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Where do you start ... ... when using the Ph. Eur.?
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Where do you start ... ... when using the Ph. Eur.?
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Where do you start ... ... when using the Ph. Eur.?

EUROPEAN PHARMACOPOEIA ONLINE
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Where do you start ... ... when using the Ph. Eur.?
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EUROPEAN PHARMACOPOEIA 10.0

Fresmesey

OMEPRAZOLE

Q00006

Omeprazolum

Sample of e.g. Omeprazole
to be tested

8 ©2019 EDQM, Council of Europe. All rights reserved.




BLIROPUAN PHARMALTSYNIL 105

1. Gienersl nalicrs

conreted 10.0

1. GENERAL NOTICES

1.1, GEMERAL STATEMENTS
TheGgaei it ity 148 ccgrapha s et kst
ol the Farpeus Plarmsoperis.

mmm.mmum Fharmscnponts s
[t i s Poech, Tl

provcs analytical bobecdop (PAT) arsbon real-isse selcase

s - plart Mafing ahe Bab-liee sricaw seuting
doemiod apprope

[Pyt — s cogetene
Plurmacopoeta

I -

s i
Rehisemacet) wt oot In 1he Farpeas | raration ko the

the Plarmuspocts o

languages may

Exvopein Pirmiupusts Comene. bn iy
or dispate. the Eaghih and French versioms ire alone
suertatter

™ : e mord

e
comisieny of prosdustica, Witk the sgrocment of the
Commgaanc with by “when imal e e

way thl

Fharmascnports, The ofbeisl stéerviation I bar. may be

Grmde of materish. Certain malerish that ave the subsoct of

Thie wse of Bhe Utk o¢ the wablsle of

Sk fieemors im0 B¢ s of
e Pt e e o o opgh e s
et et 1 Rales

e rquirerts sty o3l
frbgedharely hmnm:hm .t’.m
eucpuTm. 3 s o anonaley e
Mmmmm'mwnammlm
Test

i i ke mination
o

cal e ochind by the terouiert
prnerty mmmu’- otk

i

hoghod B period o ne. The el of radty Bat i
Kk

Ure vabpest of a5 bbvidual mrene b e shor soguird

muuonummmmwmw
gt alabiley sl

B Eirtie wro i aipet aes St

n the
oo Aement h Reoaagghs ettt ey

when
wach reficece b paadde 128

hls fhe s of 1 [efintlon section of the prestal
o gt v 4 poesnble ks e wpcice.
o8 example 10 subsunGes 0 PrepArIOns Al

s

The sctive oo UM e fard T e 4 1 ey
o B ey e = i v

e of sese sl m.,ammwh ermmgnlr
Spaality spsterma The y Goser 4

romgraphn e valid usly .rnxun.l’u:.rmm: 'a peneral ,wn

nnh'?rlnlpﬂh.h(pnn-ﬂ m.ump«u, st In the

Plurmacsfons am bused. Witk he agrecment nflhe
competent aushorty,

atrikcal ralbdatron, Usbeas e

e wiad for
ses bl 4. aneqatuesal dection b be e 14 b

ot

caid b achbeved I e oficlal Eathouts were sned 18 the
vent of doghd o diatc, the methonds of anabriss of the
are alons suthormarve
Demmorniration of vemplisns with e Pharmacopocis
(11 AR artile 1s not of Pharmacapona quiley usles i

when
implemmeniing & phar rorthnd, e wer ent asseas
et and etal mum..un,unmu

mm 0 TV monegrapas. gesera chapsers aad
quabty enterza
The term competent asthoruy

B ik

Thir s et sty tht o of o e b 123
it N
[

1 Bty

et o, . el 4
E s i o s

of a produit. —
e bt o s

may
» pendat ln ot iy
demgn.

i boraicer.

cxample,

b met, e the

General b

&5 apply to all monographs and other texts.|
mation Section on general mo raphs.

