Docusign Envelope ID: 38FC1C5B-A003-4317-A0B0-79E8403030FC

BPANAXIA

Release COA for Std Cann Extract THC
5.21% CBD 5.21% m/m (Germany)

Document Number: SPC-0001218
Document Version: 2.0

Effective Date: 18-Feb-2025

Reference Specification Legacy Number: F-COA-002-DE

negative bacteria

Batch Details
Batch number -Bulk oil 25/003-mMT Manufacturing date  |01/2025
Batch number - Finish product |25/013-MT Expiry date 12/2026
Test Test Method Specifications Result
Identification
. . . SOP QC-179-MT/VAI112 Zonal pattern of test solution conforms to .
TLC identification DAB* the zonal pattern of the reference solution Complies
Organoleptic properties
SQP Q¢'136'MT Homogenous greenish or yellow to brown
Appearance Visual inspection L = e .
DAB £ liquid, no significant precipitate observed |complies
Heavy metals'?
Cadmium SOP 77405 < 1.0 ppm < 0.05 ppm
Lead ICP-MS , <5.0 ppm < 0.1 ppm
Mercury Ph. Eur. 2.4.27 SO]. ppm < 0.05 ppm
Physico-chemicals
Relative densh’y SOP-183-MT ;"'I VA] 044 . .
Ph. Eur. 2.2.5° Indicative 0.96
SOP-175-MT/ VA25322
Water content Karl Fisher <0.5% .
Ph. Eur. 2.5.12° < 0.2%
Toxins- Mycotoxins
Aflatoxin Bl SOP QC-131-MT/ VA45110 <2 ngKg < LOQ
Total Aflatoxins HPL)C . <4 ug/K Lo
(B]..BZ,G].,GQ)' Ph. Eur. 2.8.18 =4 Ugikg < Q
Microbiological Quality !
TAMC MW024-01/VA52090 < 10* CFU/mL <1000 cFu/ml
TYMC Complies to Ph. Eur. 2.6.12° <102 CFU/mL <10 CFu/ml
Bile-tolerant gram- MW024-01/VA52090 < 102CFU/mL <10 cFu/m1

Complies fo Ph. Eur 2.6.31°

Absent in 1 ml

Ph. Eur.2.8.13°

E.Coli Absent in ImL
Salmonella Absent in 25 mL Absent in 25 ml
Residual solvent
QC-140-MT/VA12301 -
Ethanol GC-HS-FID <5000 ppm NA
Assay - Cannabinoids concentration (%w/w)
CBN <2.5% m/m 0.1%
4.95% - 5.47% m/m o
CBD QCS:J;'}VIT (95-105 % from label claim) 5.06%
) 4.95% - 5.47% m/m 0
A9-THC (95-105 % from label claim) 5.13%
Vitamin E QC-149-MT / VA14060 > 0.4% m/m 0.5%
Pesticide Residue 2
SOP 15005, 15010
Pesticides LC-MS/MS, GC-MS/MS, Complies with the limits indicated in Ph.
Headspace-GC/MS Eur.2.8.13 .
Complies

Document State: Effective (Controlled)
CONFIDENTIAL
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Docusign Envelope ID: 38FC1C5B-A003-4317-A0B0-79E8403030FC
Release COA for Std Cann Extract THC Document Number: SPC-0001218

nPANAXIA 5.21% CBD 5.21% m/m (Germany)

Document Version: 2.0
Effective Date: 18-Feb-2025

Reference Specification Legacy Number: F-COA-002-DE

Batch Details
Batch number -Bulk oil 25/003-mMT Manufacturing date | 01/2025

Batch number - Finish product |25/013-MT Expiry date 12/2026

Aflatoxins UQL- Under quantification limit; LOQ Aflatoxin B1, B2, G1: 0,5 pg/kg; LOQ Aflatoxin G2: 1,0 pg/kg.

Residual Solvents UDL — Under detection limit. The result of Ethanol that 1s less than 170ppm 1s reported UDL.

Residual Solvents UQL — Under quantification limit. The result of Ethanol that 1s less than 500ppm 1s reported UQL.

Assay URL — Under reporting level. The concentration of CBN that are less than 0.05% from the label amount of THC and CBD are reported URL (0.003% w/'w)
* Current version of monograph

£DAB Cannabis extractum normatum monograph
1. Performed by approved outsource laboratory

2.Pesticides and Heavy metals — To be performed every 20%® Batch. When skip lot testing 1s performed both results are reported from the Inflorescence COA
3.Residual Solvent — To be performed every 20th batch.

Consecutive batch no: Pesticides and Heavy metals testing required on Finished product:

3 [ Yes; X No, results reported from Inflorescence COA/s batch no/s used during manufacturing:
24/173-MT, 24/205-MT

xI PASS [] FAIL

Signature: = Date: February 18, 2025

P

Approved by i pesira

Following the review of the manufacturer’s COA and in-house testing, the batch concerned is considered meeting/not meeting
Panaxia’s Specifications and requirement, hence this batch is: [1 Approved/ [] Rejected.

QC Reviewed by: Signature: Date:

shani Bonan pa== February 18, 2025

REVISION HISTORY

Date Name of | Version no | Details of correction (including Chapter No) Reason of correction
corrector

20.03.2024 Shani 01 New Document CCF-MT-2024-23
Bonan

10/02/2025 Shani 02 1. Included Residual Solvent skip-lot testing 1. CC-0000016
Bonan 2. Adding the method's number of QSI 2. CC-0000022

3. Remove Ochratoxin test 3. CC-0000033

Document State: Effective (Controlled)
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Docusign Envelope ID: 38FC1C5B-A003-4317-A0B0-79E8403030FC
Release COA tor Std Cann Extract THC Document Number: SPC-0001218

n PANAX IA 5.21% CBD 5.21% m/m (Germany) Document Version: 2.0
Effective Date: 18-Feb-2025

This is a representation of an electronic record that was signed electronically and this page 1s
the manifestation of the electronic signatures.

Signatory Table
Action Name User Name Title Signature Date
Send for Review (Written By) Shani Bonan QC Manager 10-Feb-2025 19:04
Review Chris Desira Head of Quality Assurance 18-Feb-2025 13:39
Send for Approval Chris Desira Head of Quality Assurance 18-Feb-2025 13:40
Approve Chris Desira Head of Quality Assurance 18-Feb-2025 13:41
Approve Shani Bonan QC Manager 18-Feb-2025 14:54
QA Approval Irene Zanetti Qualified Person 18-Feb-2025 16:50
Approve Irene Zanetti Qualified Person 18-Feb-2025 16:50

* Dates are displayed according to the system time zone: (GMT+01:00) Central European Standard Time (EuropeMalta)

Document State: Effective (Controlled)
CONFIDENTIAL
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sertificate of Conformity

Invoice To:
Panaxia Pharmaceutical Malta (Operations) LTD Cali: +44 (0) 1482 638380

HHFOO01A Hal Far Melton House Wyke Way Melion

Birzebbuga East Yorkshire HU14 3HJ
MALTA

MT26344313 Emall: info@originlid.com

www.originltd.com

Account Ref: FPANAGO3
Certificate No 115312 vi
Customer Order No PO23000457
Date 22/05/2024
Product Code Product Description Mo of Cases Unit Qty Qty Despatched
OS1W3-w 1mi White Oral Dosage Syringe - 20,000.00 1.00 20,000

0.01ml Graduations - Wrapped
Your Prod Code: PK000221-MT

Batch Info
# Batch Quantity  Manufacturer Batch Ref
1 P0057883 20,000 BRV240313
OS1W3-W tml White Oral Dosage Syringe - 30,000.00 1.00 30,000

0.01ml Graduations - Wrapped (V4.9)
Your Prod Code: PK000221-MT

Batch Info:
# Batch Quantity  Manufacturer Batch Ref
1 PO0O57883 30,000 BRV240313

Deliver To: Certificats of Conformity

Panaxia Pharmaceuticat Malt

HEFOO 1A Fal Far We confirim that the products detailed herein
Birzebbuga have been supplied from a QA approved source
MALTA

and have been manufaciured, inspected and
tested in accordance with the manufaciurers







Hegitheore Packaging Solubions

Product: Imi Dosing Syringe
Producy Code: SYPNOE-WH - OF
Batch/Lot Mo BRV240313
AR No: FG-24-0698

MEG Date: 0870572024

Party's Name: Origin Paclkaging Lrd,

CERTIFICATE OF ANALYSIS

Dale: 1370572024
BatchfLot size: 30,045 NOS
Chialan No.: EXP/4/2024-25
Exp Date: 3 Years from MPG,

