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CERTIFICATE OF GMP COMPLIANCE

We certify herewith

!.1t!9 company B. Braun MedicalAG, Seesala.17,6204 Sempach, Authorisation No.
512428-102653076 with its site B. Braun Medical AG, Route de Sorge g, lOZg Crissier,
Switzerland, Site No. 1003530 has been duly authorised to perform the manufacturing
activities according to the table below;

!!at ttrc company is keeping the required levelfor Good Manufacturing practices for
Medicinal Products (GMP) according to the Swiss regulations in forcelThese regulations are
in accordance with the requirements for good practices in the manufacture and quality control
of the Pharmaceutical lnspection Convention/Co-operation Scheme (plCiS) as well as with
The Good Manufacturing Practice requirements referred to in the Agieement of Mutual
Recognition between the European Union/canada and switzerland;

that the manufacturing plant of the company is subject to official periodic inspections; the last
regular inspection was conducted on 01.10.2021 (dd.mm.yyyy).

MANUFACTURE OF MED|CINAL PRODUCTS (W|THOUT LABTLE BLOOD
PRODUCTS)

Sterile Products

IVo.

1

1.1

1.1.2
1.1.2.1
1.1.2.3
1.1.3

Terminally sterilised (processing operations for the following dosage forms)
Large volume liquids
Smallvolume liquids
Batch certification (technical release)

Other products or manufacturing activity
Sterilisation of active substances / excipients / finished product
Moist heat

Packaging

Primary packaging
Liquids for external use
Liquids for internal use
Secondary packaging

Quality control testing
Microbiological: sterility
Microbiological : non-sterility
Chemical/Physical
Biological

MANUFACTURE OF ACTIVE SUBSTANCES

HA/
HA/
HA/

1.4

1.4.2
1.4.2.3

1.5

1.5.1
1.5.1.5
1.5.1.6
1.5.2

HA/, I

1.6

1.6.1
1.6.2
1.6.3
1.6.4

HA/,
HN,
HN,

HA/
HA/
HA/
HN

3

3.1

3.1.1
3.1.2

Manufacture of active substance by chemical synthesis
Manufacture of active substance intermediates
Manufacture of crude active substance
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3.5

3.5.2
3.5.3

3.6

3.6.1
3.6.2
3.8

* Scope of authorisation:
HA/ Human and veterinary medicinal products, without investigational products
V Veterinary medicinal products only, without investigational products
I Human investigational medicinal products
- Not specified

Berne, 04.01.2022 (dd.mm.yyyy)

General finishing steps
Primary packaging
Secondary packaging

Quality control testing
Physical / Chemical testing
Microbiological: testing (excluding sterility testing)
List of active substances: Hydroxyethyl Starch
Succinylated Gelatin
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Acte en brevet
No 4'373

CERTIFIED TRUE COPY

I Claude Paquier, notary public for the canton de Vaud, at

Chavannes-prds-Renens (Switzerland), hereby certify that this document is a
certified copy of the original document

Chavannes-prds-Renens, the of March two thousand

and twenty-two.
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qualified to practice in State , Switzerland
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1. P"ry- su83H"^tion
de La Haye du S octobre 1961)
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Sceau/timbre:
sello / ilmbrc i Signature:

Flma;

Cerilfedo
5. a Lausanne 6. le 29 avril 2022Lausana

el dla
7

Canton de Vaud
8.

9.
0.1
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Le Ordsentacte nublic
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par ctaude paquier


