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Certificate of Conformance

Authorisation of Batch Release for sale in the EU

Product name, dose, dosage Naxiva Panaxol THC 25mg/ml CBD 25mg/ml
form and pack size:

Client: Neuraxpharm Arzneimittel GmbH
Market: Germany
Batch number: 26001-01
Panaxia batch number FP26001-01DE
Quantity 1447 KITS
Manufacturing Date: 10/03/2026
Expiry date: 03/2028
Active Ingredient Concentration: THC 2.6% (w/w) (25mg/ml)
CBD 2.6% (w/w) (25mg/ml)
Plant strain/s: Tchlet, Zohar

Deviations noted during manufacture:

[¥] No Critical deviations

[ Critical deviations were reported and properly investigated and closed

The following document are attached-
e  Finished Product CoA
e Herbal substance CoA
© Herbal substance batch Number: 25/108-MT Herbal substance Strain: Tchlet
o Herbal substance batch Number: 25/109-MT Herbal substance Strain: Zohar
e Package COA
o 10ml amber glass bottles - batch number: 23/337-MT, 060426GL
o 10ml amber glass bottles cap- batch number: 24/006-INS, 060426GL
o 1mlsterile graduated syringe for patient dosing: batch number: 26/019-MT

o syringe cap- batch number: 24/251-MT

Panaxia Pharmaceutical Malta (Operations) LTD,
HHFOO01A, Hal Far Industrial Estate, Birzebbuga, BBG3000, Malta
Company Reg. No: C91890 Contact Number: +356 27781570



BPANAXIA

o 30ml amber glass bottles - batch number: 25/090-MT

o 30ml amber glass bottles cap- batch number: 23/142-MT

I hereby certify that all the manufacturing stages of this batch have been carried out in full compliance
with EU GMP and the technical agreement current version. The herbal substance used for the production
of the batch had not been irradiated during the growing of the product process. The batch is released for
sale by the undersigned Qualified Person in accordance with EC directive 2001/83.

Qualified Person: ﬁhplﬂ (F,ép),t?j‘- /{BR-O{ 2006

Signature & Date Name

Panaxia Pharmaceutical Malta (Operations) LTD,
HHFOO1A, Hal Far Industrial Estate, Birzebbuga, BBG3000, Malta
Company Reg. No: C91890 Contact Number: +356 27781570



Docusign Envelope ID: B2BFA1FA-A8A9-4A32-BAB7-ESEBFAAGOFF7

BIPANAXIA COA - THC25/CBD25
PR e (THC2.6%/CBD2.6%) DE

Document Number: SPC-0001227
Document Version: 5.0
Effective Date: 07-Apr-2026

Product Name: NAXIVA-PANAXOL THC 25mg/mL CBD 25mg/mL
Reference Specification Legacy Number: F-COA-008-DE

Batch Details
Batch number -Bulk oil FN 26001-01 Manufacturing date  {10/03/2026
Batch number - Finish product | 5500101 Expiry date
03/2028
MT- Batch number EP 26001-01 DE
Test Test Method Specifications Result
Identification

TLC identification

SOP QC-179-MT/ VA1112
DAB *

Zonal pattern of test solution conforms to
the zonal pattern of the reference solution

Complies

Organoleptic properties

Appearance

SOP QC-136-MT
Visual inspection

Homogenous greenish or yellow to brown
liquid, no significant precipitate observed | Complies

negative bacteria

DAB *
Heavy metals'?>
Cadmi <1.0 <0.05 m
A SOP 77405 = PP 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 / VA1044 N

Ph. Eur. 2.2.5° Indicative 0.92

SOP-175-MT/ VA25322

Water content Karl Fisher <0.5% <0.2%

Ph. Eur. 2.5.12°
Toxins- Mycotoxins
Aflatoxin B1 <2 ng/Kg <LOQ

SOP QC-131-MT/ VA45110

Total Aflatoxins Ph. Eur. 2.8.18° <
(B1, B2, G1, G2) s4ug/ke LOQ
Microbiological Quality'
TAMC MW024-01/ VA52090, < 10* CFU/mL < 100 CFU/mI
TYMC Complies to Ph. Eur. 2.6.12° <102 CFU/mL < 10 CFU/mI
Bile-tolerant gram- MW024-01/ V452090, <102CFU/mL <10 CFU/mI

(95-105 % fram lahel claim)

E.Coli Complies to Ph. Eur 2.6.31° Absent in 1mL Absentin 1 ml
Salmonella Absent in 25 mL Absent in 25 ml
Residual solvent’
Ethanol Qc'lg’éﬁz_;’gm 01 <5000 ppm NA
Assay - Cannabinoids concentration (%w/w)
CBN <2.5% m/m 0.0%
2.47% - 2.73% m/m )
CBD QC-181 _gVIT (95-105 % from label claim) 2.55%
AOTHC DAB 2.47% - 2.73% m/m 2 53%
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Docusign Envelope ID: B2BFA1FA-A8A9-4A32-BAB7-ESEBFAAGOFF7

COA - THC25/CBD25
(THC2.6%/CBD2.6%) DE

SIPANAXIA

Document Number: SPC-0001227
Document Version: 5.0
Effective Date: 07-Apr-2026

Product Name: NAXIVA-PANAXOL THC 25mg/mL CBD 25mg/mL
Reference Specification Legacy Number: F-COA-008-DE

Batch Details
Batch number -Bulk oil FN 26001-01 Manufacturing date | 10/03/2026
Batch number - Finish product 26001-01 Expiry date
MT- Batch number EP26001-01DE 03/2028
Vitamin E QC-149-MT / VA14060 > 0.4% m/m 0.5%

Pesticide Residue '

SOP 15005, 15010
LC-MS/MS, GC-MS/MS,
Headspace-GC/MS
Ph. Eur.2.8.13°

Complies with the limits indicated in Ph.

Pesticides Eur.2.8.13

Complies

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

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 CBN that are less than 0.05% from the label amount of THC and CBD are reported URL (0.001% 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 is performed both results are reported from the Inflorescence COA.
3.Residual Solvent — To be performed every 20™ batch.