—&

0

The 1

GENERAL MONOGRAPHS

IMPORTANT NOTICE

Thens peneral

.; ,W,,_M'.. y

e dasa for which thers b 4
chees s roate i on wops

Py

vt g aph bt Pl o L. Gemr

" the g s, M sl o, s sy prodt i e
rul Nutiira, Chvmacal surms

e e sl besiyap el v sl o o s T i

wh_--. kg ol K imml e il i A ..—-..l mlpq'ﬁ “iﬁ o the prondect e

“!Illll

hete s

nd o g st Al i i

Allorgen presbucts {1063}
Chemacal prevemes bor adiopharmsorste sl propassiom (601)
Bomape Foxims gt st

(pubhiohgd im the Tansage Farmms srciiom or thy Lsmopepathis Prrpanabion wiiiom, 3 appeeprisis)

Rl il 2098)
Miarhal drug extracus (37651

Wherbal dnug prepusstion {1434}

Wierhal drugs {1439)

Shrhal Erugs fos homacopathic pevarsions {145)
[pubhshed in the damoropatic Preparstion: wetion |
Sherbal teas £1435)

Live blatherapestic producs for human wse (251)
Merhods o preparanion of homocopabis vncs snd poumnution
{pubiishad i the Jiomapapatiis Frepanaioms wstion |

Monodonal sebodies for human use (2091}

Mo tincrsnes fsr Rmasspathic preparsians (3139
[pabiished in the Jiommoopathic Preprdtions wction |
Pharmarsusical prepersns (1414)
Freabicrs af fermere tiem (14681

Porducts with rik of S —— -

Radiopharmacrutical proparsiiss 10154
Reombasint DA tochimdopr. proests of {T7H)
Sabutancrs bt pharmardical we [IH}
Viccbars kot b e 101331

Vst kot rwbesimary ues (00521
Viprtable laty ol (15791

Knowledge database

Document PDF
en Frangalis

Knowledge
Database

General Notices apply to all monographs and other texts.
See the information section on general monographs.

Basemrn wandeon

Prctnl Infarmtion e 1 fainn

10 ©2019 EDQM, Council of Europe. All rights reserved.

Dataded view of oo resesas,

DELEON Sempie B L T
o 35U 3 ey ok
3w 28

il Pinerat L v it

T P

e gy 90 e = v i L i
Sl il
s
basa E——
E—TT A
Ee "
R e T e
F wcm
R R
[z e EN—
Gmapm
R o]
[—
- S——— cramn]
| PR —
—_—
. T
e




The structure of the Ph. Eur.

Document PDF Knowledge
en Frangais Database

General Notices apply to all monographs and other texts.
See th E “srmation section on general monographs.

Table of contents

D European Pharmacopoeia 10.0
v I:‘ European Pharmacopoeia 10.0
> D 00 Introduction
[ ] 01 General notices
»[Jo2 Metrb of analysis

Individual menographs
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General Notices

At the very beginning of the Ph. Eur. (page 3)
= address general issues

= aim at providing basic information to the
user

= apply to all texts

» jnclude rules to understand texts,
conventional expressions

Essential reading before starting to use
monographs and chapters

12 ©2019 EDQM, Council of Europe. All rights reserved.




General Notices — answer to a lot of questions!

* Such as:
« What about alternative methods?
» What about waiving of tests?
+ What does compliance mean?
+ What is mandatory?
* What to do when implementing a method?
+  Why two identification tests ... sometimes?
« Human and/or veterinary use?

And many more

13 ©2019 EDQM, Council of Europe. All rights reserved. g‘{_”f

Conventional terms: meanings

‘competent authority’: the national, supranational or international
body / organisation vested with the authority for making decisions
concerning the issue in question. May be a national
pharmacopoeia authority, a licensing authority or an official
control laboratory.

‘unless otherwise justified and authorised” means that the requirements
have to be met, unless the competent authority authorises a
modification or an exemption where justified in a particular case.

Etc...

14 ©2019 EDQM, Council of Europe. All rights reserved.




Flexibility in the Ph. Eur. Alternative methods

But professor. you
said yesterday that
s xwas equal to 5.

15  ©2019 EDQM, Council of Europe. All rights reserved. M.fﬂ/ -

Alternative methods

« Ph. Eur. tests = reference methods, alone authoritative in cases of
doubt or dispute.

« Compliance required, but alternative methods may be used: same
pass/fail decision

« Users’ responsibility to demonstrate their suitability. Approval of
competent authority needed in any case

The EDQM does not decide if acceptable or not!

16 ©2019 EDQM, Council of Europe. All rights reserved. g‘/:”




Alternative methods
Example:

m You may replace an existing HPLC method (impurities or assay) by an
alternative one, provided the alternative method is cross-validated
against the official one and leads to the same pass/fail decision.

x Not possible to replace a selective HPLC assay by a volumetric
titration [since the same pass/fail cannot be obtained].

