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Manufacturer: 2% HELSINN HEALTHCARE S.A.

Via Pian Scairolo 9 — Pambio Noranco — 6915 Lugano — CH

BATCH RELEASE

European Representative: N.A.
Product:
Product Outer 21PZ Gelclair 15 ml
Code OHEL70020315
Batch Number 106111
Number of Units 1'659 (of which 3 for Internal Samples)

Manufacturing Date 15.03.2021
Expiry date 2024/02

Classification:
Class lla (according to Annex IX Rule 4 of 93/42 EEC - as amended by 2007/47 EC).

Conformity Assessment Route:
Annex V + Annex VI|

Standards applied*:
EN ISO 13485; EN ISO 14971; EN 1041; EN ISO 15223-1; EN ISO 10993 — 1; EN ISO 16408; EP; USP; F.U..
*When not otherwise specified, the Standard edition in force at the time of signature is to be intended.

Notified Body:
TUV SUD Product Service GmbH Ridlerstrale 65, 80339 Munich, Germany (NB 0123)

EC Certificate(s):

G2 070849 0009; exp. 2024-05-26

Deviation/NC QYES (N, ) &NO
Conformity of Supplier CoAs X YES Q NO
Conformity Batch Record Abstract ﬁ YES O NO

- " 7
Quality Assurance Signature: ... 6“9 Q&&Q‘Qg eler: (o). Lugano (CH), Date: % / = (( ’ 202“\ —_—

DECLARATION OF CONFORMITY
In Accordance with Council Directive 93/42/EEC as amended by Directive 2007/47/EC

We hereby declare that the above mentioned products meet the provisions of the Council Directive 93/42/EEC, as
amended by 2007/47 EC, for medical devices.

The present product was manufactured, packaged and controlled according to the requirements defined in the relevant
Technical Documentation, applying a Quality System in compliance with 93/42 (as amended by 2007/47 EC) annex V and
annex VIl and with EN ISO 13485.

The present lot can be released to market. All supporting documentation is retained under the premises of the
manufacturer.

Helsinn Healthcare SA, as manufacturer, is exclusively responsible for the Declaration of Conformity.

& B}
LWl bl Lugano (CH), Date: .2.5./25/ 204

Management Signature: ../ &= =0T T eeoe... Lugano (CH), Date: ... 2. L. LSRR



[ As par MDDQA_W_ 00027 V2.0

F§ HELSINN HEALTHCARE S.A.
Via Pian Scairalo 8 — Pambic Noranco — 6815 Lugano - CH

BATCH RECORD ABSTRACT

8alon Record Apstract for Biokosmes

Page § of 1

Piease complete this form when you do nat sand the whole batch recard ta HELSINN HEALTHCARE
for the authorizatian to release the batch

MANUFACTURING SITE

BIOKOSMES

HELSINN
HEALTHCARE
CHECK

N

- 0000044
Llelainn Healthcare Purchase Order | 2 @ NO s
| Blokosmes Order Confirmation # | 2000053 £ NO AYes
Helsinn Healthcare Distributor RIEMSER O NO /aVes
a—
60untry of Destination SERMANA 0 NO Rfes
LR OUTER 21 PZ GELCLAIR 15 ML . ,mﬁ'es
Code Finlshed Product OHELAI20315 Q NO @Yes
Finlshed Product Batch # Ukl ONO 2fes
Batch size R Sezfor RELSINK) 0 NO.&Yes
Bulk Batch # gl QNO }Wes
Bulk Size 2125k O NOdYes
| Expiry Date e 0 NO @afes
Date of Bulk Manufacturing 1230821 0 NO 2¥es
= Start: 16/04/2021
Date of Primary packaging Q NO @AYes
End: 16/04/2021
Date of Secondary packaging 181082021 Q NO/EWes
DeXiationiiG Notoes: Doc. n°: ... ...Closure = NO’H{ ol
Datels o e
' Bulk CoA Reglstration N° 21/02131-1 0 NO (fes
Flnishod Product CoA Reglstration | 21/03049-1 QO No.dVYes +

lssued by (Biokosmes)

Verified by (siokesmes)
“Checked by (H+C MDD
QA)