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

1 O Yes; X No, results reported from Inflorescence COA/s. Batch no./s used during manufacturing:
25/108-MT, 25/109-MT

X PASS [ FAIL

QC Reviewed by: Signature: Date:

Jennifer Riano Ortiz

Jemnifer Riama Ontiy April 13, 2026

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: X Approved/ [] Rejected.

Approved by: Signature: Date:
Shani Bonan %; April 13, 2026
REVISION HISTORY

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

04.12.2024 Shani 02 1. Included Residual Solvent skip-lot testing 1. CC-0000016
Bonan 2. Adding the method's number of QSI CC-0000022

11/02/2025 Shani 03 1. Remove Ochratoxin test 1. CC-0000033
Bonan

17/06/2025 Shani 04 1. Updated Format of COA 1. CAPA-0000028
Bonan

06/04/2026 Shani 05 1. Add abox for Malta batch number 1. CC-0000084
Bonan
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Docusign Envelope ID: B2BFA1FA-A8A9-4A32-BAB7-ESEBFAAGOFF7

o . Document Version: 5.0
(THC2.6%/CBD2.6%) DE Effective Date: 07-Apr-2026

the manifestation of the electronic signatures.

Thisis arepresentation of an electronic record that was signed electronically and this page is

Signatory Table

Action Name User Name Title Signature Date

Send for Review (Written By) Shani Bonan QC Manager 06-Apr-2026 14:18
Review Ivan Vidmar Senior QA Specialist 06-Apr-2026 15:02

Send for Approval Ivan Vidmar Senior QA Specialist 06-Apr-2026 15:02
Approve Ivan Vidmar Senior QA Specialist 06-Apr-2026 15:02

Approve Shani Bonan QC Manager 06-Apr-2026 15:04

Approve Irene Zanetti Qualified Person 06-Apr-2026 18:26

QA Approval Ivan Vidmar Senior QA Specialist 07-Apr-2026 09:15

* Dates are displayed according to the system time zone: (GMT+02:00) Central European Summer Time (Europe/Malta)
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Docusign Envelope ID: 5F4F7979-ECC0-86C2-80D6-90CBE6C9B128 atral Eur
Kelease LUA Tor stanaardize

Extract (CBD 2.60%m/m THC

;}PANAXIA

Cannabis

" Document Number: SPC-0000868
Document Version: 3.0
Effective Date: 18-Feb-2025

- 2.60%m/m): ; S

Reference Speciﬂucration Legacy number: F-SPC-008-MT

Panaxia Malta ?atch Ne
IO -6 e

PRT Number:

Expiry Date:

5 e .| WP ooco A 6-NT U3 - 209¢,
T 16004 -0L
1. Specifications: |
Test Test Method Specifications Result !
Identification 2 b

TLC identification

.SOP QC-179-MT/ VA1112

5| Zonal pattern of test solution conforms to the

zonal pattern of the reference solution

C@mp\\e’;

DAB*

liquid, no significant precipitate observed

sowe? DAB*
Orgﬁr;aleplic properties
'SOP QC-136-MT : : ]
Svi Vsl nspection Homogenous greenish or yellow to brown C/@MQ\ S

Physico-chemicals

SOP-183-MT / VA1044

GC-HS-FID

<5000 ppm

Relative density Fidicative 0.4 /\Q;
Ph. BEur. 2.2.5° =
SOP-175-MT/ VA25322
Water content Karl Fisher <0.5% CA i 0 by .
Ph. Eur. 2.5.12°
Heavy metals'? i 7
e 12 < 1.0 < 0.05 ppm
Cadmium SOP 77405 < 1.0 ppm pp
Lead 12 ICP-MS <5.0 ppm <0.1 ppm
Ph. Eur. 2.4.27°%
Mercury 12 <0.1 ppm < 0.05 ppm
Toxins- Mycotoxins
Aflatoxin Bl SOP QC-131-MT/ VA45110 <2 ug/Kg I <LOQ
Total Aflatoxins ; ;
(B1, B2, Gl1, G2) Pl Bur. 2.8.18° <4 pg/Kg <LOQ
Microbislogical Quality '
TAMC < 10* CFU/mL <100 CFU/mi
MW024-01/VA52090
Complies to Ph. Eur. 2.6.12°
TYMC < 102 CFU/mL <10 CFU/m
E;lea:ﬁlgr;:c‘tffgn < 102CFU/mL <10 CFU/ml
£ MW024-01/ FA52090
E.Coli Absent in 1 mL Absentin 1 mi
Complies to Ph. Eur 2.6.31°¢
Salmonella | Absent in 25 mL Absent in 25 ml
Residual solvent?
|
Ethanol ‘ QC-140-MT/ VA12301 NA
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Docusign Envelope ID: 5F4F7979-ECC0-86C2-80D6-90CBE6C9B128

18 ‘ s
BPA N A‘ x! A Release COA fgr"‘S'gandardized Cannabis Document Number: SPC-0000868
ke 1 Extract (CBD 2.60%m/m THC Document Version: 3.0
~ 2.60%m/m) Effective Date: 18-Feb-2025
Assay E ¢ )
CBN? <2.5% m/m ' 5 3 SV
2.47% - 2.73% m/m o
CBD QC;jé-MT " {95-105 % from label claim) Q_ ‘;S— l, {
) 2.47% - 2.73% m/m 4
A9-THC (95-105 % from label claim) ‘ Q ‘5%" i
Vitamin E QC-149-MT/ VA14060 ) > 0.4% m/m . 0.-59-
Pesticide Residue!? B . N \
i SOP 15005, 15010 4. R '
. LC-MS/MS, GC-MS/MS, Complies with the limirs indicated in Ph. i
Pesticides Complies
Rtk Headspace-GC/MS Eur.2.8.13
P , Ph Eur281i3°

Afitatoxins UQL- Under quantification limit; LOQ Aflatoxin B1, B2, G1: 0.5 ng'ke; LOQ Aflatoxin G2: 1.0 ng'kg

Residual Selvents UDL — Under detection linit, The result of Ethanol that is less than 170ppm is reported UDL.

