BUREAU Lﬁﬁx
VERITAS

—— EN ISOMEC 17021-1
Certification S2-424

Awarded to

BIOSAN SIA

RATSUPITES IELA 7 K-2, RIGA, LV-1067, LATVIA

Bureau Veritas Certification certify that the Management System of the above organisation has been
audited and found to be in accordance with the requirements of the management system standard
detailed below

STANDARD
ISO 13485:2016
SCOPE OF CERTIFICATION

DEVELOPMENT, DESIGN, PRODUCTION, SERVICE AND DISTRIBUTION OF MEDICAL
DEVICES: DEVICE FOR MEASURING OPTICAL DENSITY (OD), AUTOMATIC MICROPLATE
WASHER. SALES, STORAGE AND DISTRIBUTION OF ACTIVE AND NON ACTIVE
NONIMPLANTABLE MEDICAL DEVICES.
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Original cycle start date: 26-05-2022

Expiry date of previous cycle: NA
Certification/Recertification audit date: 11-04-2022
Certification/Recertification cycle start date: 26-05-2022

Subject to the continued satisfactory operation of the organisation’s

Management System, this certificate expires on: 25-05-2025

Certificate Number: LV007756 Version: 1 Revision date: 26-05-2022

Certification body address: Bureau 40

Digitally signed by Ceaicovschi Tudor

Date: 2022009, 0380 ESFng the s
Reasqn: . lgn’éﬁ%% requirements Mg
Location: Moldova

— To check this certificate validity please call +371 67323246

m‘ﬁcate and the applicabiiity of the management
Ned by consulting the organisation.
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— EN ISONEC 17021-1
Certification S2-424

Awarded to

BIOSAN SIA

RATSUPITES IELA 7 K-2, RIGA, LV-1067, LATVIA

Bureau Veritas Certification certify that the Management System of the above organisation has been
audited and found to be in accordance with the requirements of the management system standard
detailed below

STANDARD
ISO 9001:2015
SCOPE OF CERTIFICATION

DEVELOPMENT, PRODUCTION, SALES AND SERVICE OF LABORATORY EQUIPMENT.
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Original cycle start date: 25-05-2004
Expiry date of previous cycle: ' 25-05-2022
Certification/Recertification audit date: 17-05-2022
Certification/Recertification cycle start date: 26-05-2022
Subject to the continued satisfactory operation of the organisation's

Management System, this certificate expires on: 25-05-2025

Certificate Number: LV007741 Version: 1 Revision date: 19-05-2022

Certification body address: Bureau Veritas Latvia SIA, Duntes street 17a, Riga, LV-1005, Latvia

Further clarifications regarding the scope of this certificate and the applicability of the management
= system requirements may be obtained by consulting the organisation.
‘ UREAU To check this certificate validity please call +371 67323246
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JObPOBOJIDbBHAA CEPTUOURAIINA ITPOJAYRIINN

Cucrema 100poBOBHOM cepTH(UKALIH IPOYKLINH, YCIYT i cHcTeM MeHemkMenTa « HEBACEPT-TECT
3apeructpuposana B ExuHOM peecTpe 3aperucTpHpOBaHHbIX CHCTEM noGposonkHoit cepTruduraunu DenepanbHbiM
ArcHTCTBOM M0 TEXHHYECKOMY perysimposaHuio u Metposiorun Per Ne POCC RU.32289.04HCTO ot «19» aBrycTa 2020 r,

> CEPTUOPUKAT COOTBETCTBUY

T Ne pOCC RU.32289.0C01.H00001
o ¢ .
Pryono’ CpoK AeficTBHS € (1,09.2020 mo  31.08.2023

Ne 0031201
OPTAH ITO CEPTUOUKAIINN RA.RU.32289.04HCT0.0CO01
Oprau no cepruuxanuu npogykuuu u yeayr OO0 "HEBACEPT"
Mecro naxoxaenns: 195112, Canxr-Ilerepbypr, npocnekr [laymsana, nom 49, nutep A, od. 309-315

Tenepou: +7 (812) 240-22-32, anpec 3/1eKTPOHHOMN NOUTHI: info@nevacert.ru
Arrectat akkpenutain RA.RU.32289.04HCT0,0C01 ot 21.08.2020 r.