St. No. Tests Specification Resulty
1ml Dosing syringe marked at volume of 9.05mi, 0.006im,
e 0.07mt, 0.08ml, 0.0%m!.... up to 1) with instruction {FOR . .
A Description ORAL USE ONLY) with indlvidual BOPP sealing and CEO123 tomplies
marl
Should confirm with
() Cotour
Barrel: Nateral (Markings in Black ink)
B Appearance ;I;;ng::_”:mm £ {?LDOGTS_'.S ) Complies
(111} Free from embedded foreign Particles and dust particles.
£iV] Free from cuts & Un filings,
C Physicat Toest
(2} Syringe Barrel )
I iMaterigl Polypropylene -~ Complies
2 |orade RP375R - Coraplies
3 __ |Total Height 86.50 mm £ 1.0 mm 85.79 mm - 85.80 mm
4 _ [Outer Diameter 6:.50 mih & 0.3 mm # 643 mm - 5.58 mm *
5 __linner Bimeter At Tip 240 mm £ 0.2 mm 224 mm- 242 mm
6 |Guter Dimeter At Tip 310 mm 0.2 mm 495 mm - 5.10 mm
7 [Flange Diameter 1850 min+ 0.3 mm 18.46 mun - 18.65 atm
8 |volume Marking 0.05ml, 0.06mi, 8.07ml, U._Ogg:f;’(!.ﬁgml, G2l up to 1ml % Cemplies.:
i)
[£0)) Syringe Plunper
1 [Material High Density Polyethylene o Complies
2 |Grade ACP 6541A - Complies
3 ITetal Height 92.50 ym & 1.0 mm 92.38 mm - 92.65 mm
4 [Sucking Qd 4.85 mm 2 0.2 mm 483 mm-497mm
5 |Collar Diameter 1500 mmn & 0.3 mm 15.05 ymn - 15.19 mm
{€) [Pouch
1 ilength Of Pouch 130.00 mm £ 10.0 mm 125 mm - 138 mm
2 [Width Of Pouch 30.00 mm £ 5.0 mm 28 mm - 33 nym

[4

Analyzed by: 'f‘l, vy
g%;.;ﬁﬁ

Formal No. FQL/021-06/00

Lomplies with our s pecification No, -BRY/FG-1903

v

§
Approved by: /@ )

13}95

3’2@3’ g

ADDRESS: PLOTROIL- 16, 5. 8O, 66, NAIKPADS $A1 PRABIAT VDVOG HAGAR- 2 WALIY VABATL PALGHAR, MAHARASITIA 161200

rmrar Rubber Worke ©
SR e Floer Pleansede Bos







UBBE

iealthcare Packaging Solutions

Product: 1ml Dosing Syringe
Product Code: SYPNOL-WH - &
Batch/Lot Na.: BRV240313

AR No: FG-24-0698

MFG Date: 08/05 /2024

Party's Name: Origin Packaging Etd.

CERTIFICATE OF ANALYSIS

Date: 10/05/2024
Batch/Lot size: 20,000 NOS
Clallan Nos EXP/2/2024-25
Exp Date: 3 Years from MFG.,

Sr, No. Tests Specification Results
1ml Dosing syringe marked at volume of 0.65ml, 0.06m),
gt 0.07mi, .08ml, 0.09ml.... up to Iml with instruction (FOR .
A Description CRAL USE ONLY) with %udiv?dual BOPP sealing and CEE0123 Complies
mark.
Should confirm with
{1} Catour -
Barrel: Natural (Markings in Black Ink)
B Appearance ;f;;rg::-;t;\fm?h (PLOOOTSS42) Complies
(I1}} Free from embedded foreign particles and dust particles.
(Iv) Free from cuts & Un filings.
C Physical Test
(a) e Syringe Barrel
1 |Material Polypropylene Complics
2 |Grade RP375R * Compiies
3 [Total Height 86.50 mim 1.0 mm 85.79mm -8580mm |
4 |Quter Diameter 6.50 mm % 0.3 nun 6.43 mun - 6.58 mim
S pnner Dimeter At Tip 240 mm £ 0.2 mm 224 mm- 242 mm
6 |Outer Dimeter At Tip S.i0mm 3 0.2 mm 4.95 mm - 5.10 mm
7 |Flanpe Diameter 1850 mm £ 0.2 mm 18.46 mm - 18.65 numn
8 [Volume Marking G.05mi, 0.66ml, 0.07m), 0.0?1&13},/0_09111%, 0.Imi.. upto Lint & Complies
(4]
{n Syringe Plunger
1 iMaterial High Density Polyethylene © Complies
2 |Grade ACP 6541A -~ Complies
3 ITotal Height 92.50 mm = 1.0 mm 92.38 mm - 92.65 mm
4 |Sucking Gd 485 mm £ 0.2 mm 4.83 mm - 4.97 mm
5 [Callar Diameter 15.00 mm # 0.3 min 15,05 mm - 15.19 mm
(¢} i{Pouch
1  |Length Of Pouch 130.00 mm # 10.0 mm 125 mm - 138 mm
2 |Widih Of Pouch 30.00 nym £ 5.0 mm 28 mm - 33 mm
mplies with our specification Neo. -BR -
'’ -A"
Analyzed by: {\,l 5 [,\ & l’\ Approved by: i ‘*UJVJ/
18] 652624 \)\f\g\”

Format No, FQC/021-06,/00

Bharat Rubber Works Pyt Licdl,

Q\:J 7..\0\0






Customer ...: PANAXIA PHARMACEUTICAL MALTA (OPERATIONS) LTI

Hubert De Backer nv

F.a.o. .....: QUALITY DEPARTMENT

Temse, 2/04/2024

CERTIFICATE OF CONFORMITY

This delivery contains the following articles :

Article Number Quantity Description + Item customer Your ref.

T2133 25000 CAP P024000111 dd. 20/03/2024
560 PP
N — Our ref./Batch no
PK000005-MT 24-0432/00

Approved by Jimmy De Bergé
Dispatch department

We certify that the above components have been subject to in-process control and, if applicable,
other testing. They comply with the agreed specification and were manufactured using the agreed
materials, according a certified quality management system to ISO 9001:2015, EN ISO 13485:2016 and
EN ISO 15378:2017.

Released by : Gianina Sarman
QA department

FRM-KD-118.02

This document is created electronically and is valid without signature.

Laagstraat 59 | 9140 Temse | Belgium | T +32(0)3 776 34 94 | F +32(0)3 777 71 94 | hdb@hdb.be | www.hdb.be
IBAN: BE18 413-9042251-65 | SWIFT. KRED BEBB | BTW BE 0441 075 925 | RPR Dendermonde




Fags /0 5GD 8.4,
R Simplified joint siack company with capital of 42

Wanterre Trade and Companies Register N'BEEZ

FR 20 852 (12 585

Head Office and Sales Depariamenis - Tour Lizeriy - 17 place des

Reflefs - 2097 Paris La Réfense Cédex - France, Fhone33(011 40

G0 36 00 - Fax+33(0)1 40 80 36 81

Postal address : Tour Liberty - 17 place des Refisls - CE 30300 -

%2097 Paris La Défense Cédax - France

The LU R S
Customer PANAXIA PHARMACEUTICAL MALTA [ 38810
BEBG3000  ESTATE BIRZEBBUGA MT
Delivery adress PARAXIA PHARMACEUTICAL MALTA [ 39810001
BBG3000  ESTATE BIRZEBBUGA MT
Customer's order POZ3000277 from  04.00,2023
Cusiemer's product code PRT-GI0002G1-MT
Delivery 81535153 Guantity Delivered 34.320 PCE
SGD Product Code 52480 G4 001 TROPFFLASCHE 10 ML
SGD Drawing N 8687136 iype 3 AMBER GLASS
Treatment MNone
Run Number N 231232 Manufacturing Date  28.04.2023 o 09.05.2023
Quantity per Pallet 17.160 Production Site SUCY ENBRIE France

We, SGD S.A., hereby cettify that the above referred botiles have been tested and are in conformity with
THE SPECIFICATIONS IN FORCE

TO THE CURRENT S0 15378 VERSION

THE HYPROLYTIC RESISTANCE

- To the requirements of the European Phammacopaoeia in force
- To the requirements of the USP in force
- Hydrolytic Resistance testing - Grain - is done at [east once per year.

