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EC Declaration of Conformity

Issued in accordance with Directive 93/42/EEC relating to medical devices.

=

Manufacturer: Sinapi Biomedical (Pty) Ltd, ARC Infruitec North Campus, Lelie Road, Stellenbosch, 7600,
South Africa

EU representative: mdi-Europa GmbH, Langenhagener Street 71, D-30855, Hannover-Langenhagen.
Notified body: SGS Belgium NV, SGS House Noorderlaan 87 2030 Antwerp, Belgium

Product Name: Sterile Single-use Chest Drain

Product Description: The Sinapi Chest Drainis a sterile disposable drain device connected to a sterile catheter
thatis used to drain and store fluids away from the thoracic space.

Products: Sinapi Chest Drain

(XL1000, XL1000S, XL1000SC, XL200, XL200S, XL200SC, XL2000S, XL2000SD,
XSD200, XS50) " '

Product Accessories: Drainage bag (D001) -
Y-connectors (YOO1M, YOO1L, YOO1-NV, YOO01-NVM, YOO1-NVL)
Shoulder sling (5S001)
Sinapi Chest Drain Stand (SCDS, SCDSD, SCDSDP)
Classification and rule: Class Is sterile, in accordance with rule 1, 93/42/EEC Annex Il (excluding Section 4)
GMDN code: 63652 (Thoracic suction collection container)
Applied Directives: Council Directive 93/42/EEC + Amending Directive 2007/47/EC
Conformity assessment route: Annex Il of Medical Devices Directive 93/42/EEC
Exclusions: 7.5.1.2.2 Installation and 7.5.1.2.3 Servicing
Non applications:  7.5.3.2.2 and 8.2.4.2 Particular requirements for active implantable medical devices

Applied Harmonised standards: 1SO 1041:2008, EN 1SO 10993-1:2018, EN ISO 10993-7:2008, 1SO
11135:2014,EN 1850 11138:2017, ENISO 11140:2014, EN ISO 11607-1:2019, EN SO 11607-2:2019, EN ISO
11737-1:2018, EN1SQ11737-2:2019, EN ISO 13485:2016, EN 1SO 14937:2009, ENISO 14971:2019, ENISO
15986:2011, ISO 15223-1:2016.

Number, date of issue.of CE certificate: Notified body number 1639, Issue 1. Certified since 01 March 2012 and
first certified by SGS Belgium NV since 16 December 2019 (valid from 16 December 2019 until 01 March 2023 with
certificate number ES19/86764.

Sinapi Biomedical (Pty) Ltd herewith declares that the above-mentioned device meets all applicable
provisions, and fulfils the essential requirements of the EC MD Directive 93/42/EEC. The device, Sinapi
Chest Drain, is safe under prescribed and reasonably foreseeable conditions of storage and use. No animal
products, medicinal substances or human blood derivatives utilized in products.
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Sinapi Biomedical (Pty) Ltd has instituted and keeps up to date a systematic procedure to review experience
gained from devices in the post-production phase and to implement appropriate means-for any necessary
corrective actions. The company undertakes to notify through its Authorized Representative in EU member
state the Competent Authority on any malfunction or deterioration in the product characteristics, performance -
or inadequacy in the instruction for use which might lead to death or serious damage in the patient’s health as
well as on technical or medical reason leading to systematic recall of the product by the manufacturer.

This declaration of conformity is issued under full responsibility of Sinapi Biomedical (Pty) Ltd.

D.C. de Villiers
MANAGING DIRECTOR

Signed at STELLENBOSCH on 17 December 2019, Stellenbosch, South Africa
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Preklad z anglického jazyka

ES Prohlaseni o shodé

‘Vydéno v souladu se smérnici 93/42/EHS o zdravotnickych prostfedcich.

Vyrobce: Sinapi Biomedical (Pty) Ltd, ARC Infruitec North Campus, Lelie Road,yStelI&enbosch, 7600,
Jizni Afrika

Zastupce v EU: mdi-EuropaGmbH, Langenhagener Street 71, D-30855, Hannover-Langenhagen.
Notifikovana osoba: SGS Belgium NV, SGS House Noorderlaan 87 2030 Antwerp, Belgie

Nazev vyrobku: Sterilni hrudni drenaz na jedno pouziti

Popis vyrobku: Hrudnf drenaz Sinapi je sterilni jednorazovy drenazni prostfedek s pfipojenym sterilnim
katétrem, ktery se pouziva'k drenazi a shromazdéni tekutin z hrudniho prostoru.

