Docusign Envelope ID: 6D3BBF6E-AEF 1-448B-BB90-E26EC358B638

_tl PA N A X I A Panaxia Pharmaceutical Malta (Operations) Ltd.
HHFOO01A Hal Far, B'Buga BBG 3000, Malta
Pharmaceutical Industries
Document title PRT no. Document type | Document No. | Version
Release COA for Standardized Cannabis Extract
THC 5.21%m/m (Germany) - Naxiva Panaxol-THC 50 mg/ml, FG-000002-MT COA F-COA-010-DE 01
30 mi
Effective date: 21/05/2024 Page 1 of 3
Batch Details
Batch number -Bulk oil 24/169-MT Manufacturing date  |27,08/2024
Batch number - Finish product |24/228-wt Expiry date 07/2026
Test Test Method Specifications Result
Identification
S SOP QC-179-MT Zonal pattern of test solution conforms to i
TLC identification DAB £ the zonal pattern of the reference solution |Complies
Organoleptic properties
SOP QC-136-MT .
X : . Homogenous greenish or yellow to brown
Appearance Visual inspection liqui LS . )
DAB £ iquid, no significant precipitate observed |complies
Heavy metals'?
Cadmium <1.0 < 0.05 ppm
SOP 77405 = 7ppm PP
Lead ICP-MS <5.0 ppm < 0.1 ppm
Ph. Eur. 2.4.27 ¢
Mercury <0.1 ppm < 0.05 ppm
Physico-chemicals
Relative density SOP-183-MT "
Ph. Eur. 2.2.5° Indicative 0.95
SOP-175-MT
Water content Karl Fisher <0.5% .
Ph. Eur. 2.5.12 0 < 0.2%
Toxins- Mycotoxins
Aflatoxin B1 SOP QC-131-MT <2 ug/Kg ND
Total Aflatoxins HPLC . <4 yo/K
(Bl, BZ, Gl, GZ) Ph. Eur. 2.8.18 >4 Ug/Kg ND
SOP QC-322-MT
Ochratoxin A HPLC <377 ng/Kg
Ph. Eur. 2.8.22 ¢ ubL
Microbiological Quality*
TAMC MW024-01 < 10* CFU/mL < 10 cFu/ml
TYMC Complies to Ph. Eur. 2.6.12 ° <102 CFU/mL < 10 CFU/m1
Bile-tolerant gram- MW024-01 5
negative bacteria < 10°CFU/mL < 10 CFu/ml
i &
E.Coli Complies to Ph. Eur 2.6.31 Absent in 1 mL Absent in 1 m
Salmonella Absent in 25 mL Absent in 25 ml
Residual solvent
QC-140-MT
Ethanol GC-HS-FID <5000 ppm NA®
Assay - Cannabinoids concentration (Y%ow/w)
CBN <2.5% m/m 0.1%
<0.31% m/m
CBD chfé'g'wr (< 6% from A9-THC label claim) URL
4.95% - 5.47% m/m 9
A9-THC (95-105 % from label claim) 5.18%
AUTHORIZATION QA Authorized Stamp
ISSUED BY: QC APPROVED BY: QA APPROVED BY: RA APPROVED BY:
INITIALS AND DATE: | INITIALS AND DATE: | INITIALS AND DATE: | INITIALS AND DATE:
/@;May 21, 2024 4/)3;0LMay 21, 2024| g 2 May 21, 2024 [l aiMay 21, 2024




Docusign Envelope ID: 6D3BBF6E-AEF 1-448B-BB90-E26EC358B638

TIPANAXIA

Pharmaceutical Industries

Panaxia Pharmaceutical Malta (Operations) Ltd.
HHFOO01A Hal Far, B'Buga BBG 3000, Malta

Document title

PRT no. Document type | Document No. | Version
Release COA for Standardized Cannabis Extract
THC 5.21%m/m (Germany) - Naxiva Panaxol-THC 50 mg/ml, FG-000002-MT COA F-COA-010-DE 01
30 mi
Effective date: 21/05/2024 Page 2 of 3
Batch Details
Batch number -Bulk oil 24/169-MT Manufacturing date  [27,/08/2024
Batch number - Finish product |24/228-mT Expiry date 07/2026
Vitamin E QC-149-MT >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 )
Ph. Eur.2.8.13° Complies

Aflatoxins ND - Not Detected. The results of Aflatoxins that are not detected are reported as ND.