ARSENIC

- To the requirements of the European Pharmacopoeia in foree
- To the requirements of the USF in force
- Arsenic fesis are carried out once wer year by Fumace

SPECTRAL TRANSMISSICGHN
- To the requirements of the Europesn Phamiacoposia in force
- To the requiremients of the USF in force






Fage Z/: SGD 5.4
E Shmpliffed joint clock company with capiial of 44 087 566 Euwros -
Hanterre Trade and Compandes Register HPBGE2 612 555 - VAT D ¢
FR 28 552 01z 388
Head Office and Sales Departements ¢ Tour Liberty - 17 place des
; Reflets - 32087 Paris Lz Défense Cédey - France. Fhoner+33(611 46
RO 90 36 00 ~ Fax:+33(0)1 40 96 36 01
FPostal address : Tour Liberly - 17 plece des Refieis - ©F 30360 -
2087 Paris Lg béfense Cédex - France
The G2 11,2003
Customer PANAXIA PHARMACEUTICAL MALTA / 39810
BBG3000  ESTATE BIRZEBBUGA MT
pelivery adress PANAXIA PHARMACEUTICAL MALTA J 38810001
BBG3000 ESTATE BIRZEBBUGA MT
Customer's order PO23000277 from 04.09.2023
Customer's product code PRT-GIO0D0201-MT
Blelivery 81535153 Cuantity Delivered 34.320 PCE
8GO Product Code 52490 04 001 TROPFFLASCHE 10 ML
SGD Drawing M 68713G type 3 AMBER GLASS
Treatment Nonhe
Run Number N 231232 Manufacturing Date  28.04.2023 to 09.05.2023
Quantify per Pallet 17.160 Production Site SUCY EN BRIE France
Glags quality
Unit| Specifications § . . - . Results
Min Max Min Mag Ave 3-D
ARSENIC pEpm N/A 0,100 0,003 0,003 0,003 0,000
Hydro-resist-powder/lg ml N/A 0,850 0,560 Q0,570 0,570 Q0,800
Hydrolytic resistance (HC1) ml N/A 8,100 7,600 7,820 7,710 0,110
Spectral transmission % N/A 10, 000 1,630 1,630 1,630 0,000
Annealing N/A N/A 18,000 Conforms
Glass measurements
Unit| Specificatiems .| - Results
Min Mazx Min Max Ave S-D
Body diazmetezr mn 25,000 25,800 25,300 25,470 25,400 ¢, 041
Mini Internal bore m S, 500 HSE 11,170 11,830 11,484 0,149
Weck finish height 2 m 10,800 11,200 10,860 11,140 10,984 0,061
HMaxi Exteznal neck M N/B 18,000 17,730 17,970 17,856 Q0,048
Minox thread Jdiamster mm 15,680 15,980 1%, 20 15,820 15,765 0,030
Opening diameter bt} 10, 450 14,750 19,€10 10,750 10, 626 0,035
Total height TATA 57,400 £8, €00 57,880 58,250 5g, 024 0,081
Heck finish dismster THR 17,780 1%, 000 17,700 17,800 17,740 0,025
Eead dismster i#n 14,800 20,200 19, 960 20, 040 149, 885 0,06
Nack £inish height TR 12,500 13,900 13,520 13,710 13,810 0,042







“Fage /G SGO 8.4
T Simplified jeint siesk company with capiiat of 44 087 866 Eurcs »

’ Hanterre Trate and Companies Register NBHEZ B2 828 - VAT HD .

FF 28 552 612 585

Head Gfiice and Sales Dapartements : Tour Likesty - 17 place des

Beflets - 92087 FParis La Défense Cédex - France. Phoner+23(0)1 44

48 36 00 - Fax:+23(0)7 40 90 36 61

Postal address | Tour Libarly - 17 place des Reflsls - C8 30260 -

92097 Paris La Défense Cédex - France

Tha 09,11.2023
Custormer FARAXIA PHARMACEUTICAL MALTA | 398140

BBG3000 ESTATE BIRZEBBUGA MT
Delivery adress PANAXIA PHARMACEUTICAL MALTA /358106001

BBG3000 ESTATE BIRZEBBUGA MT
Customer's order PQ23000277 from 04.09.2023
Customer's product code PRT-GIO00201-MT
Delivery 81535153 Guantity Delivered 34320 PCE
S$GD Product Code 52490 04 001 TROPFFLASCHE 10 ML
36D Drawing N 68713G type 3 AMBER GLASS
Treatment None
Run Number N 231232 Manufacturing Date  28.04.2023 1o 09.05.2023
Quantity per Pallet 17.160 Production Site SUCY EN BRIE France

Glass characterigtics
Unit| .. 's:péi:;ifiéa{:ions R SR o S 'ﬁeéults :
Min Max Min Max Ave S-D
Weight g N/R H/R 24,500 25,500 25,000 0,247
Capacity ml 13, 000 15,000 13,500 14,100 13,826 0,140
Vertical load kg/cm| 200,000 H/A 400, 000 400, 000 400,000 0,000
Zhermal shock N/R 42,400 N/A Conforms
Quality Manager
Laurent MILLET






& bormioli pharma

Pag. 1
COMPANY / UNTERNEHMEN: Remy & Geiser GmbH
DATE / DA TUM i 16/ 02/24 Ein Unternehmen der Bormioli Pharma Group
Sitz: Remy & Geiser Strafle 1 98553 Schleusingen (OT Hintemah), Germany
DECLARATION OF CONFORMITY KONFORMITATSERKLARUNG
ARTICLE / Art.-Code 8840MA-AR240001
DELIVERY NOTE / Lieferschein Nr 23004719
CUSTOMER ARTICLE ID / Kunde Art.-Code
DESCRIPTION / Art.-Bez. KINDERGESICHERTER VERSCHLUSS KG KPV OVII 8,0
/SPRITZEN- EINSATZ TYP Il NW18 WW/TR
BATCH / Chargen-Nr H24001_22204921
PRODUCTION DATE / Herstelldatum 14/02/24
SHELF LIFE / Verfalldatum 23/03/2028
PLANT ADDRESS / Adresse der Produktionsstétte WERK ]\rf] REMY & GEISER STRASSE 1 98553 SCHLEUSINGEN DE
GERMANY
CUSTOMER / Kunde Panaxia Pharmaceutical Industries
ORDER NUMBER / Auftr.-Nr. 20086016
CUSTOMER ORDER NUMBER / Kunde Auftr.-Nr. P024000019
QUANTITY DELIVERED (kpcs) / Stiickzahl (kpcs) 40 KP

We declare that the goods referred to the lot indicated above, received with the supply indicated in the aforementioned
delivery note and attached to this document, have been tested and resulted to be IN ACCORDANCE with the product
technical specifications and Defect Evaluation List by Editio Cantor Veriag Aulendorf, in the respective valid version -
please refer to tables related to the supplied items category in the following pages.

Sampling plan: ISO 2859-1; level II; normal inspection

The control method and quality level of the supply, unless different specifications agreed with the Customer, are those defined in our
Quality System.

The above particulars do not release the customer from the obligation to carry out an inspection of the received goods.
Kindly not that we cannot guarantee the suitability of the used material.

In order to ensure that your packaging system works safely, we recommend you perform tests with the corresponding liquid.
According to its formulation, the materials used to manufacture the supplied item comply with the following provisions:

- Regulations applicable to articles intended for contact with food:

- Reg. 10/2011 EU and following amendments

- Reg. 1895/2005/EC; Reg. 1935/2004/EC; Reg. 2023/2006/EC
- REACH regulation 1907/2006/EC
- Reg. 1223/2009/EC and following amendments
- Reg.2023/2006/EC and following amendments
- Dir 94/62/EC: relative to the content of heavy metals
- Class | Medical Devices DoC: refer to product specification.
COMPONENT COMPONENT DESCRIPTION
L1 1731M-AR240001 KINDERGESICHERTES EINZELTEIL KG UK NW18 W
L1 4509M-AR240001 KINDERGESICHERTES EINZELTEIL KG KSK OVII TYP V; VI; VII 6,0 N
L1 8805A-AR240001 DOSIERHILFE SPRITZEN-EINSATZ TYP Il NW18 TR
| MATERIAL COMPONENT MATERIAL DESCRIPTION
This document is printed by ERP system: therefore Dieses Dokument wird vom EDV-System QS-50P-001_MOD-05 ver.02 |

no signature is required gedruckt: daher ist keine Unterschrift erforderlich




% bormioli pharma

Pag. 2

FARBKONZENTRAT WEISS REMAFIN-EP-WEISS PL00075542-ZT #hnlich
B0658 1731M-AR240001 RAL 9016 2%ig
B0147 1731M-AR240001 PURELL ACP 6541 A

FARBKONZENTRAT WEISS REMAFIN-EP-WEISS PL00075542-ZT %hnlich
B0658 4509M-AR240001 RAL 9016 2%ig
B0147 4509M-AR240001 PURELL ACP 6541 A
B0143 8805A-AR240001 PURELL PE1840H NATUR
Plant Quality Manager/ Qualitdtsmanager fir den Produktionsstandort Benny Mueller

}
This document is printed by ERP system: therefore Dieses Dokument wird vom EDV-System Q8-80P-001_MOD-05 ver.02

no signature is required gedruckt: daher ist keine Unterschrift erforderlich



& bormioli pharma
Pag. 3

PRUFZEETIFIKAT NACH FEHLERBEWERTUNGSLISTE (EDITIO CANTOR VERLAG) 18, 19, 20, 22, 34 aktuelle Ausgabe
Test Certificate acc. to Defect Evaluation List (Editio Cantor Verlag) Vol. 18, 19, 20, 22, 34 in current edition

Angaben zur Lagerung: Es bestehen keine besonderen Anforderungen an Temperatur und Luftfeuchtigkeit. Jedoch sind hiufige, grofie
Temperaturschwankungen zu vermeiden damit sich kein Kondenswasser bildet. Ferner sollte die Einwirkung von Temperaturen Ober 45°C vermieden
werden um Verformungen auszuschlieRen. .

Storage conditions: There are no special requirements to temperature or humidity. However, high fluctuations in temperature have to be avoided, so that no
condensation could be caused. Furthermore, a temperature above 45°C should be avoided, to prevent deformation.

