postmenstrual age (PMA): for preterm infants
- corrected age (corrA): for former preterm infants (PMA =40 wk up to 36 months)

- chronological age (chronA): for term and former preterm infants =36 months

2.3 Repetitions / administration frequency

Administration frequency is expressed either as number of daily repetitions or as dosing interval (in
hours). The number of daily repetitions refers to the number of doses over 24 hours in equally large
time intervals. The following table shows with some examples how the number of repetitions [Number

of repetitions] is to be interpreted:

Number of repetitions Time interval

1 x daily one dose every 24 h

2 x daily one dose every 12 h

3 -4 x daily one dose every 6 hto every 8 h
6 x daily one dose every 4 h

every 24 h one dose every 24 h
every6-8h one dose every 6 hto every 8 h
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2.4 Maximum dosage

In the database, maximum single and/or daily dosages are indicated in some cases. The interpretation
of maximum dosages is difficult with children. If the main dosage is given per kg body weight, whereas
the maximum dosage is given as a fixed dosage without reference to body weight, this maximum
dosage must be interpreted as follows: The main dosage is valid up to the body weight («limit») where
the maximum dosage is reached. If the child weighs less than this «limit», the maximum dosage must
not be applied. If the child weighs more, it will no longer be dosed per kg of body weight, but the

maximum dosage is administered.

The following is an example of the explanations above:

Active Age Dosage Max. single dose
substance
X 28 D-18Y and <50 kg 10 mg/kg/dose 400 mg/dose

If a child weighs <40 kg, the maximum single dose must not be administered, but the dosage must be
calculated using the formula 'body weight in kg x dose in mg/kg/dose'. For a child weighing 20 kg, this

results in a dosage of 200 mg/dose.

If a child weighs =40 kg and <50 kg, the maximum single dose of 400 mg/dose is administered (40 kg
x 10 mg/kg/dose). For children weighing more than 40 kg, no calculation takes place anymore, as the

maximum single dose has been reached and must not be exceeded.

The calculator in PEDeDose considers maximum dosages in the calculations.
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2.5 Grade of recommendation

The grade of recommendation refers to the main dosage, not to maximum single or daily dosage. The
classification is divided into four different grades, from A to D. Should there be multiple references, the

grade of recommendation refers to the reference with the highest grade.

Grade of recommendation Explanation

A Systematic review of randomised controlled trials (RCT); well-
planned, single randomised controlled studies; all-or-nothing

principle (approval by the Swiss authorities since 01/01/2011)

(A) Systematic review of randomised controlled trials (RCT); well-
planned, single randomised controlled studies; all-or-nothing

principle (approval by the Swiss authorities before 2011)

B Systematic review of well-planned cohort studies; well-planned
single cohort studies (and RCT with modest follow-up); outcome-
research study; systematic review of case-control-studies; single

case-control study

C Case series; bad cohort and case-control studies

D Expert’s opinion without explicit clinical assessment; physiological

models; comparisons; principles; few case studies

If a dosage specification is not within the literature dosage, but a partial aspect is deviating, the grade

of recommendation is lowered by one level.
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3 Calculation

If the user runs the PEDeDose version without calculator, this chapter will not apply.

3.1 Dose calculation

The PEDeDose website allows the calculation of dosages after entering date of birth, body weight and
- if necessary — height of a patient. With preterm infants, also the gestational age at birth is entered.
For dosages that relate to the body surface, the body surface is estimated based on the Mosteller
formula®. A few datasets do not permit dosage calculation. In this case, a corresponding warning

message is displayed.

A No individual dose is calculated for this (these) dosing line(s).

3.2 Patient data: calculation basis

The following values are allowed for the weight and height (see table below):

Minimum Maximum
Weight [kg] 0.25 200
Height [cm] 20 250

If a value outside the limits is entered, an error message is displayed.

Patient data entries are checked for plausibility based on percentile curves?3 (weight and height). A
warning is shown in case of weight and/or height below the 1% or above the 99" percentile if the patient
is a child under 18 years of age. In preterm infants, a warning is shown in case of weight and/or height

below the 3 or above the 97 percentile.

Determining a dosage for obese patients is complex; various factors/criteria have to be considered. For
this reason, PEDeDose allows the calculation of the BMI, which gives the user an indication of whether
they need to further clarify the dosage. Entering weight and height permits the calculator to calculate
the BMI, which will be displayed below the calculated dosage. Please consult the factsheet «Drug

dosing in overweight children» (www.pededose.ch, «Info»).

Patient data is saved for as long as the user is logged in. If the user logs out or closes the browser, the

patient data is deleted.

IMosteller RD. Simplified calculation of body surface area. N Engl J Med 1987; 317(17): 1098.

?Braegger C et al. New Swiss growth charts. Paediatrica 2011; 22(1): 9-11.

3P&diatrie Schweiz. Recommendation regarding the request to adapt the current Swiss growth charts. Oktober 2020. Online
access 08/2021.
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3.3 Calculation of preterm infant doses

In preterm infants, the gestational age at birth (weeks and days) must be additionally entered with the

patient data.

Preterm birth is when the child is born before 37 weeks of gestation. For dosage calculation purposes,
neonates born before 37 weeks of gestation are considered preterm up to a postmenstrual age (PMA)
of 39 weeks and 6 days. From a postmenstrual age (PMA) of 40 weeks and 0 days, the corrected age
is used if gestational age and prematurity are recorded. The calculation according to corrected age
(corrA) is maintained until the end of the 36" month (chronological age (chronA)), then the dosage is

calculated based on chronological age.

An exception to this rule are active vaccines; these are calculated and displayed according to

chronological age (chronA).
Here are some examples:

A preterm infant born at a gestational age of 32 weeks (GA 32 0/7 WOP) 2 days ago (PNA 2 D), i.e.
the current postmenstrual age is 32 weeks and 2 days (PMA 32 2/7 wk):

Substance Acetaminophen (Parscetamol) Q
Inclication anigesia (Imid paie, pain score <31, fewwr Q
Rovte of administration PO, liquid

. Type of Number of Max single Max dally
P
PMA Weight NA  Applcation Dose 0y Remarks GR Ref
PMA 32277wk| 17809 20 PO 18 - 26 moldose 3 - 4 x daily 105 mgiday S <

T DOsteofbirth 03122022 Waeight 17%0g Pl Yes GA 1207 'WOP | PMA 32 27wk | PNA 20D

A preterm infant born at a gestational age of 35 weeks and 3 days (GA 35 3/7 WOP) 5 weeks ago
(PNA 5 wk), i.e. the current corrected age is 3 D (corrA 3 D):

Substance Acetaminophen Paracetamal) Q
Indiication analgusia (mid pain, pain ucore <3} fever Q

Age [Weight PNA  Applcation Type of dose Dose Number of repetitions Max single dose Maxdailydose Remarks GR  Ref

30 [Boo0g PO 28 - 42 mgidose 3- 4 xdady 168 mgiday SR - |

# Dateofbirth 04112024 Weight 28009 Pl Yes GA 3537 WOP |comA 3 PMA 2037wk  PNA Swh
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A former preterm infant (GA 35 3/7 WOP) born 4 years ago, i.e. the current chronological age is 4 years
(chronA 4Y 0 mth):

Substance Acetammnophen (Faracetamol) Q

Indication analgosa [miki pan, pam soom <), fever Q
Route of administration PO ligud

Type of Number of Max single Max daily
|
Age Weight PNA  Application Dose boia

1239 PO 180 - 240 mg/dose 4 x daily &

T Dateofbirth 05122018 Weight 12kg Pl Yes GA 3537 WOP lm 4y ﬁmml

Remarks GR Ref

3.4 Dosage adjustment in patients with kidney impairment

For patients with impaired kidney function, the dosage can be adjusted depending on the patient's
kidney function and the extra-renal elimination fraction (Qo value) of the active substance. Depending
on the active substance, the adjustment is made by either reducing the dose or extending the dosing

interval. However, this function is not available for all active substances.

To adjust the dosage for kidney impairment, also the sex must be entered with the patient data, a
laboratory parameter selected, and its value entered. Available laboratory parameters are serum
creatinine [umol/L], cystatin C [mg/L] and the glomerular filtration rate (GFR) [mL/min/1.73m?]. As there
are, in addition to the serum creatinine and cystatin C value, other, less frequently used methods for

estimating or directly measuring GFR, PEDeDose also offers the option of entering GFR directly.

The laboratory parameters entered are checked for plausibility. A warning is displayed if the entered
value is below or above a certain threshold value. As GFR can fluctuate greatly in certain cases, it is

important to always ensure that a current measured value is entered.

Using published empirical formulae,*>¢7 the estimated glomerular filtration rate (eGFR), which is an
indicator of kidney function, is then calculated based on the laboratory parameter entered. Using serum
creatinine, the eGFR can be calculated from an age of 7 days for term infants or a corrected age of
28 days for former preterm infants. In the first few days after birth, GFR is still so variable that adjusting
the dosage based on GFR is too uncertain. Cystatin C can be used to calculate the eGFR from the age

of 1 year.