Ochratoxins UDL — Under detection limit. The result of Ochratoxin A that is less than 0.5pg/kg is reported UDL.
Ochratoxins UQL — Under quantification limit. The result of Ochratoxin A that is less than 2.5pg/kg is reported UQL.
Residual Solvents UDL — Under detection limit. The result of Ethanol that is less than 170ppm is reported UDL.
Residual Solvents UQL — Under quantification limit. The result of Ethanol that is less than 500ppm is reported UQL.

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

“ 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 is performed both results are reported from the Inflorescence

COA.

Consecutive
batch

Pesticides and Heavy metals testing required on Finished product:
number:

[ Yes; K No, results reported from Inflorescence COA/s. Batch no./s used during manufacturing:

02 24/080-MT

*Residual solvents skip lot testing as per approved ASID001/2019 (20th variation)

PASS [1 FAIL

Approved by: Date:
PP y Shani Bonan

Signature:

October 31, 2024

Panaxia’s Specifications and requirement, hence this batch is: X Approved/ [ Rejected.

Following the review of the manufacturer’s COA and in-house testing, the batch concerned is considered meeting/not meeting

QC Reviewed by: Signature: Date:
Chris Desira P ;ﬁ(\_ ‘ october 31, 2024
AUTHORIZATION QA Authorized Stamp
ISSUED BY: QC APPROVED BY: QA APPROVED BY: RA APPROVED BY:

INITIALS AND DATE:

INITIALS AND DATE:

INITIALS AND DATE:

INITIALS AND DATE:

%/4 mMay 21, 2024

4{5}0LMay 21, 2024

Chois DMAY 21, 2024

W0 iimMay 21, 2024




Docusign Envelope ID: 6D3BBF6E-AEF 1-448B-BB90-E26EC358B638

TIPANAXIA

Pharmaceutical Industries

Panaxia Pharmaceutical Malta (Operations) Ltd.

HHFOO01A Hal Far, B'Buga BBG 3000, Malta

Document title PRT no. Document type | Document No. | Version
Release COA for Standardized Cannabis Extract
THC 5.21%m/m (Germany) - Naxiva Panaxol-THC 50 mg/ml, FG-000002-MT COA F-COA-010-DE 01
30 mi
Effective date: 21/05/2024 Page 3 of 3
Batch Details
Batch number -Bulk oil 24/169-MT Manufacturing date | 27,/08/2024
Batch number - Finish product |24/228-mT Expiry date 07/2026

REVISION HISTORY

INITIALS AND DATE:

INITIALS AND DATE:

INITIALS AND DATE:

INITIALS AND DATE:

%/4 mMay 21, 2024

4//W/May 21, 2024

Chois DMAY 21, 2024

W0 iimMay 21, 2024

Date Name of | Version no | Details of correction (including Chapter No) Reason of correction
corrector
12.03.2024 Shani 01 New Document CCF-MT-2024-23
Bonan
AUTHORIZATION QA Authorized Stamp
ISSUED BY: QC APPROVED BY: QA APPROVED BY: RA APPROVED BY:




Panaxia Pharmaceutical Malta (Operations) Lid.
HHFOO1A Hal Far, B'Buga BBG 3000, Malta

— Document (e ... PRT Number | Documenttype | | Document No. | Version
COA for imb Oral Dosage Syringe {Origin} | PK-000224-M7T COA F-SPC-113-281-MT 0z
Effective date: 12/06/2024 Page 10f2

Product Code Manufacturer/Supplier Jtem

BRV240313/0S1W3-W Bharat Rubber/Origin

ImL Oral Dosage Syringe

Manuf., Batch No:

Panaxia Batch No:

Manuf. Expiry Date: or{os{2e

By 203)3 24 { 1pY-s7 SHrstrrrt QU
7T T
. W
1.0 Specifications:
Test | Test Method* Barrel Plunger
Specifications and Descripfion: Speciﬁ_cations: Resulls @rerage) Specifications: Results
) {faverage)
. - PP Purell _ HDPE Purell
Material Supplier COA RP375R CGMF/& ) ACP 6541A (omp lies
Natural hi
Color Supplier COA (Markings in C'o { el White (5m F [,‘U;
black ink) mp (PL00075542)
Length (L) Measure using Calibrated Ruler | 85.5 - 87.5mm 86\ - 91.5-93.5mm q3-3°
. Measure using Calibrated . .
External Diameter {D) Caliper 6.5+0.3mm 6 F 4.85mm=0.2mm 4.8t
| - e
prad S
’

e
i b
Eguipment/Instrument used: Eguipment/Instrument ID:
Calibrated Ruler CAL-O1-mT T
Calibrated Caliper RUL-OL-mT
AUTHORIZATION
ISSLED BY: QC APPROVED BY: A APPROVED BY:
INITIALS-AND DATE: INITIALS AND-BATE: INITIALS AND DATE:
e TP b ;Z;"Wf £,
S AR e coloduiy | 2T 1 cifr:




Panaxia Pharmaceutical Malia {Operations) Lid.
HHFQD1A Hal Far, B'Buga BBG 3000, Malia

Document title

PRT Number

Document No.