Fehler-Nr. Fehler/Einzelmerkmal Entscheidung
Afr.-no. _ Defect/Individual characteristics AQL Result

Anlieferung, Kennzeichnung, Verpackung / Delivery, labelling, packing

Die Fehlermerkmale beziehen sich hier nicht auf das Packmittel selbst, sondern auf Paletten und Packeinheiten (Gebinde).Fiir die
Priifung dieser Fehlermerkmale ist kein Stichprobenverfahren anwendbar. Die Vergabe beztiglich dieser Merkmale ist eine fehlerfreie
Lieferung. Fehlerklasse 1 bedeutet in diesem Zusammenhang, dass das Packmittel in der vorllegenden Anlieferform nicht einsetzbar ist.
Lésst sich die Ware mit geringem Aufwand durch Nachbesserung in einen verwendbaren Zustand bringen, so Ist dies durchzufiihren.

The defect characteristics refer not to the packaging material itself but to the pallets and packaging units (containers). No random sampling method is
applicable for the testing of these defect characteristics. The requirement for these defect characteristics is a shipment without defects. In this context

Defect Class 1 means that the packaging material is not utilizable in the form supplied. If the goods can be brought into a utilizable state at little expense by
means of reworking this is to be performed.

18.01.01 (1)(3)(4)(5)(6) Palette und/oder AuRenverpackung entspricht nicht der Vorschrift,

19.01.01

20.01.01 beschédigt, verschmutzt (Packmittelspezifikation) /pallet and/or outer packaging does not mest # +
22.01.01 packaging specification, damaged,soiled

Jos 104 2001921 (1y(3)(4)(5)(B) Packschema falsch / Packaging scheme incorrect - -
oot (1)(3)(4)(5)(6) Kennzeichnung der Palette / (1)(3)(4)(5)(6) Gebinde muss der Vorschrift ; .
231:%.194 entsprechen / Labelling of the Pallet / Container must comply with the specification

IS:S?:%?E (1)(3)(4)(5)(6) Einzelverpackung (Sterilverpackung) beschadigt, verschmutzt, unvollstandig - +
g:g::%oe - | / Individual packs (Sterile Packing), damaged, soiled, incomplete

(1)(3)(4)(5)(6) Lieferantenstichprobe / Begleitpapiere, Qualitatsdokumente, Prifzertifikat

20.01.09110 falsch / fehlen / Suppiiers random sample / Accompanying documents, quality documents, test certificate - +
incorrect / missing

Untermischung / Intermixing

18.03.01
b (1)(3)(4)(5)(6) Untermischung / Intermixing - +
22.03.01
Ausgangsmaterial / Starting material
13, (1)(3)(4)(5)(6) Das Material ( EP Edition 10 - 3.1.3; 3.1.4) (EP Edition 10 - 3.1.5; 3.1.6) /
19.03.05 Die Einférbung muss der Vorschrift entsprechen / The material / The colour must comply with = +
22.02.01/02 the specification
20,04.10 g}glgs) Zusammenhaftende bzw. klebrige Gummiteile / rubber parts adhering to one another or 0,40 .
icking
Sauberkeit / Cleanlines
441
18.04.01/05/08 (1)(3)(4)(5)(6) Verunreinigung-gelangen ins Fillgut / Contamination - gets into contents, - &
gg—gmz (1)(38)(4) Grenzwerte fur Partikel tiberschritten / Agreed limits for particles exceeded
.04.01/05/06
s (1)(4)(5)(6) Fremdeinschlisse-Aussehen stark beeintréchtigt, > 1mm@ oder Anhaufung

103 (3) mehrere fest anhaftende Fremdkérper, Flecken 2 0,2mm2 / lose Partikel/ Forelgn bodies 0,10 +
enclosed appearance markedly impaired, > 1mm @ / Brandstellen fiichenférmig / Burn-marks >2mm diameter

180402 2204 | (1)(4)(6) Im Material eingeschlossene Fremdkérper / Brandstellen punktférmig 0,5- 2mm @

0,40 +
o4 / Foreign bodies incorporated in the material / Scorch dots 0,5-2mm @

o (5) Brandstellen / Scorched spots (1)(4)(5)(6) Fremdeinschliisse-Aussehen wenig

22.01.04 beeintrachtigt < 1mm @ / Foreign bodies enclosed- appearance less impaired, < 1mm @, Lose Materialreste / 2,50 +
Loose material residues

_Verarbeitungsfehler / Processing Errors

(3) Nicht ausgeformte Gummiteile,Risse, Riefen, Kerben, Lécher, Dichtigkeit (Funktion)
beeintréchtigt / Incompletely formed rubber parts tears, grooves, notches, holes, seal and or function impaired /

Formgrat, Stanzfehler anhaftetende Fellreste / Flash, punching errors (4)(5) Risse, Spalten, %
555 g h . :
22.05.07 Ldcher, Teile nicht voll ausgespritzt, FlieBnaht bricht auf / Tears, clets, holes, partsincompletely -
injected, seam breaks open (4) Kanal verstopft keine Dosierung moglich / Duct blocked dossage
impossible, Im Bereich des Abtropfrandes und der dichtenden Flidchen geraut-Dichtigkeit
nicht gegeben / Roughness in the area of the dropping rim and of the sealing areas-seal not possible
This document is printed by ERP system: therefore Dieses Dokument wird vom EDV-System Q8-S0P-001_MOD-05 ver.02

no signature is required gedruckt: daher ist keine Unterschrift erforderlich
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Fehler-Nr. Fehler/Einzelmerkmal Entscheidung
Aftr.-no. Defect/Individual characteristics _ AQL Result

Verarbeitungsfehler / Processing Errors

(5) Starke Formnahte u./o Riicksténde an den Anspritzpunkten / Marked mould joints and or

residues at the injection points Stark verzogene Teile / Markedly warpeditems (4) Deformierung /
52'5_35_05,93,09 Deformation (1)(4) Anspritzpunkt entspricht nicht (seitlich max 0,5mm, zentarl max. 0,7 0,10 +
mm) / Injection point does not comply (tateral max. 0,5mm, centeral max, 0,7mm) Uberspritzungen,  (4)
Formgrate an Dichtstellen ( Over-injection, flash at the sealing poinis

18.05.12

22.05.08/09 (1) Oberfléche, Kontur uneben / Surface, Shape uneven 0,40 +
;2;33;12 (4)(5)(B) Falten, Kerben, Kratzer, Formgrat / Folds, notches, scratches, flash 2,50 +
Abmessungen; Gravur; Druck / Dimensions; Engraved text: Printing
(4) Kanal @ a.T. / Duct diameter out of telerance, Dosierung/Tropfgeschwindigkeit muss der
i Vorschrift (Pritfvorschrift nach Vereinbarung) entsprechen / Dosage/dropping speed must comply

22 06.01 with the specification (testing procedure according or agreement, Verbindungsstege abgerissen- - +
anzahlmé&Rig mehr als die Halfte der Stege / Connecting strip torn off-numerically more than half of the
studs, (3)(4) Dichtigkeit / test for leaks, Originalitéts-Sicherungsring fehlt / Tamper-proof ring missing

18.06.03.01 (1) Sonstige MaRe, Winkel, Radien auBer Toleranz / Other dimensions, angles, radii out of tolerance
gg‘g'g] o1 (3) Abmessungen a.T. / Dimensions out of tolerance (4) weitere Malle auer Toleranz / Other 0,10 +

dimensions out of tolerance

(1)(4)(8) Gravur fehlt, falech u./o. unvollsténdig. / Engraved text missing, incorrect and/or incomplete,

18.07.01 Druck, Prégung fehlt, falsch u/o unvollstéindig / overprinting,embossed text missing, incorrect and/or
;g'ég'gf incomplete Gewinde fehlt oder ist nur mangelhaft ausgebildet / Thread missing or only inadequately 2 +

formed (4)(6) Druckfarbe falsch / Printing color incorrect, Druckbild fehlt, falsch / Prinzting image
missing or incorrect

(5)(6) Gravur fiir Dosierung unvollsténdig - Dosierung nicht méglich / Engraved marks for dosage

aam incomplete - Dosage not possible, Abmessungen entsprechen nicht / Dimensions do not comply, Text
19.18.06 fehlt, falsch oder nicht lesbar / text absent, incorrect or illegible, Dosierung a.T. / Dosage out of = +
22.07.01/03 tolerance, (1)(4)(6) Farbe, Prégefolie-Haftung nicht ausreichend / Colour, embossed film-not
resistant to abrasion
Montage / Mounting
_—_—_m (4)(6) Kindergesicherter Verschluss-Funktion nicht gewahrleistet / childproof closure-function not 3 %

ensured, AufRenteil gerissen / External part torn

(1)(4)(5)(6) Einzelteil fehlt / individual parts missing, Teile durch Montage beschidigt / parts
18.08.01/03/04 demaged by mounting, Teile falsch montiert / Parts incorrect mounted, (4)(6) Pipette zu tief in Sauger 0.10 +

22.08.0517118 eingesetzt/ Pipette set too deep into the teat, Tropfeinsdatz durch Montage beschadigt / bropper
insert damaged by mounting

Fertigungsfehler Pipetten / Manufacturing defects Pipettes

19.08.01 (6) Abgeplatzte Stelle/n, Deformierung/en, oder Glassspitze/n am vorderen Teil 0,25