%eGFR is then calculated as a percentage of the normal GFR (reference value in healthy people). For

children <1 year of age, different GFR reference values are used to calculate the percentage eGFR

“Smeets NJL et al. Maturation of GFR in term-born neonates: An individual participant data meta-analysis. JASN 2022; 33(7):
1277-1292.
SPierce CB et al.. Age- and sex-dependent clinical equations to estimate glomerular filtration rates in children and young adults

with chronic kidney disease. Kidney Int 2021; 99(4): 948-956.
6CKD-EPI creatinine equation (2021). National Kidney Foundation. https://www.kidney.org/content/ckd-epi-creatinine-equation-

2021. Online access 04/2024.

’CKD-EPI cystatin C equation (2012). National Kidney Foundation. https://www.kidney.org/content/ckd-epi-cystatin-c-
equation-2012. Online access 04/2024.
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depending on age®. For patients =1 year of age, a GFR of 120 mL/min/1.73m? is assumed to be 100%.
The Dettli formula® is then used to calculate the individual elimination capacity (Q) for the selected active
substance, which then serves as the basis for adjusting the dosage. If Q is less than or equal to 0.8 and
%eGFR is between 8 and 75%, the dosage is adjusted accordingly. An exception are e.g. single and

loading doses, which are not adjusted.

For active substances that are nephrotoxic or contraindicated below a certain GFR threshold, a

corresponding note is displayed with the calculation. For further information, see chapter 7.3.

4 Web service

This part of the instructions for use is for users of the web service. The web service provides access to
PEDeDose via integration in a clinical information system, in a medical practice or pharmacy software.
The web service allows the user to either calculate a dosage after entering the substance or product or
to check a self-selected dosage.

The user of the web service is responsible for the timeliness of the entered patient data. All alerts and
warnings provided by PEDeDose must be displayed to the user in the clinical information system, in a

medical practice or pharmacy software.

System integrators can find more information about the integration via web service in the Annex | Web

service manual PEDeDose.

4.1 Dose check

The web service allows the user to check a self-selected dosage and indicates the deviation from the
calculated dosage in percent. If the defined, active substance-dependent tolerance - classified
according to drugs with broad or narrow therapeutic index —is exceeded or not reached by the deviation
between the self-selected and the calculated dosage, or the maximal single or daily dose (if available)
is exceeded, the user receives a warning together with the deviation of the dosage in percent, see table

below.

8Rhodin MM et al. Human renal function maturation: a quantitative description using weight and postmenstrual age. Pediatr
Nephrol 2009; 24(1): 67-76.

%Dettli L. The kidney in pre-clinical and clinical pharmacokinetics. Jpn J Clin Pharmacol Ther 1984; 15(1): 241-254.
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Active Limit Okay Warning/orange* | Dangerous/red* Toxic/black*
substance /green*
Broad Below 80 - 90% <80%
therapeutic
index 90 - 111% _
Above 111-125% Maximum dosage OR >300%

>125% (if no maximum
dosage is available)

Narrow Below 90 - 95% <90%
therapeutic
index Above | 95-105% | 105-111% Maximum dosage OR >150%

>111% (if no maximum
dosage is available)

* The status/colours and/or symbols are provided by the clinical information system, the medical practice or pharmacy software;

the last column («Toxic/black») may be shown together with «Dangerous/red».

If PEDeDose specifies a dosage as a range, the highest (for upper limits) or the lowest value (for lower
limits) is used for the tolerance calculation, respectively.

The dose check is not designed to detect over- or underdosages when several identical or similar active
substances are being prescribed to a patient. In the case of dosages that have to be up-titrated (e.g.
anti-epileptic drugs) or active substances whose tolerance is very individual (e.g. morphine), an OK in

the dose check may give a false sense of security and must therefore be interpreted individually.

In addition to the single doses that remain constant throughout the day, it is also possible to check
dosages at which the single doses are administered in different amounts throughout the day. The
number of single doses per day corresponds to the number of repetitions over 24 hours in equal time
intervals: 1 single dose = 1 x daily (every 24 h); 2 single doses = 2 x daily (= every 12 h); 3 single doses
= 3 x daily (= every 8 h) etc.

5 Products

5.1 Products assigned to the dosage datasets

Products that match the dosages are assigned to the individual dosage datasets. The products are

selected according to the following criteria:

— Excipients: The excipients in a product are checked. If a product contains unsuitable excipients, this
is noted under the «Product specific remarks», including the age up to which the excipient in question

is unsuitable.

— Approval according to product information: If possible, products are linked that are approved for
the indication and the age of the corresponding dosage dataset. If no approved products are
available, off-label links are made, always taking into account further criteria such as excipients,

contraindications, etc.
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— Dosage strength: Usually, products are assigned to the dosage datasets which, with regard to their
dosage, are in a range covering half of the lowest dosage to twice of the highest dosage. In the case
of solid oral products, divisibility and crushability are taken into account for the assignment.

It is up to the healthcare professional to decide which product to use with an individual patient.

5.2 Product lists

For institutions, product lists can be created for display in PEDeDose. For this purpose, the institution
will send PEDeus Health a list of products to be labelled by individual arrangement. These products will
be marked with a star in the respective institution after processing by PEDeus Health. This may be used
for example to display the institution's internal products or favourites in PEDeDose (see figure below

for products with ibuprofen, oral, liquid: One product is marked with a star).

ALGIFOR Dolo forte Susp 200 mg/5ml Ibuprofen =z
ALGIFOR Dolo forte Susp 400 mg/10ml  Ibuprofen £y
ALGIFOR Dolo Junior 150 mg/7. 5ml Ibuprofen 2
ALGIFOR Dolo Junior Susp 100 mg/5ml  Ibuprofen @
ALGIFOR Junior Susp 100 mg/5mi % Ibuprofen =
ALGIFOR Liquid Caps 400 mg Ibuprofen =
ALGIFOR-L Filmtabl 200 mg Ibuprofen =
ALGIFOR-L forte Filmtabl 400 mg Ibuprofen =
ALGIFOR-L Gran 200 mg Ibuprofen =

In the list of active substances, a star indicates whether an active substance has links to labelled

products.

Search results for ibuprofen

Ibuprofen

7 Products -
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6 Operating functions

6.1 Magnifying glass

If a magnifying glass is visible next to a search term, click on the substance to return to this search term

or select this search term (see in the example below next to «Substance Ibuprofen»).

Substance Ibuprofen Q

6.2 Printing

If required, an extract can be printed from PEDeDose with a conventional printer (e.g. calculated

dosages). It is recommended to generate a printed extract for a single application only.

7 Detailed instructions for use

7.1 Patient data

Clicking on «Patient data» opens a window in which you can enter information concerning the patient

for whom a drug dosage is to be prescribed.

A Home Bac O vio - 2 Uset =
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For individual dosage calculation, the following information is entered (the red asterisk marks the

mandatory fields):
- Date of birth
- Weight [kg or g]

- Height ([cm], only for drugs for which the body surface is necessary for dose calculation, for
patients for which the dosage needs adjustment due to kidney impairment or as a prerequisite
for the calculation of the BMI)

- Preterm infant (yes or no)

- Gestational age at birth ([«Weeks» and «Days»], only after selecting «Yes» for Preterm infant)

# Patient data X
8 Dato of birth

0912 2024

B Weight

kg

§ Height

Preterm infant

[ —
Gestational age at birth

Wowks Days*
=
&N Kidney impairment

Alwiarys confierm patient data

before caicutation

B e

& Deiets

For preterm infants, select «Yes» in the field «Preterm infant». Subsequently, the gestational age at birth

is entered in weeks and days (see chapter 3.3).
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- Kidney impairment (yes or no)
- Sex (male or female)

- Laboratory parameter (serum creatinine [umol/L], cystatin C [mg/L] or GFR [mL/min/1.73 m?;

only shown after selecting «Yes» for Kidney impairment

# Patient data X
8 Date of birth’

08.12.2022

a6 Weight'

Male @ Female

Alwayd confiem patient data
before calcuiaton
B Save

& Delete

If «Yes» is selected in the «Kidney impairment» field, subsequently the sex must be entered, the

laboratory parameter selected, and its value entered (see chapter 3.4).

By checking the box «Always confirm patient data before calculation», the user can choose to be asked
before each new calculation as to whether they wish to proceed with the previously entered patient
data. For systems accessing PEDeDose via deep links or via web service, this option can be turned off
so that the user does not have to confirm the patient data before the calculation. The users of the
corresponding systems must be aware that PEDeDose assumes that the patient data sent is correct

and has already been verified by the user in the system accessing PEDeDose.

The entered data is saved by clicking on the «Save» button or deleted by clicking on the «Delete» button.
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7.2 Search

In the «Search» field, either a substance name, a drug indication or a product name can be entered; at

least three letters or two letters (characters) and «%» must be entered. The search function is not case-

sensitive.
' i
) i e | Indicat
. —
PEDeDo
A ome B AT & Patent dats 0O - 2 User =

A Home

7.2.1 Substance search

7.2.1.1 Substance

The substance name is entered in the «Search» field (e.g. «lbuprofen»).