Residual Solvents UQL — Under quantification limit. The result of Ethanol that 1s less than 500ppm 15 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 (0.001% 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 is performed both results are reported from the Inflorescence COA.

3.For the France batch the result needs to be glso approved to the limit and tests in Appendix-1

4. Residual solvent - To be performed every 20% Batch.

Consecutive baich no: Pesticides and Heavy metals testing required on Finished product:
1 = Yes; ¢ No. results reported from Inflorescence COA/s. Batch no /s used during manufacturing:
25/108-MT, 25/109-MT

2. Packaging: "
2.1. 30mL of Standardized Extract filled in a 30 mL amber glass pharma grade bottle (PK-000007-MT) with:
2.1.1. O Child Resistant Caps (WP-000037-MT; WP-000043-MT): a screw cap tamper evident and child s{fety
lock (PK-000013-MT).
2.1.2. XI Non-Child Resistant Caps (WP-000016-MT; WP-000034-MT): a screw cap tamper evident (PK- |
000008-MT).

3. Shelf life: 24 months

4. Storage comnditions: Store in a cool, dry place, protected from light and at a temperature not exceeding 25°C.

[@PASS [0 FAIL

alys:;i:rer Q(Qﬁo OYM Signature: ﬁ@ Date: 70 MAR 1026

v
Fi oilmvin'g the review of the mamifucturer's COA and in-house testing, the bateh concerned is considered neeting/not meeting
Panaxia’s Specifications and requirement, hence this baich is: K1 Approved/ [] Rejected.

QC approved by: Signature: Date:

Shani Bonan é April 6, 2026 |
|
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Rany & Geiser GmbH

PZFBL BandVol |  prapsertifikat nach Fehlerbewertungstiste (Editio Cantor Verlag) R@,:V;'pfé; Pent!
kit e;ﬂiﬁfﬁﬂm ed Test Certificate ace. to Defect Evaluation List 98553 Hinternah
Kunde: / customer. Panaxia Pharmaceuticals
At ez e D SaRSY 50 OV /SPRITZEN EINSATZNW1E WITR T
Auﬁ.r.:ﬂr. 21124205 12:'3 gt;ﬁ:;ﬂr.: POZI001728 L—asc;yn;s o1 222447.?5’”: Sig:gsskzuiz;;d: 3
lont.Nr. G615MA  Thraldent-Nr:  CM20747 Charganr: 127870 ki avam (gl
r?-lﬂfr:::ﬁdaMm: Eﬂ You;);?;,am Verfallsdatum: i zé'éz‘f; Ursprungs!,a‘nd: Deutschland Zchn»_Nr.: ) 030068508-04
date of manufaciure: shedf Yo il stanle then slenie(2/2025 Country of onigks: Garmany digving ro.

Angaben zur Lagerung: Es bestehen keins basonderen Asforderangen 3h Tamperstr und Lufeuchiigkel. Jedoch sind hsirige, Gofe Temperaiursehwankungen 2u varmieries

i O vermi ehiiafen.
damil sich kein Kondenswasser biget, Fernar sollte die Sivwitkung von Temperaturen lber 45'C varmiecen werden um Verformungen suszus
o tigh fluctuations in lemperalurz bave lo be avaided, so thal no cendensalian could be cauged.

Storage conditiens; There ate ag spacial requi 15 te lemparsture of numiiity. However,

Eusthermiors, a lemperaltrs above 46°C shauld ba avaidsd, 1 prevant distodlon.

Materialzusammensezung: Binfarbung:

patymer used; cofourng agenis:

1. Einzekeil: AANDTROPFER-SCHRAUBKAPPERSK 50 OVIENWIB W i .

1. component pert.  Purel] ACPBE41A &PEHD) HT-MAB PE 9071 weiss fwhile 2-2,5%

2 Einzelfeil ™ BOSENRLEESPRITZENEINEATINNTE IR

2 component par | Purell 18404 (PELD)

3. Effzéliel HIV

3, comporentpar. ANV #NY

4 Emnzetel HRV

&, component part, #NV ENY .

5, Einzellelk [#]

5, componant parl:
Isuahprobmumfang hach Fehlerbaweriungsiste (Cuanttative Prifuna) Entssheidung: + enlspricht Prafvenmerk: QK
Sanipling ingpection lo defect Evatuation st (quantitalive (tests) Dedsion; + actated insp. Romark:

Fenler-Nr. Fehlel/Einzelmerkmai AQL | maxFahler Entstheidung

AlTA0. Defactindividual charasienstics Defocts Degision

N - Anlieferung; Kennzeichnung, Verpacking / betvery, labelig, packing -
Ola Eshisrmarkmale beziohen sich hlar nicht auf das Packmitte! selbst, sondermn auf Palettan und Packelnheiten {Goblnde}.Fir dis Prifung diessr Fehlermarkmale jst kein
Stichprobsnverahren ar dbar. Dle Vergabe bezilgiich diesur Markmale Ist elna febierfrele Lisfarung. Fehlarklasse 4 bedautet In dlesem Zusammenhang, 4938 das Packminal
fin dor vorilagenden Anlisfartarm aicht einaptzbar Ist, Lis=t sizh die Ware mit geringem Aufwsand thurch Nachbesserung in einen verwendbaryn Zustand bringam, so ist dies
jeurchzuflibren.
T™he defect charactenslics refer not 10 Ihe packaging sralerial ised but fo the pallels sad packaging units (contalners), No randam sampling melhod is applicable for the testing of hese defect
characlenislics, The requkrentent for these defect cherscterislics s & shipment without defecls. In his cantex] Uefect Class 1 means tha! the packaging mafedal is not utfizable in the farm
supplied. IT the goods zan be brought inta a uliizable siata at e expance by means of rwarking thia Is to be pedormed.