IMMPOAYKIIUA o _
AKBaMCTHIIATOPBI d1ekTpuueckue J13-M o TY 9452-001-23159878-2013 kop OK
(npunoxenue Ha 1 mmcte, 6nank Ne 0016001) 32.50.50.000

CepuitHblit BBITYCK

COOTBETCTBYET TPEBOBAHVSIM HOPMATUBHBIX AOKYMEHTOB e
TV 9452-001-23159878-2013 Kop TH BOA,

9018 90 8409

N3rOTOBUTEAD

OGmecTBO ¢ OrpaHHYEHHOM OTBETCTBEHHOCTBIO "3aBoj1 "InexTpomenobopyaosatue” (000 "3ason "OMO")
Anpec: 198095, Poccus, r. Cankr [TerepGypr, Xumuueckuit nepeynok, aom 1, nurep O

CEPTUD®MUKAT BbIAAH

OOGutecTBo € OrpaHMYEHHON OTBETCTBEHHOCTEIO "3aBo "DnekTpomenodopynosanue” (000 "3asox "IMO")
Anpec: 198095, Pocens, r. Cankr IMerepGypr, Xumuueckuii nepeysok, aom 1, nutep O
OI'PH: 1127847612188, tenedon: (812) 252-57-86, anpec 3MeKTPOHHOI NOYTH: office@zavod-emo.ru

HA OCHOBAHHUU .
nporoxona ucneitaHui Ne 14112570-13-CHLL o1 27.11.2013 1., BBIIAHHOTO HCNILITATENBHOI naboparopueit Hekommepueckoe
[MapTaepcTso "CepTH(MKALMOHHBIN HCNBITATENLHbIH LEHTP" (aTTecTar akkpegurauuu Ne POCC RU.0001.21ME935);

perucTpanynotHoro ynocrosepenus Ne P3H 2014/1950 ot 15.09.2014 r., Beiiansoro ®enepanbHoi ciyx60ii no Haazopy B
cepe 3apasooxpanenus (PocsapasHanzop)

A.M. I1aBneHko

WHULWANKL, damuina

L IMLAD 7 B.C. Hruatenko
" hoanuce = MHULMANEI, haMunns

epTUHUKAT He IPUMeHseTCs IPU 00s3aTeAbHON CepTU(UKAIIUN

AD <ONLWOH:, Mok, 2025, +Bw




JOBPOBOJBHAA CEPTUOUKAIIMA MPOAYRIINU

Cucrema noGpoBoNbHOIM cepTH(UKaLK NPOAYKLUH, YCIYr H cucTeM MeHemxMeHTa «<HEBACEPT-TECT»
3apeructpuposana B Exunom peectpe 3apErHCTPHPOBAHHBIX CHCTEM 10OPOBONBHOM cepTiukaumn denepanbHsM
AreHTCTBOM 110 TEXHHYECKOMY PEryTHpOBaHHUIO M MeTponoriu Per Ne POCC RU.32289.04HCTO ot «19» aBrycra 2020 r.

Ne 0016001
ITPUAOIXEHUE

K ceprudukary coorBercreus No POCC RU‘32289'Q£{_)1 -H00001

Ilepeqens koHKpeTHOl NpoayKIUN, HA KOTOPYIO pacnpocTpaHsercs
AelicTBHE cePTH(HKATA COOTBETCTBHS

kox OK O6o03nauenne
HanmenoBanue u 0603Hauenue DORYMEIT AL, 50 o000
xon TH B3I NPOAYKIMH, €€ H3r0TOBHTENb i g P
BBINYCKAETCHA NPOXYKIHS
AKBaIMCTUILIATOPBI d7eKTpHrueckue J1D-M mo TV 9452-001-
32,30.50:000 23159878-2013
L. AkBaguctunnatop snekrpudeckuii 19-4M B cocTase: TV 9452-001-23159878-2013

= aKBaJMCTHILIATOP ~ | miT.

- QNEKTPOIIMT - | 1T,

- KpaH waposoi (Boaa) 14", 6abouka, TOCT 21345-2003,
Poccus - 1 wr,

- TpyOKa MeuLMHCKas pesuHOBast THIa 6 8x1,5 winHoii 0,5 M,
[OCT 3399, Poccus wiu Tpy6ka meaumrckas IBX 8x2.0,
TV 9436-018-00149536-98, Poccus - 1 wr.