Version

COA for tml Oral Dosage Syringe (Origin)

PK-000224-MT

CoA

F-8PC-113-291-MT

g2

Effective date: 12/06/2024

Page 2 of 2

1 ob- 0 43- S % Jo 669 =
2 sb o 9%-9 4. 54 b-bTF N
3 §6°S [ 43S t- 38 (63 " N
4 86:0 | 930 48] 664 ~ o N TE
5 Sayr €l Wﬁ‘@y bowre] flainger p _/_L/-
6 1
7
8 LA W qa it T074
9 NV Y LI
10
Average 86-1 | 93-3 481 | 6-66:61%
2.0 Packaging and Labeling
2.1 Each box must be labeled, by the manufacturer, with at least the following information:
2.1.1 Supplier name and address
2.1.2 Supplier [ot number {(=order number)
2.1.3 Quantity
2.14 Supplier article number and description
215 For products marked with CE 0120:
2.1.5.1 Shelf life
2152 The CE 0120 mark
2.153 Symbol with storage instructions
2.2 Expiry date: 3 years from manufacturing date {Specified on material COA)
3.0  Storage conditions:
3.1  Storein acool dry location.
JPASS [T FAIL
Analysed by: Signature: . Date:
Y Qenise \etla 12 JUn 2024

&

Following the review of the manufacturer’s COC and in-house testing, the batch concerned is considered meeting/not meeting
Ponaxia’s Specifications and requirement, hence this baich iswE]/ Approved/ [ Rejected,

t H et !L
QC approved by: Jelena MarkOVIv T giepature: /}/ Date: 4L JUR R
REVISION HISTORY
Date Mame of corrector | Version no | Details of correction {ineluding Reason of correction
Chapter No)
20/05/2(24 Chris Desira 0t New Document CCF-MT2023-46
12/36/2024 Maria Agius 02 1. Updated product code and 1. Manufacturer COA does not include
manufacturer/Supplier section to reference to supplier's preduct code.
include reference to both 2. Changes due to co~qualified grades of
manufacturer’s and supplier’s code raw materials as communicated with
2. Updated colour of barre] and plunger Supplier.
to align with manufacturer’s COA
AUTHOREZATION e CE L e e s
N AR e T T I
ISSUED BY: QC APPROVED BY: QA APPROVED BY: @‘ﬁ% “ éﬁj.-g _ f““*?x}%‘?f Pobnis
INITIALS AND DATE: INITIALS AND DATE: INITIALS AND DATE: B COPRy
. fus mEe o { /’? ., p‘f;;’{; V;; £ f ‘ %
4 R T - S . . N A Y _
ELoCU Al . = Lutsdbm % ié f—é £ i ¢ NP . 12 'j({S

pif
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SGD 8.A.

Simplified joint stock company with capitat of 44 851 866 Euros -
Nanterre Trade and Companies Register N°B552 012 585 - VAT I/D :
FR 29 552 012 585

Head Office and Sales Departements : Tour CB16 - 17 place des
Refleis - D2097 Paris La Défense Cédex - France. Phone:+33(0)1 40
90 36 00 - Fax:+33{0)1 40 90 36 01

Postal address : Tour CB 16 - 17 place des Reflets - C5 30300 -
92097 Paris La Défense Cédex - France

T CERTIFICATE OF QUALITY

The 23.05.2023
Customer PANAXIA PHARMACEUTICAL INDUSTRIES / 38371

71201 LOD 1L
Delivery adress PANAXIA PHARMACEUTICAL INDUSTRIES / 38371001

LOD IL

Customer's order PO23000121 from 25.04.2023
Customer's product code CM-2043
Delivery 81521342 Quantity Delivered 9.702 PCE
SGD Product Code 02543 07 020 TROPFFL. 30 ML
SGD Drawing N 69676| Treatment None type 3 AMBER GLASS
Run Number N 231206 Manufacturing Date  03.04.2023 to 11.04.2023
Quantity per Pallet 9.702 Production Site SUCY EN BRIE France

We, SGD S.A., hereby certify that the above referred bottles have been tested and are in conformity with :

THE SPECIFICATIONS IN FORCE

TO THE CURRENT [SO 15378 VERSION

THE HYDROLYTIC RESISTANCE

- To the requirements of the European Pharmacopoeia in force
- To the requirements of the USP in force
- Hydrolytic Resistance iesting - Grain - is done at teast once per year.

