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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards bodies
(ISO member bodies). The work of preparing International Standards is normally carried out through ISO
technical committees. Each member body interested in a subject for which a technical committee has been
established has the right to be represented on that committee. International organizations, governmental and
non-governmental, in liaison with ISO, also take part in the work. ISO collaborates closely with the International
Electrotechnical Commission (IEC) on all matters of electrotechnical standardization.

International Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 2.

The main tagk of technical committees is to prepare International Standards. Draft International Stanglards
adopted by fhe technical committees are circulated to the member bodies for voting. Publication¥as an
International|Standard requires approval by at least 75 % of the member bodies casting a vote.

Attention is drawn to the possibility that some of the elements of this document may be the Subject of gatent
rights. ISO shall not be held responsible for identifying any or all such patent rights.

ISO 11616 whs prepared by Technical Committee ISO/TC 215, Health informatics.
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Introduction

This International Standard was developed in response to a worldwide demand for internationally harmonized
specifications for medicinal products. It is one of five standards which together provide the basis for the unique
identification of medicinal products. The group of standards comprises:

ISO 11615, Health informatics — Identification of medicinal products — Data elements and structures for the
unique identification and exchange of regulated medicinal product information;

ISO 11616, Health informatics — Identification of medicinal products — Data elements and structures for the
unique identification and exchange of regulated pharmaceutical product information;

ISO 11238, Health informatics — Identification of medicinal products — Data elements and strugtures for the
uniqye identification and exchange of regulated information on substances;

ISO 11239, Health informatics — Identification of medicinal products — Data elenments and structures for
the dnique identification and exchange of regulated information on pharmaceutical dose fofms, units of
presentation, routes of administration and packaging;

ISO 11240, Health informatics — Identification of medicinal products — Data)elements and strugtures for the
unique identification and exchange of units of measurement.

The purpose of this International Standard is to present data elements, structures and their relationships in
orderf to uniquely identify and exchange regulated pharmaceutical product information. This |International
Stanglard provides an accurate and consistent mechanism to fully-represent the relationship of Pharmaceutical
Product Identifier(s) (PhPID) with the following:

— Medicinal Product Identifier(s) (MPIDs);
— Ipvestigational Medicinal Product Identifier(s) (WIPIDs).

These standards for the Identification of Meédicinal Products (IDMP) support the activities ¢f medicines
regulptory agencies worldwide by jurisdietion. These include a variety of regulatory activiti¢s related to
development, registration and life cyclegmanagement of medicinal products, as well as pharmacoYigilance and
risk management.

To meet the primary objectives of the regulation of medicines and pharmacovigilance, it is necessary to reliably
exchange medicinal product information in a robust and reliable manner. The IDMP standards thergfore support
the fgllowing interactions:

— [Regulatory Medicines Authority to Regulatory Medicines Authority;
— pharmaceutical company to Regulatory Medicines Authority;
— gponsor-ofa clinical trial to Regulatory Medicines Authority;

— [Regulatory Medicines Authority to other stakeholders (as applicable);

— Regulatory Medicines Authority to worldwide-maintained data sources.

Unique identifiers produced in conformance with the IDMP standards are intended to support applications
where it is necessary to reliably identify and trace the use of medicinal and pharmaceutical products.

Messaging specifications are included as an integral part of the IDMP standards. This is critical to describing
and protecting the integrity of the interactions listed above for the submission of regulated medicinal product
information in the context of unique product identification and acknowledgement of receipt (which includes the
validation of transmitted information).

There are many terms in use to describe basic concepts in the regulatory and pharmaceutical standards
development domain for different purposes and in different contexts. The terms and definitions described in
this International Standard are to be applied for the concepts required to uniquely identify, characterize and
exchange regulated medicinal products and associated information.
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The terms and definitions adopted in this International Standard are intended to facilitate the interpretation and
application of legal and regulatory requirements but they are without prejudice to any legally binding document.
In case of doubt or potential conflict, the terms and definitions contained in legally binding documents prevail.

This International Standard has been developed in conjunction with the Common Product Model in HL7. It is
anticipated that implementation will use HL7 V3 messaging to transmit information between stakeholders.
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Health informatics — Identification of medicinal products —
Data elements and structures for unique identification and
exchange of regulated pharmaceutical product information

1 Scope

This [nternational Standard is intended to provide specific levels of information relevant to the idé¢ntification of

a megicinal product or group of medicinal products. It defines the data elements, structures and
betwgen data elements that are required for the exchange of regulated information, in“orde
ident|fy pharmaceutical products. This identification is to be applied throughout the product'ifecyc

relationships
 to uniquely
le to support

pharmacovigilance, regulatory and other activities worldwide. In addition, this International Standand is essential

to ensuring that pharmaceutical product information is assembled in a structured.format with
betwgen a diverse set of stakeholders. This ensures interoperability and compatibility for both th
the recipient.

This [nternational Standard is not intended to be a scientific classificationfor pharmaceutical prod
it is @ formal association of particular data elements categorized in¢prescribed combinations
ident/fied when levelling degrees of information are incompletesyThis allows for medicinal pr
unegpivocally identified.

Refefences to other normative IDMP and messaging standards for pharmaceutical product inf
inclugled in Clause 2, to be applied in the context of this.nternational Standard.

Mediginal products for veterinary use are out of scope of this International Standard.

2 ormative references

The following referenced documents ‘are indispensable for the application of this documen
refergnces, only the edition cited applies. For undated references, the latest edition of the referenc
(inclding any amendments) applies:

ISO 3166-1, Codes for the representation of names of countries and their subdivisions — Part 1: C

ISO 11615, Health informatics — Identification of medicinal products — Data elements and stru
uniqye identificationsand exchange of regulated medicinal product information

ISO 11238, Health~informatics — Identification of medicinal products — Data elements and stru
uniqye identification and exchange of regulated information on substances

ISO [11239; Health informatics — Identification of medicinal products — Data elements and 3

transmission
b sender and

ucts. Rather,
and uniquely
pbducts to be

prmation are

t. For dated
ed document

ountry codes

ctures for the

ctures for the

tructures for

the Jnique identification and exchange of regulated information on pharmaceutical dose fo

'ms, units of

presentation, routes of administration and packaging

ISO 11240, Health informatics — Identification of medicinal products — Data elements and structures for the

unique identification and exchange of units of measurement
HL7 Version 3 Standard, Common Clinical Product Model
HL7 Version 3 Standard, Common Product Model CMETS
HL7 Version 3 Standard, Regulated Product Submission
HL7 Version 3 Standard, Structured Product Labeling
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3 Terms,

31

definitions and abbreviations

Terms and definitions

For the purposes of this document, the following terms and definitions apply.

3141

administrable dose form
pharmaceutical dose form as administered to the patient, after any necessary transformation of the packaged
pharmaceutical dose form has been carried out

EXAMPLES - - = derformratation:

31.2

adverse drug reaction

noxious and junintended response associated with the use of a drug in humans

NOTE 1 THis can be post-approval (an adverse event that occurs at doses normally used in man for prophylaxis,
diagnosis, or therapy of diseases or for modification of physiological function) or pre-approyal (an adverse event that
occurs at any dose and where a causal relationship is at least a reasonable possibility).

NOTE 2 FDA 21 CFR 310.305 defines an adverse drug experience to include anyadverse event, “whether pr not
considered to|be drug-related.” CDISC recognizes that current usage incorporates tHe’ concept of causality.

NOTE 3  Adapted from WHO Technical Report 498(1972); ICH E2A.

31.3

clinical trial

research investigation involving human subjects that is desighed to answer specific questions aboyt the
safety and efficacy of a biomedical intervention (drug, treatment, device) or new ways of using a known [drug,
treatment, orl device

[ICH E6 Glogsary, Directive 2001/20/EC:2002, Version:"1-2009/04/19]

314

clinical trial|lregistration number

registration humber (identifier for tracking purposes) for a clinical trial as assigned by the Regulatory
Medicines Apthority

31.5

code value

result of applying a coding scheme to an element within a coded set

NOTE Adapted from 1SO/IEC 2382-4:1999.

3.1.6

coding scheme

collection of fules that maps the elements of one set onto the elements of a second set

NOTE 1

The coding scheme applied in this International Standard refers to the following standards:

ISO 11615, Health informatics — Identification of medicinal products — Data elements and structures for the unique
identification and exchange of regulated medicinal product information;

ISO 11238, Health informatics — Identification of medicinal products — Data elements and structures for the unique
identification and exchange of regulated information on substances;

ISO 11239, Health informatics — Identification of medicinal products — Data elements and structures for the unique
identification and exchange of requlated information on pharmaceutical dose forms, units of presentation, routes of
administration and packaging;

ISO 11240, Health informatics — Identification of medicinal products — Data elements and structures for the unique
identification and exchange of units of measurement.
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NOTE 2  Adapted from ISO/IEC 2382-4:1999.

317
controlled vocabulary
finite set of values that represent the only allowed values for a data item

NOTE These values may be codes, text, or numeric.
[CDISC Clinical Research Glossary V8.0, 2009]

31.8

TermID

contfolled vocabulary term identifier
concept identifier intended to be used as the preferred unique identifier for that concept in thaticode system
and which is published by the author of a code system

NOTH 1 The TermID remains constant over time, independent of the particular version of thHe knowledgé resource.
NOTH 2  Adapted from HL7 Core Principles.

31.9
designation
symbolic representation of a concept

NOTH Adapted from ISO 1087-1:2000.

3141
dose form
pharmaceutical dose form

physical manifestation of a product that contains the.active ingredient(s) and/or inactive ingredignt(s) that are
intengded to be delivered to the patient

NOTH Pharmaceutical dose form may refer to’the administered dose form or the packaged dose form,|depending on
the prioduct it is describing.

3.1.11
globally unique identifier
ident|fier that is different from any-other such identifier in any domain namespace

3112
healthcare professional
person entrusted withdhe direct or indirect provision of defined healthcare services to a subject of care or a
population of subjects of care

EXANIPLES Qualified medical practitioner, pharmacist, nurse, social worker, radiographer, medical secfetary or clerk.
[ENM 1613:4995]
3113

identifier
description that is sufficient to differentiate objects in a given environment

[ENV 12610]

NOTE Inthe context of this International Standard, this is a list of identifying characteristics that together unambiguously
identify a medicinal product, pharmaceutical product, substance, detailed substance description, excipient, route of
administration, dose form and any other element that requires to be uniquely identified.

