MANUFACTURER / IMPORTER AUTHORISATION

{This Englisn translation is for referanca anly, It s not part of tha afficial certificata.)

1. Authorisation numberfile numbear DE_MNW 05 MIA_2026 0004/24.05.03-051

2. Name of autharisaticn holdar Wiewelhove GmbH
(LOC-1000201385)

3. Addressiss! of manufacturing sita(s) Wiewelhove GmbH
Ctrnebrink 18
48474 |openblran
(LOC-100020185)
Wiewelnove GmbH
Gildestrale 39
49477 |bbenblren
{LOC-100039656)
Wiewelhove GmbH
Wilhelmstralfie 248
494758 [hbenbdren
{LOC-1000421 44)
Lager Kamp
Gildestralie 23
48477 Ibbenbiren
(LOC-100072659)
Wiewalhove GmkH
Gildestralie 4
458477 Ibheniren
(LOC-100052222)

4. Legally registered address of autharisation D&meornink 19
holder 49479 |bbanblren
5. Scope of authorisation and dosage forms AMMNEX 1 and ANNEX 2
f. Lagal basis of authorisation Sact 13 para 1 Arzneimittelgesetz (German Drug
Law)
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Sect 72 para 1 Arzneimitalgesetz {Garman Drug
Law

Art. 61 para 1 to 3 of Regulation (EU) Ma.
S362014 in conjunction with Sect 13 para § AMG

7. Mame of responsibla officer of tha competant Dr. Petra Rempe
authority of the member state granting the
ranufacturing authornsation

8. Signature On beahall
9. Date 20042026
10. Annexes attached Annex 1 and Anney 2

Annex 4 Adcresses of Conlract Laboralorios)
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SCOPE OF AUTHORISATION Annex 1
Mame and address of the site:
Wiewalhove GmbH, Diarmebrink 19, 494_?9 Ibbenbiren

Human hedizinal Products

AUTHORISED OPERATIONS
Manufacturing Cporations {accerding 1o part 1)
Impanation af Medicinal Products (aceording Lo parl 2)

Part 1 - MANUFACTURING OPERATIONS

1.2 | Mon-starile products

1.2.1 Mon-sterle producls (processing operations for the fallowing dasage farms)

1.2.1.1 Capsules, hard shell

1.2.1.2 Capsules, soft shell

1.2.1.8 Other solid dosage forms

1.2.1.13 Tablels

1.2.2 Batch certification

1.3 |Biological madicinal products

1.3.1 Bigloglea! medicinal productls

1.3.1.8 Other
Medicinal products consisting of anzym preparations of micrabial origin

1.3.2 Balch cemification

1.3.2.8 Other
Medicinal products consisting of enzym preparations of microkial origin

1.4 | Other products or manufacturing activity

1.4.7 Manufaciure of:

1.4.1.1 Heral products

1.4.1.2 Homeopathic products

1.4.1.8 Othar
Grinding of a dry exiract (AP

1.4.3 Other
final adjustment at the activity of the active substances amylaga, prataase and lipasa

1.5 Packaging
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I.5.1 Primary Facking

1.5.1.1 Capsulas, hard shell

1.5.1.2 Capsules, soft shell

1.5.1.8 Other solid dosage forms

1.5.1.13 Tablels

i.49.2 Socondary packing

Any rastrictions or clarifyving remarks related o the scope of these Manutacturing operations
regarding point 1.2.1.2: only coating and packaging

regarding paint 1.2.1.8; also granules
regarding paint 1.2.1,13: alse coatad tablats
regarding goint 1.2.1:

ather dozage fanms not mentionad under 1.2.1

only baleh releasa and batch canification

regaraing point 1.4.1.1 and 1.4.1.2;
solid dosage forms anly
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Part 2 - IMPORTATION OF MEDICINAL PRODUCTS

2.3 | Other importation aclivities

£.3.1 5itg of physical impartafion

Any restrictions or clarfying remarks related to the scope of these Impartation cperations

Faracetamol 36% DC + 4% Maize Starch, lizenca holder Midas Pharma GmbH, Rheinstrae 45, 55218

Ingelhalm, Garmany
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SCOPE OF AUTHORISATION
MName and addrass of tha sila:

Wicwelhove GmbH, Dérnebrink 18, 49479 lebenbiren

bAnnex 2

Investigational Medicinal Products for Human Use

AUTHORISED OPERATIONS
Manufacturing Oparations (according to part 1)