II. AkBagucTusnaTop anexrpuuecknit J[3-10M B cocTase:

= AKBaTHUCTHIIIATOP - | T,

- NEKTPOWMT - | 1WT. - KpaH wapoBoii (Boaa) %", 6abouka,
9018 90 840 9 I'OCT 21345-2005, Poccus - 1 wr.

- TpyOka MEJHLMHCKas pe3nHoBas Tuna 6 8x1,5 miuuoi 0,5 M,
'OCT 3399, Poccns wnu Tpy6ka meauuurckas TIBX 8x2.0,
TV 9436-018-00149536-98, Pocensi - 1 wr.

1. AxsagucTunnsrop snextpuueckuii J13-25M B cocTase:

= aKBAJUCTHIIIATOP - | 1T,

= 3AEKTPOLMT - | T,

- KpaH wapoBo# (Boaa) 12", 6abouka, FOCT 21345-2005,
Poccus - 1 wr.

- TpyOKa MeMLIHHCKas pe3uHoBas THna 6 8x1,5 jumHoil 0,5 m,
['OCT 3399, Poccust umi tpyGka meauuunckas [IBX 8x2.0,
TV 9436-018-00149536-98, Poccus - 1 mur.

M3TFOTOBUTEJIb ObLuecTBo ¢ orpaHHYeHHO#M
OTBETCTBEHHOCTBIO "3aBon "SnekTpomenobopynopaHue"
(000 "3aBox "IMO")

Anpec: 198095, Poccus, r. CaukT [Terep6ypr, XumMuueckuit
nepeyiok, jom 1, nurep O

—ﬁ_f’ ;{{{—f A.M. [MaBneHko

r’:’_._#«--nfj,ﬁn wee  ———s VHULWMENGL, hamunmun

/// : ¢ B.C. Urnartenko

" nognucs WHALWANLI, hamunne

AR OMLNOHs, Mocksa, 2020, =8




EC DECLARATION OF CONFORMITY

We, NUVE Sanayi Malzemeleri Imalat ve Ticaret A.S.
Saracalar Mah. Saracalar Kiimeevleri No: 4/2 (Eski Esenboga Yolu 22 Km.)
Akyurt 06750 Ankara / TURKEY

Herewith declare that the following described product meets the provisions of the
following directives. All supporting documentation is retained under the premises of
the manufacturer.

PRODUCT: INCUBATOR

MODEL: EN 032 — EN 055 - EN 120
EN 032N - EN 055N - EN 120N

APPLICABLE HARMONISED
STANDARDS: DIN 12880: 2007
EN 61010-1: 2010
EN 61326-1: 2013
EN 61010-2-010: 2014
EN 61000-6-3: 2007
DATE OF ISSUE: February 19, 2019
SIGNATURE:

General Manager

C€

Rev.No: 07 Rev.Date: 20.02.2019




EC DECLARATION OF CONFORMITY

We, NUVE Sanayi Malzemeleri imalat ve Ticaret A.S.
Saracalar Mah. Saracalar Kiimeevleri No: 4/2 (Eski Esenboga Yolu 22 Km.)
Akyurt 06750 Ankara / TURKEY

Herewith declare that the following described product meets the provisions of the
following directives. All supporting documentation is retained under the premises of

the manufacturer.

PRODUCT:

MODEL:

APPLICABLE HARMONISED

STANDARDS:

DATE OF ISSUE:

SIGNATURE:

Rev.No: 08 Rev.Date: 20.02.2019

WATER BATH

NBS5—-NB9-NB 20

EN 61010-1: 2010
EN 61000-6-3: 2007
EN 61326-1: 2013

February 19,2019

/g/;:,m 1! ,,.\/VI\B\
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X
Beril-IZGIN
General Manager

C€




EC DECILARATION OF CONFORMITY

We, NUVE Sanayi Malzemeleri Imalat ve Ticaret A.S.
Saracalar Mah. Saracalar Kiimeevleri No: 4/2
Akyurt 06750 Ankara / TURKEY

herewith declare that the following desctibed product meets the provisions of the
Council Directive 93/42/EEC (2007/47/EC) for Medical Devices. All supporting

documentation is retained under the premises of the manufacturer.