17 ©2019 EDQM, Council of Europe. All rights reserved.

Flexibility in the Ph. Eur. Waiving of tests

o+

|

prerequisite not prerequisite

In some cases, some tests may be omitted based on
validation data or other suitable justification

Tests for process-specific impurities may be omitted if it is
demonstrated that they will not occur with the particular
process used e.g. boron in salbutamol

18  ©2019 EDQM, Council of Europe. All rights reserved.




Waiving of tests

“(1) An article is not of Pharmacopoeia quality unless it complies with all
the requirements stated in the monograph. This does not imply that
performance of all the tests in a monograph is necessarily a
prerequisite for a manufacturer in assessing compliance with the
Pharmacopoeia before release of a product, The manufacturer may
obtain assurance that a product is of Pharmacopoeia quality on the
basis of its design, together with its control strategy and data derived,
for example, from validation studies of the manufacturing process.”

19 ©2019 EDQM, Council of Europe. All rights reserved. M.”f

Flexibility in the Ph. Eur. PAT

“(2) An enhanced approach to quality control could utilise
process analytical technology (PAT) andy/or real-time
release testing (including parametric release) strategies
as alternatives to end-product testing alone. Real-time
release testing in circumstances deemed appropriate by
the competent authority is thus not precluaed by the
need to comply with the Pharmacopoeia.”

20 ©2019 EDQM, Council of Europe. All rights reserved. m,:’f’
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What does compliance mean?

« All mandatory parts of a monograph
(“Unless otherwise indicated in the General Notices or in the monographs, statements in monographs
constitute mandatory requirements.” Characters section, second identification test and storage section — not
mandatory)

« Compliance throughout period of validity for preparations.
« A distinct period of validity and/or specifications for opened or

broached containers may be decided by licensing authority for each
preparation

« Compliance until end of shelf-life for all other items: API,
excipients, ...

N

1  ©2019 EDQM, Council of Europe. All rights reserved. . - C/

What to do when implementing a method?

- Validation of Aaharmacopoeial methods. The test methods given in

monographs and general chapters have been validated in accordance with
accepted scientific practice and current recommendations on analytical
validation. Unless otherwise stated in the monograph or dgeneral chapter,
validation of the test methods by the analyst is not required.

Implementation of pharmacopoeial methods. When implementing a
£ pharmacopoeial method, the user must assess whether and to what extent
" the suitability of the method under the actual conditions of use needs to be
a demonstrated according to relevant monographs, general chapters and
& quality systems.

| General notices

- # Demonstration of suitability: Each MAA still to provide to the
competent authority demonstration that tests in the monograph are
appropriate for the quality control of their product.

22 ©2019 EDQM, Council of Europe. All rights reserved. g“,::”
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Reference to regulatory documents

» "These references are provided for information for users for the

Pharmacopoeia. Inclusion of such a reference does not modify the
status of the documents referred to, which may be mandatory or for

guidance.”

23 ©2019 EDQM, Council of Europe. All rights reserved.
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N

Human and veterinary use

» Unless otherwise stated, monographs cover human and veterinary

use.

» Where a substance is used in both human and veterinary products,

the same quality specification is applied.

« When the monograph title bears “for veterinary use” the substance is
intended only for veterinary products e.qg. Levamisole for veterinary

use

24 ©2019 EDQM, Council of Europe. All rights reserved.
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Section 1.4 Monographs
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DEFINITION o
Statements under the heading Definition constitute an official . =

definition of the substance, preparation or other article thatis = -
the subject of the monograph. e
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CHARACTERS
The statements under the heading Characters are not to be
interpreted in a strict sense and are not requirements.
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recommended b 4

TESTS AND ASSAYS soer

jrfteely

Scope. The requirements are not framed to take account of all ..
possible impurities. It is not to be presumed, for example, that "=
an impurity that is not detectable by means of the prescribed ..
tests is tolerated if common sense and good pharmaceutical 2=
practice require that it be absent. See also below under .
Impurities. e

LT Sram——

IDENTIFICATION

Scope. The tests given in the Identification section are not
designed to give a full confirmation of the chemical structure
or composition of the product; they are intended to give
confirmation, with an acceptable degree of assurance, that the
article conforms to the description on the label.