(Kugel) / Chipped arera(s), defomation or glass spike/s on the tip

5 : . e - -
Lifsatiis zutreffend die dazugehdrige Fehlerbewertungsliste * if applicable the relevant Defect Evaluation +iBasued = Non passed
(1) Kunststoff-Stopfen, Trockenkapseln und Aufsteckkappen / Piastic Stoppers, Desiccators and Caps + (3) Gummiteile / Rubber Parts

(4) Spritzgussteile aus Kunststoff: Verschlisse; Dichteinlagen und Dosierhilfen (Tropfer etc.) / Injection-moulded Paris Made of Plastic: Closures
(5) Applikatoren und Messeinrichtungen aus Kunststoff / Applicators and Measuring Devices Made of Plastic (8) Pipetten Monturen/aiass Pipstie Dropper

Hiermit bestatigen wir, dass die Qualitat des oben bezeichneten Produktes nach den glltigen Priifnormen (*Sterilitit entsprechend 1ISO
11135 bzw. 11137 in der jeweiligen aktuellen Ausgabe) gemaR Spezifikation (Ausflihrungsvorschrift, technischer Zeichnung) sowie der
jeweils gliltigen Fehlerbewertungsliste hergestellt, verpackt, *sterilisiert und gepriift wurden und die dabei zul4ssigen Grenzwerte nicht
(iberschritten wurden. Soweit fur das obige Produkt abweichende Vereinbarungen zwischen Hersteller bzw. Lieferant und Verwender

(Kunden) bestehen, werden diese zugrunde gelegt. We hereby confirm that the quality of the products described above has been produced, packed, *sterilized,
inspected and testet in accordance with the valid inspection and testing standards (*Sterility conforming 1SO 11136 or 11137 In its curment version)according to the
specification (documentet procedure, technical drawing) and the Defect Evaluation List an did not exceed the permissible limits, Where alternative aggreement for the above
product exist between the costumer and the manufacturer and/or supplier, the relevant values have been based on these.

*falls zutreffend /*if applicable

Fur Folgeschéden beim Kunden (unerwartete Unterbrechung an Abfillanlage, Priffaufwand, Rickruf usw.), wird keine Haftung

Uibernommen solange die Vorgaben gemaR Fehlerbewertungsliste eingehalten sind. For secondary fallures by the costumer (secondary failures
bottling plant, additional tests, product recall ete.),to assume no liability as lang as the standard in accord with Defect Evaluation List are adhered to.

Vorstehende Angaben entbinden nicht von der Durchfiihrung einer Wareneingangskontrolle
The above particulars do not release the customer from the of obligation to carry out an inspection of goods received

This document is printed by ERP system: therefore Dieses Dokument wird vom EDV-System Q8-50P-001_MOD-05 ver.02
no signature is required gedruckt: daher ist keine Unterschrift erforderlich
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56D S.A.

Simplified joint stock company
Nanterre Trade and Companies
FR 29 552 812 585

2\ 18-

with capital of 44 0817 866 Euros -
Repgister N°B552 012 585 - VATID :

Head Office and Sales Departements : Tour Liberty - 17 place des
Reflets - 92097 Paris La Défense Cédex - France. Phone:+33(0)1 40

90 36 00 - Fax:+33({D)1 40 90 36 01 )
Postal address : Tour Liberty - 17 place des Reflets - CS 30380 -

92097 Paris La Défense Cédex - France

The  30.09.2024 T
Customer PANAXIA PHARMACEUTICAL MALTA / 39810 1

BBG3000  ESTATE BIRZEBBUGA MT, lt
Delivery adress PANAXIA PHARMACEUTICAL MALTA / ?;983,3001

BBG3000  ESTATE BIRZEBBUGA

MT

Cusfﬁgﬂn}ﬂer's order pPO24000326 b from 27.08.2024 ’ ]1

Wst?_;fiér‘s product code GI000201-MT '

Delivefy 81562419 Quantity Delivered 19404 PCE
SGD Product Code 02543 07 020 TROPFFL. 30 ML

$GD Drawing N 696761 Type Il AMBER GLASS

Treatment None ; f“

Rup Number N 241345 Manufacturing Date  14.06.2024 to 26.06.2024
Quantity per Pallet 9.702 Productiqr;,Sith .. SUCYEN BRIE France

+
Ly
Glass quality .
Unit| - Specifié:é.tions _ Results /,/"J %
Min Max Min Max Ave R
ARSENIC — N/A 0,100 0,001 0,001 0,00t 0,000%
Bydro-resist-powdex/lg ml N/A 0,850 0,520 9,520 0,520 0,0C0 ?
Hydrolytic rasistance (HCI) ml N/3 6,104 5,500 5,740 5,640 0,120
Spectral transmission % N/2 16,000 0,540 9,940 G,940 0,000
Annealing - N/A N/R 18,000 Conforms
Glass measurements
Unit Spacifications _ Results
Min Max Min Max Ave S=D

Body diameter mm 31,900 32,800 32,120 32,310 32,224 0,032
Mini Internral bore mm 9, 500 N/A 13,000 131,730 11,376 0,160
Neck finish height 2 mn 16,800 11,200 10,9870 11,090 11,018 0,031
Maxi External neck mm N/A 18,000 179,890 17, 950 17,780 0,058
Minor thread diametex mm 15,5680 15, 980 15,790 15,500 15,855 0,025
Cpening diameter mm 10,450 10,750 14,600 10,750 10,698 0,037
Total height mm 78,500 80,100 78,170 79,570 19,417 6,099
Neck finish diameter mm 17,700 18,000 17,730 17,880 17,818 0,036
Bead diamgter mm 18,800 20,2040 14,840 20,050 19,989 0,044
Neck finish height mm 13,500 13,900 13,500 13,620 13,570 0,025




7 Page 3 5GD S.A.
ge 1/ Simplified joint stock company with capital of 44 081 866 Euros -

Nanterre Trade and Companies Reglster N°B552 012 585 - VAT D :
FR 28-552 012 585

Head Offica and Sales Departemants : Tour Liberty - 17 place des
Reflets - 32097 Paris La Défense Cédex - France. Phone;+33(0)1 40
90 36 00 - Fax:+33(0}1 40 90 36 01

Postal address : Tour Liberty - 17 place des Reflets - GS 30300~
92007 Paris La Défense Cédex - France B

PHARMA

The 30.09.2024 e

Customer PANAXIA PHARMACEUTICAL MALTA / 39810 f
BBG3000 ESTATE BIRZEBBUGA MT }i

Delivery adress PANAXIA PHARMACEUTICAL MALTA/ 358‘! 9001 . !
BBG3000 ESTATE BIRZEBBUGA MT T

Customer's order PO24000326 & from 27.08.2024 § 1

Custorir’s product code  GI000201-MT )

Detivery. 81563419 Quantity Delivered 19.404 PCE

SGD Product Code 02543 07 020 TROPFFL. 30 ML

SGD Brawing N 69676l Type HI AMBER GLASS

Treatment None P

Run Number N 241345 Manufa:cturing Date 14.06.2024 to 26.06.2024

Quantity per Pallet 9.702 Production Site SUCY EN BRIE France

KT L R
B

K .
¢ B

We, SGD S,A., hereby certify that the gbove referred botlles have been lested and are in conformity with :
PECIFICAT! IN FOR £
TOTHE CURRENTISO 1 V) | §

ROLYTIC RESISTANCE

- To the requirements of the European Pharmacopoeia in force
- To the requirements of the USP in force
- Hydroiytic Resistance testing - Grain - is done at least once per year.

ARSENIC

- To the requirerents of the European Pharmacopoeia in force
- To the requirements of the USP in force
=~ Arsenic tests are carried out once per year by Furnace

SPECTRAL TRANSMISSION
- To the requirements of the European Pharmacopeeia in force
- To the requirements of the USP in force
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FHARMA

SGD &8.A.

