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CERTIFICATO N° 505SGQ06

CERTIFICATE N° 5055GQ06

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System -

messo in atto da
implemented by

APTACA SpA. .

Via Monte Bianco, 4 — 1T 20900 MONZA (MB)

. nella Sede Operativa di-
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

é conforme allanorma
is-in-compliance with-the-standard——

~UNI'EN ISO 9001-2015 (ISO 9001-2015) -

per i seguenti Processi
concerning the following_kinds-of Processes —— ———

Gestione della fabbricazione e immissione in commercio di tampom sterlll per |I prelievo di campioni biologici
in orifizi naturali e in ambito chirurgico. Progettazione e fabbricazione di dispositivi medico diagnostici per
laboratori di analisi e dispositivi medici di classe | non sterile. Commercializzazione di dispositivi medici invasivi

e non di classe lla, Is, | e diagnostici in vitro. Commercializzazione di articoli da laboratorio.
Management of the manufacturing and placing on the market of sterile tampons for’samplina of biological specimens in-natural orifice and in surgical field.
Design and manufacturing of diagnostic medical devices for laboratories of analysis and.non-sterile class I medical devices.

Marketmg of invasive and non-invasive medical devices-of class fia, Is, | and in vitro diagnostics. Marketing of laboratory items.

Il presente Certificato e soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.
This Certificate shall satisfy the requirements established-in the Rules for the certification in force applicable,
In caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla lingua italiana
In cases of discrepancy between the languages used in the translation of the content of this certificate, please refer to the ltalian language

L'AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

LS

Dr. Ing. Roberto Cusolito

Data di Prima Emissione Data di Prima Emissione ITALCERT Data di Rinnovo Data di Scadenza
First Issue Date First Issue Date ITALCERT Renewal Date Expiration Date

1998-07-23 20111 '”“m S 2023-10-24 2026-10-29
Digitally signed by Ceaicovschi Tudor
Date: 2024.01.16 14:01:18 EET

sosy MoldSign Signature -
Settore |AF5§23?%9H Moldova

{ ACCREDIA X,

L'ENTE ITAUANO DI ACCREDITAMENTO ~

SGQ N° 023A

Membro degli Accorci ¢l Mutua Riconoscimento EA, IAF e ILAC
Signatory of EA, IAF and ILAC Mutual Recognition Agreements

ITALCERT S.r.l, | Viale Sarca, 336 — 20126 Milano (MI) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsrl@legalmail.it



N

8 ITALCERT

CERTIFICATO N° 505DM09

CERTIFICATE N° 505DM09

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

) _ messo in atto da
= implemented by

APTACASDA. ' ——

Via Monte Bianco, 4 — IT 20900 MONZA (MB)

) nella Sede Operativa di——
B Operative Unif

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
is in_compliance with the-standard i

— | UNI CELEN ISO 13485-2021 (ISO 13485- 2016)

per i seguenti Processi
concerning the following kinds of Processes

Gestione della fabbricazione e immissione in commercio di tamponi sterili per il prelievo di campioni biologici
in orifizi naturali e in ambito chirurgico. Progettazione e fabbricazione di dispositivi medico diagnostici per
laboratori di analisi e dispositivi medici di classe | non sterile.

Commercializzazione di dispositivi medici invasivi e non di classe Ila, Is, | e diagnostici in vitro.
Management of the manufacturing and placing on the market of sterile tampons for sampling of biological spec[mens in natural orifice and in surgical field.
Design and manufacturing of diagnostic-medical devices for laboratories of analysis and non-sterile class | medical devices.

Marketing of invasive and non-invasive medical devices of class lla, Is, | and. in vitro diagnostics.

Il presente Certificato € soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.

This Certificate shall satisfy the requirements established in-the-Rules for the certification in force-applicable.

In caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla lingua italiana
In cases of discrepancy between the languages used in the translation of the content of this certificate; please refer to the ltalian-language

L'AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

(LL.9v=

Dr. Ing. Roberto Cusolito

Data di Prima Emissione Data di Prima Emissione ITALCERT Data di Rinnovo Data di Scadenza
First Issue Date First Issue Date ITALCERT Renewal Date Expiration Date
2007-10-30 2011-10-30 2023-10-24 2026-10-29
ACCREDIA %
LENTE ITAUANO Df ACCREDITAMENTO
SGQ N° 023A

Membro degll Accordl di Mutuo Riconoscimento EA, IAF e ILAC
Signatory of EA, IAF and ILAC Mutual Recognition Agreements

ITALCERT S.r.l. | Viale Sarca, 336 — 20126 Milano (MI) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail it




EG-KONFORMITATSERKLARUNG - EC DECLARATION OF CONFORMITY
DECLARATION CE DE CONFORMITE - DICHIARAZIONE CE DI CONFORMITA

Name und Adresse des Herstellers: / BOEN HEALTHCARE CO.,LTD
Name and address of the manufacturer: / Unit 602, International Center, No.535, Shenxu Road,
Nom et adresse du fabricant: / Suzhou, 215021, Jiangsu, China

Nome e indirizzo del fabbricante:

Wir erklaren in alleiniger Verantwortung, dass / We declare under our sole responsibility that /
Nous déclarons sous notre propre responsabilité que / Dichiariamo sotto la sola responsabilita che

das Medizinprodukt: / Centrifuge Tube
the medical device: /
le dispositif médical: /
il dispositivo medico:

der Klasse: / Common/Others IVD

of class: / (Devices of NOT Annex Il and NOT self-test)
de la classe: /

di classe:

(IVDD, Artikel 9 Absatz 1) nicht Teil der Liste A und B von Anhang Il sein / (IVDD, Article9(1)) not be part of list A & B of annex II
(IVDD, article 9, paragraphe 1) ne fait pas partie de la liste A et B de I'annexe Il / (IVDD, articolo 9, paragrafo 1) non fanno parte dell'elenco A e B
dell'allegato I

den einschlagigen Bestimmungen der Medizinprodukte-Richtlinie 98/79/EG und deren Umsetzungen in nationale
Gesetze entspricht. Die Erklarung gilt in Verbindung mit dem zum Produkt gehérigen ,,Endpriifprotokoll®. /

meets the provisions of the directive 98/79/EC and its transpositions in national laws which apply to it. The declaration
is valid in connection with the “final inspection report” of the device. /

remplit toutes les exigences de la directive sur les dispositifs médicaux 98/79/EC et de ses transpositions en droit
national qui le concernent. La déclaration est valable si elle est associée au «rapport de 'inspection finale» du produit. /

soddisfa tutte le disposizioni della direttiva 98/79/EC e della loro trasposizione nel diritto nazionale che lo riguardano.
Questa dichiarazione & valida in congiunzione con il “rapporto di ispezione finale” del prodotto.

Konformitatsbewertungsverfahren: / Anhang lll (voraussichtlicher Punkt 6) der IVDD 98/79 /
Conformity assessment procedure: / EG Annex lll (expect point 6) of IVDD 98/79/EC
Procédure d’évaluation de la conformité: / Annexe lll (sauf le point 6) de I'lVDD 98/79 / CE
Procedura di valutazione della conformita: Allegato lll (aspettarsi il punto 6) dell'lVDD 98/79 / CE

Registrier-Nr.: /
Registration No.: /
N°d’enregistrement: /
Numero di registrazione:

Benannte Stelle: /
Notified Body: /
Organisme notifié: /
Organismo notificato:
CE