Signature

Claudia Bolis |  22/04/2021 ! u&{L ﬁ( )
Efena ngaf_yona 22/04/2021 ]{ah P" A
‘ e Cﬁwﬂﬁali 26/oylae ocwo,f




mop aacoaedasdezanizos CERTIFICATE OF ANALYSIS 2 Ap:"’::‘ﬁ:

| Customer
HELSINN HEALTHCARE S A,
itern Description
Product | OHEL70020315 | ’
== g — .'RIEMSER - OUTER 21PZ GELCLAIR 15m|
Lot 108111 . ) o -

S N — “Numnber of Angligys 'ISlartIng datse of Analysis i ' Ending dats of Analysis &
| No of Reglstration | 21/02954 | |_ 21/63043-1 I 16/04:2021 | ‘ 2210412021
Control parameters Rif.\Measur. Specification Result
Wathod of analysls unit | Ref T.8. ed. 0,0 of 24/03/2020

18- N COMF_IANCE W/ TH RZFERENCE NA IN COMPLIANCE IN COMPLIANCE

SAMSLE
MET.CQCMC _

337 - IN GOMPLIANGE WITH B/LL OF MAERIAIS NIA IN COMPLIANCE B IN COMPLIANCE
1ST CQyCPF |
925 - LEAK TEST NA | IN COMPLIANCE IN COMPLIANCE
IST COCRPF
©q28 - FINISHED PRODUCT CONTENTS NiA 1N COMPLIANCE IN COMPLIANCE
jsToocPF
©q20 - VARLABLE DATA N/A IN COMPL ANGE IN COMPLIANCE ==y
ISTCQIZPF
2448 - EXPIRY DATE NeA 36 MESI (aaza'/mm) 2024/02
ISTCQ/CAF )
313 - AEROBIC MESOPHILIC BACTERIA TOTAL UFC/ML <10 ‘ <10
COUNT
MET CQVCTB {Eur Pnarm 2.6 12)
014 - YEAST AND MOULOS TOTAL COUNT UFC/ML <10 <10
MET.CQICTF (Zwr Pharm. 2 8 12)
cqi4 - PSEUDOMONAS AERUGINOSA UFC/ML ABSENT ABSENT
[PA=T CORMS tEUr Phany. 2.8.13)
5g45 - ESCHERICHIA COLI UFCIML ABSENT ABSENT
MET CORMS (Eur, Pharm 2 6 13} ) '
48 - STAPHYLOCOCOUS AUREUS UFC/ML ABSENT AHSENT
MET.CQRMS (Eur Pharm. 2.6.13
cq47 - CANDIDA ALBICANS UFCIML ABSENT ABSENT
MET.CQRMS (Ewr. Prarm. 2.5 3) ]
k2439 - MANUFACTURING CATA BULK N/A dd-mm-yy 15-03-21
Matedo \isivo

{ Accorﬂihg to the analytical cata of the batch and the checks performed at every stegs of the man Jfacturing_pmnasé the product is in
compliance with tha defined specifications

. (' : ( Quality Assurancg —— _ ’
Qb Y o g

Biokoesmes S.r.l. - Socio Unico
Soggetta a Direzione e Coordinamsnto di Venture Life Group PLC - U.K.
Via dei Livelli, 1 ~ 23842 Basisio Parini (LC) — llaly - Tel. +39 031 3581085 Fax + 39 031 3581082
e-mail: bickosmes@biokosmes.it — www. biokosmes.it
Sede Legale: 20122 Milano — Via Besana, 10 - Cap. Soc. 100.000 € int. vers.
R.1. Milano / Codice Fiscale / Partita IVA 01430480135 — R.E A Milana 18563413

Quality Conirol -
Date Signature ‘ ! J
1
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MoDAQ/COAEdGadel20ntzne G ERTIFICATE OF ANALYSIS zza;:::: :L;i