Part 1 - MANUFACTURING OPERATIONS

1.2

Mon-sterile products

1.2.1 Non-slenle products (processing operatians for the fallowing dosage forms)

1.2.1.1 Capsules, hard shall

1.2.1.2 Capsules, soft shell

1.2.1.8 Other solid dosage forms

1.2.1.13 Tablels

1.2.2 Balch certification

1.3

Biological medicinal products

1.2.1 Biolagical madicinal products

1.3.1.8 Other
Medicinal products cansisting of anzym praparations af microbial arigin

= ==

1.2.2 Balch certifioation

1.3.2.8 Other
Medicinal products consisting of anzym preparations of microbial origin

1.4

Other products or manufacturing activity

4.1 Manwfscture of

1.4.1.1 Herbal products

I.4.1.2 Homeopathic products

1:5

Packaging

1.5, Primary Paciing

1.5.1.1 Capsules, hard shell
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1.6.1.2 Capsules, soft shall

1.5.1.& Other solid dosaga forms

1.5.1.13 Tablets

1.8.2 Secondary packing

Ay rasirictions ar elariving remarks related to the scope of these Manufasturing operations
regarding paint 1.2.1.2: only coating ans packaging

regarding paint 1.2.1.8: also granules
regarding point 1,2,1,13: alzo coated 1ablals
regarding point 1.2.1:

ather dosage farms not mentioned under 1,21

anly balch releases and batch certification

ragarding point 1.4.1.1 and 1.4.1.2:
solid dosage forms anly
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SCOPE OF AUTHORISATION . Annex 1
Mame and addrass of the site;
Wiewealhove GmbH, GildestraBe 39, 49477 Ipbenbiran

E Human Medicinal Products

| AUTHORISED OPERATIONS
| Manufacturing Operations faccena ng to parl 1)

Part 1 - MANUFACTURING OPERATIONS

1.2

Non-sterile products

1.2.1 Mon-sterile products (processing operations for the fallowing dosage forms)

1.2.1.1 Capsules, hard shall

1.2.1.2 Capsules, soft shall [

1.2.1.8 Other solid dosage forms

1.2.1.13 Takblets |

1.2.2 Batch cerification

1.3

Biological medicinal products

1.3.7 Biological medicinal products

1.4.1.8 Oiher
Medicinal products conslsting of anzym preparations af microbial origin

1.3.2 Balch cerlification

1.3.2.8 Other
hMedicinal products consisting of enzym preparations of microbial arigin

1.4

Other products or manufacturing activity

1.4.7 Manufaciure of

1.4.1.1 Herbal pradusts

1.4.1,2 Homsooathic producs

—

1.4,1.3 Qthar
Grinding of & dry axtrast (AP

1.4.3 Other
final adjustment of the activily of the active substances amylase, proteass and lipase

15

Packaging
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1.8.1 Primary Packing

1.5.1.1 Capsules, hard shell

1.5.1.2 Capsules, soft shell

1.5.1.8 Other solid dosage forms

1.5,1.13 Tablets

1.5.2 Seconoary packing

Any restrictlons or clarlfying remarks related to the scope of these Manufaciuring cperations

ragarding peint 1.2.1.2: only coating

regarding point 1.2.1.8 © also granules
regarding point 1.2.1.13: glso coated tablats
ragarding polnt 1.2.1:

ather dosage forms not mentioned under 1.2.1

anly batch release and batch ceriification

regarding point 1.4.1.1 and 1.4.1.2:
solid dosage forms anly
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SCOPE OF AUTHORISATION
Mame and sddress of the site;
Wiewelhove GmbH, GildestraBa 38, 48477 Ihheanbiiren

Annex 2

Investigational Medicinal Producis for Human Usa

AUTHORISED OPERATIONS
Manufacturing Cperaliens (according to part 1)

Part 1 - MANUFACTURING OPERATIONS

1.2

Mon-aterile products

1.2,1 Naon-steriie products (processing aperations for tha fallowing dosage farms)

1.2.1.1 Capsulas, hard shall

1.2.1.2 Capsulas, sofl sheall

1.2.1.8 Oter solid dosage forms

1.2.1.13 Tablets

1.2.2 Batch cemiflcation

1.3

Biological medicinal products

1.3.1 Biglogical madicinal progducts

1.3.1.8 Othar
Medicinal praducts consisting of anzym preparations of microbial arigin

1.3.2 Balch cerification

1.3.2.8 Othar
Medicinal products conslsting of anzym preparations of microbial argin

1.4

Other products or manufacturing activity

1.4.1 Manuiaciure of:

1.4.1.1 Herbal producis

1.4.1.2 Homeopathiz products

Any rastrictions ar clarfying remarks related to the scope of these Manulacturing aparatlons

| .
| regarding point 1.2.1.2: anly coating

‘regarding point 1.2.1.8: also granules

regarding point 1.2.1.13; also coated lahists
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regarding point 1.2.1:
{ othar dosages forms not mentioned undar 1.2.1
{only bateh release and batch cenification

regarding paint 1.4.7.7 and 1.4.1.2:
solid dosaga forms only
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SCOPE OF AUTHORISATION Annex 1
Mame and address of the sita:
Wiewelhove GmbH, Wilhalmsirale 248, 49479 [bbanbiiran