3114

investigational code

sponsor code

code assigned by a regulatory authority to a sponsor’s investigational new drug application prior to the initiation
of a clinical trial

© 1S0O 2012 — All rights reserved 3
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3115

investigational medicinal product

pharmaceutical form of an active substance or placebo being tested or used as a reference in a clinical trial,
including products already with a marketing authorization but used or assembled (formulated or packaged) in
a way different from the authorized form, or when used for an unauthorized indication, or when used to gain

further information about the authorized form

3.1.16
jurisdiction
geographical

3117

area or subject matter to which the pharmaceutical legislative authority applies

manufactur
pharmaceuti
transformatid

bd dose form
cal dose form as presented in the packaging by the manufacturer, before anyece
n has been carried out to yield the administered dose form

Esary

EXAMPLE Powder for solution for injection.

NOTE In[many instances, there is no transformation necessary and the manufactured dose form is equal fo the
administered ¢dose form.

3.1.18

medical deVice

any instrumeint, apparatus, appliance, software, material or other article, whether used alone or in combination,
including the software intended by its manufacturer to be used specifically for diagnostic and/or therapeutic

purposes an
for the purpo

— diagnos
diagnos
investigd

control d
pharmaq

[EC Directive

I necessary for its proper application, intended by the manufacturer to be used for human b
se of:

s, prevention, monitoring, treatment or alleviation of disease;
s, monitoring, treatment, alleviation of or compensation for an injury or handicap;
tion, replacement or modification of the anatomy or of a physiological process;

f conception, and which does not achieve its principal intended action in or on the human bo
ological, immunological or metabolic means, but which may be assisted in its function by such n

2007/47 on Medical Devices]

ings

dy by
eans

NOTE This definition is applicable for the purposes of this and related standards alone (ISO 11238, ISO 11239,
ISO 11240, ISP 11615 and this Interhational Standard).

3.1.19

medicinal pfoduct

any substancde or comhination of substances, which may be administered to human beings for treating or preventing
disease with fhe view-to'making a medical diagnosis or to restore, correct or modify physiological functions
[ENV 13607,|ENV*12610]

NOTE 1 A medicinal product may contain one or more manufactured items and one or more pharmaceutical products.
NOTE 2  Incertainjurisdictions, a medicinal product may also be defined as any substance or combination of substances

that may be used to make a medical diagnosis.

3.1.20

pharmaceutical product
qualitative and quantitative composition of a medicinal product in the dose form authorized for administration
by a regulatory authority, and as represented with any corresponding regulated product information

NOTE1 A

NOTE 2

medicinal product may contain one or more pharmaceutical products.

In many instances, the pharmaceutical product is equal to the manufactured item. However, there are instances

where the manufactured item undergoes a transformation before being administered to the patient (as the pharmaceutical
product) and the two are not equal.

4
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31.21

packaged pharmaceutical product

qualitative and quantitative composition of the pharmaceutical product as contained in the package of the
medicinal product

NOTE In many instances the packaged pharmaceutical medicinal product will be equal to the medicinal product.
However, there are instances where, for example, the packaged pharmaceutical product(s) must be reconstituted before
it can be administered to the patient (powder and solvent for solution for injection).

EXAMPLE Each vial of Fabrazyme contains a nominal value of 35 mg of agalsidase beta (packaged pharmaceutical
product). After reconstitution with 7,2 ml of water for injections, each vial of Fabrazyme contains 5 mg/ml (35 mg/7 ml) of
agalsidase beta (pharmaceutical product after reconstitution).

3.1.2p
PHPID

pharmaceutical product identifier

globdlly unique identifier assigned to the pharmaceutical product(s)

3.1.28
pharmacovigilance
the pfocess and science of monitoring the safety of medicines and taking action to reduce risks pnd increase
benefits from medicines

NOTH 1 It is a key public health function.
EXANIPLE Pharmacovigilance includes:
— ¢ollecting and managing data on the safety of medicines;

— Ipoking at the data to detect “signals” (any new or changing'safety issue) and evaluating the data and making decisions
with regard to safety issues;

— gcting to protect public health (including regulatery action) and communicating with stakeholders;
— 4uditing, both of the outcomes of action taken and of the key processes involved.

NOTHE 2  Those directly involved in pharmacovigilance include:

— patients as the users of medicines;

— doctors, pharmacists, nurses'and all other healthcare professionals working with medicines and regulafpry authorities
responsible for monitoring the safety of medicines;

— pharmaceutical companies and companies importing or distributing medicines.

3.1.24
quantity value
valug of a g@antity number and unit (reference), together expressing magnitude of a quantity

NOTH 1 A quantity value expresses the magnitude of a quantity. This expression consists of a numerical jvalue together
with dlenitefmeasurement—heunitofmeasurementrepresents-aquantitative scale-ofreferenrcethatretates the measured
(or estimated) quantity value to one or more reference quantity values. The numerical value is the result of comparing the
measured quantity to this reference scale.

NOTE 2  The word “magnitude” is not defined in ISO/IEC Guide 99. However, this definition of quantity value indicates
that “magnitude” is expressed as a quantity value, i.e. a quantity value is an expression of a magnitude and the same
magnitude might be expressed in many quantity values.

NOTE 3 A reference can be a unit of measurement, a measurement procedure, a reference material, or a
combination of such.

© 1S0O 2012 — All rights reserved 5
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3.1.25

radiopharmaceutical kit
preparation to be reconstituted or combined with radionuclides in the final radiopharmaceutical, usually prior
to its administration

NOTE

In the context of a radiopharmaceutical kit, which is to be radio-labelled after supply by the manufacturer, the

active substance/specified substance is considered to be that part of the formulation which is intended to carry or bind the

radio-nuclide.

3.1.26

reference strength

substance(s)

and/or specified substance(s) used as a reference to form the basis of strength of an investiga

tional

or authorized

NOTE TH
as the salt or

3.1.27
specified sy

medicinal product

e reference strength refers to the strengths of the base, in case the strength of the substances-expr
vater for hydration.

bstance

group of elements that describe multiple substance materials and specify further information on substg

and multi-su

NOTE1 TH
processes (i.g
whether a subj

NOTE2 TH
relationships

3.1.28
sponsor
individual, cd

pstance materials relevant to the description of medicinal products

is could include grade, units of measure, physical form, constituents, gnantfacturer, critical manufag
extraction, synthetic, recombinant processes), specification and the analytical methods used to det¢]
stance is in compliance with a specification.

etween each group of elements.

mpany, institution or organization which takes'responsibility for the initiation, management 3

financing of & clinical trial

3.1.29

strength
quantitative (
amount of s
volume, accq

NOTE 1 It
finished authg
the mass, or
substance/sps

NOTE2 S
quantitatively B

omposition
Ibstance or specified substance expressed quantitatively per dosage unit, per unit of ma
rding to the dosage form

s necessary for the.guantitative composition of the substance(s)/specified substance descriptions
rized/investigational"medicinal products, depending on the pharmaceutical form concerned, to s
he number of units of biological activity, either per dosage unit or per unit of mass or volume, of
cified substance.

bstancesl/specified substance descriptions present in the form of compounds or derivatives are always desid
y theiritetal mass and, if necessary or relevant, by the mass of active entity, or entities, of the molecule.

3.1.30

pssed

nces

turing
rmine

ere are four different groups of elements that can be used to define a given specified substance and specific

nd/or

SS or

pf the
becify
each

nated

substance

matter of defined composition that has discrete existence, whose origin may be biological, mineral or chemical

NOTE 1

NOTE 2

Substances may be either single substances or mixture substances.

Single substances are always defined using a minimally sufficient set of data elements divided into five types:

chemical, protein, nucleic acid, polymer and structurally diverse. Substances may be salts, solvates, free acids, free

bases, or mixt

NOTE 3

ures of related compounds that are either isolated or synthesized together.

elements are dependent on the type of substance.

Pharmacopeial terminology and defining characteristics are used when available and appropriate. Defining

© 1SO 2012 — All rights reserved
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NOTE 4 Discrete existence refers to the ability of a substance to exist independently of any other substance. Substances
may either be well-defined entities containing definite chemical structures, synthetic (i.e. isomeric mixtures) or naturally-
occurring (i.e. conjugated oestrogens) mixtures of chemicals containing definite molecular structures, or materials derived from
plants, animals, microorganisms or inorganic matrices for which the chemical structure may be unknown or difficult to define.

3.1.31

unit of measurement

real scalar quantity, defined and adopted by convention, with which any other quantity of the same kind can be
compared in order to express the ratio of the two quantities as a number

NOTE Depending on the nature of the reference scale, the unit of measurement expression may stand either for
a physical unit of measurement that is related to a system of quantities (e.g. Sl units) or for an arbitrarily defined unit of
measfirement, which may refer 10 a certain reference material, a standard measurement procedure, a material measure
or evén to a combination of those.

3.1.32
unit of presentation
qualifative term describing the unit in which the strength(s) of the manufactured item sDpharmaceutical product
is prgsented and described

NOTH 1 This is often used specifically at the point of delivery to the patient. in“cases where a quarttitative unit of
measprement is not applicable.

NOTH2 A unit of presentation may have the same “display name” as-in another controlled vocabulgry, such as a
pharmpaceutical dose form, but the two concepts are not equivalent, and eachihas a unique controlled vocabulary term identifier.

EXANIPLE A tablet, spray or puff “contains 100 pg per spray”(unit of presentation = spray).

3.1.38
uDlI
uniqpe device identifier
unigye identifier assigned to a medicinal product-as defined by the International Medical Devicg¢ Regulators’
Forum (IMDRF)

31.34
(vacg¢ine) adjuvant
component that potentiates the immune response to an antigen and/or modulates it towardq the desired
immyne response

31.3p
vocapulary
termipological dictionafy,which contains designations and definitions from one or more specific Jubject fields

NOTH Adapted\from ISO 1087-1:2000, definition 3.7.2.