Simplified joint stock company with capital of 44 081 866 Euros -
Nanterre Trade and Companies Register N°B552 012 585 - VAT /D :

FR 28552 012 585

Head Office and Sales Departements : Tour Liberty - 17 place des
Reflets - 92097 Paris La Défonse Cédex - France. Phone:+33(8)1 40

90 36 00 ~ Fax:+33{0}1 40 90 36 01
Postal address : Tour Liberty - 17 place des Refl

92097 Paris La Défense Cadex - France

ets - CS 30300 -

The 30.09.2024
Cusiomer

Delivery adress

PANAXIA PHARMACEUTICAL MALTA / 39810
BBG3000 3
PANAXIA PHARMACEUTICAL MALTA / 39810001
BBG3000  ESTATE BIRZEBBUGA o

ESTATE BIRZEBBUGA

MT

MT

Customer's order PQ24000326 - from 27.08.2024 ! |
Cusﬁﬁer's product code Glo00201-MT 'l
Delivery 81563419 Quantity Delivered 19.404 PCE
SGD Product Code 02543 07 020 TROPFFL, 30 ML
SGD Drawing N 686761 Type Il_AMBER GLASS
Treatment None _f’f '
Run Number N 241345 Manufacturing Date  14.06.2024 to 26.06.2024
Quantity per Paflel 9.702 Productiqg}Sitgﬁ, .. SUCYEN BRIE Franca
¢ .
T .
Glass characteristics -
Unit}  Specifications Results /%
Min Max Min Hax Ave 5-D
Reight g N/A N/A 40,000 41,800 40, 926 G, 410
Capacity ml 34,300 36,700 34,900 35,800 35,417 0,189 t
Vertical load kg/em| 200, 008 N/2 460,000 400, 000 400,000 0,000 %
Thermal shock kg/cm| 200, 000 406, 000 conforms

Quality Manager
Aline BAILLET

==







o Remy & Geiser GmbH
P‘-:BFTB;’;?ZZ?Q:OL Priifzertifikat nach Fehlerbewertungsiiste (Editio Cantor Verlag) o We;;kéf r’ial’\;: )
. y Test Cerfificate acc. to Defect Evaluation List emy & Gelser otr.
akiuelle Ausgabe / cusrent Ed, 98553 Hinfernah
tKunde: / customer: Panaxia Pharmaceufical
Art.-Bez.: / articta name: DOSIERVERSCHLUSS / dosage closure
DOSIERVERSCHLUSSRSV 5,0 QVIIH/SPRITZEN-EINSATZNW18 WITR
Auftr.-Nr. 22126354 lhre Auftr-Nr.: PO22000312 LS-Nr.: 222481585 Stiickzahl: 15000
Order No.: Your order na.; Packing slip no.: Pleces supplied;
{ldent.-Nr. £515MA hre ident.-Nr.: CM-2074 Chargen-Nr.: 111585 Stichprobe: 50 (315}
| Articte no,: Your article no.: Batch no.: sampling size: quant. {(qual)
Harstolldatum: 14/2020
data of manufacture: dl Verfallsdatum: 1172025 Ursprungsland: Deutschland Zchn-Nr.: 03086608-D1
Sterilisatlonsdatum: entfallt shelf life Country of origin: Germany drawing no.:

date of slerilization:

Angaben zur Lagerung: Es bestehan keine besonderen Anfardesungen an Temperalur und Lufifeuchtigkelt, Jedach sind hiufige, grofe Temperaturschwarkungen 2y vermelden
damit sich Xein Kondenswasser bildet. Ferner solite die Einwirkung von Temperaturen (iber 45°C vermieden werden um Verformungan auszuschlieRen.

Storage condilions: There are no special requirements to temperature or humidity. However, high fluctuations in temperalure have to be avoided, sa {hat no condensation could be caused.
Furlhermore, a lemperature above 45°C shewd be avolded, fo prevent distertion.

Materialzusammensetzung: Einfarbung:

polymer used: colousing egents:

1. Einzelteil: RANDTROFFER-SCHRAUBKAPPERSK 5,0 OVI NW18 W

1. component part: Purell ACPE541A (FEHD REMAFIN-EP-WEISS PLOOD75542-ZT

2 ElRzeNEl T DUSTERHILFES PRITZENEINSATZ RIWAR TR
2, component part: Furelt 1840H (PELD)

3. Einzelieil: BNV

3. component part, #NV #NY

4 Einzalteil: BNV

4. comgonent part: H#NV ANV

57 Einzeltell: [1}

5, component pard;

Silchprobenumiang Nach Fenlercewertungsiisis (Luantiatve Prufung) Entscheidung: + entspricht Prifvermark; QK

Sampling inspection fo defect Evaluation list (quantitative (lesis} Decigion: + accapted Insp. Remark:

Fehlar-Nr. Fehler/Einzelmerkmal AQL | maxFenter Entscheidung
Attr.-nu. Dafect/individual ch teristics Defects DecisEnn

“rAnlleferling Kennzeichnung; Verpackung./ Deiivery; labefing; packing -

Die Fahlamerkmaia beziehan sich hier nlcht auf das Fackmlﬂel selbst, sondarn auf Paletten und Packeinheiten (Gebinde).Fiir die Prufung dleser Fehfermerkmale ist keln
qstmhprabenvorfahrsn ibar. Die Vargabe hezfiglich dinser Merimale ist eine fehiarirele Lieforung. Fehlerkiasse 1 bedeulet In dlesem Zusammenhang, dass das Packmitiel
in der vorliegenden Anflefarform nicht alnsetzbar fst, L3sst sich die Ware mit geringem Aufwand durch Nachbesserung in einen verwendbaren Zustand bringen, so ist dles
durchzuflihren,

The defect characleristice refer rot 1o the packaging materlal #self but to the paflets and packaging units (confainers). Ne random sampiing methad is applicable for the tesling of these defect
characlerislics. Tha requirement for these defect characteristics is a shipment without defects. in this context Defact Class 1 means that the packaging material is not utilizable In the form
d. if the goods can be brought into a uifizable state atlitle expense by means of reworking {his is fo ba performed.

O € O OFalette und/oder Auenverpackung entspricht nicht der Vorschrift, beschadigt,

1 verschmutzt (Packmittelspezifikation) /paltst andfor oiter packaging does nol meet packaging specification, 0,00 0 +
damaged,soiled

213 B 8 Packschema falsch / Packaging schema Incorrect 0,00 0 +

was | OO OKennzeichnung der Palette / O @ © 88 Gebinde muss der Vesschiift entsprechen / 0.00 0 -
Labelling of the Pallet / Confalner must comply with the specification !

51617 06 B DEInzelverpackung (Sterilverpackung) beschadigt, verschmutzt, unvollstindig / indiiduat 0.00 0 .
packs (Sterile Packing), damaged, soiled, incomplate !

lare B Blieferantenstichprobe / Begleifpapiere, Quakititsdokumente, Pristzertifikat falsch / fehlen / 0.00 0 ¥

Sy iers randnm sample / Atcompa documents, quality documents, test cerlificale incorrect / missing '

Untermilsehung Lintermixing:- 50

1 jﬁBQQGUmarmlschung { Intermixing . | (N ) | *

Ausgangsmaterial {:Staring matorial

©86Das Material ( EP Edition 10 - 3.1.3; 3.1.3) (EP Edition 10.- 3.1.5; 3.1.6)/ s Emiarbung | -

2 muss der Vorschrift entsprechan f ‘The materiat/ Tha colour mist comply wilh the specification 0,00 0 *
@Grundglas, Wasserbestindigkeit der Innenoberfliche/geman GlasgrieRmethods, Licht-

1/2/31475 {durchlssigkelt, Farbe entspricht nicht der Vorschrift / Base glass Water resistant of internal surface 0,00 a +
face.glass grain method, Light transmission of base glass, Color of base glass does not meet specification

10 @zusammenhafiende bzw. kishrige Gummitsile J rubber parls adhering 1o one another or siickmg (1,40 23} +

Verunre:mgung “gelangen ins FUllgut / Contamination - gets Into contents, ) 630 & Grenzwerte fur

1/5/6/7 [Partikel ibarschritten / Agreed limits for pariicles exceeded 0,00 4] +
@ O O@rremdeinschliisse-Aussehen stark besintrachtigt, > Tmm@ oder Arhéufung ®mehrere

11378 fest anhaftende Fremdkdrper, Flecken 2 0,2mm2 f lose Partikel/ Foreign bodles enclosed appearance 0,10 {1} +
markedly impaired, > 1mm @/ Brandstellen {lachenférmig / Burn-marks >2mm dizmeter

14 DO Im Material eingeschlossene Framdkarper / Brandstellen punkiférmig 0,5- 2mm & / Foreign 0.40 0(3) +
bodies incorporated in the material / Scorch dots 0,5- 2mm & '

1 O O Nicht entfernbare Verunrelnigungen innen 2 0,3mm* / Non-removable contamination inside % 0,3mm? 0,40 4{3) +

214 © @entfarabare Verunreinigungen innen = 0,3mm>aufen 2 (0,5mm2 / Removable conlamination inside 1.00 0 -
=0,3mm?, oulside = 0,5mm?

3/4/7/9/ | Brandstallen { Scorched spots @@ @ Fremdeinschlilsse-Aussehen wenig basintrachtigl < 1mm @ 250 3(12) .

10 / Foreign bodies eaclosad- appearance less impaired, < 4mm &, Lose Materialreste / Loase matenial residues ' (

FB 813-Q5-02-11 FBL-Zertifikat Seite 1von 2 /Page 1of2 07/22 Rev: 08



[dent.-Nr. 6615MA Thre ident.-Nr.; CM-2074 Chargen-Nr.: 111585 Stichprobe: 50 (315)

Artlcle no.; Your aricle ne.: Batch no.: sampling size: guant. (qual)
S g e Gl e i Vararbeliungsfehier / Processing Ermors L

275!