== First and second identifications. Certain monographs

have subdivisions entitled ‘First identification’ and ‘Second
identification. The test or tests that constitute the ‘First
identification’ may be used in all circumstances. The test or
tests that constitute the ‘Second identification’ may be used

=t in pharmacies provided it can be demonstrated that the

¢ substance or preparation is fully traceable to a batch certified

% to comply with all the other requirements of the monograph.

: Certain monographs give two or more sets of tests for the

purpose of the first identification, which are equivalent

- and may be used independently. One or more of these sets

usually contain a cross-reference to a test prescribed in the
Tests section of the monograph. It may be used to simplify

: the work of the analyst carrying out the identification and

the prescribed tests. For example, one identification set

= cross-refers to a test for enantiomeric purity while the other

set gives a test for specific optical rotation: the intended
purpose of the two is the same, that is, verification that the

= correct enantiomer is present.

Comavs s 1 g 2 48 g aph o e : d

25 ©2019 EDQM, Council of Europe. All rights reserved.
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The structure of the Ph. Eur.

Table of contents

|:| European Pharmacopoeia 10.0
v D European Pharmacopoeia 10.0
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[] 01 General notices
» [ ] 02 Methods of analysis
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> |:| 06 General Monographs
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» [] 08 vaccines

ze forms

Individual monographs
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Important notice: General monographs

EUROPEAN PHARMACOPOEIA 1

IMPORTANT NOTICE

GENERAL MONOGRAPHS

Table of contents
-

omepr

5 apply 10 all onagraphs and
See the information section on

OMEPRAZOLE

Omeprazelum

Cy3yahigOy’

[T3550.586]

DEFNIMON

S-Methooy-2-{[RS)-[[4-methny. 3. S-dimetmyipyridin.2-yimetryfsulfing): 1 H-benzimidazole.
Canfent: 3.0 per cent to 101.0 per cent (dried substance).

CHARACTERS

Appearance: white ar almast white powder

27 ©2019 EDQM, Council of Europe. All rights reserved.

General monographs

IMPORTANT NOTICE

The Furopean Pharmacopoeia contains a number of general monographs covering classes of products. These general
monographs give requirements that are applicable to all products in the given class or, in some cases, to any product in the
given class for which there is a specific monograph in the Pharmacopoeia (see 1. General Notices, General monographs).
Where no restriction on scope of a general monograph is given in a preamble, it is applicable to all products in the class
defined, irrespective of whether there is an individual monograph for the produet’in the Pharmacopoeia.

Whenever a monograph is used, it is essential to ascertain whether there isd general monograph applicable to the product in
question. The general monographs listed below are published in the Géneral Monographs section (unless otherwise stated).
This list is updated where necessary and republished in each sy t.

ral
managraghs

Ganaeal s apply to 8 ard preparations wihin thie scops of th Dafinition secton of th general monograph. sxcept whre @ preamble kmits the appheation. ler axample 1o and that are B subgect of & monegragh of thi
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Tl ar the SUbFECt of an INdidUal MONGGraph are K80 Mequied 10 Comply with vant. AppIcabie general Mancgraphs. Gross-relerences 1o AppIcabie general Moncgraphs are nol rormaly given i indrdual

Ganeral monographs on donage karms apply 1o all preparatons of the type defined. The s et far & given specdes praparabon and tequesments adddonal (o thase prescnbed = the ganeral menograph may b impaied by the
competent authority
Ganeral menegraghs and indnidual mansgraghs an complementary. If the provsicns of & genaral mencgraph do nal apply 19 8 pankulir produst, ths s axpressly sated in th indivdual manograph

[
=
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General monographs

Two types:

» General monographs on classes of substances

e.g. Products of fermentation, Allergen products, Herbal drugs, Essential oils,
Monoclonal antibodies for human use, etc.

» General monographs on dosage forms

e.g. capsules, tablets, parenteral preparations, eye preparations, etc.

29  ©2019 EDQM, Council of Europe. Al rights reserved. g‘{_”f

General monographs

» Deal with aspects that cannot be treated in each individual
monograph

« “General monographs apply to all substances and preparations within
the scope of the Definition section of the general monograph, except
where a preamble limits the application, for example to substances
and preparations that are the subject of a monograph of the
pharmacopoeia.”