Suzhou, 201.05.26

Ort, Datum / Place, date /
Lieu, date / Luogo, data




Wo20d 0408 3

EC Certificate TUVRheinland

Production Quality Assurance

MDD Annex V

Registration No.; DD 2063008-1

Manufacturer: Boen Healthcare Co., Ltd.
Unit 602, International Center, No. 535, Shenxu Road,
Suzhou,
2156021 Jiangsu
P.R. China
Medical Brushes, Disposable Vaginal Speculums, Disposable
Gynecological Sets,
Disposable Dressing Kits, Disposable Colostomy Bags, Disposable
Umbilical Cord Clamps, Disposable Urine Drainage Bags, Sterile Wooden
Tongue Depressors, Non Woven Surgical Drapes, Non Woven Surgical
Gowns, X-ray Detectable Gauze Swabs (Sponges), Gauze Balls and Lap
Sponges in Sterilization Packing, Gauze Swabs (Sponges), Gauze Balls
Gauze Bandages and Non Woven Wound Care Products, Medical Elastic
Bandages, First Aid Kits and Its Related Products, Disposable Nasal
Speculums, Disposable Ear Checkers, Disposable Oral Cavity Kits and
Implements, Sterile Urine Meters:
Aspects of manufacture concerned with conformity of products with
metrological requirements: Sphygmomanometers, Mercury-free Clinical
Thermometers
Replaces Approval, Registration No.: DD 60142274 0001

Report No.: 15092074 009

Effective date: 2020-11-18

Expiry date: 2024-05-26 —_—

Issue date: 2020-11-18 \ &

TOV Rheigvind LGA Prodi
TillystraRe 2 - 90431 Nurnberg - Germany

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC concerning medical
devices with the identification number 0197.
Page 2 of 2

TV, TUEY and TUV are registered trademarks. Utiisation and applicaton requre




L ®
TUVRheinland

TUV Rheinland Doc. 1/2, Rev. 0
LGA Products GmbH

TillystraBe 2, 90431 Niirnberg

Attachment to
Certificate
Registration No.:
Report No.:

Organization:

Scope:

Deutsche

( DAkkS

Date: 2019-08-07

Akkreditierungsstelle
D-ZM-14169-01-02

SX 60138020 0001
15092074 004

Boen Healthcare Co., Ltd.
Unit 602, International Center
No. 535, Shenxu Road
215021 Suzhou, Jiangsu
China

Products:

Sterile Hemostasis Adhesive Dressing Series (Sterile Wound
Plaster, Liquid Transfusion Plaster and Adhesive Dressing),
Sphygmomanometers, Disposable Medical Brushes, Disposable
Vaginal Speculums, Disposable Gynecological Sets, Disposable
Dressing Kits, Disposable Colostomy Bags, Disposable
Umbilical Cord Clamps, Nasal Oxygen Cannulae, Suction
Catheters, Stomach Tubes, Feeding Tubeg, Suction Connecting
Tubes with Yankauer, Disposable Urine Drainage Bags, Sterile
Wooden Tongue Depressors, Sterile Latex Surgical Gloves,
Disposable Surgical Blades & Scalpels With Plastic Handle,
Sterile Blood Lancets, Disposable Syringes, Disposable
Infusion Sets, Disposable Transfusion Sets, Intravenous
Needles for Single Use,Sterile Hypodermic Needles for Single
Use, Disposable Tracheal Tubes(Standard & Reinforced),
Disposable Oxygen Mask, Non-Rebreathing Masks, Aerosol
Masks, Closed Suction Catheters, Non Woven Surgical Drapes,
Non Woven Surgical Gowns, X-ray Detectable Gauze Swabs
(Sponges), Gauze Balls and Lap Sponges in sterilization
Packing

Certification Body

Fuxiu Sheng

100204 0408 B

TEAV. TUEV and TLV are rogisterad tradamarks. Utiisation and appication requires prior approval.




000 «MunuMexn», HHH 3234007127
241520, Poccuiickan Mexepanusn, Bpauckana odaacts

Bpsauncknit paiion, c.Cynoneno, yiu.lIllocceiinas, 172

® Texedon (4832)92-97-97,92-54-52, darc (4832) 92-24-54
Muorokanaasusiil Texedon 8-800-100-48-32

nocmaswuk nabopamopud www.minimed.ru e-mail: info@minimed.ru

ucx. Ne310 or 26.11.2021r.

NudopmannonHoe nucemo.