04 O Opalette undlodar AuRenverpackung entspricht nicht der Varschrifl, beschadigt,
1 varschmutzt (Packmittelspezifikation) /palle: and/cr outer packaglna doas not meet packagig specification, 0,00 o] +
damaged,sailed
2/3 6 B Fackschama {alsch f Packaging schieme incorrest 2,00 [i] +
1131415 @ 8 @8 Kennzeichnung der Palette / (& B O € Gebinde muss der Vorscheifl entspigchen/ 0.00 3
I.ataling of the Palet / Contalner must comply with the spacificallcn *
67 88O BEnzelverpackung (Steriverpackung) beschidigl, verschmutzt, unvolistingig / individual
pecks (Slesile Packing), damaged, soiled, incemplela 000 0 *
879 8 B isteranlenstichprobe 7 Begleitpaplere, Qualitdisdokumente, Prifzertifiat falsch / fehlen /
Supgliiers rantom sample / Accompanying ¢ s, quality docamants, lest certificatn i 5 6.00 0 *
- u%——'———'-"—ﬁe g PR > L ulieatn 'r":mmﬁ““-.[.-"-."-s’ﬂ'lél
oA I Sy R e Unte s ehiing ¥ infermixing i R -
1 __|88888uniermischung / intermidag [ 000 ] ] I +
L e T SRR v e et s o o JAuISganpematerial/Snang materd o
2 © 0 ©Das Malerial { EP Edition 9.4 - 3,1.3; 3.1.4) (EP Edition 8.5 - 3.1.5; 3.1.6}/ Die
Einfarbung muss der Vorschrift entsprachen / The raslerial 7 The colour sl comply with the spedification 0.00 M *
_ QGrundg‘las, Wassarbes(andigkeit der nnencberfiécheigemil GlasgrieBmethode, Licht-
H2/3/475 |durchiassighelt, Farbe entspricht nicht der Vorschrift / Basa glass Waler resistant of intemal surface 0.00 o *
faceglass grain madhod, Light transaiissten of base glass, Color of base giass doss nal mesl specificalien
10 _ Q;us_ammenhaﬂenrie bzw kigbrige Gummitelle / bber paris sdhedng 1o one anciher cr siicking 040 | 0(3) +
i i T L Songfenl T N Gaukerkalt /. Cleanines. R .
@ SVarunremigung-gelangen ins Fallgul 7 Comaminalion - gots Inlo contents, €8 428 &4 Grenzwane 107
1/516/7  |Parfike} Obsrschritten / Agroed fimits for particies exceedaz g.00 2 +
S B S Fremdeinschilsse-Aussahen stark beeintrachligt, > 1mm® oder Anhaufung @mehrere
11318 fest anhseflende Fremdkbrper, Flecken 2 0,2mm2 / fose Partikel Foreign bodies endosed appesrance 0,10 a1 +
miarkedly impaired, > 1om &7 Brandstellen fachenférmig / Bum-marks >2mm diamatae
or4 G Im Material eingeschinssene Fremdkarmer / Brandstelten punkiformig 0,5- 2mm & / Farelgn
bodes incorpassled in the Material / Scorch dots 0,5 Zmm & 040 0{3) *
1 & 8nicht entfernbare Verunreinigungen inner = 0,3mm- / Non-removable centamination inede = 0,3mm° | 0,40 0(3) +
574 @ Senllembare Verunreinigungen innen = 0,3mer aufien 2 0.5mm2 / Removabla comsmination
inside > 0,3mem®, ouiside » 0 Smm” 1.80 0 *
3/417/91 | Brandstellen 7 Scorcned spots @ @G Fremdainschllsse-Aussehen wenig begintrichlint < Tmm @
1¢ / Fareign bodies enciosed- appaarancs less impaired, < tmm &, Lose Malerialresie / Loose matenal rasiduas 250 3(12) *
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ident.-Nr.  6615MA Ihre Ident.-Nr.: CM-2074 Chargen-Nr.: 127870 Stichprabe: 50 (315)
Article na.: ‘Yaur article no.: Hateh no_ sampling size: guant, (qual)
: - RS Verarbettungsfehiar { Processing Erors )

;::l;“ Y BNicht ausgeformte Gummiteile, Rissa, Risfen, Kerban, Lbcher, Dichtigkeit (Funidion)
beeintrichligt / Incomplataly formed rubber parts teers, grooves, notches, hows, seal and o fanclion impaired
Formgrat, Stanzfehler anhafielente Fellresta / Flask, punsting omors € ©Risse, Spalten, Lisher,
Teile nicht voll ausgespritzt, Flielnant bcht auf / Tesrs, clels, heles, pansincomptately injacled, seam breaks| 0,00 0 +
opan BDurchgehende Rissa 7 wal paneiraling cracks & Kanal verstopit keine Doslerung misglich / ouar
kiocked dossage Impossitis, Im Bereich des Abtropfrandes und der dichtenden Flachen geraut.
Dichtigkeit nicht gegeben / Roughness In the area of it diapping rim and of the coaling areas-seat not possibla