ARSENIC

- To the requirements of the Europzan 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 Pharmacoposia in force
- To the requirements of the USP in force
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PHARMA

8GD S.A.

Simplified joint stock company with capiial of 44 081 866 Euros -
Manterre Trade and Companies Register N°B552 012 585 - VAT D :
FR 29 552 012 585

Head Office and Sales Departements : Tour CB16 - 17 place des
Reflets - 92097 Paris La Défense Cédex - France. Phone:+33(0)1 40
90 36 00 - Fax:+33(0)1 40 90 36 01

Postal address : Tour CB 16 - 17 place des Reflets - C3 30300 -
92897 Paris La Défense Cédex - France

~ CERTIFICATE OF

JALTY

The 23.05.2023
Cusiomer

Delivery adress

PANAXIA PHARMACEUTICAL INDUSTRIES / 39371

71201

LOD 1L
PANAXIA PHARMACEUTICAL INDUSTRIES / 39371001

LOD iL

Customer's order PQ23000121 from 25.04.2023

Customer's product code ChM-2048

Delivery 81521342 Quantity Delivered 9.702 PCE

SGD Product Code 02543 07 020 TROPFFL. 30 ML

SGD Drawing N 68676l Treatment Nene type 3 AMBER GLASS

Run Number N 231206 Manufacturing Date  03.04.2023 te 11.04.2023

Quantity per Pallet 8.702 Production Site SUCY EN BRIE France

Glass quality
Unit Specifications Rasults
Min Max Min Max Ave 8-D
ARSENIC pom 0,100 0,050 0,050 ¢, 050 0,000
Hydro-resist-powder/lg ml 0, 850 0,590 0,590 0,590 0,000
Hydrolytic resistance (HC1) ml 6,100 4,640 4,840 4,790 0,150
spectral transmission & 10,000 1,630 1,630 1,630 0,000
Apnealing 18,000 Conformns
Glass measurements
Unit specifications Rasults
Min Max Min Max Ave S-D

Bedy diameter M 31,200 32,800 32,120 32,270 32,206 0,034
Mini Internmal bore ] 9,300 10,930 11,820 11,483 0,186
Minor thread diameter mm 15,680 15,980 15,760 15,870 15,815 0,026
Neck finish height 2 mm 10,800 11,200 10,870 11,080 10,999 0,032
Maxi External neck il 18,000 17,710 17,960 17,830 0,035
COpening diameter R 10,430 10,750 10,570 10,740 10, 6660 0,048
Body diameter Juaity 31,900 32,800
Total height mm 78,500 80,100 78,250 79,850 19, £75 9,108
Neck finish dismeter e 17,700 18,000 17,710 17,810 17,745 0,026
Bead diameter TBIL 14,800 20,200 16,900 20,670 20,002 0,039
Heck finish height MR 13,200 13,900 13,536 13,700 13,610 0,040C
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PHARMA |

SGD S.A.

Simplified joint stock company with capital of 44 081 866 Euros -

Nanterre Trade and Companies Register N*B552 012 585 - VAT /D :
FR 29 552 012 585
Head Office and Sales Departements : Tour CB16 - 17 place des

Reflets - 82097 Paris La Défense Cédex - France. Phone:+33(0)1 40
90 36 00 - Fax:+33{0)t 40 90 36 {1
Postal address : Tour CB 16 - 17 place des Reflets - C5 30300 -

92097 Paris La Défense Cédex - France

The 23.05.2023

Customer PANAXIA PHARMACEUTICAL INDUSTRIES / 39371
71201 LOD It
Delivery adress PANAXIA PHARMACEUTICAL INDUSTRIES / 38371001
LOD IL
Customer's order POz3000121 from 25.04.2023
Customer's product code CM-2048
Delivery 81521342 Quantity Delivered 9.702 PCE
SGD Product Code 02543 07 020 TROPFFL. 30 ML
SGD Drawing N 696761 Treatment None type 3 AMBER GLASS
Run Number N 231206 Manufacturing Date  03.04.2023 to 11.04.2023
Quantity per Pallet 9.702 Production Site SUCY EN BRIE France
Glass characteristics
Unit Specifications Results
Min Max’ Min Max Ave S-D
Height g 40,600 42,000 43,208 0,331
Capacity mi 34, 300 36,700 34,900 35,900 35,420 0,223
Vertical load kg/cmp 200,000 400, 0600 400, 0D 400,000 0,000
Thermal shock 42,000 Coniorms

Quality Manager

Eaurent MHLLET

LI

.

A

Iy
43
!

A







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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