B cootBerctBUM ¢ aeiictByrommuM lloctanosnenunem IlpaBurensctBa PO ot 01.12.2009r.
Ne982  «OO6 yTBepKIEHWH €IUHOTO TEPEeyHs MPOMYKIUH, MOAJeKAImEeH 00s3aTeIbHON
cepTUdUKAIMK M CJAWHOTO TEpeYHs MPOAYKIMH, TIOATBEPKICHHE COOTBETCTBHS KOTOPOM
OCYIIECTBIISIETCS B (hOpMe MIPUHSITHS JEKIapalii 0 COOTBETCTBUMY, [IpoOupku tabopaTopHsie o TY
9461-008-52876351-2008, mpouzoactea OO0 «MunuMeny», OKIIA2 23.19.23.110 - «Ilocyna nns
mabOPaTOPHBIX LIEJIeH CTEKIITHHASN, 003aTeILHON CepTHU(UKAIIUY U IEKJIAPUPOBAHHUIO HE MOJIJICKAT.

Havanbnuk OTK I'py3unues C.A.




Cpok neﬁc'mua .ﬁo'-M CeHTAbOpsa 2022 F.

' Hponnéﬁ- rrpmcasou Cbezzcba.‘rzpnoro aremcma 1O TEXHHYECKOMY PEryTHPOBAHHIO i
MeTposiorun ot 04 ceHTaGps 2017 r. Ne 1839

' 3am:cmrem. Pyxoozurens
DerIepaNbHOTO areHTCTBa




e

0 &

BT TR L
W,

GEOEPAJIBHOE ATEHTCTBO
Nno TEXHUWYECKOMY PETYITMPOBAHWIO W METPOJIOI KA

CBUAETE/IBCTBO

06 yTBEpXAEHWM THUNa CPEACTB W3MEpeHMN

RU.C.29.000.A Ne 30181

Cpok geicteuna go 02 oktabps 2017 r.

HAUMEHOBAHHE THITA CPEJICTB U3MEPEHHH
MNpo6upku ucnonHenun 1, 2

H3IFOTOBUTEJIb
OfwecTBO C OrpaHN4YeHHOM OTBETCTBEHHOCTLIO "MunuMealpom™
(OO0 "MunuuMepalpom"), r. AaTekoBO, BpAxckan obnactkb

PETHCTPALIMOHHBIM Ne 24177-07

JIOKYMEHT HA TOBEPKY
FOCT 8.234-77

HHTEPBAJIFMEX]TY ITOBEPKAMH
MepsuyHasa noBepka Ao BBOAA B aKcnnyarayuio

Tun cpeacts m3MmepeHuit  yTBepixiaeH npHkasoM DenepanbHOro areHTCTBa 110
TEXHHYECKOMY PEryJHPOBaHHIO M MeTposiorHi oT 02 okTAGps 2012 r. Ne 823

Onucanme THNA CPEACTB M3MEpeHHil sBseTcs 0OS3aTENBHBIM  [PUIOKEHHEM
K HACTOALIEMY CBHICTCILCTBY.

3amecTutens Pykopoautens ; S \_/‘- /,%"// ®.B.Bynsirun
L x {.;_-/:/./

DejlepanbHOro areHTCTBa | /

. ’fg.’ Al e

Cepun CH




DEAEPAABHAA CAVKBA T1IO HAASOPY B COEPE 3APABOOXPAHEHWMA
(POC3APABHAA3OP)

PETHCTPALUOHHOE YAOCTOBEPEHHE

HA MEAMLIMHCROE U3AEJIUE

ot 27 nosi6ps 2017 roaa Ne @CP 2008/03550

Ha meaunmncKoe H3nemme
IIpo6upxn aaboparopusie mo TY 9461-008-52876351-2008

Hacrosinee perucTpaliHoHHOE YIOCTOBEPEHHE BBIIAHO

OfmecTBO ¢ OrpaHAYeHHOH oTBeTcTBeHHOCTHI0 "'MuauMen"
(000 "MuaunMen"), Poccus,

241520, bpauckas o6aacrb, ¢. CynoHneso, yaa. [llocceiinan, a. 17A

IlpousBoauTens

O6mecrBo ¢ orpasHyeHHol oTBeTcTBeHHOCTRIO ""MunuMen"
(000 "MunuMen'"), Poccus,

241520, bpanckas o6aacrTs, ¢. Cynoneso, ya. lllocceiinan, a. 17A

MecTo npoH3BOACTBA MEHITHHCKOO H3AEIHs
CM. HPHITOKCHHE

Homep perucrpaunonsoro agocse Ne PA-20009/66365 ot 21.11.2017
Bua MmegunuHacKoro H3genud 108710
Knacc noTeHnHansHOTO pHCKa NPHMEHEHHS MEIRIIHHCKOTO H3/ienns 1