»

'] Ibuprofen
]
o
1 =
PEDeD
A Horme Barc & Pavent data Oino - o Usar «

Search rozults fur lbuprofen

1 Substance -

16 Products -

The search results are displayed below the «Search» field. For the example «lbuprofen», the search

returns one substance and sixteen products as a result.

If the dosage only refers to one active substance of an active substance combination, this active
substance is displayed in bold. In the example below, amoxicillin is displayed in bold for the active
substance combination amoxicillin - clavulanic acid, since the dosage in PEDeDose refers to amoxicillin

and not to the combination amoxicillin - clavulanic acid.

Search results for AMONICILLIN

2 Substances -

Ampuacilin

Amosdicilin - Clvulanic acid

2% Producs =

7.2.1.2 Indication

By clicking on the field «Substance» and then on the substance («Ilbuprofen»), the «Indication» field is

opened (two indications for the selected example):
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7.2.1.3 Application

Clicking on an indication (in this case «analgesia (mild / moderate pain), fever, perioperative analgesia»)

opens the selection of application (route of administrations/galenic groups), see below.

Substance Uuyguoten Q

Indicatsons

PO ligpd
PO. effarvescent and hqud Forms

PO, tablets. dragess. caprules

REC
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7.2.1.4 General doses
Clicking on an application (i.e. «PO, liquid») opens the «General doses» window, see below.

If there are substance specific remarks for the selected active substance, these are displayed below the
«General doses»; see below (they may include for example dosage notes, attention remarks,

contraindications).

Substance Buprten Q
Indication ancégesia (mid / moderate pain), fover, penoperatrve analgesa Q

Route of administration PO hqued

Calcwtated dose - 7]

Age/PMA Weight PNA  Application 7::.‘" Dose m “'::'" “"m""' Remarks GR  Ref
3 mth - 6 mth and 25 kg PO 7.5 - 10 mg/kg/dose 3 x dally 8 !
Imth - 6 mth and =5 kg PO 5 - 7.5 mgfkgkose 4 x daily g B
Gmth- 18Y and 5 - 404g PO 7.5 - 10 mg/kgidose 3 x dady E - |
Gmth-18Yand 5 - 40 kg PO 5- 7.5 mhkgidose & x dady CY - |

<18Y and 40 - 50 by PO 200 - 400 mgidose 3-Axdady [EY -

218Y or 2S0kg PO 400 - 800 mg/dose 3-4xdaly A~ B
attention A good hwdration of the patent is important [185)

renal insuffidency  creatinine clearance <30 mUiminv'1, 73 m? {or <25% af the noem in infants <12 mth|- do not use; creatining clearance 230 mlmind1.73 m? (or
£25% of the noem In infants <12 mih} ne dose adjustment; creatinne clearance 30-50 mLAnAL 73 m? {or 25-505% of the noren In nfants <12
mth]: monitoring of ronal function recommended, do not use = patients at risk of worzening renal msufficency [58 {03/2023), 152 {Algdor,
03/2023), 338|

Qe value 1 (58 (032023))

contraindications  among others active Gl ulcers or Gl bieedng. inflammatory bowsd diseases such a3 Crohn's disease or uicerative cobtia. severe HF. severe HI
(curhosrs and ascites), severe R (creatinine clearance <30 mLmin/1 73 m* or <25% of the narm in infants <12 mth) (152 (Algifar, 03/2023f]

interactions armong others other NSAID (ncluding low-dose acetylsalicylic sod), glucocorticonds. orsl anticoaguiants, digoon. phenyiom, quinolones
mathotrexate [152 (Algdoe 03/2023)]

12  Products m Switoerdand
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The «General doses» window provides the following information:

Information Explanation
Age/PMA Age of the patient for whom the dosage is recommended

(PMA: postmenstrual age, in case of a dosage for a preterm infant)
Weight Weight of the patient for whom the dosage is recommended
PNA Postnatal age (only relevant for neonates and preterm infants)
Application Route of administration (REC, PO, IV, IM, etc.)

Type of dose

Loading dose, maintenance dose, etc.

Dose

Usually in mg/kg/dose, for adults often mg/dose

Number of repetitions

Number of repetitions per day (2 x daily, 3 x daily, etc.) or dosing

interval (in hours)

Max single dose

Maximal dose per single administration

Max daily dose

Maximal dose per day

Remarks Remarks regarding dosage, application, etc.
GR Grade of recommendation (see chapter 2.5)
Ref Reference (number of reference on which the dosage is based), see

«Literature» (chapter 7.6) for the reference list. The «book symbol»
works as a mouse-over button (does not work on tablets and

smartphones. In these cases, the references are directly accessible).
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7.2.1.5 Calculated dose

A click on «Calculated dose» opens a window with the individually calculated dosage for the patient
whose data have been entered in the field «Patient data». (There are two dosage datasets in the

example below because there are two different numbers of repetitions (3 x daily and 4 x daily).)

The dataset of the individually calculated dose shows the age and weight of the patient for whom the

dosage has been calculated (in the example below «3Y 5 mth», «12 kg»).

Below the section «Calculated dose», the grey bar shows the following data of the patient: «Date of
birth», « Weight», «Height», «BMI», body surface area («(BSA»), Premature infant («Pl») and chronological
age («chronAr). For premature infants, instead of the chronological age, the gestational age at birth
(«GA») as well as the postmenstrual age («<PMA») and the postnatal age («<PNA») or the corrected age
(«corrA») are displayed. For former preterm infants with a PMA between 40 and 44 weeks, both the

corrected and the postmenstrual age are displayed. (For premature infants, see also chapter 3.3.)

Substance Ibuproten Q

Indication arvalgencs (ool / rocherates puing, T, percperntive anipeses Q
Route of sdministration PO, Squd

Calcutated dose et

Substance Ibuprafen Q
Indication analgewa (mild / moderate pan), fover, peroperatae analgess Q
Route of administration PO, houd

Calcutated dosm = 0]

Age  Weght PNA Application 1:': Dose m "‘:;f"’ "';‘:” Remacs GR Ref
IYSmth  12%g PO 90 - 120 mgkiose 3xdaily w 0
IYSmth 124 PO 60 - 90 mghtose 4 x daily (EYI -
# Datoofbirth 11062021 Weight 12kg Height 92cm  BSA 055m® BMI 14 Pl No chronA 3Y5Smth
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7.2.1.6 Products in Switzerland

For users in Switzerland, clicking on «Products in Switzerland» will open a window below the windows
«General doses» / «Substance specific remarks» with products containing the searched substance and

route of administration and the galenic form (lbuprofen, analgesia, oral, liquid in the example below).

Substance speoiic remarks

attention A QoOG hycration of the patient 5 important. [185]

renal insufficlency  creatinine dearance <30 mUmMIn/1 73 m* [or <25% of the norm n infants <12 mth): do not use; creatinine descance =30 mUmMin/1.73 m* jor
225% of the norm in infarts <12 meh) no dose adjusiment creatinine clearance 30-60 mUimandl. 73 m* (or 25-50% of the norm in mfants <312
men): monitoring of renal function recommended, 4o Not us2 I patients at risk of worsening renal InsuMciency {58 {D3/2023). 152 (Axifor,
©3/2023). 338)

Qe value 1 [58 {03/2023))

contreindications amang others active Gl ulcers or Gi bleeding, mflammatory bowe! diseases such as Crobn's disease or uicerative colitis, severe HF, severe HI
|citrhosis and ascaes) savere Ri [creatinine clearance <30 mLMINL 73 mi or <25% of the norm i infants <12 meh) [152 (Agitor. 03/20231]

interactions amang others other NSAID (including fow-doge acetyisalicyiic acd), Qlucocorticoios. ceal anticoagulants, digoxin, phemytoin. quinolonss,
methotrexate [152 (Akgifor, 032023}

12 Products in Switzeriand «

ALGIFOR Dolo forte Susp 200 mg/Smi Ibupeeten <
ALGIFOR Dol forte Susp 400 mg/10mi Ibaprofen ¢
ALGIFOR Dok Junior 150 mg/7,5mi ibapeofen e
ALGIFOR Dolo Junior Susp 100 mg/Smi Ibupeofen “
ALGIFOR Junior 100 mg/Seni mit Doslerspr Ibupeofen 4
IRFEN DOLO Junior Susp 100 mg/Smi Ibuprofen 2
IRFEN Junior Susp 100 mg/Senl Ibuprofen £
NUROFEN Dolo Junior Susp 100 mg/Seni Erdbeer  Ibuprofen (&
NUROFEN Dolo Junior Susp 100 mg/Senl Orange  ibuprofen @
NUROFEN Jundor forte Susp 200 mg/Smié Erdd Ibupeofen @
OPTIFEN Dolo Junior Susp 100 mg/Smi Ibuprofen (7
OPTIFEN Junior Susp 100 mg/Smi Ibupeoten (C}
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By clicking on the symbol on the right in the field «Products in Switzerland» the short information of
HCI Solutions AG is opened in www.compendium.ch for the selected product, see below. To use the
link from www.compendium.ch back to PEDeDose, the user must be logged in to

www.compendium.ch.