PRODUCT:

MODEL:

CLASSIFICATION:

GMDN:

CONFORMITY ASSESMENT ROUTE:

APPLICABLE HARMONISED
STANDARDS:

NOTIFIED BODY:

CERTIFICATE NUMBER:

DATE OF ISSUE:

SIGNATURE:

Rev. No: 05 Rev. Date: 20.02.2019

STEAM STERILIZER

NC 90M

IIB, Annex IX - RULE 15
35929

MDD 93/42/EEC (2007/47/EC), ANNEX IL.3

EN 61010-1: 2010 EN 62304: 2006

EN 61326-1: 2013 EN 62366-1: 2015
EN 61010-2-040: 2015 EN ISO 12100: 2010
EN 60601-1-6: 2010

KiWA BELGELENDIRME HIZMETLERI
A.S. (ITOSB) Istanbul Tuzla Organize Sanayi
Bilgesi Tepedren Mevkii 34957 Tuzla-Istanbul
TURKEY

1984-MDD-10-030

February 19,2019

CE,.




EBPA3SHHICKHUN YKOHOMWYECKHWI COIO3
JAEKJAPALIMSI O COOTBETCTBUHN

EAL

3aseureas AKLIMOHEPHOE OBILUECTBO "I'OCYJIAPCTBEHHBIN PA3AHCKUM [IPUBOPLBII
3ABOJ"
Mecto naxoxaenus: Poceuiickas Depepanus, Pasanckas o6nacts, 390000, ropox Psazans, viuna
Cemunapckas, oM 32, ajpec MecTa OCYINEeCTRIICHHS ACATeNbHOCTH: Poccuiickas ®enepanus, 391300,
Psizanckas obnacts, r. Kackmon, yn. Mraycrpranesas, a. 3, AQ «I'PIT3» - dbumuan «KacumoBekmii
NpHOOPHBIH 3aBOAY, OCHOBHOR IOCY/[APCTBEHHDIN PErUCTPallHOHHBIN Homep: 1116234013598, nomep
renediona: +74913127026, anpec 3neKTPOHHOR moUTEL: rooli@kaspz.ru
B iuue jupexropa o TI'H — mupekTopa KacuMoBckoro npubopHoro 3asoza Kapagaepa Banepus
Muxaiinosnua, NeHCTBYIOWETO HA OCHOBAHHH T10JIOMEHHS O thrmmmaie u mosepeRHOCTH oT 27.04.2020 Ne 54
3afBJIsIeT, 4T0 CTepunmu3aTope! Bo3aymmkie ['TI-5 MO, TTI-10 MO, I'TI-20 MO, I'TI-40 MO, I'TI-80 MO

msrorosurens AKIIMOHEPHOE OBHIECTBO "TOCYIIAPCTBEHHBIA PA3AHCKHN [TPHBEOPHBII
3ABOJ". MecTto maxoxnenns: Poccuiickas ®eaepanus, Pazanckas o6nacts, 390000, ropoX Pszanb, ymmHua
Cemunapekas, noM 32, agpec MecTa OCYINECTBIICHHS JCSTENBHOCTH IO HIrOTOBICHMIO NPOIYKIHH:
Poccuiickas ®enepanus, 391300, Pasanckas obmacts, r. Kacumos, yi. Unaycrpuanehasn, 1. 3, AQ «'PII3» -
(umnan «KacuMOBCKHiT puGOPHEIT 3aB0O 1.

IIpostyKuus usroTornesa B cooreercTBrH ¢ TY 9451-026-41457390-2011.

Kox TH BOA EADC 8419200000, Cepaifnniii Bbmyck

COOTBETCTBYET TPeGOBANNAM

TP TC 020/2011 "DneKTpOMarHMTHAs COBMECTHMOCTD TEXHHUCCKHX cpenctr”

l[eknapaunﬂ 0 COOTBETCTBHH NPHHATA HA 0CHOBAHHH

IIpotoxona ucibrranmii Ne 2784-2622-19 ot 11.04.2019 roga, Brmannoro MemerratenbHoit naboparopueit
«HUJ1 BT» OGmecTBa ¢ OrpaHUYeHHOR OTBETCTBEHHOCTHIO «MCIBITATENbHAS naboparopus
JNEKTPOTEXHUUCCKOU Npoaykuun IMCr, attectaT akkpemuranuu RA RU.2IMJI31.