13/41% 1 @Starke Formnahte ¢.lo Riickstinds an dan Ansprilzpunkten  Marked mowd joiats and or sesidees al the
13 injeslion poinls Stark verzagene Taile / Marredly wapettems @ Deformierung / Deformation (3254
Anspriizpunkt entspricht nichi {seitlich max 0.5mm, zentarl max. 8.7mm) f injection peit does not 010 G {1) +
comply (fateral max, 0.5rmim, centerat max. 0,7ram) Ubsrspritzungen, Grormgrale an Dichistellen { Over
injeclicn, Tash i he sealing poinis
8/8/127 [ @ Anrisse / incipient eracks Absplitterangen im Dichtungsbereich 7 Cripzing In acea of sew Blasen,
18/18 | Einschiosse=1,0mm / Gas bubbles, inclusions > 1ram, Khispannung aulter Toleranz ¢ Coskng strass aut of
08.1 teieeance Abgeplatzte Stelie(n), Deformierunglen oder Glasspitze(n) am vorderen Tall (Kugslys 040 03 +
Cipned place(s), deformily(ies) ar glass spikels) on Up (bal} € Oberitiche, Kontur uneben / Suface, Shape
UnEvan
Bveriormie Behiltnisse / Deformed contaners Krakzer {Breite 20,2mm, Lange > 20mm) / Sermlenes
{widih 2 0,2mmand length = 20mm & Fallen, Kerben, Kralzer, Formgral / Foigs, noiches. scratehes, Rash
T A S T AmessUngent Gravir: Druek 7 Dimensions: Ergraved text; Pntg
1 SBicanal @ a.T. § Duct diamater out of tefarance, Dosisrung/Tropfgeschwingigkeit muss der Vorschrt
{Prafvorschrifl nach Versinbarung) entsprechen / Gasageriropping speed must comply with the Spacification
{lesting procadure secrding or agreement, Vierbindungsstege abgerissen- anzahimafig mehr als die
Hailfte der Stege s CGonnecting strip tom off-numericaly mora than half of the studs, €6 & Dichtigkeil / test for
12/316 | @ Scheibel @, Tropfloch &, Biegung auBerhalb der Tolaranz { Dizmeter of annular flange, dsopper hals,
bend oul of ihe talerance & sonstige Male, Winkel, Radien aufier Toleranz / Other dimensions, angles, radi
wut of 1olerance € Abmessungen a.7. / Dimensions cut of toerance Oweitare Male auBler Tolgranz /
o | Owmer @ ions out of toierance, Qifginalitats-Sicherungsring fahit s Temper-nroaf frg missing
12 B9 Gravur fehit, falsch uJfo. unvollstindig. / Engreved text missing, incarrect andior incomplete, Druck,
Priigung fehlt, falsch ufo urwollstandig / Ovemrining embossed text missing, Incormeet andlor incomplate 0.00 o
Gewinde fehlt oder ist nur mangethaR ausgebiidet / Thread missing or only hadequately fomad '
BDruckfarbe falsch f Peining color incomoct, Druckbild fahle, falsch/ Feinziing image missing cr incorrect
11617 @ Gravur fir Dosierung unvollstéindig - Doslerung nichi maglich / Engraved metks for dosage incompiete |
Dosage ot poasible, Abmessungen enteprechen nicht ) Bimensions de not comply, Text fahil, falsch oder
nichl lesbar / sext absent, incorest ar Hogivte, Dosierung a.T. 7 Dosage aul of lalerancs, 48 &} Farbe,
Prdgefolie-Haltung nicht ausreichend / Colour, smbessed fm-not resigiant io abrasion
4 G Druckfarbe haftet nicht / Printing doos notadhens 0,40 04{3) +
G ol el s n T T R ontage s Mounting i . :
1315 @Kindergesicharter Verschluss-Funktion richl gewshrigisiet / Chidprool closure-funclicn not easurad, .00 o .
AuBenteil gerissen  Exemal part lom *
1214151 1@ @@ Einzelteil fehlt / mividus) pans missing, Tefle durch Montage beschédigt / Parts demaged vy
SITIT8 L nouning, Teile falsch montiert / Pars incarect mourted, B Pipette 2u fief in Sauger eingesetzt/ mpere | 0,10 o -
set 163 deap Into the teat, Tropfeinsdatz durch Montage beschidigl / Dropper Insert damaged by mounting
* falls zutrefond die dazugehiirige Fahlarbewartingsifste * ¥ zpplicable the relevart Detec] Evalualion Ligt {1) Skip-La! verfatrer; skip-baich Procass

Biunsistoff-Stopten, Trockenkapseln und Aufsteckkappan / Piastic Sloppers, Dasiceators and Caps SBahalinisse aus Réhranglas / Containers Made of Tuburar

Glass € Gummiteile / Rebber Pars @Spritzqusstelle aus Kunststof: Verschilisse; Dichieinlagen und Desierhilian (Tropfer 216 ¢ njecton-mouidea Parts Mado of
Fiastic: Clesures @ Applikatoren und Messeinrichiungen aus Kunststoff/ Agpilators and Measuring Devices Made cf Plastic

1812/

13 2,50 3{12) +

0,00 0 T

0,10 o) +

010 {1}y +

Hiermit bestatigen wir, dass die Qualitat des oben bezeichneten Produkies nach den aditigen Profnormen {"Stedlitd! entsprechend iSO 11135 baw,
11137 in der jewelligen skivellen Ausgabe) geman Spezifikation (Ausitihrungsvorschrift, technischer Zeichnung) sowle der jeweils galtigen
Fehlerbewertungsliste hergestellt, verpackt, *sterlisiant und geprit wurdan und die dabel zuldssigen Grenzwerte nicht fberschritten wurden, Sowait fiir!
das obige Prodikt sbwaichende Verssinbarungen zwischen Hersteller bew. Lisferant und Verwender (Hunden) bestehen, werden disse zugrunde
gelegt, wWa feraby confieny thal the qually of the poducts descrbed above has baon produced, packed, ‘stedlized, mspecled ang lestst in gecordanca with the valid inspection and testing
standards (*Slerllly conformlng 180 11155 or 11437 In its current version)according to tho specification (dacumentet procadure, technical draving) and the Defect Evaivation Lis! an did not

exceed the permissiie fimils. Where alemative sggreement for the shova Pproduct exist batween the costumer ana The manulactirer andlar supplize, tha relevant vaiuas have been based on
ese.

“fafls zutreffend /i applicable

Verainbarte Anikelspezifikationen beinhaiten die Unbedenlichiail dar Materialien nach Verordnung (EL) Nr. 1072014, 1935/2004, RLS4B2/EG,
1807/2005, 12232009 deren  Hersiellung nach2023/2006 und deren atduslien Etgénzungen. Gleichzeiliy wird die Konformitdt nach 1SO
134B5(aktuelie Ausgabe) und RL S3M2EWG {Verordnung 2017/745) bestatigt

Agreed anicie Spacficalions Includes the complisnce of the wilth Silregulations 10/201WEL, 1635/2004/EC, guidsing BHEED, TO0TIRODGEC, 122312009/E0, whose
menufaciuring based on 2023/2006/EC and the current amendments, At ihe sarme Time, conformity with IS0 13485 {cumant edion) and BL 53/42 / EEC {Regulation 2017/745) 1s confirmad.