Human Bedicinal Products

AUTHORISED OPERATIONS
hanufaciuring Operations (accarding to part 1)

Part 1 - MANUFACTURING OPERATIONS
1.6 | Quality control tasting

1.6.3 ChernlcalPhysical
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SCOPE OF AUTHORISATION Annex 2
Mame and address of the site:
Wiewalhove GmbH, WilhaimstraBe 248, 48479 [bbenblran

e sy SEn W

Investigational Medicinal Praoducts for Human Use

AUTHORISED OPERATIONS
hanufacturing Opergticns (according to part 1]

Part 1 - MANUFACTURING OPERATIONS
1.6 |Quality control testing

1.6.3 ChamicaliPhysical
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SCOPE OF AUTHORISATION Annex 1
Mame and address of lhe sile:
Lager Kamp, Gildestrae 28, 45477 Ibbenbiren

Human Madicinal Products

AUTHORISED OPERATIONS
Manulacturing Operations jaccording to part 1)

Part 1- MANUFACTURING OPERATIONS

—ree—————

1.4 |Other products or manufaciuring activity

T.4.3 Other

Any rastrictions or clarifying ramarks related to the scope of these Manufaciuring operations

na manufaciure, sterage of GMP documantation, primary packaging material and secondary packaging
raterial
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SCOPE OF AUTHORISATION
hame and address of the site;

Lager Kamp, Gildastra8e 28, 48477 Ibbenbiran

e —

Annex 2

Investigational Medicinal Products for Human Use

AUTHORISED OPERATIONS
Manuiacturing Operatlons (accondng to parl 1)

Part 1 - MANUFACTURING OPERATIONS
1.4

Other products or manufacturing activity
1.4.3 Other

Ay restrictions or clarfying remarks related to the scope of these Manufacturing aperations

no manufacture, storage aof GMP documeniation, primary packaging materal and secondary packaging
{ matarial
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SCOPE OF AUTHORISATION Annex 1
Marme and adaress al the site:
Wiewealhove GmbH, Gildestralfe 4, 49477 |bbenbiliren

Human Medicinal Products

AUTHORISED OPERATIONS
Manufacturing Operations {accarding fo part 1)

Part 1 - MANUFACTURING OPERATIONS
1.4 | Other products or manutfacturing activity

'7.4.3 Oiher

Any restrictions or clarifying remarks ralated 1o the scope of these Manufacturing oparaticns

no manutacture; Storage of raw materials, intermediate and finished producls, primary packaging
matcrial and sacondary packaging matarial |
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SCOPE OF AUTHORISATION Annex 2

Mame and address of tho site:
Wiawalhove GmbH, GildastraGa 4, 28477 Ihbanbiren

Investigational Medicinal Producis for Human Use

AUTHORISED OPERATIONS
Manufacturing Operations (according ta pas 13

Part 1 - MAMUFACTURING OPERATIONS

1.4 | Other products or manutacturing activity

1.4.3 Other

Any restrictions ar claritying remarks ralated o the sgg.ga of thesa Manufacturing oparaticns
no manufacture; Storage of raw matenals, intermediate and finlshed products, primary packaging

materlal and secondary packaging matarlal
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Address{es) of Contract Laboratories

OF_ MWW 8 MIA 2025 0004

Annay 4

Urnwalilabor ACB GmbH
Albrecht-Thasr-Strale 14

48147 Minslar

Wicrobiological: non-sterile products
chamicalfphysical

PhytoLabh GmbH & Cao. KG
Dutendarfar Strafe 5-7

51487 Vestenbargsgrauth
hMicrabiological: non-sterile products
chemical/chysical

Agan Pharmma GmbH
Stullgarter Str, 2
73240 Wendlingen
chemical/physical

Institut Kuhimann GmbH
Hedwig-Laudien-Ring 3
57071 Ludwigshafen
chemicalphysical

Farticle Analytical ApS.
Agern Alla

2870 Harshoim
Danemarlk

physical

TECHFPharm Gmbid
Draissirafie 14
TBE4G Bruchsal
chemicalizhysical
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