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Il KIRSCH PHARMA WORLDWIDE
| Founded 1980
| Privately owned by Heinz-Jiirgen Kirsch il N

| International subsidiaries and warehousing [l

| Worldwide sourcing & IS %
| Sales to 85 countries -/ .

I Member of ipec EUROPE “ \

- The International Pharmaceutical W \\ 7——

Excipients Council EUROPE .
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. PRODUCTION . GMP . PRODUCTS . QM-SYSTEM

Il KIRSCH PHARMA WORLDWIDE

»| will always devote our full energy to
the prompt fulfilment of your needs at
the highest quality level.«
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WORLDWIDE AREAS MODEL SOURCING “i I .. Fha
. PRODUCTION . GMP . PRODUCTS . QM-SYSTEM :.

I INTERNATIONAL SUBSIDIARIES AND WAREHOUSING

GERMANY SOUTH AFRICA
(HEADQUARTER)

e

SINGAPORE AUSTRALIA FRANCE
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Il BUSINESS AREAS

I Raw materials and semifinished products

,” ' : | | . . . . P . - o .-..-..-_..-
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PHARMA NUTRITION
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I NUTRITION

Raw materials for:
I Infant formula
| Dietetic salts
I Nutritional supplements
I Nutraceuticals

I Fermentation, Purification
and Stabilisation of enzymes

KIRSCH PHARMA | PAGE 3/3 YOUR GLOBAL
PARTNER



KIRSCH PHARMA . BUSINESS . BUSINESS WORLDWIDE

WORLDWIDE AREAS MODEL SOURCING ".m m"na
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Il PHARMA

Raw materials for:
| Dialysis and Infusion Solutions
| Tablets and Powders
| Ointments
| Oral Rehydration Salts
| Cell Cultivation and Fermentation

| Peptide Purification
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WORLDWIDE
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. QM-SYSTEM

I TRADING COMPANY

PRODUCER

m
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|
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COPRODUCER

I BUSINESS MODEL
KIRSCH PHARMA

KIRSCH PHARMA
KIRSCH PHARMA

I Special packaging ﬁ

Added Value:
I Analytics of products

I Co-Producer management

I Full documentation

I Physical modification

I Warehousing

I Consolidated Purchasing
Concept

I Competent customer support

AN
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WORLDWIDE AREAS MODEL SOURCING I“ I m
. PRODUCTION . GMP . PRODUCTS . QM-SYSTEM

Il GLOBAL CO-PRODUCER NETWORK

| Worldwide presence
- Global sourcing with emphasis on Europe, East Asia and USA
| Global consolidated purchasing
- Coordination within subsidiary network
| Strategic purchasing alliances
I Quality agreements incl. change control
| Supplier qualification

- Experienced certified audit team
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I PRODUCTION

I Physical modification
(Blending, Breaking, Milling, Sieving, Compacting, Granulation, Micronisation)

| Special customized packaging
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. PRODUCTION . GMP . PRODUCTS . QM-SYSTEM

I GMP

Kirsch Pharma‘’s production facilities comply with current and
anticipated future national and international GMP standards for both
APIs and excipients along with standards for nutritional quality.
Additionally the whole Kirsch Pharma group follows corporate GMP
systems and standards.

We have implemented pharmaceutical standards in accordance with:
ICHQ7 / EU GMP part 2
EXIPEC GMP

AMG / AMWHYV g m P

CERTIFIED COMPANY
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. PRODUCTION . GMP . PRODUCTS . QM-SYSTEM

Il PRODUCT GROUPS

| Salts in premium quality Il

I Organic compounds in premium quality M
I Blends

I APIs

Further available in our subsidiaries
I Hormones
| Oils
| Herbal extracts
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KIRSCH PHARMA
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. PRODUCTION . GMP

| Potassium
I Sodium

I Calcium

| Magnesium
I Iron

| Zinc

| Copper

| Manganese etc.

KIRSCH PHARMA | PAGE 2/3

BUSINESS BUSINESS
AREAS MODEL
. PRODUCTS

WORLDWIDE
SOURCING

. QM-SYSTEM

I SALTS IN PREMIUM QUALITY

| Acetates

| Bromides

| Carbonates
I Chlorides

| Citrates

| Formiates

I Hydroxides

| Nitrates

| Oxides

I Phosphates

| Sulphates etc.