3.2 | Abbreviations

3.21
cv
Controlled Vocabulary

3.2.2
FDA
United States Food and Drug Administration

3.23
EP
European Pharmacopeia

3.24
IMDRF
International Medical Device Regulators’ Forum

© 1S0O 2012 — All rights reserved 7
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3.2.5
ICH
International Conference on Harmonization

3.2.6
ICSR
Individual Case Safety Report

3.27
IMP
Investigational Medicinal Products

3.2.8
IMPID
Investigationgl Medicinal Product Identifier

3.2.9
MPID
Medicinal Prpduct Identifier

3.210
PhPID
Pharmaceutical Product Identifier

3.2.11
UoM
Unit of Measpurement

3.212
USP
United States Pharmacopeia

3.213
uDI
Unique Devige Identification Code

3.214
HL7
Health Level|Seven

3.215
TermID
Term Identifier (Controlled¥Nocabulary)

4 Requirements

This chapter describes the elements required to uniquely identify and characterize a pharmaceutical product.

It provides the requirements to support pharmaceutical product identification.

Pharmaceutical Product Identification (PhPID) shall be based on the following subset of elements that describe

the pharmaceutical product:

a) substance(s)/specified substance(s);

b) strength(s), strength units (units of measurement and/or unit of presentation);
c) reference strengths;

d) administrable dose form;

8
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e) medical device, when it is a component of a medicinal product.

These elements are described in detail in ISO 11615. In addition, ISO 11615 describes manufactured items that
require reconstitution prior to administration.

Pharmaceutical identifiers and elements shall represent pharmaceutical products as represented in a medicinal
product per the authorization by a regulatory authority. Off-label usage of medicinal products is outside the
scope of this International Standard.

This International Standard and the related IDMP standards shall not be a substitute for evidence to support
broader claims of efficacy in relation to other medicinal products that are assigned identical PhPIDs as outlined
in 1ISO_11615.

The Jlata elements required for the generation of PhPIDs depend further on controlled vocabuldries (CVs) as
descfyibed in the following documents:

ISO 11615, Health informatics — Identification of medicinal products — Data elements and strugtures for the
uniqye identification and exchange of regulated medicinal product information;

ISO 11238, Health informatics — Identification of medicinal products — Datalelements and strugtures for the
unique identification and exchange of regulated information on substances;

ISO 11239, Health informatics — Identification of medicinal products = Data elements and structures for
the dnique identification and exchange of regulated information{on pharmaceutical dose fofms, units of
presentation, routes of administration and packaging;

ISO 11240, Health informatics — Identification of medicinal ptoducts — Data elements and strugtures for the
unique identification and exchange of units of measurement.

4.2 [Exchange of pharmaceutical product information

To sdiccessfully support information sharing in\the exchange of regulated product information [between the
parti¢s mentioned in the Introduction, the construct of the message shall be in a format that allows for full
compatibility and interoperability betwegn.stakeholders upon implementation.

The HL7 Version 3 messaging standard shall be utilized for the exchange of medicinal produdt information
emphasizing the importance of having a standardized method of exchanging medicinal product ipformation in
suppprt of regulatory and pharmacovigilance activities.

5

fdentifying characteristics for the identification of pharmaceutical produgts
5.1 | Pharmaceutical product identification strata and levels

5.1.1| General

PhPIDs=<hallbe represented within two strata (ar‘tivr-\ substance stratum and qppr‘ifipd substance str; qtum), both of
which contain four PhPID identification levels, for each pharmaceutical product contained in a medicinal product.

PhPIDs shall be generated using the substance standard (see ISO 11238), the Strength and Administrable
Dose Form section (see ISO 11239) and Unit(s) of Measurement standard (see ISO 11240) as illustrated below.

Reference strength shall be repeated in both PhPID strata. The reference strength shall be derived from the
active substance and the specified substance depending on the specific product characteristics.

NOTE All the PhPID Strata can be described at four different levels from 1 to 4.

© 1S0O 2012 — All rights reserved 9
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Table 1 — The four levels of PhPID

PhPID_SUB_L1 — Substance(s) Term
PhPID Active PhPID_ SUB _L2 — Substance Term(s) + Strength + Reference Strength
Substance PhPID_ SUB _L3 — Substance Term(s) + Administrable Dose Form
Stratum PhPID_ SUB _L4 — Substance(s) Term+ Strength + Reference Strength
+ Administrable Dose Form
PhPID_SpSUB_L1 — Specified Substance(s) Term
PhPID Specified PhPID_SpSUB_L2 — Specified Substance(s) Term+ Strength + Reference Strength
Substance PhPID_SpSUB_L3 — Specified Substance(s) Term + Administrable Dose Form
Stratum PhPID_SpSUB_L4 — Specified Substance(s) Term + Strength + Reference Strength
+ Administrable Dose Form
NOTE 1 A |pharmaceutical product may refer to a drug that is associated with a medical.-device (e.g. drug/dgvice,

biologic/devic

substance(s) and specified substance(s) terms for the product at all applicable PhPID levels. This association sh

made by dire

outlined in 1SQ

NOTE 2

NOTE3 A

this Internatiopal Standard at implementation so that this information is tobe specified only if required.

NOTE4 A
the adjuvant t
at all applicab
product and it
Strength sha

Administrabl

5.1.2 PhPII

As describeg
or the compq

The elemen
implementati

These group

St

). In this instance, the device term and term ID (unique device identifier),shall be displayed wi

Ltly associating the assigned PhPIDs to a medicinal product and its corfesponding MPID and PQ
11615.

Fength is not applicable to a device.

urisdiction may further refine the requirements in relation to*spécification of the medical device as §

bharmaceutical product may refer to a drug that is assogiated with an adjuvant (e.g. vaccine). In this ins

e PhPID levels. This association shall be made by‘directly associating the assigned PhPIDs to a me
5 corresponding MPID and PCID as outlined inNSO 11615.

[l indicate quantity, unit of measurement and/or unit of presentation.

b dose form is derived from the pharmaceutical product.

D Specified Substance

in ISO 11238, spegcified substance(s) shall capture detailed characteristics of single substd
sition of material@hat contains multiple substances or multiple physical forms.

s necessary<to define specified substances shall be divided into four groups to fag
on.

5 are ‘described as follows.

1

a) Group

h the

all be

ID as

art of

ance,

erm and term ID shall be displayed with the substafce(s) and specified substance(s) terms for the pfoduct

icinal

nces

litate

Specified Substance. FElements shall _be used to describe material that corf

tains

multiple substances, solvents used in the preparation of herbal or allergenic extracts, specific
marker or signature substances present in plant or animal derived materials, the physical form
of a substance, when relevant, and any properties essential to the description of the material.

The element groups used to define a group 1 specified substance shall include constituents, physical form
and property.

NOTE
formulation of

b)

medicinal products.

This grouping of elements allows for the definitions of many materials in commerce that are used in the

Group 2 specified substance. Group 2 elements shall be used to capture the manufacturer of

either a substance or a group 1 specified substance along with minimal manufacturing information.

The minimal manufacturing information shall include the overall production method type, (i.e. synthetic,

10
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extractive, recombinant) production system type, (i.e. cell line, plant or animal tissue), produ
(specific cell line).

Group 2 elements would allow the tracking of the substance to the manufacturer. It also allows the

of synthetic peptides from recombinant peptides and the capture of the product cell line.

c)

NOTH
grade

d)

NOT
inan

struct]

5.1.3

The

within ISO 11238.

Grou
which supports the scope and purpose of this International Standard.

Grou
pharmaceutical product identification with corresponding PhPIDs attributed as applicable.

Grou
pharmaceutical product identification and shall not be utilized for PhPID generation.

Spec
pharmaceutical produét-and within a group 1 specified substance, as applicable.

Grou
group 1 specifiedisubstance as applicable.

NOTH
produ
identi

NOTE 2

this |

5.2

Group 3 specified substance. Group 3 elements shall capture the grade of the material al
source that defines the given grade.

ction system

distinguishing

ong with the

Group 3 elements shall be used to distinguish specific pharmacopeial grades and technical grades of material.

The grade for each pharmacopeia shall be a separate substance if a pharmacopeial monograph related

10 a substance IS not harmonized.

For most active pharmaceutical substances, typical grades are USP, EP or JP. For hetbal s\
s would be standardized, quantified and unstandardized.

Sroup 4 Specified Substance. Group 4 elements shall contain the most detailed infor|
ubstance. This information shall include critical manufacturing processes, specifications (ir
:Elated substance limits would be captured using constituents), unitage, reference material g

ethods used for potency determination.

9

4

H The specificinformation described for group 4 specified substances is.often submitted in regulator

Linstructured manner that is difficult to capture and organize. The fieldsdeveloped here will attempt tg
ure the data in a manner that will facilitate its use in both review and cempliance activities.

Pharmaceutical Product Specified Substance Identification (PhPID SpSub)
i

PhPIDs for specified substance(s) shall be generated.from three of the four groups (groups 1 t
ps 1, 2, and 3 contain necessary data elements for more detailed pharmaceutical product
ps 1 to 3, as assigned to an actiye substance(s) shall be utilized within this International
p 4 is a more comprehensive fevel of substance identification that is not necessary for the
fied substance information shall be represented with the active substance(s) eleme

ps 2 and 3 shall"be associated directly with the active substance(s) of a pharmaceutical pro

1
ct-classes. See ISO 11238 for detailed information related to substance and specified substance

bstances, the

mation on a
npurities and
nd analytical

y submissions
organize and

b 3) identified

identification

Standard for

purposes of

nts within a

Huct and to a

An‘implementation guide addresses the assignment and association of specified substance grolips for defined

elements and

ication

nternational Standard at implementation such that this information is to be specified only if required.

Cardinality

A jurisdiction may further refine the requirements in relation to specification of specified substances as part of

The relationships within the elements of a pharmaceutical product shall respect the following cardinality:

NOTE

a PhPID has one pharmaceutical dose form (cardinality relationship: 1..1);

a PhPID may have zero to one unit of presentation (cardinality relationship: 0..1);

measurement is not applicable.