Cxema jexnapupoBanms 11

Honosnvre/bHas undopmanus

Yenosus xpanenus npoAyKuun B cootserctsu ¢ NOCT 15150-69, O6mmue TpeboBaHHA Oe3011aCHOCTH
cornacHo I'OCT P M3K 60601-1-2-2014 uacts 1-2. CepTROUKAT CHCTEMBI MEHEIKMEHTA KavecTra 1SO
13485:2016 Ne MD 577118, ceprudmrar cuereMs! MeHemMenTa Kadectsa ISO 9001:2015 No EM 577117,
BELIAHHLE ARITHOREpHOMY aOiecTBy «T ocynapeTnennsii Pysancknit mpubopusii zasom::;
Peructpaunonnoe yioctosepenne o1 |5 momsa 2015 roga Noe @CP 2011/10267. _
JAexnapauus o coorsererBHn AEHETENTEALHA ¢ JATHI peructpanuy mo 27.10.2025 priaouyuTebHO

o el T i e e S

Kapapaes Banepuit Muxaiinosuu
(P.H O ansurens)

! 82aanab uh
OHEsETeTRIN: 28.10.2020



EU Declaration of Conformity

Unit type Magnetic stirrers
Models MS-3000, MMS-3000
Serial number 14 digits styled XXXXXXYYMMZZZZ, where XXXXXX is model code,

YY and MM — year and month of production, ZZZZ — unit number.

Manufacturer SIA BIOSAN
Latvia, LV-1067, Riga, Ratsupites str. 7/2

The objects of the declaration described above is in conformity with the following
relevant Union harmonization legislations:

LVS EN 61010-1:2011 Safety requirements for electrical
equipment for measurement, control, and laboratory use.

LVD 2014/35/EU General requirements.

LVS EN 61010-2-051:2015 Particular requirements for laboratory
equipment for mixing and stirring.

LVS EN 61326-1:2013 Electrical equipment for measurement,
EMC 2014/30/EU control and laboratory use. EMC requirements.
General requirements.

Directive on the restriction of the use of certain hazardous

RoHS3 2015/863/EU . ) . ;
substances in electrical and electronic equipment.

WEEE 2012/19/EU | Directive on waste electrical and electronic equipment.

| declare that the Declaration of Conformity is issued under sole responsibility of the
manufacturer and belongs to the above-mentioned objects of the declaration.

Svetlana Bankovska & va————————
Managing director .
Signature
Q 07 022040

Date




kiwa

NUVE SANAYiI MALZEMELERI
IMALAT VE TICARET ANONiM SiRKETI

Saracalar Mahallesi Saracalar Kiimeevleri No:4/2 Akyurt Ankara, Tirkiye

Laboratuvar ve Sterilizasyon Cihazlari Tasarimi, Uretimi,
Satis ve Satis Sonrasi Hizmetleri

kapsaminda

ISO 9001:2015

Uluslararasi kalite sistem standardina uygun
bir kalite yonetim sistem kurmustur.

“Standardin asagida verilen maddeleri hari¢ tutulmustur”
“Hari¢ tutma yoktur”

CERTIFICATE

Sertifika No : M 8215

ilk Belgelendirme Tarihi : 28 Nisan 2010
Sertifika Tarihi : 11 Mart 2022
Son Gegerlilik Tarihi 110 Mart 2025

Kiwa Belgelendirme Hizmetleri A.S.
ITOSB 9. Cadde No: 15 Tepedren Tuzla
istanbul / Tiirkiye Ju%‘/l

Tel: +90216 593 25 75

Faks: + 90 216 593 25 74 Genel Mudur
info@kiwa.com.tr

www.kiwa.com.tr

Sertifikalar periyodik ara denetimlerin
basarili ile tamamlanmasi kaydiyla

gegcerlidir. Detayh bilgi igin yukaridaki
numaralara bagvurulabilir. BEMESIEETAS  TURKAK BDS NO
YS-41C6-6EFA

Sertifika Son Guincelleme Tarihi : 11 Mart 2022 - R 06



kiwa

NUVE SANAYi MALZEMELERI
IMALAT VE TiCARET ANONiM SIiRKETi

Saracalar Mahallesi Saracalar Kiimeevleri No:4/2 Akyurt Ankara, Turkey

Design, Manufacture, Sales And After Sales Services Of Laboratory
And Sterilization Equipments

with a scope of

ISO 9001:2015

Has established a quality management system in accordance
with international standard.