ALGIFOR Dolo forte Susp 200 mg/Smi Ibupectfen (4
ALGIFOR Dolo forte Susp 400 mg/10mi Ibuprofen (€4
ALGIFOR Dalo Junior 150 mey/7.Smi Ibupecten o
ALGIFOR Dolo Junior Susp 100 mg/Smi Ibuproten o
ALGIFOR Junior 100 mg/Smi mit Dosierspr Ibupecten @
IRFEN DOLO Junior Susp 100 mg/Smi ibupecfen “
RFEN Junior Susp 100 mg/Smi ibuprofen «

o

NUROFEN Dolo Junior Susp 100 mg'Senl Erdbesr Ibuprofen

NUROFEN Dolo Junior Susp 100 mg/Semi Orange  Ibuproten “
NUROFEN Junior forte Susp 200 mg/Smi Erdd Ibupeoten €1
OPTIFEN Dolo Junior Susp 100 mg/Smi ibuprafen 2
OPTIFEN Junior Susp 100 mg/Smi Ibuprofen 2
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Below the window «Substance specific remarks» you will find a list of linked products in Switzerland
that fit all or certain dosage datasets (three products in the example below, click to display the list),
while below the window «Calculated dose» you will see only those products that fit the dataset used
for the calculation (two products in the example below, click «Products in Switzerland matching the

data set of the calculated dose» to display the list).

Substancy Acetaminophen (Paracetamol) Q
Indication analgesiy (mild pain, pain score <3], fever O
Route of admiristration PO figued

Calcutated dose .
Age Weight PNA  Applcation  Type of dose Dose Number of repetitions Maxsingledose Maxdalydose Remarks GR Ref
60 135k 6D PO 35 - 53 mgidose 3 - 4 x daily 210 mgday A - |

+ Datoofbith 14012025 Waight 35 kg Height 50 cm  BSA 022m* BMI 14 PI No chonA 60

2 Products i Switcerfand matchng the duts set of the calculated dowe -

General doses -

Substance specific remarks

Qe-value >0.9[58 0320204
liver insufficency  adjust dose [152 {Dafalgan 0372020

contraindications  severe liver dysfunction (Orhosis and asates)facute hapatitis or decompensated active fver Bisease. hereditary constitutional hyperbilnubinemia
{Meulengracht's syndrome} [152 (Dafalgan. 03/2020))

interactions among others with enzyme inducers such as phenobarbital carbamazepine, woniazid. nfampicn. phenyton (reduce max dosage of paracetamol to

75%, switch to alternative analgesic for lang-term therapy) and with ethanol increase in hepatotooctty of paracetamol [85 [03/2020), 152
(Dafaigan. 03/2020)

3 Products m Setreriand
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7.2.1.7 Product specific remarks

By clicking on a product below the «Products in Switzerland» field («ALGIFOR Junior 100 mg/5ml» in
the example), the «Product specific remarks» window opens, as shown below. However, this

information is available only in German and French for users in Switzerland.

11 Products in Switzerfand «

ALGIFOR Dolo forte Susp 200 mg/Smi [buprofen =
ALGIFOR Dolo forte Susp 400 mg/10mi lbuprofen 3
ALGIFOR Dolo Junior 150 mg/7.5ml ibuprofen &
ALGIFOR Dolo Junior Susp 100 mg/Sml Ibuprofen Z
ALGIFOR Junior 100 mg/Smi mit Dosierspr lbuprofen Z
IRFEN DOLO Junior Susp 100 mg/Sml Ibuprofen g
IRFEN Junior Susp 100 mg/Smi Ibuprofen =
NUROFEN Dolo Junior Susp 100 mg/Sml Orange  ibuprofen @
NUROFEN Junior forte Susp 200 mg/5ml Erdb ibuprofen T
OPTIFEN Dolo Junior Susp 100 mg/Smi ibuprofen @
OPTIFEN Junior Susp 100 mg/Smi buprofen =z
Produit  ALGIFOR jumor 100 mg/Smi mit Dosierspr Q i

Wirkatolf boproten Q

1 Indikationon -

Annigesse (leichte / mittelstarke Schmezen), Feber, penoperative Analgesie

Juvenile idiopathische Arthntis

Prodult spezifinche Hemerkungsn

Konzentration / Gehalt 100 mg/5 mi = 20 mgimb: 1 Flasche = 200 mi

Ggenschaften Produkt Konservierungsmttel / Milfssiofte Saccharose (2 5 /5 mi), Socbitol, Xanthan, Ethanct (168 mg/S mL). Natriumcyclamat, Polysorbat 80
Ctronensbure- 1-Waster, Orangen Aroma, Natiumedatat, Natriumbenzoat (E211), gerenigtes Wasser [pro 5 mbL <1 mmol Natrium| [152
105/2022))
Geschmack: Orange [152 (05/2022))

Appiikation Handing vor Getwauch gut schiitteln [152 05/2022))
Dosmrhitte Doserspotze 5 mbL mit Graduwerung in 0 S5-mi-Schritten [85 (11/20231]
Sonde: Verabreichung Gbet Magen-. Duodenal- und Jsjunsisande maglich (ken spezifisches Absorptionifenstes bekannt, Resorption
grasstenteils en DGnndarmy [7, 152 (0572022}, 158]

Haltbarkeit Habarkeit nach Anbruch & Mt bes BT [6 (03/2022))

Zudassung bei Kindern  Schmeszen / Fieber =6 Mt und =5 kg Juvende Arthitis: 22 1 (152 (G3/2023))

Lagorbedingungen bet RT lagern [152 |05/2022))

In the «Product specific remarks» window you can find information about the selected product, for
instance «concentration/content», «preservatives/excipients», «dosing aids», «enteral feeding tube»,
«storage conditions». «Product specific remarks» of a product can be either «on label» or «off label».
When assessing whether it is an «on label» or an «off label use», users must consult the product

information for healthcare professionals. There aren’t «Product specific remarks» for all products.
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7.2.2 Indication search

7.2.2.1 Indication

The indication is entered in the «Search» field (e.g. «pain»).

)
1 pain
»
D i
(| O( > W
A Home Barc # Patient data Qo - & Usir «

Search resutts far pain
analgesia (mild / moderate pain), fever, penoperative analgesia
anaigesia (mild pain, pain store <3|, fever
snalgedia tmoderate / tevere pain)
analgesia (refractory severe pain), fever [refractory / high)
anaigesia (severe pain. pain scoce 24 / penoperative|
anaigesia (zevore pain)

sedation, procedural (pambess)
The results are listed below the field «Indications» (seven results for the example «pain»).

7.2.2.2 Substance

By clicking on an indication (i.e. «analgesia (mild / moderate pain), fever, perioperative analgesia»), the

«Substance» field is opened (one substance for the selected indication):

Indication analgesia (mild / moderate pain), fever, perioperative analgesia Q,

||

buprofen

PEDeDose is not intended to be used as a diagnosis handbook. Therefore, searching by an indication
does not mean to get a complete list of active substances, which can be administered to a patient with
a specific diagnosis, but just a selection of substances. Vice versa not all of these substances should be

prescribed for a patient in a specific clinical situation.
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7.2.2.3 Application

Clicking on a substance (example «lbuprofen») opens the selection menu of the application (routes of

administration/galenic groups) see below.

indicalion analgesia [mild | moderate pain), fever, penoperatiee analigesia O

Suhectmnee:

|Ibuprofen

PO, quid
PO, efMervescent and ligquid fonms
PO, tablets. dragees, capsules

REC

7.2.2.4 General doses

Clicking on an application (example «PO, liquid») opens the «General doses» window, see below.

Scbetance uprofen Q
incication analgesa {mild / moderste pain), fever, petiopesatree analgesia Q,
Route of administration 70O Iqud

Cenerst doges «

AgePMA Weight PNA  Application 'x“ Dase Nt of "‘::“" "':o:" Remarks GR Ref
3 mth - 6 mth and 25 kg PO 7.5 « 10 mg/giiose 3 x dally = 9
3mth - & mth and 25 kg PO 5 - 7.5 mg/kgiose 4 x dally S - |
Gmith-18Y and 5 - 40 kg PO 75 - 10 mg/kgkose 3 x daily EN - |
6min-18Yand 5- 404y PO 5 - 7.5 mafkgidose 4 x daily w 8

<18 and 40 - 50 &g PO 200 - 400 mgklose 3-4xdally w =

218Y or 250kg PO 400 - 500 mghdose 3 - 4 x daily 4~ 8

SUbStANCE SPOCNC resmacks

attenttion A gond hydration of the patient is important [185)

renal insufficlency  crestinne clearance <30 mUimind1.73 m* {or «25% of the norm n infants <12 mth), co not use, creatinne cesrance =30 mUMIN/1. 73 m* {or
225% of the norm in infants <12 mth). no dose adjustment creatinine clesrance 30-60 mUmin/1. 73 m* {or 25-50% of the nom in infants <12
mth]- montonng of nenad function recommendced. 4o POt Use In patients at nsk of worsening renad Insutficency [58 (03/2023), 152 (Axgifor,
03/2023), 338]

Qe value 1[SB {03/2023)}

contraindications  among others active Gl ulcers or G! bieeding, inflammatory bowed! dizeases such as Crohn's dizease or uicerative coftin, severe HF severe Mi
[inhosis and azcites), severe R [creatnine clearance <30 mUmin/'1. 73 m? or <25% of the norm ininfants <12 meh) [152 (Algifor, 03/2023)]

Interactions among others other NSAID (mciooing low-dose acetyisaliyiic acio). glucocoricoids. oral anticoaguiants, GQoxin. phenytoin. QUINOIoNes.
methotrexate [152 (AWifor. 03720235)]

12 Products in Seitzerdand

In the «General doses» window you see the information described in chapter 7.2.1.4.
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7.2.2.5 Calculated dose

A click on «Calculated dose» opens a window with the individually calculated dosage for the patient
whose data have been entered in the field «Patient data». (Two dosage datasets are displayed in the

example below because there are two different numbers of repetitions (3 x daily and 4 x daily).)