© 1SO 2012 — All rights reserved
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a PhPID
a PhPID

has one or more active substances (cardinality relationship: 1..n);

has one or more active specified substances (cardinality relationship: 1..n);

a PHPID has one or more specified substances (cardinality relationship: 1..n);

a PhPID has one strength (cardinality relationship: 1..1) based on one to many active substances or

specified substances (cardinality relationship: 1..n); for liquid preparations, the unit volume (cardinality
relationship: 1..1) and total volume per container (cardinality relationship: 1..1) shall both be represented;

one to many active substances or specified substances (cardinality relationship: 1..n).

a PHPID has one reference strength (cardinality relationship: 1..1) but it can be composed from strength of

5.3 Repre

For liquid pre
Regulatory M
assignment, {
strength cong
shall be cons

EXAMPLE
(Product A at
of 5 mg/ml reg

The strength
container an
authorization

The strength
at all applica

The calculati
applicable PH

5.4 Pharmaceutical product identifier (PhPID)

The PhPID i
characteristi
by a Regulat
of the produd

sentation of strength concentration

parations, strength shall be represented by both the total volume of the container as ‘@uthorizeq
edicines Authority and strength concentration per unit volume (e.g. 1 ml). For PhRID generatio
he strength shall be expressed per total volume per container (MCID and PCID) with-the correspo

by a
h and
nding

entration per unit volume represented in every instance of PhPID Levels 2 and4. Both representations

dered mandatory elements when illustrating the strength of a pharmaceutieal product.

If two products contain the same strength per 1 ml, but with different(container volumes repres
P5 mg/5 ml and Product B at 50 mg/10 ml), different PhPIDs are assigried, with the strength per unit v
resented within PhPID levels 2 and 4.

concentration per unit volume shall be calculated fromithe strength per total volume ¢
d presented at all PhPID levels where strength is represented in accordance with the pr
by a regulatory authority.

per unit volume shall be included as a data element and mapped to the strength per total va
ble PhPID levels to support the interoperability*and exchange of pharmaceutical product dat

pn and mapping of strength concentration per unit volume to the strength per total volume
PID levels shall be addressed during imiplementation and maintenance of this International Stan

5 a unique code assigned at the level of the pharmaceutical product and utilizes the ident
LS as outlined below. Forproducts that need to be reconstituted in accordance with the authoriz

bnted,
blume

f the
bduct

lume
a.

at all
dard.

fying
ation

ry Medicines Autharity before they can be administered, the PhPID shall refer to the charactetistics

t after reconstitution.

12
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Legend

I:' Substance Stratum
I:‘ Specified Substance Stratu
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ID

Name

Strength (concentration)
Strength (presentation)
Unit of Presentation [0..1]

PhPID_SUB_L1

PhPID_ SUB _L3

+ ID
+ Name
+ Administerable Dose Form

1.7 1.* &

Substance Set

PhPID_SUB_L4

+ o+ o+ o+ o+ o+

ID

Name

Strength (concentration)
Strength (presentation)
Administerable Dose Form
Unit of Presentation [0..1]

u=

+ Name

PhPID Set

Medical Device

0.*|+ ID
+ Name

PhPID_SpSUB_LA1

+ ID
+ Name

+
s

Role
Confidentiality Indicator [0..1]

1.

Reference Strength

+ o+ 4+ o+ o+

Reference Substance ID [0..1]

Reference Spetified Substance ID [(..1]

Reference Strength Range [0..1]
Referénce Strength Measurement P
Referenite Strength Country [0..%]

Specified Substance Set

*

Specified Substancef1T%3]
Role
Confidentiality,Jndicator [0..1]

PhPID_SpSUB_L2

1.

Version

+ o+ 4+ 4+

+ Effective Date

ID

Name

Strength (concentration)
Strength (presentation)
Unit of Presentation [0..#}

1. 1. S

PhPID_SpSUB_L3

+ ID
+ Name

+ Administerable Dose Form

1.%

PhPID_SpSUB_L4

NOTH
speci
identi

5.5

+ o+ o+ o+ o+ o+

ID

Name

Strength (concentration)
Strength (presentation)
Administerable Dose Forfn
Unit of Presentation [0..1

Figure 1 — Identifying characteristics for PhPIDs

Pharmaceutical product substance stratum elements (PhPID_SUB_LXx)

For more detailed information regarding the specific data elements classifying a particular substance(s) and
ied substance(s)-See 1ISO 11238. The details of these elements are defining attributes for pharmace
ication and.assignment of PhPIDs.

5.5.1

The construct of the pharmaceutical product substance stratum utilizes the active substance(s) with strength,

The construct of the pharmaceutical product substance stratum

reference strength, administrable dose form and medical device (when applicable).

5.5.2 Substance Set

5.5.2.1 General

Each pharmaceutical product shall have one or more active substances. For each, the Substance and its Role

shall be identified.

© 1SO 2012 — All rights reserved
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5.5.2.2 Substance

Each Substance is a value drawn from a value set specified in ISO 11238. It is to be specified using a CD data type.

5.5.2.3 Substance Term-ID

The Substance Term-ID of the pharmaceutical product shall be specified, based on a value drawn from the value
set as defined in ISO 11238. The standard term identifier for the “Substance” (see ISO 11238) shall be described.

5.5.2.4 Substance Term

The Substar
drawn from t

be described.

5.5.2.5 Rol

The role that

5.5.3 Administrable dose form

5.5.3.1

This shall de
by a Regulat
from a value

EXAMPLE

Each pharmaceutical product can have only one pharmaceutical form.

NOTE A
and the other
administrable

5.5.3.2 Administrable Dose Form Term-ID

The “Adminis
from the vald
ISO 11239) s

5.5.3.3 Administrable Dose Form Term

The Adminis
the value set

be described-

General

Ce Term of the pharmaceutical product shall be speciied, where applicable based on a
he value set as defined in ISO 11238. The standard term for the Substance (see 1ISO 11238

” o«

the substance plays in the product shall be specified. For instance “active.ingredient”, “adju

scribe the pharmaceutical dose form to be administered in aecordance with the terms as authg
pry Medicines Authority, after it has undergone any necessary reconstitution. It is a value g
set specified in ISO 11239. It is to be specified usinga’CD data type.

Tablet, capsule, oral solution, suspension.

medicinal product may have two manufactured items, one with a manufactured dose form of “po
with a manufactured dose form of ’salution”, which is the solvent. These are then reconstituted
dose form “solution for injection” before’being administered to a patient.

strable Dose Form Term~ID” of the pharmaceutical product shall be specified on a value g
e set as defined iSO 11239. The standard term identifier for the administrable dose form
hall be described,

frable\Pose Form Term of the pharmaceutical product shall be specified on a value drawn
as defined in ISO 11239. The standard term for the administrable dose form (see ISO 11239

value
shall

vant”.

rized
rawn

wder”
to an

rawn
(see

from
shall

5.5.4 Unit of presentation

5.5.4.1 General

Unit of presentation refers to the qualitative description of the unit in which the strength(s) of the pharmaceutical
product is presented and described, often specifically at the point of delivery to the patient, in cases where a
quantitative unit of measurement is not applicable. The unit of presentation standard term (see ISO 11239) shall
be described.

EXAMPLE “Contains 100 ug per spray” (unit of presentation = spray).
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5.5.4.2 Unit of Presentation Term-ID

The “Unit of Presentation Term-ID” of the pharmaceutical product shall be specified on a value drawn from
the value set as defined in ISO 11239. The standard term identifier for the unit of presentation (see ISO 11239)
shall be described.

5.5.4.3 Unit of Presentation Term

The “Unit of Presentation Term” of the pharmaceutical product shall be specified on a value drawn from the value
set as defined in ISO 11239. The standard term for the unit of presentation (see ISO 11239) shall be described.

5.5.5| Medical device

When a medical device is a component of a pharmaceutical product, the following data elementq apply.

5.5.5|1 Medical Device Term-ID

The Medical Device Term-ID of the pharmaceutical product shall be specified, when applicabl¢, on a value
drawh from a defined value set. The unique device identifier (UDI) shall be deseribed based on an|international
refergénce terminology.

5.5.5|2 Medical Device Term

The Nledical Device Term of the pharmaceutical product shall be specified, when applicable, on a valye drawn from
a defined value set. The medical device term shall be describedbased on an international referencg terminology.

5.5.6| Confidentiality indicator

The gonfidentiality level of the organization information can be specified at all PhPID levels using ap appropriate
contrplled vocabulary. The controlled term and @term identifier shall be specified.

EXANIPLE 1 Confidential.

EXANIPLE 2 No restriction.
5.6 |Pharmaceutical Product' Specified Substance Stratum Elements (PhPID_SpSUB_Lx)

5.6.1| The construct of‘the pharmaceutical product specified substance stratum

The ¢onstruct of thé\pharmaceutical product specified substance stratum utilizes the specified [substance(s)
with $trength, referénce strength, administrable dose form, and medical device (when applicable).

NOTH Adjurisdiction may wish to relax the requirement of the specification for specified substance ps part of this
Internfational’Standard at implementation so that this information is to be specified only if required.

5.6.2—Specified Substance Set

A pharmaceutical product shall have one or more specified substances. For each, the Specified Substance
and its Role shall be identified. A specified substance shall reference one or more substances.

5.6.2.1 Specified Substance

5.6.2.1.1 Specified Substance Term-ID

Each Specified Substance is a value drawn from a value set specified in ISO 11238. It is to be specified using
a CD data type.

The Specified Substance Term-ID of the pharmaceutical product shall be specified on a value drawn from the value
set as defined in ISO 11238. The standard term identifier for the Substance (see ISO 11238) shall be described.
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5.6.2.1.2 Specified Substance Term

The Specified Substance Term of the pharmaceutical product shall be specified on a value drawn from the value
set as defined in ISO 11238. The standard term for the Specified Substance (see ISO 11238) shall be described.

5.6.2.2 Role

The role that

the substance plays in the product shall be specified, for instance “active ingredient

adjuvant”.

5.6.3 Administrable dose form

This describ§sThe pharmaceutical dose form to be administered In accordance with the terms as auihqgrized
by a Regulatpry Medicines Authority, after it has undergone any necessary reconstitution. It is a value'/drawn
from a value|set specified in ISO 11239. It is to be specified using a CD data type.