30 ©2019 EDQM, Council of Europe. All rights reserved. ed ot ~
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General monographs

* No cross-reference in individual monographs: “ Whenever a
monograph is used, it is essential to ascertain whether there is a
general monograph applicable to the product in question.”

CHECK WHICH GENERAL MONOGRAPH APPLIES!

31 ©2019 EDQM, Council of Europe. Al rights reserved. W/ _”P

General vs. individual monographs

« Complementary
« One not overruling the other

« Exceptions are clearly indicated either in the general
monograph or in the individual one

32 ©2019 EDQM, Council of Europe. All rights reserved. g‘/ e
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Two .. key .. examples
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The structure of the Ph. Eur.

Table of contents
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» ] European Pharmacoposia 10.0
> [ o0 introduction
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» ] 03 materiah for comtainers and containers
¥ [ o4 Aoagents
» [] 0 Geneval Tests

for raophar—.
> [ 11 setures
3 [] 12 Herbal drugs and herbal drug preparations
» ] 13 Homosopathic preparations
Individual monographs
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Section 7 Dosage forms

0O capsules

01 chewing gums, medicated

Contain requirements common to

all dosage forms of the type
defined e.g. sterility, uniformity of dosage units, ... ...,

dissolution

Classified by pharmaceutical

form/route of administration e.g.
Tablets, Preparations for inhalation

Applied during licensing
Framework specification: extra

tests and acceptance criteria are

proposed by manufacturer and

approved by competent authority

0 Ear preparatins
00 ye preparations

0 Foams, medicated

0O Granutes

0 intramammary preparations for veterinary usze

O Intraruminal delivery systems

0 Liguid preparations for cutaneous appiicatisn
0 Liquld preparations for oral use

0 Nasal preparatians

0 Oramucasal praparations

O Parentersi preparations.

00 Pasches, wransdermal

0 Powders for cutaneaus appication

[ Powders, aral

o
0 Preparations for inhatatien

0 preparations for krigation

O Pressurised pharmaceutical preparations:

O Rectal preparations.

[ semisolid preparations for cutanesus application
0 sticks

O Tablets

[ Tampors, medicated

0 Vaginal preparations

o

37
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The structure of the Ph. Eur.

Table of contents

D European Pharmacopaeia 10.0
3 I:‘ European Pharmacopoeia 10.0
» [] 00 ntroduction
D 01 General notices
v D 02 Methods of analysis
> I:‘ 2.1. Apparatus
b3 |:| 2.2. Physical and physicochemical methods
» [] 23. identification
» [] 2.4. Limit tests
» [] 2.5. Assays
» [] 2.6. Biological tests
> I:‘ 2.7. Biological assays
> D 2.8. Methods in pharmacognosy
> D 2.9. Pharmaceutical technical procedures
> D 03 Materials for containers and containers
» [ ] 04 Reagents

Individual monographs

[ eurnpean pharmacopoeia 100
w [] European Pharmaccpaela 100
2 [] oo miroduction
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» [] 04 Azagents
+ [] 05 General Texts
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[] 53 Palymarphizm
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[ 511 chararters section in monagraphs
[ 512 seferance standard:
[] 5.14. Gene transfer medidnal products for human use
[] 515 Functionstty.ceiated characteritics of excipienis
[ 515 crysuaiiney
»[Jsm 1 meethods for tmsting
= of

[ s5:20. slemental impurities

[ 5:21. chemarmetric methads appiied 1o analysical data

[[] 522 Mames of herbal drugs used in tradhicnal Chinese medicine
[] 522 Managrapts on herbal chsg estracss infarmatice chapter]
[] 524 chemicalimaging

[ 525 eracess anslytical tachnoiogy
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Why general chapters?

Analytical methods:

« Editorial convenience: avoid repeating standard methods in each monograph
 Provide standard methods that can be used when there is no monograph
 Give general requirements for equipment, equipment qualification or calibration

40 ©2019 EDQM, Council of Europe. All rights reserved.




General chapters

« Not mandatory “per se”
« When referred to in @ monograph, they become part of the standard

« Can be used for substances not covered by monographs = may need
validation

« Some general chapters are not referred to in any monograph (24306
and DEG in ethoxylated substances). useful guidance, can be referred to in
applications

N

1 ©2019 EDQM, Council of Europe. All rights reserved. %{.ﬁf -

General texts

 Are often published for information and guidance.