The dataset of the individually calculated dosage shows the age and weight of the patient for whom

the dose has been calculated (in the example below «3Y 5 mth», «12 kg»).

Below the section «Calculated dose», the grey bar shows the following data of the patient: «Date of
birth», « Weight», «<Height», «BMI», body surface area («<BSA»), premature infant («Pl») and chronological
age («chronAr). For premature infants, instead of the chronological age, the gestational age at birth
(«GA») as well as the postmenstrual age («<PMA») and the postnatal age («<PNA») or the corrected age
(«corrA») are displayed. For former preterm infants with a PMA between 40 and 44 weeks, both the
corrected and the postmenstrual age are displayed. (For preterm infants, see also chapter 3.3.)

fication ansigesis mid / modersts pen) fver petioperstive anoige=s Q
Substance huproten Q
Foute of scmivistration 701, bgud

Ibupruten Q
Indiication anwigesia (mid / moderate pan), fover. penaperative anoigess Q
Route of administration PO, Squid

Caladated dase « 1~

A Wegh PNA Aopicaton T Oose proebe R - ol LT
I¥Smth  12kg PO 90 - 120 mgidose 3 x daiy w 6
3YSmth  12kg PO 60 - 90 mgkdose 4 x daily LY - |
# Dateofbirth 09072021 Weight 12k Height 52om BSA 058m* BMI 14 Pl No  cwonA 2Y5mth
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7.2.2.6 Products in Switzerland

For users in Switzerland, clicking on «Products in Switzerland» will open a window below the windows
«General doses» / «Substance specific remarks» with products containing the searched substance and
route of administration and the galenic form (lbuprofen, oral, liquid in the example stated below).

Generad doses «

Substance specfic remarks

HH

attention A ood hydration of the patient is important. [185)

renal insufficiency  creatinne clearance <30 mUMIN'L 73 m? [or <25% of the norm in nfants <12 min), 00 not use; Créatinne Oearance =30 mUmin'L73 m? jor
=250 of the norm in infants <12 mth): no doze adjustment. creatinine clearance 30-60 mUmMin/1.73 m? jor 25-50% of the norm in infants <12
mith) monsoring of renad function recommended, do Not use In pabents at nsk of worsening renad Insuthicency [58 (0N2023), 152 (Algifor,
0372023), 338)

Qo vaive 158 {03/2023])

contraindications among others active Gl ulcers of GI bieeding, inflammatory bowed diseasss suth as Cronn's disease of ulCerative CoRis. severe HF, severe HI
fcirrhosis and ascites] severe R [creatinine clearance <30 miimin/1.73 m? or <25% of the norm in infants <12 meh [152 [Algifor, 03/2023))

Interactions among others ather NSAID (inchuding low-doze acetyisalicyiic acia). glucocorticoids. oral anticoagulants, digoxm. phenytoin, quinglones.
methotrexate [152 (Asgifor, 032023))

12 Products in Switzerland -

ALGIFOR Dolo forte Susp 200 mg/Smi Ibuprofen [
ALGIFOR Dolo forte Susp 400 mg/10mi ibuproten e
ALGIFOR Dolo Junior 150 mg/7.5mi Ibuprofen I
ALGIFOR Dok Junior Susp 100 me/Smi ibapraten @
ALGIFOR Junice 100 mg/Smi mit Doslerspe Ibupecten 55
IRFEN DOLO Junior Susp 100 mg/Smi Ibupeofen 2]
IRFEN Junior Susp 100 mg/Smi Ibupecten ¢
NUROFEN Dolo Junior Susp 100 mg/Senl Exdbesr  ibupeofen 2
NUROFEN Dolo Junior Susp 100 mg/Senl Orange  Tbupecten o
NURDFEN Junior forte Susp 200 mg/Smi Erdb Ibupeoren @
OPTIFEN Dolo Junior Susp 100 mg/Sel Ibupeofen 2
OPTIFEN Junior Susp 100 me/Smi Ibupecfen
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By clicking on the symbol on the right in the field «Products in Switzerland» the short information of
HCI Solutions AG is opened in www.compendium.ch for the selected product, see below. To use the
link from www.compendium.ch back to PEDeDose, the user must be logged in to

www.compendium.ch.

ALGIFOR Dalo forte Susp 200 mg/Srd Duproten ,
ALGIFOR Dolo forte Susp 400 mg/tOmi vuproten »
ALGIFOR Dok Junior 150 mg/7.Smi basiste
ALGIFOR Dolo Junior Susp 100 mg/Smi Dupeoten
ALGIFOR Junior 100 mg/Semi mit Doslerspr Duproten
IRFEN DOLO Junior Susp 100 mg/Smi Duprofen »
IRFEN Junior Susp 100 mg/Smi bupeofen 4

NUROFEN Dolo Junior Susp 100 mg/Smi Orange  Dupeotern
NUROFEN Jundor forte Susp 200 mg/Senl Erdd dugroten
OPTIFEN Dolo Junior Susp 100 mg/Smi Bupraten 4

OPTIFEN Junior Susp 100 mg/Smi dapeoten

Page 38 of 55 Software version: 3.1 Copyright © 2026-2031 PEDeus Health AG Effective date: 2026-08


http://www.compendium.ch/
http://www.compendium.ch/

:i | PEDeUS HeOH:h LA-IFU-01-V20

Instructions for use PEDeDose

Below the window «Substance specific remarks» you will find a list of linked products in Switzerland
that fit all or certain dosage datasets (twelve products in the example below, click to display the list),
while below the window «Calculated dose» you will see only those products that fit the data set used

for the calculation (eight products in the example below, click to display the list).

Substance Roproten Q
Indication analgesia (miki / moderate pain), fever, perioperstive analgesis Q
Route of adménkstration #0), ligusd

Calculated dose «

Age Weight PNA  Appication Type of dose Dose Nummber of repetitions  Max single dose  Max dally dose  Remarks GR  Ref
Smth B PO 60 - B0 mgkiose 3 x dally 5 B
Smth Bk PO 40 - 60 mgidosa 4 x dally s 8

& Dsteofbirth 02022024 Weight B kg Height 60 on  BSA 037m! BMI 22 Pl No  clvonA 5 mm

8 Products in Switzedand matching the deta set of the calculsted doss «

Genesd dotes -

Substance speofic resmarks

attention A Qood hiydration of the patient is impartant [153]

renal insufficlency  crestinine tearance <30 miUlnisy1 73 m? (or <25% of the nornm in infants <12 mth). o not use. crestinne dearance 230 mUrir/L.73 m? (or
225% of the norm in infants <12 mth): no dose adristment. crestining clearance 30-60 mUmund1, 73 m# jor 25-50% of the norm in infants <12
mth]: moneoeng of reral unction recommended. 60 NOt Use i patients 3t risk of worsening renal Insuficency [58 (03/2023), 152 (Alg¥or.
03/2023). 338]

Qe value 158 (032023))

contraindications  among others active G uicers or Gl bieeding, inflammatocy bowel diseases such as Crohn's disease o ulcerative coitis. severe M5, severe M
(citrhosis and ascites). severe RI [creatining cearance <30 mLmMind1.73 m? or <25% of the norm In infants <12 mh) (152 (Aigiter. 03/20231)

inmteractions AMOng others other NSAID (InCluding low-80%e acetylealicylic a0d), glucocortcomds, oral Snticoaguiants, coxin, PRenytom, qunciones,
methotrexate [152 [Algifor. 03/2023))

12 Prodocts in Switserdeng =

By clicking on the «Products in Switzerland» field and a product, the «Product specific remarks» window

opens, see chapter 7.2.1.7.

7.2.3 Product search

The product search is only available for users in Switzerland. Indications, dosages and «Product specific
remarks» displayed on a product can be either «on label» or «off label». When assessing whether it is
an «on label use» or an «off label use», users must consult the product information for healthcare

professionals.
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7.2.3.1 Product

The product name is entered in the «Search» field (e.g. «aldactone»).