EXAMPLES Tablet, capsule, oral solution, suspension. Each pharmaceutical product has only one pharmaceutical form.
NOTE A medicinal product may have two manufactured items, one with a manufactured dose form of “powde[” and
the other with p manufactured dose form of “solvent”. These are then reconstituted to an administrable dose form “sqlution
for injection” before being administered to a patient.

5.6.3.1 Adinistrable Dose Form Term-ID

The Administrable Dose Form Term-ID of the pharmaceutical product €hall be specified on a value drawn
from the valye set as defined in ISO 11239. The standard term identifier.for the administrable dose form (see
ISO 11239) ghall be described.

5.6.3.2 Administrable Dose Form Term

The Adminisfrable Dose Form Term of the pharmaceutical ‘product shall be specified on a value drawn|from
the value sef as defined in ISO 11239. The standard:term for the Administrable Dose Form (see ISO 11239)
shall be desgribed.

5.6.4 Unit ¢of presentation

Unit of preseptation refers to the qualitative description of the unit in which the strength(s) of the pharmacetical
product is presented and described, oftén specifically at the point of delivery to the patient, in cases where a
quantitative ynit of measurement isinot'applicable. The unit of presentation standard term (see ISO 11239) shall
be described.

EXAMPLE “Contains 100'mcg per spray” (unit of presentation = spray).

5.6.4.1 Unit of Presentation Term-ID

The Unit of Hresentation Term-ID of the pharmaceutical product shall be specified on a value drawn from the
value set as|defined in ISO 11239. The standard term identifier for the Unit of Presentation (see 1ISO 11239)

shall be described.

5.6.4.2 Unit of Presentation Term

The Unit of Presentation Term of the pharmaceutical product shall be specified on a value drawn from the value
set as defined in ISO 11239. The standard term for the Unit of Presentation (see ISO 11239) shall be described.

5.6.5 Medical device

When a med

16

ical device is a component of a pharmaceutical product, the following data elements apply.
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5.6.5.1 Medical Device Term-ID

The “Medical Device Term-ID” of the pharmaceutical product shall be specified, when applicable, based on a
value drawn from a defined value set. The UDI shall be described based on an international reference terminology.

5.6.5.2 Medical Device Term

The Medical Device Term of the pharmaceutical product shall be specified, when applicable, based on a
value drawn from a defined value set. The medical device term shall be described based on an international
reference terminology.

5.7 |ldentifying characteristics to express strength

5.7.1| Expressing strength

Depgnding on the practices in a region or country, the strength description shall bé&-the content|of the active
subsfance/specified substance description expressed quantitatively (e.g. per dosage unit, per unif of volume or
per unit of weight, according to the pharmaceutical form or unit of presentation):

For a medicinal product with a different dose form before and after reconstitution, the pharmaceytical product
sectipn shall describe the strength of the actual pharmaceutical product after reconstitution pr dilution in
accofdance with the regulatory product information.

NOTH 1 PhPIDs shall not include information related to dosing. Thé.actual amount of product administered to a patient
by a health care provider or self-administration is outside the scope ofithis International Standard.

For some pharmaceutical products, the exact dose strength cannot be indicated and therefore| needs to be
exprgssed as a range e.g. as “not greater than” or as “hot less than” a particular value.

The strength indicated for the pharmaceutical proeduct shall be identical to the strength after recpnstitution to
the vplume as authorized by a Regulatory Medicines Authority.

EXANIPLE 1 Docetaxel concentrate 20 mg/0,6 ml including 1,5 ml solvent: the dose form and strength|for the PhPID
will be docetaxel solution for injection 20 mg/2 ml (10 mg/ml).

EXANIPLE 2  Abatacept powder for.concentrate for solution for infusion does not contain solvent. The ¢lose form and
strength after dilution is stated in the product labelling, which shall be utilized as the dose form and strength of the PhPID:
abatafcept concentrate for solution_for infusion 25 mg/ml.

NOTH 2 A descriptiomof strength is included Annex C.
5.7.2| Attributes forrepresentation of strength in PhPID stratum elements

5.7.2|1 Strength (concentration)

The $trength (concentration) shall be specified as a quantity of the substance/specified substance present per
one unitof the pharmaceutical product. For example “2 mg/1 ml”_“2 mg/1 tablet” For solid dosel forms this is
generally the same as Strength (presentation). For liquid preparations, both the total volume of the container as
authorized by a Regulatory Medicines Authority and strength concentration per unit volume shall be identified.

5.7.2.2 Strength (presentation)

The Strength (presentation) shall be specified as a quantity of the substance/specified substance presentin a
given quantity of the pharmaceutical product. For example “10 mg/5 ml”, “2 mg/1 tablet”.

5.7.2.3 Representation of Strength (concentration) and Strength (presentation)

The symbol and the symbol identifier for the unit of measure shall be specified as defined in ISO 11240 and its
resulting controlled vocabulary.
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Where the strength is defined on the basis of a Unit of Presentation, the term and term identifier shall be used
as defined in ISO 11239 and its resulting controlled vocabulary.

The value and units of the strength range shall be specified using an RTO < PQ,PQ > data type. This supports
the strength data to be given as a numerator and a denominator, each with units. It allows both a low and a
high value to be specified as well as upper and lower ranges. If both low and high values are the same, the
interval is equivalent to a single value. If the low value is zero or not valued, the range is interpreted as not
greater than the high value. Similarly, if the high value is zero or not valued, the range is interpreted as not less
than the low value.

The unit of measure symbol and the symbol identifier as defined in ISO 11240 and its resulting controlled

vocabulary s

all be cpnr\ifinrl

Where the sffength is defined on the basis of a “unit of presentation”, the term and term identifier shall'\be

as defined in

5.7.231 R

A product wi
of second in
expressed i
required in |
should be us

ISO 11239 and its resulting controlled vocabulary.

ppresenting strength of multi-ingredient products

th two ingredients may have a strength described as the quantity of first'ingredient plus qu
gredient per unit of presentation. For example “15 mg + 850 mg/1 tabtet”. In ISO 11615 t

detail by showing the strength associated with each ingredient but'this level of detail i
50 11616. The RTO < PQ,PQ > data type allows a textual representation of the data an
ed for these complex cases.

5.7.2.4 Reference strength

5.7.241 G

There are twj
The acti

To unam
associaf
the prod
“created

EXAMPLE 1
(porcine) is id
product is bas]

EXAMPLE 2
5 mg/ml morp

A substance
investigation

The referenc

eneral considerations
p roles for substances and/or specified substanees in the PHPID.
ve substance/specified substance that is*added to form the active basis of the product.

biguously link to the strength of the'product. Each pharmaceutical product shall express str
ed with one or more substance(s) er specified substance(s). In addition, a reference streng
uct shall be expressed based‘on” an anhydrous free acid, anhydrous free base or a subs
" to express activity, where(@pplicable.

Pancrelipase is an example where the expressed activity represents the reference strength. Pancre
bntified as the active @ubstance but there are three different substances upon which the strength
ed: pancrelipase lipase, pancrelipase protease, and pancrelipase amylase (see Annex B).

Morphine HCI:3H20: an injection that contains 5 mg morphine HCI-3H20 per 1 ml, has a stren
hine HCI-3H20+and a reference strength of 3,80 mg/ml morphine base.

s) and/er specified substance(s) shall be used as a reference to form the basis of strength
bl ofauthorized medicinal product.

used

antity
his is
S not
d this

ength
th for
ance

ipase
of the

gth of

of an

e strength of the substance(s) and/or specified substance(s) shall be descrioed as a quantity

f the

substance presentin a given quantity of the pharmaceutical product and shall be indicated using the Strength class.

5.7.24.2 R

eference Strength Substance

If a Reference Strength Substance is specified, the value for the Reference Strength Substance shall be
described using a term and a term identifier as defined in ISO 11238 and its resulting controlled vocabulary.

5.7.243 R

eference Strength Specified Substance

If a Reference Strength Specified Substance is specified, the value for the Reference Strength Specified
Substance shall be described using a term and a term identifier as defined in ISO 11238 and its resulting
controlled vocabulary.

18
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5.7.2.4.4 Reference Strength Range

The strength of the Reference Strength Substance or Reference Strength Specified Substance shall be specified
as a quantity of the substance/specified substance present in a given quantity of the pharmaceutical product.

The symbol and the symbol identifier for the unit of measure shall be specified as defined in ISO 11240 and its
resulting controlled vocabulary.

Where the strength is defined on the basis of a Unit of Presentation, the term and term identifier shall be used
as defined in ISO 11239 and its resulting controlled vocabulary.

The value and units of the strength range shall be specified using an RTO < PQ,PQ > data type. This supports

the s
valug
equiy

rength data to be given as a numerator and a denominator, each with units. It allows both aIg
to be specified as well as upper and lower ranges. If both low and high values are the same;
alent to a single value. If the low value is zero or not valued, the range is interpreted asmet gre

w and a high
he interval is
ater than the

high Yalue. Similarly, if the high value is zero or not valued the range is interpreted as not (ess than the low value.
The pnit of measure symbol and the symbol identifier as defined in ISO 11240 land its resultihg controlled
vocabulary shall be specified.

Whe
as ds

5.7.2

The §

5.7.2

The

specified using values from ISO 3166-1 alpha-2-code elements.

IfaM

5.7.3

For 4

apprq
shall

Whe

q

q

Whe

e the strength is defined on the basis of a Unit of Presentation, the tertn.and term identifier
fined in ISO 11239 and its resulting controlled vocabulary.

4.5 Reference Strength Measurement Point

Reference Strength Measurement Point, if applicable, canbe described.

4.6 Reference strength country

country or countries for which the Reference Strength Range and Measurement Point are

easurement Point is specified, a country or countries should be described.

Representation of strength for a patch

patch, the strength shall-be’ expressed as “per time unit” or “per each” patch in accordg
val by the medicines regulatory authority. If “per time unit” expression is not applicable, ther
be expressed as “per_ each” patch.

h identifying the-strength “per time unit” patch, the following principles are applied for PhPID|
apture the rated release of the product (e.g. 1 ug/1 hour as authorized by the regulatory au
apturetthe quantity released per total time unit (e.g., 24 ug/24 hour).

eho rated release information is authorized, the quantity per each/contained by each but no

shall be used

valid can be

nce with the
the strength

generation:

hority);

delivered by

each

/£ oo ) I RN R ) Sl
\C.4. JUITTY PCT Tatllt patll) stidil VS SPTUITITU.