Customer
HELSINN HEALTHCARE S.A.
' “ltem Dascriptas |
Product " OHEL4002ED03, ’ |
: == ' HELSINN - GELCLAIR
| Lot 1 07411, B ;
— R ey ‘Number of Anallsys [ Starling cale of Analysis || Ending date of Araysis |
. No of Registration _ 21101855 \ 2110213141 || 1500372021 . 2010372021
Control paremeters Rif|Measur. Specification Resuit
athod df anslysis | unit | Ref. T.S.ed. 1,0 0f 02/11/2010
CO01 - APPEARANCE N/A OPAQUE GEL OPAQUE GEL
RMET.CQIDTA
Caa2 - CILoR o N/A FROM WHITE TO PALE YELLOWY \WHITE
MET.CQOCC
£003 - D0R N/A CHARACTERISTIC CHARACTERISTIC
MET CQIDCO
CQ17 - TEMPERATURE o °c LowLm. 23,0 Upp. Lim. 270 | 236
Non Applic:hiquo!App(i:ublL
CQ04 - pH pH towLim 6,50 Upp. Lim. 6,50 6,37
MET CQ/DCP {
CODS - VISCISITY mPas Low.Lim. 4.500 Upp. Lim. 7.500 7 009
MET.CQ/OCY
B-ookfiak LV DV + S62 -3 Rpn | i
CADS - DENSITY g/mi Low.Lim. 1,013 Upp. Lim. 1,073 1,048
MET CQ/DCD
CQ16 - IN COMPLIANCE WITH REFERENCE N/A ) IN COMPLIANCE IN COMPLIANCE
ISAMPLE
MET.CQ/CMC
-0 13 - AEROBIC MESOPHILIC BACTERIA TOTAL UFC/mi <10 <10
COUNI
MET.CQICTE (Eur Pharm. 2.6 -2) ]
tom - YEAST AND MOULDS TOTAL COUNT UFCiml =17 <10 ]
MET CQACTF (Sur Pharm. 2 & 12)
Q44 - PSEUDOMONAS AERUIGINOSA UFC/mI ABSENT ABSENT
MET.CQRAMS (Eur. Pharm 25.13)
CQd5 - ESCHEAIGHIA COLI UFC/m ABSENT ABSENT
MET.CQ'RM§ (_Eur. Prarm. 2.3.13)
Q48 - STAPHYLOCOCCUS AUREUS UFCImI ABSENT ABSENT
ETCOQMME (Eur. Phasm 2.8 13}
CQ47 - CANDIDAALBICANS UFC/m! ABSENT - ABSENT
MET.CQ/RME (Eur. Pharm. 2.6 13)
CQ38 - PSEUDOVMONACEAE MICROORGAN ISWS NIA ABSENT ABSENT
RCSCARC!

“ According to the analytical data cf the hatch and the checks performed at every stage of the manur_aclurlng pracess, the productis n
compfiance with the defined specifications

Quality Assumncg . i
rl_ | Date Signatre .

et

Qualty Control /' |/ [

Date signature |4 1/
/A2

Biokosmes S.r.l. - Socio Unico
Soggetta a Direzione e Coordinamento di Venture Life Group PLC - UK.
Via dei Livelli, 1 —~ 23842 Bosisio Parini (LC) — Italy - Tel. +39 031 3581085 Fax + 39 031 3581082
e-mail: biokosmes@biokosmes.it — www. hinkosmes it
Sede Legale: 20122 Milano — Via Besana, 10 - Cap. Soc. 100.000 € int. vers.
R.1. Milano / Codice Fiscala f Partita IVA 01430480135 - R.E.A. Milano 1863413
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MOD AQ/COA Ed 03 de! 20/01/2018 CERTIFICATE OF ANALYSIS p:,ag 2,;
Customer -
HELSINN HEALTHCARE S.A.
- “ltem  Descriation
_ TEEUS . OHEL4002ED03
it == HELSINN - GELCLAIR
l Lot 1 7411 . _ | :
e s i ‘Number of Analisys | Starting date of Anelysis ' Ending date of Analysis
. No of Registration 2101855 | _ 2110213141 . 150032021 220312021
Control paraineters Rif.|Measur. Specification Result
[Mefhnd of anaiysfs unit Raf. T.S. ed. 1,0 of 02/11/2010

MET CQ/RMS (Eur. Pharm. 2 6 13)

|

Aocordmg 1o the anaiylical deta of the batch and the checks performed al every stage of the manu‘facﬁurlng process, the preduct is in
campliance with the defined specifications

Quality Control ,- :'. L Quallty Assuranee

Date Slgnaturﬁ Srgnaturv :ﬁ
&
Biokosmes S.r.l. - Socio Unico

Soggetta a Direziong e Coordinamenta di Venture Life Group PLC - UK
Via dei Livelli, 1 — 23842 Bosisio Parini (LC) — Italy - Tel. +39 031 3581085 Fax + 38 031 3581082
e-mail: biokosmes@biokosmes.it — www. bickosmes.it
Sede Legale: 20122 Milano - Via Besana, 10 - Cap. Soc. 100.000 € int. vers.
R.I. Milano / Codice Fiscale / Partita IVA 01430480135 — R.E.A Milano 1863413