17 ©Nicht ausgeformte Gummiteile,Risse, Risfen, Kerben, Lécher, Dichtigheit {Funktion)

beeintrichiigt / incomgpletely formed nubber parts,tears, grooves, notches, holes, seal and or function impaired /
Formgrat, Stanzfehler anhaftetende Fellreste / Flash, punching emors @ ©Risse, Spallen, Lécher,
Tetle nichi voll ausgespritzt, FlieBnaht bricht auf / Tears, clets, holes, partsincampletely Injected, seam breaks | 0,00 o +
spen @Durchgehende Risse / wall penatrating cracks @ Kanat verstopft keine Doslerung mégich / buct
blocked dossage impassibie, I Bereich des Abfrapfrandes und der dichtenden Flachen geraut-
Dichtlgkeit nicht gegeban / Roughness inthe area of the drapping rim ard of the sealing areas-seal not possitle

31408 | @Starke Formnahts U.jo Riickstande an den Anspritzpunkien / Marked mould joints and of residees at the
13 injecticn polnts Stark verzogene Teile / Markedly warpeditams & Defarmierung / Ceformation e
Anspritzpunkt entspricht nicht {ssiflich max 0,5mm, zentart max. 0,7mm) / injection point does not camply| 0,10 0 (1} +
(lateral max. ©,5mm, canleral max. 9,7mm) Uberspritzungen, @ Formgrate an Dichtstellen ( Overdnjection,
flash at the sealing points

8/SM2/ 1@ Anrisse /inclplent cracks Absplitterungen im Dichtungsberaich / Chipping In area of seal Blasen,
1518/ |Einschliisse>1,0mm / Gas bubbles, inclusions > 1mm, Kilhlspannung aufier Toleranz ) Coating stress aut of

08.1 teteranca Abgeplatzie Stelle(n), Deformierung/en oder Glasspitze{n) am vorderen Teil (Kugel}/ 0,40 0{3) +
Cipped place(s), deformbtyfias} or glass spike(s) on tip (ball} @ Oberfléche, Kontur uneben / Surface, Shape
uneven

6/8M121 | @verformte Behlinisse / Deformed conwiners Kratzer (Breite 20,2mm, Linge = 20mm) / Scratchos 250 3012) .

13 {widih = 0,2mmand length 2 20mm € & Falten, Kerben, Kratzer, Formgrat / Folds, noiches, scratches, flash :

EEE ‘Abmessungen; Gravir; Pruck: Dimensloss; Engraved fext; Printing -

1 OKanal @ 2.T.  Duct diametsr out of teferance, Dosierung/Tropfgeschwindigkeit muss der Verschrift
(Prisfvorschrift nach Versinbarung) entsprechen / Dosageldropping speed must comply with the specification 0,00 o .

{testing procedure accarding or agreement, Verbindungsstege abgerissen- anzahimafig mehr als die
Hilfte der Stege  Connacting strip tom offF-numerically more than half of the studs, 8 € @ Dichiigkeit / test for
1/2/3/6 | ®Scheibel B, Tropfioch @, Biegung auRerhalb der Toleranz / Blameter of annular flange, dropper hole,
hend aut of the tolerance € sonstige Mafle, Winkel, Radien auBler Toleranz / Other dimensions, angles, radii 0.10 ¢ () +
out of (olerance © Abmassungen a.T. f Dimanstons out of lolerance Swaeitere Male auler Toleranz / Other |
dimensions oul of tolerance, Criginalitits-Sicherungsring fehlt Tampar-procf ring missing

13 OO Gravur fehlt, falsch u.fo. unvollstindig. / Engraved text missing, Incorrect andfor incomplete, Druck,
Pragung fehld, falsch ufo unvelistandig / Overprinting,er d text missing, i t andfor i 0.00 a .
Gewinde fehlt odsr ist nur mangelhaft ausgeblidet s Thread missing or only Inadaquately formed '
8 Druckfarbe falsch / Printing color incomest, Druckbild fehlt, falsch / Prnzting image missing or incorrect
Herr O Gravur fiir Dosierung unvollstindlg - Dosierung nicht mdglich / Engraved marks for dosage incomplate
Dosage net pessible, Abmessungen enisprechen nicht 1 Cimensiens do not comply, Text fehtt, falsch oder
) o . 0,10 o1 +
reht lesbar / text absent, incomrest o iegible, Dosioning a.T. / Dosage out of talerance, @@ Farbe,
Pragefolie-Haftung nicht ausreichend { Calour, embossed fim-net resistant to abrasian
4 BDruckfarbe haftet nicht / Printing does not adhere 0,40 03 +
S P Montage:/ Mtnting: i I R e :
1315 ©Kindergasicherter Verschluss-Funkiion nicht gewahrlalstet / Ciidproaf closure-function not ensured, 0.00 o .
Auftenteil gerissen / External part 3am ’
1/2/4/5] | @O © Einzeltell fehlt / individuat parts missing, Teile durch Montage beschidigl / Parts demaged by
SMTHY  |mounting, Teile falsch montiert { Pars Incarrect mounted, © Plpetta zu tief in Sauger eingesetzt/ Pipetia sat | 0,10 oh +
too deep Inie tha teat, Tropfeinsdatz durch Montage beschidigt/ Bropper insert damaged by mounting
* falls zutretfend dle dazugehdrige Fehlerbewertungsfiste * if applicable the relevant Defect Evaluation List {3) Skip-Lol verfahren; skip-batch Process

BKunstsioff-Stopfen, Trockenkapseln und Aufsteckkappen / Piastis Stappers, Deslceators and Gaps @ Behitnisse aus Rdhrenglas / Conlalners Made of Tubular
|oiass € Gummiteils / Rubber Parts @ Spritzgussteile aus Kunststoff: Verschiisse; Dichteinlagen und Dosierhilfen {Tropfer ate.) / Injection-moulded Parts Made of
Piastic: Closures @ Applikatoren und Messelnrichiungen aus Kunststoff / Applicaters and Measuring Devices Made of Plaslic

[Hiermit bestétigen wir, dass die Qualitiit des oben bezeichneten Produktes nach den giiltiger Priifnormen (*Sterilitdt entsprechend ISO 11135 baw.
11137 in der jewelligen akiuellen Ausgabe) gem3R Spezifikation (Ausfhrungsvorsehrit, technischer Zeichrung) sowie der jewells glilligen
Fehlerhewerlungsliste hergestellt, verpackt, *stesilisiert und gepriift wurden und dle dabel zulissigen Grenzwerte nicht {iberschritten wurden, Soweit fr
das abige Produkt abweichende Vereinbarungen zwischen Hersteller bzw. Lieferant und Verwender (Kunden) bestehen, werden diese zugrunde
gelegl. We heraby confirm that the quatity of the producls described above has baen proguced, packed, *sterilized, inspected and testel in accordance with the valid inspection and lesting,
ds (*Slerifity conforming IS0 11135 or 11137 in ks current versionjaccording to the specification {(documentat procedure, technical drawing) and the Defect Evaluation List an dig not
exceed tia permissible Imits. Where altomative aggreement for the above product exist between the costumer and the manufsclurcr andfor suppiler, the ralevant values have been based an)
fthage.
*falls zufreffend 7 if applicable
Vereinbarte Artikelspezifikationen beibhalten die Unbedenklichkeit der Materialien nach Verordnung (EU) Nr. 10/2041, 1935/2004, RLO4/G2/EG,
1907/2006, 1223/2009,deren Herstelung nach2023/2066 und deren ekluellen Ergdnzungen. Gleichzeitiy wird die Konformitdt nach ISOQ
13485(akluelle Ausgabe) und RL 93/42/EWG (Verordnung 2017/745) bestatlgt
Agreed arlicle Specifications includes the compliance of the matedals wih EU-requiations 10/2011/EC, 1935/2004/EC. guideline S4/62/EC, 1907/2006/EC, 1223/2009/EC, whose,
manufacturing based on 2023/2008/EC and the current amendments. At the same ime, corformity with (S0 13485 {surrent edifion) and Rl $3/42 { EEC (Regulafion 2037/745) is tonfirmed.

Fiir Folgeschédden beim Kunden (unerwartete Unterbrechung an Abfiillanlage, Priifaufwand, Riickruf usw.), wird keine Haftung tibernommen solange
die Vorgaben gemdal Fehlerbeweriungsliste eingehalten sind. For secondary fallures by the costumer {secondary failures betiling plant, sddiienal fests, product recall ele. o
fassuma ne llabilty as lang as the steadard In accerd with Defect Evalualion List ars aghered to.

Vorstehende Angaben entbinden nicht von der Durchilihrung efner Warengingangskentrolle

The abova particulars do not release the cus! from ihe of obligation to camy out an inspection of goods received.

. .
Datum:  31.08.2022 Freigabe:  Jalyes Pritfer: LA, M
Date: release:
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panaxia Pharmaceutical Industries

Customer:
Taracel LTD
1. Bat-8have st. F.0 bhox 148
H41600 Lod

Irem description DOSTERVERSCHLUSSE _

) BEY 5,0 OVII /SPRITZEN-EINSATZ
WWLES W/TR

Order numhst: 21123920

Your order number: PO21001613 i

Delivery note : 21243823

Item code : 6615MA

Your item code : CH=2074

Batch number 111885

Quantity 24,600

inspested according to the corrésponding Defect Bvaluation List
for injection-moulded pawts made of plastic, for rubbew parts,
for plastic stoppers, desiccators and capg, for zpplicators and
measuring Jdevices made of plastic and for containers pade of
tubnlay glass and meouided glages by Bditio Cantor Verlag Aulendorf.