Vyrobky: Hrudni drenaz Sinapi

(XL1000, XL1000S, XL1000SC, XL200, XL200S, XL200SC, XL2000S, XL2000SD,
XSD200,XS50)

PrisluSenstvi k vyrobku: Drenazni saéek (D001)
Konektory Y (YOO1M, YOO1L, YOO1-NV,YO01-NVM, YOO1-NVL)

Ramenni zavés (SS001)

Stojan Sinapi k hrudni drenazi (SCDS, SCDSD, SCDSDP)
Klasifikace a pravidlo: Tfida Is steriln{, podie pravidla 1, 93/42/EHS Pftiloha Il (kromé ¢asti 4)
Kéd GMDN: 63652 (Sbérna nadobka k hrudni drenazi)
Pouzité smérnice: Smérnice Rady 93/42/EHS + pozménujici smérnice 2007/47/ES”
Postup posouzeni shody: Piiloha Il smérnice o zdravotnickych prostiedcich 93/42/EHS
Vyjimky: 7.5.1.2.2Instalace a7.5.1.2.3 Servisni &innost
Nepouzito: 7.5.3.2.2a 8.2.4.2 Zvliastni pozadavky na aktivni implantabilni zdravotnické prostfedky

Pouzité harmonizované normy: SO 1041:2008, EN ISO 10993-1:2018, EN 1SO 10993-7:2008, 1SO
11135:2014,EN 1SO11138:2017,ENISO 11140:2014,ENISO 11607-1:2019,ENISO 11607-2:2019,ENISO
11737-1:2018,ENSO14737-2:2019, EN SO 13485:2016, ENISO 14937:2009, EN 1SO 14971:2019, EN ISO
15986:2011, ISO 15223-1:2016.

Cislo a datum vydani c;évédéeni CE: Notifikovana osoba ¢&fslo 1639, vydani 1. Certifikovano od 1. bfezna
2012 a poprveé certifikovano spoleénosti SGS Belgium NV od 16. prosince 2019. Plainé od 16. prosince 2019
do od 1. bfezna 2023 s &islem osvédéeni ES19/86764.

Sinapi Biomedical (Pty) Ltd timto prohlasuje, Z2e vy$e uvedeny prostiedek spliiuje v8echna pfislusna
ustanoveni a zakladni poZzadavky smérice ES 93/42/EHS o zdravotnickych prostfedeich. Prostfedek hrudni
drenaz Sinapi je bezpe¢ny za pfedepsanych a pfiméfené predvidatelnych podminek skladovani a pouziti. Ve
vyrobeich nejsou pouzity vyrobky Zivo¢isného plvodu, 1&¢ivé latky ani derivaty lidské krve.
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Spoleénost Sinapi Biomedical (Pty) Ltd zavedla a udrzuje aktudlni systematicky postup k pfezkoumavani
zkusenosti ziskanych u zdravotnickych prostfedkd v povyrobni fazi a k pouziti vhodnych prostfedkd u jakychkoli
nutnych napravnych opatfeni. Spole¢nost se zavazuje, Ze prostfednictvim svého opravnéného zastupce
v Slenském staté EU oznami péisiusnému ufadu jakékoli selhani nebo zhoreni vlastnosti vyrobku nebo jeho
vykonu nebo upozorni na nedostatky v ndvodu k pouZiti, které by mohly zpGsobit smrt pacienta ¢i vazné poskodit
jeho zdravi, a rovn&z oznami i technicky &i zdravotni diivod vedouci ke stazeni vyrobku z trhu provedenému
vyrobcem.

Zatoto prohlageni o shodé nese pinou odpovédnost Sinapi Biomedical (Pty) Ltd.

D.C. de Villiers
GENERALNI REDITEL

Podepsano ve STELLENBOSCH on 17 December 2019, Stellenbosch, Jizni Afrika
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Tlumoénicka dolozka

Jako tlumognice jazyka &eského a anglického ustanovend dekretem Krajského soudu v Praze ze dne 15.
listopadu 1991, &.j. Spr. 698/91 stvrznji, e mnou provedeny preklad souhlasi s textem pFipojené listiny.
Thamo&nicky tikon je zapsén v deniku pod pof. &. &4 S dne A2.3 . 2020.

. 1991, ‘ ﬁ]:e'vNo Spr. 698/91 I hereby certify that my translation corresponds with the original attached document.
i The translation is recorded in the translator’s book of records under No. ¢ ¢ £ on 7/2.J. 2020.
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