“ Following elements of the standard are excluded “

CERTIFICATE

“None”
Certificate No :M 8215
Initial Certification Date : 28 April 2010
Certification Date : 11 March 2022
Expiration Date : 10 March 2025

Tel: +90216 593 2575
Faks: + 90 216 593 25 74
info@kiwa.com.tr

www.kiwa.com.tr

Kiwa Belgelendirme Hizmetleri A.$.
ITOSB 9. Cadde No. 15 Tepedren Tuzla
Istanbul / Turkey Uu(,‘/l

General Manager

Certificate is valid till expiration date,
subject to successful completion of
periodical surveillance audits.

Please contact above numbers for S
detailed information. YS-41C6-6EFA

Last Modified : 11 March 2022 - R 06



kiwa

NUVE SANAYi MALZEMELERI
IMALAT VE TICARET ANONIM SIRKETI

Saracalar Mahallesi Saracalar Kiimeevleri No:4/2 Akyurt Ankara, Tiirkiye

Laboratuvar ve Sterilizasyon Cihazlari Tasarimi, Uretimi,
Satig ve Satis Sonrasi Hizmetleri

kapsaminda

EN ISO 13485:2016

Uluslararasi Tibbi Cihazlar Kalite Yonetim Sistemi Standardina uygun bir yénetim
sistemi kurmustur.

“Standardin asagida verilen maddeleri hari¢ tutulmugtur”
“7.5.5” “7.5.7” “7.5.9.2”

CERTIFICATE

Sertifika No : M 8216

ilk Belgelendirme Tarihi : 28 Nisan 2010
Sertifika Tarihi :11 Mart 2022
Son Gegerlilik Tarihi : 10 Mart 2025

Kiwa Belgelendirme Hizmetleri A.$.
ITOSB 9. Cadde No: 15 Tepedren Tuzla
Istanbul / Tiirkiye U

Tel: +90216 593 25 75
Faks: + 90 216 593 25 74

info@kiwa.com.tr

www.kiwa.com.tr

Genel Midur

Sertifikalar periyodik ara denetimlerin

TURKAK

basarili ile tamamlanmasi kaydiyla

gegerlidir. Detayl bilgi igin yukaridaki

TURKA BDS-NO
YS-FEGF-F002

numaralara basvurulabilir.

Sertifika Son Giincelleme Tarihi : 11 Mart 2022 - R 05
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CERTIFICATE

Kiwa Belgelendirme Hizmetleri A.S.
ITOSB 9. Cadde No. 15 Tepetren Tuzla
Istanbul / Turkey

Tel: +90 216593 25 75
Faks: + 90 216 593 25 74
info@kiwa.com.tr

www.kiwa.com.tr

Certificate is valid till expiration date,
subject to successful completion of
periodical surveillance audits.

Please contact above numbers for
detailed information.

kiwa

NUVE SANAYi MALZEMELERI
IMALAT VE TiCARET ANONiM SIiRKETi

Saracalar Mahallesi Saracalar Kiimeevleri No:4/2 Akyurt Ankara, Turkey

Design, Manufacture, Sales And After Sales Services Of Laboratory
And Stenlization Equipments

with a scope of

EN ISO 13485:2016

Has established a management system in accordance

with international Medical Devices Quality Management System Standard
“Following elements of the standard are excluded”
S5 ] 759.2"

Certificate No 1M 8216

Initial Certification Date 228 April 2010
Certification Date :11 March 2022
Expiration Date : 10 March 2025

Gl

General Manager

e~ i £
st @88 TURKAK BDS NO

YS-FEGF-F002

Last Modified : 11 March 2022 - R 05
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