I[hr.llzllharma
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I ORGANIC COMPOUNDS OF PREMIUM QUALITY

| Urea
| Dextrose

| Sugar alcohols

I Amino acids and Cholines

I Vitamins

| Acetic acid

| Lactic acid etc. -
KIRSCH PHARMA | PAGE 3/3 YOUR GLOBAL
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WORLDWIDE AREAS MODEL SOURCING

. PRODUCTION . GMP . PRODUCTS . QM-SYSTEM

I QUALITY MANAGEMENT
SYSTEM

I Integrated quality
management system

| Certification M

I Supplier / co-producer
qualification

I GMP-compliant quality assurance M

I GMP-compliant quality control

KIRSCH PHARMA | PAGE 1/1

Kirsch z Pharma

| GMP certified by local
authorities |

| QA-supervised production i
| Process control by SAP R3

I Successfully qualified by leading
pharmaceutical companies [Jj

YOUR GLOBAL
PARTNER
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Management
H.-J. Kirsch, A. Philipp, R. Tiedemann,

R. Faurie, O. Knak

Sales QESH/ QMR
A. Avramova IT-Systems
R. Colombo R. Tiedemann
H.-J. Kirsch

J. Kleemann

N GELS

. Kock

Krause

. Maisonneuve

. Nowosinski

. Philipp

. Schmitt

. Waschull

J. Wehner

Administration Material
Controlling Management
H. Dombrowski N. Kirsch

Quality Unit

R. Faurie,
R. Tiedemann

Reporting for
Release

Human
Resources
H. Dombrowski

Sourcing
N. Kirsch

Production QA

O. Meyer R. Faurie

Warehouse
T. Rieche
Operations QC
Scheduling K. Pape

M. Horstschéafer S. Hoffmann

O
M
E.
P
K
A
B
M

Logistics
F. Russ

Supervisor
P. Claul3

J. Barabas
S. Schitze

QA-Operations /
Supervisor
F. Philipp

Marketing
J. Kleemann

Maintenance QA-Lab
H. Schleehahn R. Schliebach

Reg. Affairs
|. Saalbach
A. Cubranic
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1ISO 9001

CERTIFICATE e

Kirsch < Pharma

® G
Erzwscha 2
36220 Saizghter
Germany
wih he organzational units'stes 35 Isted In the annex

s Implement=d and maintains a Quality Management System.

Seope:
Produciion and Treaiment of Saits and Salne Mixtures, Disiribution of Saits, Exciplents, Active:
Substances and Essentlal Olis for the Pharmacautical, Food and Cosmetic Industry

Through an . documented n 3 Eport, W3S verfed Bt e management afstem
Mlsnsrsq.nmma\‘mhl:vm stangant

1SO 9001 : 2015

Cammcate RQESYalon no. 03275 QM1S

Validfrom 20170120 |:( DAKKS
Valia 200147 e
Date of certifization 0170120

DQS GmbH

Assranditnd Bocty DS CrvisH, Auggont Sehar-Svalle 77, B39 Franidun as Maie, Darmany 1z

FSSC 22000

CERTIFICATE Iy

This s to certfy tha the food safety management sysizm of the company

Kirsch Pharma GmbH

has baen assessed and compiles Wi fhe requirements of

FSSC 22000

Certification scheme: for food safty systams Inchuding
150 22000-2005, ISOITS 22002-1:2003 and additional F3SC 22000 requirsment

This certiicate |s appilcabie for:
Manufachuing o food Ingredlent addiives and of distary food supplemants e salts, Viamins,
SUGETE, aming safis, Urea and mbdures

Category. K

This oertificate s provided on the base of the FS5C 22000 certfication schame. verslon 3.2,
pubilhed Feonary 25° 201 e carifizaion systsm consits of 3 mifur sl it
‘oad safety managem

et systems and a minimum 3l verfcaton of e FRP
Eiemevls and additional requirements 35 Inuded In e scheme and ISOTS 22002-1.

Dae of Inftial cerfication 20150315

Certification dadsion 2016-05-15
Date of audt 20150811
[Rejissuing date 2150215
This certificate |s vald untl  2013-05-14
FReglstration no. 003275 FESC2013
Franifurt am Main 2016-08-15

D@s CFS GmbH

Germen s ocistion (or Sustansbibty

Acerudted Body. DS CFS GresH, Augusl-Scharg-Sraa 21, B0433 Franian am Main, Gerrrary

GMP+

PROCESS-
CERTIFICATE

GMP. Intsmational-Reg.-No.: 30523

GNP+ Irtemationa-Req Mo GMPOITSE

The scope of ihls process certificate rel
Distrivution, Dmcnnmamnmnssslngn’Fem':rnmnm Livesiock

DS CFS GMDH 0SCIaMes At It N35 USITADE COTIENCE N3t N8 prCess(Ss,

Production of fesd matsriale
Trade In feeds

3t e company location

KIrsch Pharma GmbH

compiies with e appiicable requirements and condiions of the standary(s)
GMP+ B1 Production, Trade and Services

of the GMP’ F2A schame {basad o the GMP'-CE) of GMP4+ Inlsmational.