»
[} aldactone

’
PEDeDose

A Home B ArC # Patientdata @ info ~ 2 User «

Search resuits for aldactone

ALDACTONE Canrenoat (IMP D) 200 mg/10ml  Canrenoate. potassium

ALDACTONE Filmtabl 100 mg Spironolactone
ALDACTONE Filmtabi 25 mg Spironolactone

ALDACTONE Filmtabl 50 mg Spironolactone

The search results for «aldactone» are listed below the heading «Products», see picture above (four
products for Aldactone).
7.2.3.2 Indication

By clicking on a product in the list (e.g. «kALDACTONE Filmtabl 25 mg»), the selection of indications is
opened (one indication for the example «ALDACTONE Filmtabl 25 mg»):

Produkt  ALDAUTONE Fiimtabl 26 mg Q
Wirkatoff Spironolacton Q

Herzinsuffizienz. Odesme

Produkt spenfische Bemeckungon

Eigenschaften Produkt  Konserverungsmittel / HitfsstofMe: Calcumsuifat, Maisatacke, Polyvidon Magnesumstearat, Hypromeliose, Macrogol 400, Eisenooad (E172)
Titandioxid (E17 1), Plefferminz Aroma [152 (03/2021))
Hirwess 20 ungeeigneten Hilfsstoffer im Alter <2 | nur bel fehlender Alternative einsetzen |ungeeignet: Pleffermins Aroma <2 1; Polyvidon
und Titandioxid <28 T) [159, 254, 255 (03/2021))

Zerideinerbarkeit Tedbarkeit ja [159. 226 (10v2023))
Brucheilhe: nesn (85 {10/2023)]
Zermorsern: ja (152 (10/2023))
Suspenthenen / Aufidsen s [152 (10/2023))
Bemerkungen: Eine Susp kann durch Zeemarsern der Tabl und Aufnahme in etwas Glycenn und Verdunnung in emem Sirup hergestedt
werden. [152 (10/2023))
Zulassung bei Kindem o, keine klaren Altersangaben [152 (03/Z2021)]

Lagerbedingungen bei RY lagern {152 (08/2021)]

Only in the German and French PEDeDose version for users in Switzerland, you can find the «Product
specific remarks» regarding the selected product below the indications. In this field, additional
information about the selected product is displayed (e.g. «preservatives / excipients», «divisibility »,

«storage conditions»). There aren’t «Product specific remarks» for all products.
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7.2.3.3 General doses

Selecting an indication (in this case «heart failure, edema») opens the window «General doses», where

all dosages for the selected product are displayed.

Product ALDACTONE Fanmtatdl 2S5 mg Q
Substance Spironolactone Q
hdication bowt fadee edemn Q

Age/Pa Weight PNA  Application  Type of dose Dose Number of repetitions single ooy Remarks GR Ref
dose
26D PO 1 - 3 mphgitose 1 x dally LRI ooN
28D PO 05 - 1.5 mphgiiose 2 x dady R o &
higher
00585 May
be
JED-18Yand <50y PG 1-25mphgidose 1-2xdaly necesssry 200 mgiday E &
n
ressTant
Cates
dally
dose can
i be spie
2187 or 250%g PO Degn 100 mgidase 1 x dailly 200 mgliay P
weveral
doses
Qaily
dose oo
218Y or 2% kg PO maintenance 25 - 100 mg/dase 1 x dally 200 mgliay ?:;p: A 8
everyl
doses

In the «General doses» window you see the information described in chapter 7.2.1.4.
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7.2.3.4 Calculated dose

A click on «Calculated dose» opens a window with the individually calculated dosage for the patient
whose data have been entered in the field «Patient data» (see chapter 7.1).
Product ALDACTONE Fimtats 25 mg Q

Substance Spironolactone Q
Indication  heart failure, edoma Q

Procact  ALDACTONE Fintabll 25 mg Q
Substance Spronolactons Q
Indication  hoart falumm, edems Q

Caloutated dose - 5]

Max Max
Age Weight PNA  Applcation Ll Dose Numbaer of repetitions single daily Remarks GR  Ref
dose
dose dose
higher doses may be
AY2Zmth 12k PO 12-30mgidose 1-2xdally necessary in resstant a !

Cases

% Dateofbirth 00037021 Weight 12ky  Meight 92cn  BSA 055m' BMI 14 Pl No chronA 37 2meh

The dataset of the individually calculated dose shows the age and weight of the patient for whom the

dosage has been calculated (in the example above «3 Y 2 mth», «12 kg»).

Below the section «Calculated dose», the following patient data are displayed in the grey bar: «Date of
birth», «Weight», «Height», «BMI», body surface area («BSA»), preterm infant («PI») and chronological
age («chronAv). For preterm infants instead of the chronological age the gestational age («GA») at birth
and the post-menstrual age («PMA») as well as the post-natal age («PNA») or the corrected age
(«corrA») are displayed. For former preterm infants with a PMA between 40 and 44 weeks, both the

corrected and the postmenstrual age are displayed. (For premature infants, see also chapter 3.3.)

In the «Product specific remarks» window you see the information described in chapter 7.2.1.7.
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7.2.3.5 Dose conversion

The calculated dose can be converted by the calculator from the initial unit to an alternative unit
(dispensing unit) (e.g. from mg to drops or mL). To do this, the field «Calculated dose in [alternative
unit]» appears below the «Calculated dose» field, see below.

Product  BEXIM Tropfen 20.8 mgiml Q
Substance Dextromethorphan Q,

Indication dry cough [antitussive) Q,

Calculated dose - 7]
Calculated dose in gt - 7]
2]

Calculated dose inml -

General doses . v

By clicking on the field «Calculated dose» the dosage datasets for the individually calculated dose in
drops (gtt) and in mL open in addition to the individually calculated dose, see below.
Product BEXIN Tropfen 20.8 mginl Q

Substance Dextromethorphan Q
indication dry cough {antitussive) Q

Calculated dose « 8
Age Weight PNA  Application Type of dose Dose Number of repetitions Max single dose Max dailydose Remarks GR Ref

4¥1mth 17kg PO 6.3 mgidose 1- 4 x daily (A - |
% Dateofbirth 21102020 Weight 17kg Height 108cm BSA 071m* BMI 15 Pl No chronA 4Y 1mth

Calculated dose in gtt «
Age Weight PNA  Application Type of dose Dose Number of repetitions Max single dose  Max daily dose  Remarks

4Y 1 mth 17 kg PO 7.5 gtt/dose 1 -4 xdaily

4 Dateofbirth 21102020 Weight 17kg Height 108cm BSA 0.71m* BMI 15 Pl No chronA 4Y 1 mth
Calcutated dose inml -

Age Weight PNA  Application Type of dose Dose Number of repetitions Max single dose  Max daily dose  Remarks

4Yimth 17kg PO 0.3 ml/dose 1 - 4 x daily

# Dateofbirth 21102020 Weight 17kg Height 108cm BSA 071m? BMI 15 Pl No chronA 4Y 1mth
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7.3 Calculating the adjusted dosage in patients with kidney impairment

Similar to the calculation without kidney impairment (chapter 7.2), the window with the dosages opens

by clicking on «Save» after entering the patient data.

Cprofionacin Q

Age Weight PNA  Application Type of dose Dose Number of repetitions Max single dose Max dally dose Remarks

6 YO mth 1 kg PO 125 mghdose 2% caly
'# Dateofbith 23122015 © Weight 21 kg Height 123 & BSA OZ5m' BMI 14 P No chonA 6Y0mih
68 Serumcreatinine 95 pmoll eGFR 3 alinal7im! WeGFR 33% Qe 04 Q 06

2 Products m Switzeand matching the dita set of the caculsted dose ~

General doses .

The individually adjusted dosage is displayed under «Adjusted dosage in kidney impairment», provided
that an adjusted dosage can be calculated or is necessary.

Clicking on «Calculated dose» opens a window with the calculated dosage for the patient whose data

was entered in the «Patient data» field, but for normal kidney function.

Clicking on «General doses» opens a window with the general dosages for patients with normal kidney
function for all age groups.

7.3.1 Display of the adjusted dosage

The individually adjusted dosage is displayed under «Adjusted dosage in kidney impairment», provided
that an adjusted dosage can be calculated or is necessary. A dosage is adjusted if the glomerular
filtration rate as a percentage of the reference value (%eGFR) is between 8 and 75% and the individual
elimination capacity Q is less than or equal to 0.8. If the %eGFR is 75% or more or if Q is greater than
0.8, the dosage does not need to be adjusted, i.e. the normal dosage can be administered to the patient.
If the %eGFR is below 8%, no adjusted dosage is calculated, but a message appears indicating that a
renal replacement therapy should be considered. The suggested adjusted dosages are subject to certain
uncertainties (estimated glomerular filtration rate, Qo value of the active substance, GFR reference
values). This is also indicated by the info button behind the title «Adjusted dosage in kidney

impairment».