The sbove pazticulars do not release the customer from ths

ebligation Lo carry out an insgpection of the received goods.

Kindly note that we can not guarantse the suitability of the used material
in order to ensure that your packaging sysien works safely,

we reoommend you to perform fests with the corresponding ILiguid,

AT
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Wonde: § cusionai; Panais Pharsaseuiicgls i

PeteBer: leniseoane:  DOSIERVERSCHLUSS / dovage dlosuce
DOSERVERSCHLUSSREY 5.0 OViLSFRITIERES

3 e s SO
Bufsble ZINIREED e Aufir-hr: POZTODISTS MICTTE
Lider o Yo otider s I
Hdapt-By. 8154 Hrs Ment-Mr: O M20T4 M:,ga;‘? f;;}his
Aatinln ners Your SE s GUER. fusts
Fersteinam: ced] sty e i, T S §sirmn s m et SIORAchng
data of maioiaciEt: o = Yerfafisdetum; { i 15005 Wrsprungalpnm U : : FIO0aGHEG
Starlflealionsdatun; - it shalt iz : h o Couny o erighs Gy GG 1.

sizte Of clenlization: :
Angaben zuv Lagerung: Es besthon keing bebcrdersn Arfdidenungen an Teinperatur i Liufeickilinenil. Jodosh St Rdulge. (rofin Tamperatis W nkmeEn 2 varmeiien damil
Sl keln Mendensvassar bildo!. Femmersolte dis Eimaithung von Temparatiren fiter 45°0 verminden werdsn wm “.fen'mmur'g;m: aususchislien, )

S0 sonditions: There are no spedsl renuiremens fo tlemperaiue or hurfdhy. Howavar, Figh Ructations bt temporatire liave t be avalded, 50 sl no condensafion oould be coused,
Furihermors, & lampsiaiute ahous 45°C shpuid Be aiokiad, B sravent distortiorn,

Malorialzusamrbensetzung: ) Einfémuﬁg:_
aciyines bl ) _ _ Eolotring dgénts;
1. Einzelteil: RANOTROPFER-SOHRAUBKAFFERSK 50 OV MWWk W

HI-MAB FE 9077 welss fubite 24 8%

1. comiponant parh: Purell ACPBSS 1A (PEHD) ) e
ﬁi"ggn%é?‘fe’éi}‘:ﬁ“ "*fﬁ'GTS}ER“&nEF%Pm@EN}uEEN%A?Z NATE
. comganant gart: gﬂie[i 18401 (PELEY o

_ S !

3 Enizalel: n #Nv

3. componept pari: o W

PR i ‘

4, componantpar: BNV _ i SNy

L e R

4 commachniper: . S o o . .

Sthprobeninfang nach Fehlerpeweriungaliste (Quanufaivg Prifingy Entecheldung: + aatpright Privivermark: 4K

Samplitig mspecgioniagfefecaEvamaﬁhni{_s,t-(qqanziléﬁivﬁ(1_@_5_15) _ L Dacigion: + acegpied v, Reifarki )

Fahlerpr) FelterEinzeinermal AGL | mexFehier Entscheidung
Atfy. Défé;!ﬂndiﬁﬂqél chaidletsting. Datecls Dwsfm}

T - KSnnZ8ICRIANG, Ve AckanG /. el packy o
319 Fohiermertinals bezishén aleh ey glehl 2uF dae Patimittel solpel, sundan auf fiblten (GobindelFir s Peifing dieser Fohlsrmeckmale 15t &ain
Stichprubenvertalas aoviindbar. Dle Vergats Boxllghicli didsar Markmale laf ine feterelo Lisferusy, Feblerklasse § Hedautat in diasew Zussmmentiang, Sass das Packmittel
!in der vorliegendan Anfiaferfory oicht sfisembar ist L¥sst slolr dfe Waps mit aeringem Aufwand dureh Neshbessering in clien verwsndbaven Zustand Bringen, so ist diss
durchzufihren.

Tha dafact charscteristics refer not (o the packaging materal et Buf b o pepels and packaghy unifs (caatainees). Np random sampling melhod Is appiicabls for the fedting of thase dufuct]
characterstics. The requirement [Gr thase ofedt characledslion 18 & shpment without defects, In Wi comtesd Defeal Llass 1 ngsms 1bat ha packaging mgteral I not uifizable in the form
suppiied;  he geods can be froughlinis 2 ublizable slate 2l iille sxpenss by means of reverdeg (s s 1o be perfoveied,

@8 S BPalete urdieder Auenverpackung &ntspricht wicht der Vorschrifl, beschadigt,

1 verschmulzt (Packmiitelspezifikation) fatst astor suier pankeging S0es hot faeel paoksging sposiinalion, 0,40 ] *
damagad,solfed _ ] _

213 B OPackschema falsch / Peckuging schame ingorvect ) 0,00 O &

13 | D@ BOKennzeichnuny dar Palelie / BO B & & Gebinde muss der Vorschiift entsprechen / 0.00 o .
Latsting of tha Patiel / Contalnsr must comiply vitl 18 speeificalion ) . '

HisT 08 @ Brinzelvernaciung (Sterihverpacking} beschadiai, versehmutet, unvolisisndiy 7 ndvidel 6.00 o -

_ RAckY-(Bterls Fasking), damdged; solled, hcomplaly ) . . :

219 B &Lisferantenstichprobe / Bepleiipdpisre, Qualitstsdokumante, Prfzerifkat faisch / lemen / 0.00 o -

Suphis refdem sampls / Accormp dosimsale, auslil; gecuients, tesl corilicats ncamect § g '

Jiermisciung/ Inenmidng.

usganEsmateral/ Sk
T4f (EP Editfon 5.3 -3.4.5;

@68 Das Maerial ( EP Edifion 9.4. 3.9.9: 5, 3

2 uss ée; Vorschriit erlisprachen /i nutertal / The estour must cornnly with the srecieation 000 | 0 N
BBtundglas, Wasserbesiandigheit def Innenobemschetyeman Glasgriefmetiiods, Lichs-

12405 durchlsissighett, Farhe sntspiicht nioht der Vorschritt / naes tldne Water rasiclant of intemal sirface a.03 0
Jact.glass.grain metiiod, Lighl rensmission of baga glasy, Caler of bask gioss does not mest spatiication

i Bousammenhafiende bzw. Kiebrige GUrmizie / mbber pare sdfeerdiy fo orta dnother o 3t ] *

SUBEIReT SEholias
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Bhichi zusgeformis Gumralisls, Ricss,
sealredokiint] fncompstaly lomed aibbergs
Formgial, Stenzihler ankeficlends Falls
Tells nicht voll susgeinits, Flielinalk brich
apen Burchgelends Risse /vl censtating «
Shushed dosasie impossibig, iy Bereich des Abbropfiandes und o

{Prafeorschrift nach Vereinbianing) entsprechen / Dossgeitiogioy speed must comply wil the Spreifearsn 0.00 5
{esting proceturs #eiording or agraemant, Verblndm;gsgmga abgeristen- anzahlmiRig tnehy als dis !
'H_é]t_';e der Stege i Connacting st tom of-fuherieally fuera tan het of the studs, © &5 Dichtighei / test for

Lielifigieit ofeht gagebsn /reughnoss i e g
HEAE | BSiarke Formidhie ulo Ruckelnde an den Ansprifzpuniden
3 iejestion points Stk verzogene Teile / tatedy. ; b o
Ansprilzpunki sntsprichi nishl fsaitich may 05w, zonian o 0, 7veirin) 1 infection ol doss ot comptel G108 RS
{lateral max. 0,570, centeral i, 0, Ty Uherspiitzangen, @F ormgrate an Dicasielién { Qverirjeciion.
fiseh at e sEaling polais _ -
818120 @ Anrisse I nsiatont crecks Abspliteririgen im Dichturmsberelch 7 chiapng inares of seal Blagen,
1579 IEingeninsess1,0im J aes butiss, st » Troch, Bohlspannung auler Toleranz 1 Gestng shbes sl of . .
8.1 telerence Abigenisdzie Stefis(n), Detormierung/en dder Glassoiize(n an vorderen Teil (Hugey G40 1 043 "~"
Cipped placalsh, delormiiyfes) or glass spita(s) e iy (baty 48 Cherfidshe, Kontur unehen ¢ Surcs, Shape
LINEGRn . . i
B2l Busiformts Behalinisss / Dotormes conisingrs Kratzer (Breie 20,2, Linge » S0mm} / Seraones 250 3(12) N
13 gacth 0, 2mmend tongit 2 267 E3 B Fallen, Kerben, Kratzer, Forrmgtat / Scids, notess, seratches, fish ™
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(1) Shigdof varishren; skip-baich Procees

Higrmit besidligen wir, dass die Cualitat des oben bezslehnaten Produlies nack den glifigen Seufomen {"Sterilieae entsprechend 180 11135 bow,
1137 In der jeweilen akiuslien Ausgabel gemag Epsrifikation {Ausfitinmgsvorsehif, '
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