6 Relationship between MPID and PhPID

6.1
tion

Concepts required for the unique identification of a medicinal product and the associa-

with PhPIDs

Figure 2 shows the conceptual relationship between MPID and PhPID. The drawing is part of a larger
conceptual drawing taken directly from ISO 11615, which should be consulted for detailed discussion of the

class
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Medicinal Product
Classification

Medicinal Product
. — Manufacturer
Version |[Establishment
(Organisation)
|
uthor, n
MPID is held ﬁv’
is he .
in Medicinall - -- Medicinal Product ?\b
(02N
Product )
-
Clinical
Particulars
Packaged

Medicinal Product

g@;\%.ce
PhPID is held Pharmaceutical
in PhPID Set Product >
X
Route [of

Administration

Pharmaceutical '

Product PhPID Set
Characteristics
Ingredients

Figure 2 —<Conceptual relationship between MPID and PhPID

This Internafional Standafd-defines the concepts required to associate PHPID(s) with regulated medicinal
products (authorized or.under investigation in a clinical trial) as described in ISO 11615. Such association|shall
utilize the following pringiples.

a) A medidinal*product may relate to one or more pharmaceutical products as part of a treatment rggime
[e.g. a kit, which might be a combination pack containing vaginal tablets (500 mg) and an external vaginal
cream (10 %)].

b) The characterization of the pharmaceutical product(s) based on the active substance(s)/specified
substance(s), the (reference) strength thereof, the pharmaceutical (administrable) dose form(s), and the
medical device (e.g. a scaffolding for cell-based products) being part of the medicinal product.

c) The description of the pharmaceutical product(s) in the pharmaceutical dose form approved for
administration, where applicable after reconstitution and as authorized in accordance with the regulated
product information.

d) The association of the regulated (investigational) medicinal product and the pharmaceutical product(s)
using the PhPID(s).
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The PhPID standard is vital in associating products at this level of granularity e.g. to assist in product
identification when a branded/proprietary name or MPID is unavailable. The elements defining the medicinal
product identifier (MPID) are presented in the document ISO 11615.

The PhPID shall refer to one or more medicinal products, which contain the same administered
pharmaceutical product.

A medicinal product shall refer to one or more PhPIDs as one to many PhPIDs may be associated with one
or many MPIDs.

EXAMPLE If a medicinal product contains the same elements as defined for a particular PhPID level, they will
share an identical PhPID. For example, medicinal product A with drug substance X will share a common PhPID1 level
with medicinal product B containing the same drug substance X. Furthermore, if medicinal product A and B both contain
substance X with an administrable dose form Y, but a different strength, PhPID1 and PhPID3 would bq identical, but
PhPID2 and PhPID4 levels would have a different PhPID assigned due to the differences in strength

PhPIDs shall refer to a medicinal product being tested in a clinical trial(s) throughout alhphases of [development
and after authorization by a regulatory authority within a particular jurisdiction. A change to any pf the PhPID
elements associated with a change to the medicinal product shall warrant the geheration of a neyw MPID.

a1 :MPID Attribute Set
.= IDMPBrand A 250mg Capsule (Smith & Co) | ~~~- 60)-PhPID Set
«link» -
Substance_id = pqr999
SupstanceForm_id = stu999
a2 :MPID Attribute Set e SubstanceStrength_id = vyvx999
«link» SubstanceFormStrength_id = wzy999
. =IDMPBrand B 250mg Capsule (Jones N
| 01 :PhPID Set
b1 :MPID Attribute Set ~  (\&~l-----_-
link Substance_id = pqr999
.= IDMPBrand A 125mg Capsule (Smijth'§ Co) [ «INK» SubstanceForm_id = stu999
SubstanceStrength_id = xwv999

AN =

SubstanceFormStrength_id = vvx999

c1 :MPID-Atiribute Set [ ~--o- 02 :PhPID Set
Substance_id = pqr999

«link»
. = IDMPBrand C {125mg/5ml suspension (O'Hare) SubstanceForm id = uts999

— SubstanceStrength_id = wvv999
SubstanceFormStrength_id = xxw999

Figure 3 — lllustration of the relationship between MPID and PhPID

6.2 | Pharmaceutical product identification criteria

6.2.1 General considerations

This subclause specifies how PhPIDs shall be generated.

6.2.2 Multiple products packaged as a kit and administered as separate medicinal products

A product that is constituted of units with different substances, strengths or dose form(s) that are intended to be
administered independently of each other (e.g. a kit with tablets and cream to be taken at different time intervals
in a particular order, or tablets of different strengths in one blister) shall be assigned separate PhPIDs for each
product contained within the kit (see A.4).
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6.2.3 Multiple products packaged as a kit for reconstitution and administered as one
medicinal product

Multiple products packaged as a kit (combination pack) with the intent of being administered as one medicinal
product shall be assigned one overarching PhPID for the medicinal product at the level of the kit.

EXAMPLE A product may be supplied as two items, a powder for solution for injection, and a solvent for solution for
injection. One PhPID shall be assigned with the administrable dose form of solution for injection (see Annex B).

Products without solvents (single products) will also have the dose form after reconstitution. Products that
are already solutions, e.g. products with dose form “powder” without solvents and products with dose form
“powder” with solvents, where the reconstituted products are identical, shall share the same PhPIDs.

:Manufactured Item

Manufactured Dose Form = Powder for solution for
Unit of Presentation = Cartridge
Pack Size = 1 unit

mixed with

:Manufactured Item

Manufactured Dose Form = Solvent for solution for,
Unit of Presentation = Vial
Pack Size = 1 unit

produces

:Pharmaceutical Product

Administrable Dose Form =Solution for injection
Pack Size =5 ml

NN
|

This is reconstituted-from the two Manufactured Items. From the
manufacturer the (packk size is not in measurable units and hence
a Presentation(Unit is required. Once reconsituted pack size is
specified insmland hence no Presentation Unit is required.

Figure 4 — Reconstituted kit example

6.2.4 Components of kits which are not packaged together (e.g. radiopharmaceutical kits)

A medicinal product authorized to be marketed as a kit with all components to be reconstituted and intended
to be administered as one product (as approved by a regulatory authority) shall be assigned one PhPID as
reconstituted.

For radiopharmaceutical kits, there may be instances where, due to safety reasons, the radiopharmaceutical
components of the kit would not be packaged together. This will not trigger the generation of an additional
PhPID if the product was authorized as a radiopharmaceutical kit to be administered as one product. The
description of the manufacturing method of radiopharmaceutical kits shall include details of the manufacture
of the kit and details of its recommended final processing to produce the radioactive medicinal product. The
necessary specifications of the radio-nuclide need to be described in accordance, where relevant, with the
general monograph or specific monographs of the applicable pharmacopoeia. In addition, any compounds
essential for the radio-labelling shall be described. The structure of the radio-labelled compound shall also be
described. For radio-nuclides, the nuclear reactions involved shall be described.
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Different representations of strength in two or more regions for identical products

One PhPID shall be generated for a product that is authorized in two or more regions and contains multiple
representations of an identical strength.

Different regional representations that are synonymous for identifying a particular strength in an identical
product shall have the identical PhPIDs assigned, regardless of region.

Mapping of the different terms of each region that are synonymous with a particular strength can be addressed
in maintenance and implementation.

6.2.6

For 4
In ad
PhPI

—
—

Whe

deliveéred by each (e.g. 50 mg per each patch).

7 F

Inves
phas

The
them

q

\

q
y

Figur
draw

is intTnded to being marketed.
[

—Reopreseniation of PhPID for 3 pnaich
dition to identifying the amount per each patch, the following principles shall be applied"'whg
Ds for a patch (see Annex B):

apture the rated release of the product (as authorized by the regulatory authority);
apture the quantity released per time unit (e.g., 24 ug/24 hour).

e no rated release information is authorized, capture the quantity-per each/contained by

Relationship between IMPID and PhPID

tigational medicinal products refer to the medicinalkproduct being tested in a clinical trial t
bs of development prior to its authorization by a regulatory authority within the region in whic

MPID is using a common attribute set related to an investigational medicinal product, whic
have a value, define a specific IMPID concept. The pattern is:

Country Code Segment [ISO 31661 alpha-2 code elements];
bponsor [Organization Identifier]*Code Segment;
bponsor Product Code and/or Regulator Product Code (depending on regional requirements

e 5 shows the conceptual relationship between IMPID and PhPID. The figure is part of a largg
ng taken directly from 1SO 11615, which should be consulted for a detailed discussion of the class

patch, the strength shall be expressed as amount per each patch and per time unitq{when applicable).

n generating

each but not

hroughout all
h the product

h when all of

) Segment.

br conceptual
Es presented.
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Medicinal Product
Classification

Investigational
Medicinal Product

Manufacturer

Version Name [Establishment
(Organisation)
Clinical Trial
Authorisation
N
~Q
IMPID is held in
Investigational S Investigati
o gational
el st Medicinal Product
R
Clinical
Particulars

PhPID is held
in PhPID Set

Dosing and
Route of
Administration

Pharmaceutical
Product

7 s (7%

Pharmaceutical
Product

PhPID Set "

PhPIDs shall

The principld

Characteristics

\Sevice

/7,
Y

Figure 5.="Conceptual relationship between IMPID and PhPID

Ingredients

Packaged Medicing
Product

refer to ap-investigational medicinal product being tested in a clinical trial(s) throughout all phages of
development(prior to.ifs authorization by a regulatory authority within a particular jurisdiction. A change to any pf the
PhPID elemegnts associated with a change to the medicinal product shall warrant the generation of a new IMPID.