Just below the adjusted dosage, comments on the adjustment are displayed, e.g. that the active
substance is nephrotoxic or contraindicated below a certain GFR threshold or an explanation of why no
adjusted dosage is calculated. Also, if the product information for healthcare professionals contains a
different recommendation regarding adjustment in patients with kidney impairment, this is mentioned
here. If the active substance is contraindicated below a certain GFR threshold value and the individual

eGFR is below this threshold value, the contraindication is displayed in red. If the individual eGFR is just
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above the threshold value (less than an additional 10 mL/min/1.73 m?), the contraindication is displayed
in orange. If the individual eGFR is higher or cannot be calculated, the contraindication is displayed in a

neutral colour.

In addition to the other patient data, the following patient data is displayed in the grey bar at the bottom
of the section «Adjusted dosage in kidney impairment»: «serum creatinine» or «cystatin C», estimated
glomerular filtration rate («eGFR»), eGFR as a percentage of the GFR reference value («%eGFR»),

extrarenal elimination fraction («Qo») and individual elimination capacity («Q»).

For active substances for which the dose is adjusted, the dose, the maximum single dose and the

maximum daily dose are reduced accordingly. The frequency of administration remains unchanged.

Age Weight PNA Application Type of dose Dose Number of repetitions Max single dose Max daily dose Remarks GR Ref

6YOmth 21kg PO 210 maidose 2 x daily g B
# Dateofbirth 23122018 Q Weight 21 kg Height 123 cm BSA 085m? BMI 14 Pl No chronA 6Y0mth

2 Products in Switzerland matching the data set of the calculsted dose ~

Adjusted dosage in kidney impairment ~

Age Weight PNA  Application  Type of dose Dose Number of repetitions Max single dose Max dally dose ~ Remarks

6Y 0 mth 21kg PO 125 mg/dose 2 x daily

% Dateofbirth 23122018 Q Weight 21 kg Height 123 cm BSA 085m? BMI 14 Pl No chronA 6Y0mth
#3 Serum creatinine 95 pmoll eGFR 39 mL/min/173m* %eGFR 33% Qe 04 Q 06

2 Products in Switzerland matching the data set of the calculated dose -

For active substances for which the frequency of administration is adjusted, the dosing interval is

extended accordingly (rounded to whole hours). The dose and the maximum single dose remain

unchanged.

Page 45 of 55 Software version: 3.1 Copyright © 2026-2031 PEDeus Health AG Effective date: 2026-08



:i | PEDeUS HeOH:h LA-IFU-01-V20

Instructions for use PEDeDose

Substance Gentamicin Q

Indication bacterial infection, severe Q
Route of administration [V, parenteral

Calculated dose -

Age Weight PNA  Application Type of dose Max singledose Max dailydose Remarks GR Ref

4Y8mth 16kg v 120 mg/dose by inf o &

# Dateofbirth 12052020 O Weight 16 kg Pl No chronA 4Y 8 mth

© You must enter the height to be able to calculate the BMI,

3 Products in Switzerland matching the data set of the calculated dose ~

Adjusted dosage in ladney impairment -

Age Weight PNA  Application  Type of dose
4Y 8 mth 16 kg v 120 mg/dose
Nephrotoxicity ~ This active ingredient is potentially nephrotoxic.

# Dateofbirth 12052020 J Weight 16 kg Pl No chronA 4Y8mth
& CystatinC 19mg/l eGFR 41mUmin/173m? %eGFR 34% Qo 004 Q 037

7.3.2 Display if no adjusted dosage has been calculated

If the dosage cannot be adjusted or an adjustment is not necessary, only the individual calculated
dosage for normal kidney function is displayed for the patient whose data was entered. Also, the
reasons why no dosage adjustment could be made or why a dosage adjustment is not necessary are

given.

Dosage adjustment not possible:

Utystance Fucunamle Q
Indication candidiass {systermc) Q
Route of sdministration PO, bgusd

Calculated dose . N

Adjusted dossge in kidney impasment -

No dosage adustmant using cystatin C can be calcufated for children <12 mth
# Dateofbirth 07087024 Q Weight 7 ky Pt No  chronA 5 mth
63 CystatinC 19mafl Qe 02
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Dosage adjustment not necessary:

Substance Flucnnazole Q
Indication candidiasis {systermic) Q
Route of admindvtration PO, liguid

Adusted dosage in kidney impasment «

No dosage adjustment necessary a5 kidney function i normal

# Dateofbirth 23052020 Q Weight 15 kg  Height 106 cm  BSA 066m* B8MI 13 Pl No  chvonA 477 mih
M Serumcrestinine 31 pmoll eGFR 103 mUmin/1.73m* %eGFR 86% Qe 02

2 Products in Switzerland matching the data set of the calculstod dose -

In this case, the normal calculated dosage applies and the «Calculated dose» accordion must be opened
by clicking on it to display the dosage.

Single and loading doses:

The dosage does not need to be adjusted for single and loading doses; the normal dose is therefore

listed under the adjusted dosages.

Substance Fluconazole Q
Indication candudiasis |systeanc) Q
Routs of edmirdstrution V. parertersl

Caloulated dose - [\]

Nomberat M -
Age Weight PNA  Application  Type of dose Dose single daily Remarks GR Ref
dose dose

as a single dose, start the
4Y7mn  15kg v loading dose 180 mgidose mantensnce dessge 24 hater 0O W
the loading dose, by inf

f 3624 h
aY7mtn 15k I maintenance 90 mgklose 1 x daily .;5:':\':0‘:!:\::;&:‘:0;9 :{ Ty I - |

# Datoofbith 23062020 Q Weight 15 kg Height 106 on  BSA 065m* BMI 13 PI No chronA 4Y 7 mth

2 Products m Switzerdarad matching the dats set of the calculated dose «

Adusted dosage in lndoey mpasymant -
Number of Max Max
Age Weight PNA  Application  Type of dose Dose single daily Remarks
repetitons
dose dose
a a single dose. start the mamtenance
4Y7mm  15kg v loading dose 180 mgidose dosage 24 h after the loading dose; by
inf
4Y7min  15kg v maintenance 49 mokiose 1x first maintenance dose 24 h after the

loading dose. by inf

Single or loading doses do not need ta be adjusted

& Dateofbirth 23062020 Q Weight 15 ky Height 106 an  BSA 065m' BMI 13 PI No  chronA 4Y 7 mth
&8 Serum croatinine 61 umoll eGFR S2mlimi/173m' %eGFR 44% Qe 02 Q 0S5
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7.3.3 Display when searching by active substance or indication

When searching by substance or indication, a list of linked products in Switzerland that match all or
individual dosage datasets is displayed below the «General doses» window for users in Switzerland.

Below the «Adjusted dosage in kidney impairment» window, however, only the products that match

the dataset used for the calculation appear (see also chapter 7.2).

Calewlated dose - ]
Adyusted dosage in bidney mparment « o

Age Weight PNA  Application Type of dose Doze Number of repetitions Max single dose Max daily dose Remacks

6Y 0 mth 21y PO 125 mgldose 2 x dailly

# Dateofbirth 23012019 Q Waeight 21 kp Height 123 cm BSA 085m* BMI 18 PI No civonA 6Y0Omth
80 Sorum creatinine 35 pmoll ¢GFR 39 mlmnVi73m' %eGFR 33% Qe 04 Q 06

2 Products m Switzeriand matching the data set of the calculated dose «

CIPROXIN Gran 10 g/100m! c Solvf Susp  Ciproficcacn

CIPROXIN Gran 5 g/100mi ¢ Soiv f Susp Ciprofloxacn

If no adjusted dosage can be calculated or is necessary, products that match the dataset are only

displayed below the «Calculated dose».

7.3.4 Display when searching by product

If the product is searched for and alternative units are available for the corresponding product, the
adjusted dosage is also converted by the calculator from the initial unit to an alternative unit (dispensing
unit) (e.g. from mg to drops or mL), if kidney function is impaired (see also chapter 7.2.3.5). This
«Adjusted dosage in alternative units» is displayed below the «Adjusted dosage in kidney impairment».
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Product  CIPROXIN Gran 59/100mil c Solv f Susp Q
Substance Ciprofloxacn Q
Indication bacterial infection Q

Calculated dose -

Calculated dose in ml. -

Adjusted dosage in kidney impairment -

Age Weight PNA  Application Type of dose Dose Number of repetitions Max single dose Max daily dose Remarks

3Y3mth 145kg PO 85 mg/dose 2 x daily

# Dateofbirth 22022021 Q Weight 145 kg Height 99 cm BSA 063m?* BMI 15 PI No chronA 3Y 3 mth
8 Serum creatinine 78 pmol/L eGFR 38 mLmin/173m® %eGFR 31% Qo 04 Q 059

Adjusted dosage in kidney impairment in mL -

Age Weight PNA  Application Type of dose Dose Number of repetitions Max single dose Max daily dose Remarks

3Y3mth 145kg PO 1.7 mlidose 2 x daily

# Dateofbirth 22092021 Q Weight 145 kg Height 99 cm BSA 063m* BMI 15 Pl No chronA 3Y3mth
€8 Serum creatinine 78 pmol/L eGFR 38 mL/min/173m? %eGFR 31% Qo 04 Q 059

If no adjusted dosage can be calculated or is necessary, only the "Calculated dose in alternative units"
is displayed below the "Calculated dose".