Fir Folgeschiden beim Kunden (unerwsariate Unterbrechung an AbfUllaniags, Profaviwand, Ruckouf usw.), wird keina Hafliing cbermommen solange
die Vorgaben gemdl Fehlerbewertungsliste eingehatten sind. Far secundary falwres by the coslimer {saconcery (aii-res baiting piant, atsitonat tosls, praguct recall eg.)
essume o kablity 23 1ng a3 the slandanrd in zccord with Defect Evalualion Ust are adhered to,

Varstehende Angaben antbinden richt von der Durchitthrurg einer Wareneingangskontrolie A
The above particulars do not refoase the customer frem the of obligalion to cary out an inspection of goods mceived,

Datem:  21.02.2022 Feeigabe: alyes .
Date; relpase; R

FB 913-05-02-11 FBL-Zertifikat Seite 2von 2 i Paged'ofZ - - 01421 Rev: 04







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






TIPANAXIA

Panaxia Pharmaceutical Malta (Operations) Ltd.
HHFO01A Hal Far, B'Buga BBG 3000, Malta

TS

) _’_ RL[‘FK & Geiser Gmbl|

Prnarmacentreal lngustone
Document title PRT Number Document type Document No, Version
COA for Cap with tamper-evident closure | PK-000013-MT CoA F-SPC-113-33-MT 04
and child safety lock
Effective date: 24/08/2022 Page 3 of 4
Article number l Manufacturer Item

Cap with tamper evident closure and ehild salety Tock Tor 153ml. class hottle

Article number

Supplier

Item

40033

Zscheile & Klinger

Cap with tamper evident closure and child safety lock for 15ml. glass bottle

Manuf. Batch No:

H2400 ( - 222.044L |

Panaxia Batch No:

LY Joot - (m3

Manuf. Expiry Date:

23/e3 Ff =3

..... :

1.0 Specifications:

Test Test Method* Specifications Results (average)
Specifications and Description: O
Component 1: Polymer | Supplier COA Purell ACP6541A (PEHD) NS
Child-ocked  T'Coloring REMAFIN-EP-WEISS PL00075542-7T
tHGIIRE agents (Treffert HT-MAB-SE 9050) vn ]
Component 2: | Polymer | Supplier COA Purel ] ACP6541A (PEHD)

Child-locked Coloring REMAFIN-EP-WEISS PL00075542-77T

one piece (Treffert HT-MAB-SE 9050) Wi

Component 3: Supplier COA

Dosing and syringe Polymer Purell 1840H (PELD) (o)

Length Measure Length |
(L) using 243 — 253 mm L i
Calibrated Ruler i

External Diameter Measure Diameter
(D) using a 24 mm 2‘-{ M
Calibrated Caliper

] ; | L, p— "
1ol sl frack foapra i ol

Equipment/Instrument used:

Equipment/Instrument 1D:

Calibrated Caliper

r'fcsu- v

CRF 83 RevO1

Calibrated Ruler

GQriv i

Date Issued:07/12/2023




P - ’ Panaxia Pharmaceutical Mal erations) Ltd.
(\;1 PANAXIA HHFO01A Hal Far, B'Buga BI?G(%BOO. e
Pharmaceidival Industrios
Document title PRT Number Document type Document No. Version
COA for Cap with tamper-evident closure | PK-000013-MT CoA F-SPC-113-33-MT 04
and child safety lock
Effective date: 24/08/2022 Page 4 of 4
Sample Number Length (mm) ___External Diameter (mm) N
3 | LLtAam 23 %) mam
2 iv P L3y Papa
3 LU L LY mm
4 LY hary G Ly v
6 CY mm L3 mamn
7 LY har 2Ll Mk -
8 LY M LY mem
9 LU iam LY b
10 Lumm A ™M ]
Average L Y ) 23 A

2.0 Packaging and Labeling

2.1 Each package must be labeled, by the manufacturer, with at least the following information:
211 Supplier name and address
2.1.2 Quantity per bap
2,13 Supplier article number and description
214 Supplier batch number
215 Packed on

2.2 Expiry date: 5 years from manufacturing date (Specified on material COA)

3.0 Storage conditions:
3.1 Store in a cool dry location ata temperature lower than 45 °C

ﬁASS [ FAIL

QC Checked by: Signature: Date:

loc Olla 1\ 2y s lo Ce sUL 1 12103 |20,

Following the review of the manufacturer's COC and in-house tesfing, the batch concerned is considered meeting/not meeting
Panaxia’s Specifications and requirement, henee this batch is: 4 Approved/ O Rejected.

QC Reviewed by: Signature: Date:

i) gy By en () ﬂ\j ] 12003 /nw,?,c./
| U

REVISION HISTORY ]
Date Name of corrector | Version no | Details of correction (including | Reason of correction

Chapter No)
210772020 Maria Agius 01 New Document NiA
(6072021 Jomathan Borg 02 Fransterred information mcluding 1o obsolete relevant SO

Diagram from SOP QC-293-
M i this specilication, General
Update. ]

b/ 12021 Jonathan Borg 03 1) Remoyed reduced testing As perupdated procedure QU-1 1 -
2y Added TN
Added QN authorized copy Missing in previous version
SLINIP space. _‘
T10/08/2022 Marin Agits 04 ~ Removed HTMAB PE T Asper CCENT-2022-33

9071 white 22.5% and
Included altermative
coloring avent lor
Components and 2.