s far assigning a PhPID to an investigational medicinal product are identical to their assignment

for authorized medicinal products. However, there may be dissimilarities between regulators or when PhPID
levels are to be assigned to an investigational medicinal product (e.g. different phases of development). As
stated, this International Standard accommodates the generation and assignment of PhPIDs for investigational
medicinal products, but the timing and utilization of PhPID levels for investigational medicinal products shall be
addressed in regional implementations of this International Standard.
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a1 :Investigational MPID Attribute Set
. = IDMPTrialBrand A 250mg Capsule (Smith & Co) BREN - 00 :PhPID Set
«linko Substance_id = pqr999
SubstanceForm_id = stu999
a2:ln igational MPID Attribute Set [ _______ SubstanceStrength_id = vwx999
«link» SubstanceFormStrength_id = wzy999
. = IDMPTrial Brand B 250mg Capsule (Jones
. _ 01 :PhPID Set
b1 :Investigational MPID Attribute Set =
TS T Substance_id = pqr999
. = IDMPTrial Brand A 125mg Capsule (Smith & Co) «link» SubstanceForm_id = stu999
SubstanceStrength_id = xwv999
SubstanceFormStrength_id = vvx999
c1 :Investigational MPID Attribute Set o 02 :PhPID Set
) - «link> Substance_id = pqr999
. = IDMPTrial Brand C 125mg/5ml suspension (O'Hare) SubstanceForm id = uts999
SubstanceStrenath_id = wwvv999
SubstanceFormStrength_id = xxw999

Figure 6 — High-level example of the relationship between IMPID and PhPID

8 Conceptual model

The ¢gomposition of the pharmaceutical product as authorized by)a“Regulatory Medicines Authprity shall be
captyredinastructured format. Toillustrate this point, a high-levelconceptual model related to the phprmaceutical

produict is presented in Figure 7 along with representative examples (in Annex A) for pharmaceutical product
ident|fication assignment.
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Legend

I:l Substance Stratum

PhPID_SUB

|:| Specified Substance Stratum

I:l Strengths

[[] 11238 Substances

id

Name

Administerable Dose Form [0..1]
Strength (concentration) [0..1]
Strength (presentation) [0..1]
Unit of Presentation [0..1]

+ o+ o+ o+ 4+

PhPID Set

Medical Device

Substance Set

+ Substance
+ Role

+ Confidentiality Indicator [0..1]]

Reference Strength

+ Reference Substance ID [0..1]
+ Reference Specified Substance ID [0..1]
0. : :\? + Reference Strength Range [0..1]
ame + Reference Strength Measurement Point [0..1]
+ Reference Strength Country [0..%]
PhPID_SpSUB 1.7
+ id
Version + Name
: 1..4] + Administerable Dose Form [0..1] Specified Substance Set
+ Effective Date + Strength (concentration) [0..1] 1.x —
+ Strength (presentation) [0..1] + Specified Substance [1..3]
+ Unit of Presentation [0..1] + Role

+ Confidentiality Indicatog[0.. "]

Substance

+ Substhnce ID

From 11238 - For illustration only, classes are incomplete, cardinalities omitted

]
ifi
Specified Substance Gro:lp 0

Specified Substance Group 1

+ Namdg

+ o+ o+ o+

Specified Substance ID
Name

Constituents

Ratio

Specified Substance,
Manufacture Met
Manufacturer é
Cell Expressi

)

+ o+ o+ o+

\"4

;\Speciﬁed Substance Group 3

Thisis NOT a hierarchical structure but a means of

D

+ Specified Substance ID
+ Monograph Reference

classification where the relationship between
members of different groups is sometimes defined.

For Specified Substance ID in 11616 one value can
be taken from gach of group 1, 2, 3 though in most
cases a single alue will suffice.

Group 4 exists, put is not used in specifying PhPID

Figure 7 — High-level conceptual model of pharmaceutical product identification
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Annex A
(informative)

Examples

A.1 General

As piesented in this International Standard, the following illustrations represent the foundational|data elements
for generation of pharmaceutical product identifiers (PhPIDs).

A.2| PhPID model (Figure A.1)

Figure A.1 shows a modelled representation of PhPID data elements for an adjuvanted H1N1 influgnza vaccine.
The detailed MPID data elements for this model can be found in ISO 11615, AraneX B for the MPID data elements.
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:PhPID SUR 11
» D=
Name = A/Nevada'9/2009 (H1N1)v-like strain (Z-9992)
v
(vaccine strain) :Substance Set

Substance ID=sub97
Role = Active ingredient

1D = 30000X0XXXX

Strength (concentratior) = 7.5 mcg / ml
Strength (presentation) =3.75 mcg /0.5 ml

:PhPID SUB 12

Name = A/Nevada9/2009 (H1N1)v-ike strain (Z-9992) 3.75mcg /0.5 ml

Substance ID=sub97
Role = Active ingredient

(vaccine strain) :Substance Set

Pandemic Influenza (H1N1),
Adjuvanted Vaccine

Legend

O Substance Stratum

O Specified Substance Stratum
O Strengths

O 11238 Substances

From 11238

Reference Substance ID=sub98

Reference Strength Range= (3.75 mcg to 3.75 mcg) /0.5 ml

Substance ID=sub97

:Substance

1D =yyyyyyyyyy

:PhPID SUB 13

Name = A/Nevada9/2009 (H1N1)v-like strain (Z-999Z) Emulsion for injection

Substance ID=sub98
Name =H; inin

:Substance

Administerable Dose Form= Emulsion for injection
v

Substance ID=sub97
Role = Active ingredient

(vaccine strain) :Substance Set

Substance ID=sub99
Name = Squalene .

ID =2zzzz7777727

Strength (concentration) = 7.5 mcg / ml
Strength (presentation) =3.75 mcg /0.5 ml

:PhPID SUB 14

Name = A/Nevada9/2009 (H1N1)v-ike strain (Z-9992) 3.75 mcg /0.5 ml Emulsion for injection|

Administerable Dose Form=Emulsion for injection

-Specified Substance G:@ A
Specified Substance ID=ss101 \ ‘
Name = Squalene .

Specified Substance ID:
Name = A/Nevada/9/200
4

1)v-like strain (Z-9992)

Substance ID=sub97

(vaccine strain) :Substance Set

Specified Subst
Name = Smi
Parent Ip = s

Role = Active ingredient
v

Reference Substance ID=sub98

Reference Strength Range= (3.75 mcg to 3.75 mcg) /0.5 ml

(vaccine strair) :Specified'Substance Set
Specified Substancé JB1) = ss102

Specified Substance I03) = null
Role = Adjuvant

:PhPID SpSUB 11
» D=
Name = A/Nevada/9/2009 (H1N1)v-like strain (Z-999Z)
lene) :Specified Set
Specified Substance I01) =ss101
Specified Substance 102) = null <

»Specified Substageg4d2) = ss103
Specified Substagice’I03) = null
Role = Actiye,ingredient

1D = bbbbbbbbbb

Strength (concentration) =7.5 mcg / mi
Strength (presentation) = 3.75 mcg /0.5 ml

:PhPID SpSUB 12
» Name = A/Nevada/9/2009 (H1N1)v-like strain (Z-9992) 3¥75%nch 7 0.5 ml

lene) :Specified Set
Specified Substance I01) =ss101

(vaccine strair) :Specified Substance Set
Specified Substance I0/1) = ss102

Specified Substance 102) = null
Specified Substance I03) =null
Role = Adjuvant

Substance 102) = ss103
Specified Substance 103) = null
Role = Active ingredient

v

(squalene) :Reference Strength
Reference Substance ID=sub99
Reference Strength Range= (10.86 mg {g 70.86 mg) / 0.5 m/

in
Reference Substance ID=sub98
Reference Strength Range= (3.75 mcg to 3.75 mcg) / 0.5 m/

ID = cccce

:PhPID SpSUB 13

ceeec
Name = AMevala/9/2009 (H1N1)v-like strain (Z-999Z) Emulsion for injection
Adminiétdrable’Dose Form= Emulsion for injection

lene) :Specified Set
Specifigl Sulistance I01) =ss101

(vaccine strair) :Specified Substance Set
Specified Substance I01) = ss102

Speeifitd Seibstance 102) = null
Speciffed‘Substance 103) = null
Rofe,= Adjuvant

p Substance 102) = ss103
Specified Substance I03) = null
Role = Active ingredient

ID = dddddddddd

Strength (concentration) =7.5 mcg / mi
Strength (presentatior) = 3.75 mcg /0.5 ml

:PhPID SpSUB 14
».Name = A/Nevada/9/2009 (H1N1)v-like strain (7-9997) 3.75 mcg /0.5 ml Emulsion for injection|

Administerable Dose Form= Emulsion for injection

lene) :Specified Set
Specified Substance I01) =ss101

(vaccine strair) :Specified Substance Set
Specified Substance I01) = ss102

Specified Substance 102) =null
Specified Substance 103) = null
Role = Adjuvant

P Specified Substance 102) = ss103
Specified Substance I03) = null
Role = Active inqredievnl

(squalene) :Reference Strength
Reference Substance ID=sub99
Reference Strength Range= (10.86 mg to 10.86 mg) / 0.5 m/

(haemaglutanir) :Reference Strength
Reference Substance ID=sub98
Reference Strength Range= (3.75 mcg to 3.75 mcg) / 0.5 ml

Figure A.1 — PhPID Model: Pandemic influenza (H1N1), adjuvanted vaccine
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A.3 Solid oral (Figure A.3)

Invented brand name: LITHDRUG® (lithium carbonate, pharmacopeia), extended-release tablets 300 mg, ISO
IDMP Manufacturer Alpha.

Components: 1
Strength/dosage form: 300 mg tablet
Active substances: lithium carbonate

Reference strength: lithium ion, 8,1 mmol

Table A.1 — Strata and levels

PhPID_SUB_L1 — lithium carbonate
PhPID Active PhPID_SUB_L2 — lithium carbonate 300 mg (lithium ion, 8,1 mmol)*
Subgtance Stratum | phpID_ SUB _L3 - lithium carbonate, tablet, extended release

PhPID_ SUB _L4 — lithium carbonate 300 mg (lithium ion, 81 mmol), tablet, extenfled-release
PhPID_SpSUB_L1 — ISO IDMP Manufacturer Alpha, (USP,"EP Monograph) lithiunp carbonate

PhPID_SpSUB_L2 — ISO IDMP Manufacturer Alphay (USP, EP Monograph) lithium carbonate
300 mg (lithium ion, 8,1 mmol)

PhPID Specified
Substance Stratum | PhPID_SpSUB_L3 — ISO IDMP ManufacturerAlpha, (USP, EP Monograph) lithium carbonate,

tablet, extended-release

PhPID_SpSUB_L4 — ISO IDMP Manufacturer Alpha, (USP, EP Monograph) lithium carbonate
300 mg (lithium ion, 8 mmol), tablet, extended-release

NOTH 1 The strength and reference strength are(different in this example.