Product  CIPROXIN Gran 5 g/100ml c Solv f Susp Q
Substance Ciprofloxacin Q
Indication bacterial infection Q,

Calculated dose - B
Calculated dose in mL « B

Age Weight PNA  Application Type of dose Dose Number of repetitions Max single dose  Max daily dose Remarks GR  Ref

3Y3mth 145kg PO 2.9 mL/dose 2 x daily B &

.

# Dateofbirth 22102021 @ Weight 145 kg Height 99 cm BSA 063m? BMI 15 Pl No chronA 3Y 3 mth

Adjusted dosage in kidney impairment -

No dosage adjustment necessary, as kidney function is sufficient for the elimination of this active ingredient.

.

# Dateofbirth 22102021 Q@ Weight 145 kg Height 99 cm BSA 0.63m? BMI 15 Pl No chronA 3Y 3 mth
#3 eGFR B5mUmin/173m? %eGFR 71% Qo 04 Q 083

Adjusted dosage in kidney impairment in mL -

No dosage adjustment necessary, as kidney function is sufficient for the elimination of this active ingredient.

.

# Dateofbirth 22102021 Q@ Weight 145 kg Height 99 cm BSA 0.63m? BMI 15 Pl No chronA 3Y 3 mth
#3 eGFR B5mUmin/173m? %eGFR 71% Qo 04 Q 083
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7.4 ATC code

By clicking the «<ATC» button at the top of the page, the ATC code selection drops down, see below.
»

S B
PEDeDose

AHome |BAT] #Psentdetn Ofo - & Vsee «

A Home | BATC #Patemt oty  @info -

| ANTIPARASITIC PRODUCTS, INSECTICIDES AND REFELLENTS «

I RESPIRATORY SYSTEM = Q

I SENSORY ORGANS « Q

e —)
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Select the appropriate path to go to the active substance of interest. By clicking on the symbol on the

right (magnifying glass), the substances (and if applicable, products) can be selected, see below.

ANTHNFECTIVES FOR SYSTEMIC USE » Q
101 ANTIBACTERIALS FOR SYSTEMC USE o Q
JOIA TETRACYCLINES = Q
JOIAA  Tetracycings = Q

IDIAADL demsclocycline

ULAAD2 dowycycline Q

The active substances not marked with a magnifying glass are not included in PEDeDose.

7.5 Abbreviations

Click on the «Info» button at the top of the page to open a drop-down menu. Selecting «Abbreviations»

opens the «Abbreviations» page, which lists all the abbreviations used in PEDeDose, see below.

Y o]
. e P
»
D ,
PEDeL

A Home [ -~ NG # Pavent dutu [ R - Utec «

»
o

N Home 8 s & Catert data Onfo 2 Usar -
A Home e
. Lisrature

The product PEDeDose 4 imended to sup B | N peesOnbing pedannc MmERCaton by providing evdence-based patent-speOnic dosage
actsheot

information based on children's body wey wevant indeadudl dosage recommendatana can be calculated by using the integrited

cakulator Dosage mformation e maintain B Legal aspects 1t of the product.
s foss

The product it not intended 1o replice the B User foss 29100 0N the thoie and the dosage of the medication, Bt rather 10 SuPPOrT the heathcare
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g [~ o o

PEDeDc

A Home - # Panent data [ U & User =
5-HT S-hydroxytryptamne, serotonin
Ab antibochas
BGA-TEST-Microsoft Edge arteral blood gas anabyis
AC avenal cortex
ACTH atvsnacorticotropic hormons
ADH antidaretic hormone / yasopressn
ADHD attention deficit hypefactivity dizordes
ADR actverse drug reacnionts)
P Ly aluminium lons
amp ampoale{s}
ANCA antineutrophd cytoplasmic sntibodies

7.6 Literature

Click on the «Info» button at the top of the page to open a drop-down menu. Selecting «Literature»

opens the «Literature» page, which lists all references used in PEDeDose.

The literature indicated in a dosage dataset refers to either the entire data set or only partial aspects of
the data set.

»
=

2 »
PEDeD

N Home 8 arc * Pavent dutu O« - User «

<
PEDelx

Atome BATC $Pswntdata @info o 2 ser -
& nstructions for use
* Home B Shavese —

The product FEDeDose 15 intended to sup

{0 prescnbag pedistric medicalion by providing endence-based Datent-speahic dosage

: Factzhaee!

information based on chikiren's body wey ® Fact A evant Indeadual dosage recommendations can be calculited by using the ntegrsted
cakulator. Dosage information is maintain B Legal sipects 1t of the product.

The product 15 Not INendsd 1o replace the B User foes 133160 0N the choice and the de2age of the medicatson. bt raths 10 SuPPort the haathcan
PSRN RV [ VRN SOPRE A WA RPN WIS | RS RS gE e R B
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»
PEDeDose

M ome 8 a0C # Pationt duta O o - 2 e -
B Literature
1 Swita Drug Tompendeum / Arznsnuttsd Kompeodium der Schweiz / Compeadium des médicamenty de Tn Saisse. HCI Salutions Lid.. Barn. Switzerland

Oniine access 2003 untd today

r Neonatsl and Pedatnc Phasmacology. 3rd. Ath and S5th edaion Yarte S) et &l (editors). Lippncott Wilkams & Wilans Phiadelphia, USA, 2005 2011 ana
2021

3 Probiams in Pediatne Drug Tharmspy, 4t sdtion Pagharo LA ot &l leditors). Drug mtefigence publcations, Hamifton, USA, 2002

4 Orug Informaton: Amencan hospeal formulary sanece. McEvoy GK et al fedaces). Amencan Sooety of Health-system Pharmacsts, Betheoda, USA. 1995

6 information of manufacturer of sales company / Information des Herstellers oder der Vertnebsfirma / Informaton du fabricant ou de l'entreprise

7 Dosing recommendation of Universsy Chidren's Haspital Junch, not cited in mhouse leaflets [ Dosierungsemplehingsn des Universitatskingecspitals

Zinch, ohne Erwdhnung in interten Merkbisttern [ Recommandations de posologees & FHapital Pédiatique Uneversitare de Zunch, non-indiquéss dens bes
notices d utfizabon inteenes

75 Dosing recommendation and documents of Universay Children's Hospital Zunicn, oited in inhouss aflets /| Dossnungsemplenlungen des
Unversititskinderspitads Zunch, mit Erwibnung m sitemen Merkblattem / Recommandations de posciogies i I'Hopetal Pédutrigue Universitaime de Zunch
mdiquees dans les notices d' wtilseton ntemes

8 Drug Doses. 14tn, 15th and 17th edition Shamn F. Royel Chaddeen's Hosptal, Victona, Austraka 2008, 2010 and 2017
9 Red Book 2018-2021 Report of the Committas an Infoctious Osaases, J1st editon Kimberin DW (aditor] Amancan Acadenmy of Padiatncs, tasca, USA

2018

8 Complaints and feedback

We kindly want to inform you that technical and content-related errors you have detected in PEDeDose
have to be reported immediately, but no later than 48 hours after detection to PEDeus Health via email
(info@pedeus-health.ch). If an error occurs, PEDeDose must no longer be used. Similarly, all serious
incidents relating to the product must be reported to PEDeus Health and the competent authority of
the member state where the user is based.
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9 Contact information

9.1 General data

PEDeus Health AG
Technoparkstrasse 1
8005 Zurich
Switzerland
info@pedeus-health.ch
+41 (0)44 521 73 80

9.2 Web addresses PEDeDose application
- www.pededose.ch (main address)

- www.pededose.net

- www.pededose.org

10 Primary label

Basis-UDI-DI of the PEDeDose Software: 7649996181 PEDeDoseSWFB

The UDI number for the current version of PEDeDose software can be found in the footer accessible to

all registered users on the PEDeDose website.

The maximum product lifetime (version mentioned below) is 5 years.

[REF) PEDeDose Software V3.1
| 2026-08 c 6 o
- 2031-08
Cl Available at
=i https//www.pededose.ch/
Use :t::'slizf\:;pededose.cw

PEDeus Health AG
Technoparkstrasse 1

ol 8005 Zurich

Switzerland
info@pedeus-health.ch
https//www.pedeus-health.ch/
European authorized

CHRN:
CHRN-MF-20010576

SRN:
CH-MF-000054595

representative:
= Johner Medical GmbH SRN:
Niddastrasse 91 DE-AR-000011832
60329 Frankfurt am Main
Germany
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11 Certifications

- PEDeus Health AG holds the ISO 13485:2016 certificate for «Design and Development,

Production and Distribution of Clinical Decision Support Software for Healthcare Professionals»

- PEDeus Health AG obtained the certification according to MDR, Class lla Medical Device
(PEDeDose Software) in December 2020.

12 Annexes

- Annex | Web service manual PEDeDose (for system integrators)

- Annex |l Deep links advanced manual PEDeDose (for system integrators)
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