» Aspects that cannot be treated in each individual monograph #
standard methods

« Become mandatory when referred to in @ monograph

N
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Examples

« 5.10. Control of impurities in substances for pharmaceutical use referred to in
general monograph Substances for pharmaceutical use (2034) =» chapter 5.10
applies to all APIs (whether or not an individual monograph exists in the Ph. Eur.)

Where a substance for pharmaceutical use not described in
an individual monograph of the Pharmacopoeia is used in a
medicinal product prepared for the special needs of individual
patients, the need for compliance with the present general
monograph is decided in the light of a risk assessment that
takes account of the available quality of the substance and its

intended use. PRODUCTION

Substances for pharmaceutical use are manufactured by
procedures that are designed to ensure a consistent quality and
comply with the requirements of the individual monograph or
approved specification.

The manufacture of active substances must take place under
conditions of good manufacturing practice.

The provisions of general chapter 5.10 apply to the control of
impurities in substances for pharmaceutical use.

43 ©2019 EDQM, Council of Europe. All rights reserved.

Examples

+ 5.10. Control of impurities in substances for pharmaceutical use referred to in
general monograph Substances for pharmaceutical use (2034) = chapter 5.10
applies to all APIs (whether or not an individual monograph exists in the Ph. Eur.)

+ 5.4 Residual solvents referred to in general monograph 2034 =» chapter 5.4
applies to APIs and excipients covered by 2034

Where a substance for pharmaceutical use not described in
an individual monograph of the Pharmacopoeia is used in a
medicinal product prepared for the special needs of individual
patients, the need for compliance with the present general
monograph is decided in the light of a risk assessment that
takes account of the available quality of the substance and its
intended use.

Residual solvents are limited according to the principles
defined in chapter 5.4, using general method 2.4.24 or another
suitable method. Where a quantitative determination of a
residual solvent is carried out and a test for loss on drying is
not carried out, the content of residual solvent is taken into
account for calculation of the assay content of the substance,
44 ©2019 EDQM, Council of Europe. All rights reserved. the specific optical rotation and the specific absorbance.

T
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Examples

« 5.10. Control of impurities in substances for pharmaceutical use referred to in
general monograph Substances for pharmaceutical use (2034) =» chapter 5.10
applies to all APIs (whether or not an individual monograph exists in the Ph. Eur.)

« 5.4 Residual solvents referred to in general monograph 2034 <» chapter 5.4
applies to APIs and excipients covered by 2034

« 5.20 Elemental impurities reproduces the essentials of ICH Q3D guideline, is
referred to in general monographs 2619 Pharmaceutical preparations and 2034
Substances for bharmaceutical use for ex.

Elemental impurities. General chapter 5.20. Elemental
impurities applies to pharmaceutical preparations except
products for veterinary use, unlicensed preparations and other
products that are excluded from the scope of this chapter.

For pharmaceutical preparations outside the scope of general
chapter 5.20, manufacturers of these products remain
responsible for controlling the levels of elemental impurities

Elemental impurities. Permitted daily exposures for
elemental impurities (e.g. as included in the [CH Q3D
guideline, the principles of which are reproduced in

general chapter 5.20. Elemental impurities) apply to the
medicinal product. Individual monographs on substances for
pharmaceutical use therefore do not contain specifications for
elemental impurities unless otherwise prescribed. 2034

using the principles of risk management.

I appropriate, testing is performed using suitable analytical
procedures according to general chapter 2.4.20. Determination ed e
of elemental impurilies.

The structure of the Ph. Eur.

/ Product specific

Specifications for individual product

+ Based on approved specifications backed up by
batch data

+ Analytical procedures and acceptance criteria
to demonstrate that the substance or product

meets required quality standards

J—

» [] 08 vaccines
> D 09 Immunosera

Active substances:

» Paracetamol (0049)

» Rosuvastatin calcium (2631)

 Sitagliptin phosphate monohydrate
(2778)

Finished products:

 Sitaglijptin tablets (2927)

\

> [] 11 sutures

> D 12 Herbal drugs and herbal drug preparations
> D 13 Homoeopathic preparations

» [] 14 Monographs A-C

% [] 15 Monographs D-k

> D 16 Monographs L-P

» [] 17 Monographs Q-

Individual monographs D
= —
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> D 10 Radiopharmaceutical preparations and starting materials for radiophar.
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Thank you for your attention
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