NOTH 2  See ISO 11238 for the detailed data_elements defining a substance/specified substance (e.g. $ource, grade,
additipnal manufacturing information).
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:PhPID SURB 11

»D =
Name = Lithium Carbonate

v
(lithium carbonate) :Substance Set
Substance ID2) = sub82
Role = Active ingredient

:PhPID SURB |2

ID = 300XXXXXXX
» Name = Lithium Carbonatg 300 mg

Strength (concentration) = 300 mg/ 1 unit
Strength (presentation) = 300 mg
v

(lithium carbonate) :Substance Set
Substance 1D2) = sub82
Role = Active ingredient

Lithium Carbonate

Legend
O Substance Stratum
O Specified Substance Stratum
O Strengths
O 11238 Substances

1D =yyyyyyyyyy

Name = Lithium Carbonatg Extended-Release Tablets
Administerable Dose Form= Extended release tablet
v

(lithium carbonatg :Substance Set
Substance 1D2) = sub82
Role = Active ingredient

:PhPID SUB 14
ID =2zz7777777z
o |Name = Lithium Carbonatg Extended-Release Tablets 300 mg

Strength (concentration) = 300 mg/ 1 unit
Strength (presentation) = 300 mg
Administerable Dose Form= Extended release tablet

(lithium carbonate) :Substance Set
Substance ID2) = sub82
Role = Active ingredient
v

(lithium ion)
Reference Substance ID=sub81
Reference Strength Range= 8.7 mmol/ 1 unit

:PhPID_SpSUB L1
ID = aaaaaaaaaa

Name = Lithium Carbonatg Pharmacopoeia

v
(lithium carbonate) :Specified Substance Set
Specified Substance I01) = ss121
Specified Substance 102
Specified Substance 1003) = null
Role = Active ingredient

:PhPID_SpSURB 12
ID =bbbbbbbbbb

Name = Lithium Carbonatg Pharmacopoeig 309 mg
Strength (concentration) = 300 mg / 7 unit

v From 11238
(lithium ion) :Reference Strength :Substance
Reference Substance ID=sub81 _ Substance ID=sub81
— dangib RancesSd ol /4ol TUCHTITC = TUOTTT TonT
:PhPID_SUR_13 pubatance
- Substance ID=sub82

Name = lithium carbonate

:Specified Substance Groupl
Specified Substance ID=ss121
Name = Lithium carbonate

:Specified Substance Groupd
Specified Substance ID= ss122
Monograph = Pharmacopoeia Y

Strength (presentation) = 300 mg

(lithium carbonatgSpecified Substance Set
Specified Sfibstarfee I01) =
SpecifiegStpstance 102
Specifigd Sybstance 103) = null
Role = Astive ingredie?

(lithium ior) 4
Reference Substance ID=sub81
Reference Strength Range= 8.7 mmol/ 1 unit

:PhPID_SpSUR 13

Ngme = Lithium Carbonatg Pharmacopoeig Extended-Release Tablets
Atministerable Dose Form= Extended release tablet

iD=ecccceeeee

(lithium carbonate) :Specified Substance Set
Specified Substance I001) = ss121

Specified Substance 102) = ss122

Specified Substance 103) = null

Role = Active ingredient

“PRPID_SpSUB T4
ID =dddddddddd

Name = Lithium Carbonatg Pharmacopoeig Extended-Release Tablets 300 mg
Strength (concentration) = 300 mg / 7 unit

Strength (presentation) = 300 mg

Administerable Dose Form= Extended release tablet

v
(lithium carbonate) :Specified Substance Set
Specified Substance 1001) = ss121
Specified Substance 102) = ss122
Specified Substance 103) = null
Role =Active ingrediel;t

(lithium ior) :Reference Strength
Reference Substance ID=sub81
Reference Strength Range= 8.7 mmol/ 1 unit

Figure A.2 — PhPID model: LITHDRUG® (lithium carbonate, pharmacopeia)
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A.4 Multiple products packaged as a kit and administered as separate medicinal
products

Invented brand name: COMBIDRUG™ combination pack (vaginal tablets 500 mg and cream 1 %), ISO IDMP

Manufacturer Bravo

Components: 2

Strength/dosage form: 500 mg tablet and 1 % external cream

Active substances: clotrimazole tablet/clotrimazole cream

Refe

ence strength: 500 mg clotrimazole/1 % clotrimazole

Table A.2 — Strata and levels

PhP
Subs

D Active
tance Stratum

PhPID_SUB_L1 — clotrimazole

PhPID_SUB_L2 — clotrimazole 500 mg (clotrimazole 500mg)
PhPID_ SUB _L3 — clotrimazole tablet

PhPID_ SUB _L4 — clotrimazole 500 mg tablet (Clotrimazole 500mg)

PhP
Subg

D Specified
tance Stratum

PhPID_SpSUB_L1 — (ISO IDMP Manufacturer Bravo) clotrimazole

PhPID_SpSUB_L2 — (ISO IDMP ManufacturerBravo) clotrimazole 500 mg (clotrin
500 mg)

PhPID_SpSUB_L3 — (ISO IDMP Manufacturer Bravo) clotrimazole tablet

PhPID_SpSUB_L4 — (ISO IDMP Manufacturer Bravo) clotrimazole 500 mg tablet
500 mg)

hazole

clotrimazole

PhP
Subs

D Active
tance Stratum

PhPID_SUB_L1 — clotrimazole
PhPID_SUB_L2 — clotrimaZole 1 % (clotrimazole 1 %)
PhPID _SUB L3 — clotrifmazole external cream

PhPID_ SUB _L4 — clotrimazole 1 % external cream (clotrimazole 1 %)

PhP
Subs

D Specified
tance Stratum

PhPID_SpSUB L1~ (ISO IDMP Manufacturer Bravo) clotrimazole
PhPID_SpSUB_L2 — (ISO IDMP Manufacturer Bravo) clotrimazole 1 % (clotrimaz
PhPID~SpSUB_L3 — (ISO IDMP Manufacturer Bravo) clotrimazole external cream

PhRID) SpSUB_L4 — (ISO IDMP Manufacturer Bravo) clotrimazole 1 % external cfeam

(ctotrimazole 1 %)

le 1 %)

NOTH
additi

A.5

See\JSO 11238 for the detailed data elements defining a substance/specified substance (e.g.
bnal manufacturing information).

Shattiof et | ; it f ituti Frminst

source, grade,

medicinal product

2d as one

Invented brand name: ANTIHEMODRUG® (antihaemophilic factor, recombinant human) kit, ISO IDMP

Manufacturer Charlie

Components: 2 (antihaemophilic factor, powder for solution and Sterile Water for Injection)

Strength/dosage form: 250 iU/10 ml (25 iU/ml), solution for injection

Active substances: antihaemophilic factor, recombinant human

Reference strength: antihaemophilic factor, 25 iU/ml

© 1SO 2012 — All rights reserved
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Table A.3 — Strata and levels

PhPID Active
Substance Stratum

PhPID_SUB_L1 — antihaemophilic factor, recombinant human
PhPID_SUB_L2 — antihaemophilic factor, recombinant human, 250 iU/10 ml (25 iU/ml)*,
PhPID_ SUB _L3 — antihaemophilic factor, recombinant human, solution for injection

PhPID_ SUB _L4 — antihaemophilic factor, recombinant human, 250 iU/10 ml (25 iU/ml),
solution for Injection

PhPID_SpSUB_L1 — ISO IDMP Manufacturer Charlie antihaemophilic factor, recombinant
human,

PhPID _SpSUB L2 — ISO IDMP Manufacturer Charlie antihaemophilic factor, recombinant

PhPID Specified
Substance Stratum

human, 250 iU/10ml (25 iU/ml),

PhPID_SpSUB_L3 — ISO IDMP Manufacturer Charlie antihaemophilic factor, recombinant
human, solution for injection

PhPID_SpSUB_L4 — ISO IDMP Manufacturer Charlie antihaemophilic factor,.recombinant
human, 250 iU/10 ml (25 iU/ml), solution for injection

NOTE 1 THe strength and the reference strength are identical in this example.

NOTE2 SgelSO 11

additional manufacturing information).

A.6 Patch
Brand Name} NICOD

Components| 1

Strength (pef each and per time unit)/dosage form: patch, 25 mg/24 hours

Active substInces: ni

Reference s

ength: nicotine, 25 mg

238 for the detailed data elements defining a substance/specified substance (e.g. source, grade,

RUGO (nicotine transdermal patch extended release), ISO IDMP Manufacturer Delja

cotine

Table A.4 — Strata and levels

PhPID Active
Substance Stratum

PhPID_SUBCET — nicotine

PhPID_SUB_L2 — nicotine, 25mg/24hrs (nicotine 25 mg)*

PhPIR_~SUB _L3 — nicotine transdermal patch

RPhPID_ SUB _L4 — nicotine transdermal patch, 25 mg/24 hrs, (nicotine 25 mg)

PhPID Specified

PhPID_SpSUB_L1 — ISO IDMP Manufacturer Delta Nicotine
PhPID_SpSUB_L2 — ISO IDMP Manufacturer Delta Nicotine, 25 mg/24 hrs (nicotine 25 mg

~

Substance Stratum

PhPID_SpSUB_L3 — ISO IDMP Manufacturer Delta Nicotine, transdermal patch

PhPID_SpSUB_L4 — ISO IDMP Manufacturer Delta Nicotine transdermal patch, 25 mg/24 hrs,
(nicotine 25 mg)

NOTE 1 The strength and the reference strength are identical in this example.

NOTE2 SeeISO 11

238 for the detailed data elements defining a substance/specified substance (e.g. source, grade,

additional manufacturing information).

A.7 Reference

strength

Brand name: PANCREADRUG®, pancrelipase (lipase, protease, amylase), ISO IDMP Manufacturer Echo

32
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