CRF 83 Rev01 Date Issued:07/12/2023



[, " Ao

Customer ...: PANAXTA PHARMACEUTICAL MALTA (QOPERATIONS) L
F.a.0. .....: QUALITY DEPARTMENT
= Temse, 2271172024 <

£

3

CERTIFICATE OF CONFOR @

. ;

This delivery contzins the followiag articles : 4 e %
! e : ; 2
#21 Articlie Number Quantity Description + Item customer Your ref.
| T2133 ® 39225 CAP PO24000369 dd. 09/09/2024
560 PP
£./Batch
099 WHITE Cur ref./Batch no
PROQOOGS ~MT 24-1148/00

Approved by Jimmy De Bergé

Dispatch department

5
We certify that the asbove components have been subject to in-process control and, if applicabie, N
other testing. They comply with the agreed specification end were manufactured using the agreed

materials, according a certified quality management system to ISO 9001:2015, EN IS0 13485:2016 and
EN IS0 15378:2017. 3

Releasged by : Gianina Sarman ¥
QA department

FAM-KD-118.02

This document is created electronically and is wvalid without signature.

Laagstraat 58 | 9140 Temse | Belgium | T +32(0)3 776 34 94 | F +32(0)3 777 71 84 | hdb@hdb.be | www.hdb.be
IBAN: BE18 413-8042251-65 | SWIFT: KRED BEBB | BTW BE 0441 075 925 | RPR Dendermonde



COA for 30 mL bottles, Type 3 amber

Document Number: SPC-0001173

nPA N A X ’ A Document Version: 4.0
glass Effective Date: 30-May-2025
Article number | PRT Number Manufacturer Item
0254307020 PK-000007-MT SGD Pharma 30mL. type 3 amber glass bottles
Article number | PRT Number Panaxia‘s Supplier Item
34030 PK-000007-MT Zscheile & Klinger 30mL dropper bottles, DIN 18, type 3 amber glass
Manuf. Batch No: Panaxia Batch No: Manuf. Expiry Date:
N 2W1S672 2S[CAO0- MV 2 -of- 2031
1.0 Specifications:
Test Test Method* Specifications Results (guerage)
Specifications and Description:
Arsenic <0.100 ppm 0.001
Hydro-resist-powder/1g <0.850 mL 0.570
Glass Quality Supplier COA Hydrolytic resistance (HCL) <6.100 mL WSO
Spectral transmission <10.000% XD
Annealing <18.000 C.on Lo
Minor thread diameter 15.680 - 15.980 mm ASR90 .
Mini internal bore >9.500 mm AAS0O
15 CEIoPsT
Neck finish height 2 10.800 - 11.200 mm | 4405 1610
. Maxi : <18.000 180
g:;zmemems Supplier COA axi external neck 18.000 mm AT
Opening diameter 10.450 — 10.750 mm 40740
Neck finish diameter 17.700 - 18.000 mm ATTR0
Bead diameter 19.800 — 20.200 mm 44940
Neck finish height 13.500 — 13.900 mm A &S‘TD
Capacity 34.300 — 36.700 mL 25595
Glass Supplier COA Vertical load >200.000 Kg/cm U 00,000
characteristics
Thermal shock >42.000 Con ﬂwms _
Color Supplier COA Brown (amber glass) C,O o \0\ 5
Measure Length using '
Length (L) Es et sr 78.50 — 80.10 mm 78 SO
. Measure Length using
Body Diameter (D) | it 4 Caliver 31.900 — 32.900 mm 20 AS
Appearance C:::f; if:gf;fiid 30 mL mark C_c \+€S
MO S .
{bottom] bottom side \
Document State: Effective (Controlled)
Page 1 of4

CONFIDENTIAL




TIPANAXIA

COA for 30 mL bottles, Type 3 amber
glass

Document Number: SPC-0001173

Document Version: 4.0
Effective Date: 30-May-2025

Length (L)

|

Diameter (D)
Figure 1: Physical Description

2.0 Packaging and Labeling

2.1.1  Supplier name and address

2.1.2  Quantity per bag

2.1.3  Supplier article number and description
2.1.4  Supplier batch number

2.1.5 Packed on

Each package must be labeled, by the manufacturer, with at least the following information:

2.2 Expiry date: 6 years from manufacturing date (Specified on SGD supplemented documentation)
3.0 Storage condifions:
Store in a cool dry location at a temperature lower than 30°C.

. 18 D A | 22435 M 20 .19
2 78 .S0 1% 78 .0 o | 20910 | 12 27 0L
= Ta. <0 1% 7R .0 3 | 22 (4 | 12 230 .07
4 8 .SO 14 18.<0 g | 22.20 | ay e
g '78.<0 15 78 .0 s | 2204 | 15 21.9%8
6 18 .50 1L T8 . SO s 22.03| (G B4
7 T8 S0 17 78 <D T | B2.00| 1 2 . Z]
8 ® SO 1% e so ERAR =1.92
i I8 .SO g —| 9 29 .8 T
10 1p-s0 z v | #2971 —+—

Equipment/Instrument used: Equipment/Tnstrument ID:

Calibrated Caliper CAL — Of - ™7

Calibrated Ruler PUL — od-MT

[T PASS [J FAIL
An,éier? ~b.:e\/ Voo COrin DA %’L@ pate 2 -068- 0005

L4

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 : [A Approved/ [] Rejected.

QC approved by:

SAalna DEHO A

Signature:

O

Date:
26 |06 (2025

Document State: Effective (Controlled)

CONFIDENTIAL

Page 2 0of 4




Docusign Envelope ID: C8E33880-D293-4E96-AB25-72381FE70E78

Docusign Envelope 1D: ED8895CE-F25F-406A-B419-B0A4D78EBOBB

| ?, Certificate of Conformity .

i . i
Invoice To: . , )
. , . X Origin Packaging Lid
Panaxia Pharmaceutical Malta (Operations} LTO P .
IS, Call: +44 (D} 1482 638380
.| HHF001A Hal Far . ' ( 'Mg'iton Haouse
Birzebbuga JacksoniWay. -
-MALTA 1,Melton
MT26344313 : jNon;_a Ferriby
. N - Hyg Mg
United tin‘gdom
* Email: info@originitd,cofm
; - " www.originitd.com
v . ‘o -
- Account Ref: ! PANAOD3
- Certificate No 125991 w1
R Customer Order No PO26000012
Date ' 13/03/2026
Protuct Code Product Description No of Cases Unit Qty Qty Despatched
OS1Wa-W 1m! White Oral Dosage Syringe - " 200 4,000.00 2
0.01ml Graduations - Wrapped (V4.9)
Your Prod Code:  GI000331-MT
.- Batch Int'{\; ,
# Batch Quanlty  Manufacturer Batch Ref
1 P00&1448 8000 BRV250331
. 5
¥
3
Detiver To: Certificate of Conformity

Panaxia Pharmaceutical Malta (¢
HHFO01A Hal Far
Birzebbuga

MALTA

We confirm that the products detalled herein
have been supplied from a QA approved source
and have been manufactured, inspected and
tested in accordance with the manufacturers
QMS and conforms to the product specification.