Caftficate registration o, 003275 HAC

‘Valid from 60624 )
Vialid uris 0623 [( D"\kksf R
Date of certification E06-13

DQS CFS GmbH

L

Managing Divecto

Austadtnd Bedy: D% CFE Qi Augunt Suhars Sralle 1, 0433 Frasktiat am bain, Gareasny
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KIRSCH PHARMA . BUSINESS

Control Office of Halal Slaughtering
M &
Halal Quality Control
W  dewls
Balal Certificate
This certificate guarantees that the Company
o :
’1 # M\A Kirsch :)I::;T:Z GmbH
Hal 38229 Salzgitter Gebhardshagen, Germany
Fully meets all required standards of H.Q.C.
concerning the production of:

See Annex for Products

The above mentioned product(s)is hereby duly
awarded the halal quality standard certificate

5 iasiial S ol i 3 Gl g
IVl B g0 Bl e da Yo g sl Y

S

pproval: Chirman mzl//'/ [Date of ssue:

AM.ALCHAMAN ~/M-ALFAOUR

Date of expiry:

Certificate No:

o chck e sy o s conae s e O o v e
rmi e e bl 401w Mdie ot 8 e ARy

Laan van Meerdervoort 53, 2517 AE Den Haag, The Netherlands
ek +31 (0170 3469798 Fax: +31 (0170 MS0033
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KOSHER

RABBI T. HOD-HOCHWALD a"a TONMN-TN L0 AN
0% M nm nesb anmn
nanm Warep THa
> TON2IN ONTAX 2N swna
ST ™N 1108 nvTRY AN
1\

Expert for Kosher Foods & Ingredients

Bad Kissingen, Germany

Son of: RABBI ABRAHAM HOCHWALD 271
Landesrabbiner von Nordehein

Founder Kashruth Organisation

b s’

MYON N>R TOvA

Belgium: Tel/Fax: (+3
Address: Grétrysir, 7, B

32 Israel: TelFax: (
werp., Belgium [

Germany: +49)-172.

e 141172013 - T*DIDN 17200 8"
N> N?/0n

0VI¥IDN 20 ATIRM MY T2AM 00 MK NPT 3 A1 w8 A

* Amen e mwha pins ovemonn
@ D 03 TR BN B2 000 0N A "IN 0

Sa / 5O B
s TINIRG W]

NOGN AN "W F213 M MY 737 mna 7

NNR MY ¥ 0T
TDLN 1703 8 0T DINNA 7D

Kosher Certificate
1 hereby centify that | inspected the ingredients and the production and packing process of:

y Kirseh Pharm: ermany) and | found that they do not

nor come in contact with any non-kosher substances in the course of produc

nd packing
They are therefore KOSHER -"Mehadrin® parve for the all year including for the Passover days.

This certificate is vali

for one year, until end of December 2014

In witness thereof I sign today 14/1172013

Ral

San of Rabbi A HEchvald

Hog Z Bhetald
Id 2

Hi'ﬂixl’lﬁrlﬂ

Further certifications:

AEQ

Certified
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4 A Gewerbeaufsicht
in Niedersachsen

Stastiches Goworbeautschtsan Braunschweq
Lugug Wirme-St. 2. 337120 Braumchwola

BUSINESS
AREAS

GMP

Staatliches Gewerbeaufsichtsamt
Braunschweig

Behorde fur Arbeits-, Umwelt- und
Verbraucherschutz

Zertifikat-Nr./Certficate no:
DE_NI_01_GMP_2014_0012

Axtenzsichen/Reference Number

41401.02.03
DER EINES TE OF GMP COMPLIANCE OF A
HERSTELLERS MIT GMP MANUFACTURER
Teil 1 Part1
Ausgestellt nach einer Inspektion gemas Issued following an inspection in accordance with

« Art. 111 (5) der Richtlinie 2001/83/EG

Die deutsche U
bestatigt

Der Hersteller
Kirsch Pharma GmbH

Anschrift der Betriebsstatte
Kirsch Pharma GmbH

Deutschland

« Ist Wirkstoffnersteller und wurde inspiziert gemaB
- Art. 111 (1) der Richtlinie 2001/83/EG

umgesetzt in deutsches Recht durch:

§ 64 Abs. 1 Arzneimittelgesetz

Aufgrund der aus der letzten Inspektion vom
15, Januar 2014 g wird for die

« Art. 111 (5) of Directive 2001/83/EC

The competent authority of GERMANY confirms the
following:

The manufacturer
Kirsch Pharma GmbH

Site address
Kirsch Pharma GmbH
Erzwasche 2

38229 Salzgitter
Gormany

« Is an active substance manufacturer that has been
inspected in accordance with
- Art. 111 (1) of Directive 2001/83/EC
transposed in the following national legistation:
Sect 64 para 1 Azneimitteigesetz (German Drug Law)

From the knowledge gained during the inspection of

oben genannte Betriebsstatte des Herstellers die
Obereinstimmung mit den Anforderungen der Guten
Herstellungspraxis festgestell, die sich aus

+ den GMP-Grundsatzen far Wirkstofte gemas
- Artikel 47 der Richtinie 2001/83/EG
ergeben,

Dieses Zertifikat bestatigt den Status der Betriebsstatte
zum Zeitpunkt der oben genannten Inspektion. Es

DE_NLot_GMe 201 ooz 13.06.2014

Urterschest Arcrues Modner

this the latest of which was conducted on
15 January 2014, itis considered that it complies with
the Good Manufacturing Practice requirements referred
toin

« the principles of GMP for active substances referred
to

in
- Article 47 of Directive 2001/B3/EC

This certificate reflects the status of the manufacturing
site at the time of the inspection noted above and

St vond
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GMP

solite nicht zur Bestatigung der Ubereinstimmung
herangezogen werden, wenn seit der ganannten
Inspektion mehr als drel Jahre vergangen sind. Nach
Ablauf dieser Zeit sollte mit der zustandigen Behérde
Kontakt aufgenommen werden. Das Zertifikat ist nur
bei Vorlage samtiicher Seiten inklusive der Telle 1 und
2 galtig. Die Echtheit dieses Zertifikates kann ggf
durch die ausstellende Behorde bestatigt werden.

O_NLOY_GNP_201 0012 13062014

Umerscoet. Anareas taetine:

should not be relied upon 1o reflect the compliance
status if more than three years have elapsed since the
date of that inspection, after which time the issuing
authority should be consuited. This certificate is valid
only when presented with all pages and both parts 1
and 2. The authenticity of this certificate may be
verified with the Issuing authority.

Sain 2 vend

Hi'ﬂixl’iﬂrlﬂ

Part2

active substance, Names of substances

Toil 2
« Wirkstoffe + Substances

g. Namen der die
Geganstand der Inspekiion waren: subject to inspection

Calciumcarbonat
Calciumearbonat leicht
Calciumehlorid-Dinydrat
Kaliumehiorid
Magnesiumehlorid-Hexahydrat
Magnesiumhydroxid
Magnesiumoxid schwer
Magnesiumsulfat-Heptahydrat
Natriumhydrogencarbonat
Natriumcarbonat leicht
Natriumehlorid

Harnstoff

Einschra oder
betreffend den Umfang des Zertifikats:

Anmerkungen: Der Umfang des Zortifiates umfasst
ausschlieBlich das Umflllen einschieBiich Abfillen, das
Brechen, das Sieben, das Abpacken, das Kennzeichnen
und die Freigabe der Wirkstoffe.

Calcium Carbonate

Calcium Carbonate light

Calcium Chloride Dihydrate
Potassium Chloride

Magnesium Chioride Hexahydrate
Magnesium Hydroxide
Magnesium Oxide heavy
Magnesium Sulfate Heptahydrate
Sodium Hydrogen Carbonate
Sodium Carbonate light

Sodium Chioride

Urea

Any restrictions or clarifying remarks related to the scope
of this certificate:

Comments: The scope of this certificate solely covers
filling as well as decanting, breaking, sieving, packaging
labelling and release of active pharmaceutic
ingredients,

13. Juni 2014
im Auftrag

Name und Unterschrift des Bearbeiters der zustandigen
ehdrde

Andreas Meifiner

Staatliches Gewerbeaufsichtsamt Braunschweig
Inspektorat Braunschwelg

Ludwig-Winter-Str. 2

38120 Braunschweig

Deutschland

Tel.: +49(0)531 35476151
Fax: +49(0)531 35476333

DE_NLoY_GMP_2074 0012 12.00.2014

Untevschtt: Anchoss Metnar

13 June 2014
On behalt

Name and signature of the authorised person of the.
Competent Authotity

Andreas MeiBner
Staatliches Gewerbeaufsichtsamt Braunschwelg
Inspektorat Braunschweig

Ludwig Winter-Str. 2

38120 Braunschwoig

Deutschland

Tel.: +49(0)531 35476151
Fax: +49(0)531 35476333