3
Hybrid Pharma Packaging Partner Hp




Docusign Envelope ID: 08E33880-D293-4E96-A325-723é1FE70E78

Decusign Envelope ID: ED8895CE-F25F-406A-B419-BSA4D78EBOBB

BHARATE
RUBBER WORKS

Healthcare Packaging Solutions

Product: 1mi Dosing Syringe N
Product Code: SYPNOL-WH-CE
Batch/Lot No. BRVZ50331

AR, No: FG-25-0685

Fe - ey A

e

Date: 31/05/2025

Batch/Lot size: 36,000 Nos
Chailan No. EXP/12/2025-26 , % .,
Exp Date: 3 Years from MFG, 4 o

MFG Date: 05/05/2025 . %
I
Party's Name: ORIGIN PACKAGING LTD . ) »
Sr.No. Tests’ Specification Results
A |Description 1mi Dosing sygjnge marked at volurive of 0.05ml,
o 0.06m1, 0.07ml, 0.08m}, 0.09mk... up to 1l with Comuliest '
instruction (FOR ORAL USE ONLY) with individual P
o . BOPP sealing and CE0123 mark.
B [Appearance Should confirm with
{1} Colour
[Barrel: Matural (Markings in Black 1nk)
Plunger: White Complies
(If) Clarity p
{ill) Free from embedded foreign particles and
dust particles.
{1V} Free from cuts & Un Hilings. "
({Physical Test
{a)|Syringe Barrel
1iMaterial Polypropylene GComplies
2{Grade RP375R/Equivalent Complies
3|Total Height g6.50mm * 1.0mm 85.70mm -~ B5.90mm
4{Outer Diameter 6.50mm £ 0.3mn 6.46mm - 6.61mm
siinner Dimeter At Tip 2.40mnl £ 0.2mim 2.27mm - 240mm %
6|Duter Dhmeter At Tig 5. 10mm & (.2mm 2,93mm - 5.09mm_*
giFlange Diameter 18.60mm + 0.3mm 18.49mm - 18.61mm
glWeight 1.60 £ 0.3 1.59g-1.66¢ \
9|Volume Markin 9.05m, 0.06m, 0.07mi, 0.08mL, 0.09mi, 0.1mb.. up
° to 1l 5% Compiies
(b)[Syringe Plunger L
11Material High Density Polyethylene Complies
2iGrade ACP 654 1A or Equivaient Complies
3iTotal Height 92.50mm & 1.0mm 92.20mm - 92.60mm
Sucking 0d 4£.85mm x 0.2mm 4.80mm - 4.90mm
5lCollar NHanietet 15.00mm * 0.3mm 15.01mm - 15.10mm
6lWeight 1.40g 2 0.2E 145pg-1.49¢
C i it} ification No. -BRV/EG-1903
» ) . o ——
Analyzed by: ﬁf@ﬁ )5 Approved by:
g;\oe')’lﬁ"" s\[osl,w::s

Format Ne. FQC/021-06/00

Bharat Rubbar Works Pyt, Ltd.

T-13, 3rd Floor, Pinnacle Business Park,
Mehakali Caves Road, Andheri East,
Mumbai - 400093, Maharashtra

CIN NO. U25190MH2007PTC174074

@ wewe.bharatrubberworks.com

¥ +01 226850 2401/424

m marketing@brworksindia,com



Classification: Public

Nantong Tiansheng Packing Co.,Ltd

Certificate of Conformance
No. 572, Nanhal East Road, Haimen District,
Nantong City, Jiangsu Province,China.

Certificate preparation Date:  2026/02/06 Order Ship Date: 2026/02/07
Customer: Panaxia Pharmaceutical Malta (Operations) LTD
PO #: 26000011
SO #:/
Part #: 10ml! Bottle Description:10ml Bottle with normal black lid
Expiry Date 3 years upon manufacturing date
Lot #: /060426GL Qty #: 3000

*Lot number represents date of manufacture, where the first 2 digits represent the week of the year,
and the last 2 digits represent the year®

Factory Storage Conditions: Temperature 18-28°C; RH 35-70%

Nantong Tiansheng Packing Co.,Ltd hereby certifies that the above products meet all requirements of the
PANAXIA specification and match the PANAXIA part number listed above. All products have been made at a
facility according to the following standards.

e GB/T 45001-2020150 45001:2018
e 150 14001:2015
e 1509001:2015

o | = [

Supplier Representative Date Title







Classtication. Public

Nantong Size Packaging Co., Ltd.

Certificate of Conformance
No. 123, Xingfu Road, Nantong City, Jiangsu Province, China

Certificate preparation Date:  2026/02/06 Order Ship Date:  2026/02/07
Customer: Panaxia Pharmaceutical Malta (Operations) LTD
PO #: 26000011
SO #:/
Part #: CR Caps Description: CR Caps
| Lot H: /060426GL Qty #: 3000
Expiry Date 3 years upon manufacturing date

*Lot number represents date of manufacture, where the first 2 digits represent the week of the year,
and the last 2 digits represent the year*

Factory Storage Conditions: Temperature 18-28°C; RH 35-70%

Nantong Size Packaging Co., Ltd.hereby certifies that the above products meet all requirements of the PANAXIA
specification and match the PANAXIA part number listed above. All products have been made at a facility

according to the following standards.
e GB/T45001-2020150 45001:2018
¢ SO 14001:2015
e (SO 9001:2015

X 2026/2/5
Z W sales  fend,
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