Kop O6mepoccuiickoro xnaccuprkaTopa IPOAYKIHE TI0 BHIaM YKOHOMHYECKOM
JesrensHocTH 23.19.23.110

Hacrosnee PETHCTPAITHOHHOE YIOCTOBCPCHHE HMECT NPHITOKEHHE Ha 1 mcTe

1; BHEN £
GEEF 3
e 'i,r.‘ f..'-‘_‘_?-"-i s

o ity %
] .

%,
g

npukasom Pocszpasransopa ot 27 HoaGps 2017 roza Ne 983445 5" S 7

Ao R BB M SR RS SRS PN

110 Ha/30py B cdepe 3ApaBooXpaHeHHH




FOCYAAPCTBEHHbBIA KOMMUTET i N STATE COMMITTEE FOR
NO CTAHAAPTU3ALIMM RIS STANDARDIZATION OF THE

PECITYBAMKWU BEAAPYCb REPUBLIC OF BELARUS

CEPTUDOUKAT

OB YTBEPXKAEHWUU TUTA CPEACTB U3MEPEHMIA

PATTERN APPROVAL CERTIFICATE
OF MEASURING INSTRUMENTS

HOMEP CEPTUDUKATA:
CERTIFICATE NUMBER:

AEACTBHTEAEH AO:
el 4 ceHTabpsa 2022 .

Hacrosiwumin cepTudmkaT yaAocToBepsieT, YTO Ha OCHOBAHWUM pelleHUs]
Hay4Ho-TexHn4yeckon kommuccum no metpororum (Ne 03-18 ot 29.03.2018)
YTBEPXKAEH TUM CPEACTB M3MEPEHUI

"INMpo6upkn ucnoanenmin 1, 2",

nsrotoButeAb - OO0 "MunuMeallpom', r. AsTbkoBo bpsiHckoii 06A.,
Poccuiickas ®eaepauns (RU),

KOTOpbIM 3aperMcTpupoBaH B [ocyAapCcTBEHHOM peecTpe CPEACTB M3MeEPEHMH
noA Homepom Pb 03 07 3349 18 u aonyuweH K npumeHeHuio B Pecnybanke
beaapycb ¢ 29 mapTa 2018 r.

OnucaHure TMnNa CPeACTB M3MEPEHUI NPUBEAEHO B MPUAOXKEHUHU
SIBASIETCS HEOTbEMAEMOM HaCTbiO HacTosIWero cepTuduKaTa.

A - Ja—-..

e —

B.B.HazapeHnko
29 maprta 2018 r.




DEAEPAABHAA CAVKBA T1IO HAASOPY B COEPE 3APABOOXPAHEHWMA
(POC3APABHAA3OP)

PETHCTPALUOHHOE YAOCTOBEPEHHE

HA MEAMLIMHCROE U3AEJIUE

ot 27 nosi6ps 2017 roaa Ne @CP 2008/03550

Ha meaunmncKoe H3nemme
IIpo6upxn aaboparopusie mo TY 9461-008-52876351-2008

Hacrosinee perucTpaliHoHHOE YIOCTOBEPEHHE BBIIAHO

OfmecTBO ¢ OrpaHAYeHHOH oTBeTcTBeHHOCTHI0 "'MuauMen"
(000 "MuaunMen"), Poccus,

241520, bpauckas o6aacrb, ¢. CynoHneso, yaa. [llocceiinan, a. 17A

IlpousBoauTens

O6mecrBo ¢ orpasHyeHHol oTBeTcTBeHHOCTRIO ""MunuMen"
(000 "MunuMen'"), Poccus,

241520, bpanckas o6aacrTs, ¢. Cynoneso, ya. lllocceiinan, a. 17A

MecTo npoH3BOACTBA MEHITHHCKOO H3AEIHs
CM. HPHITOKCHHE

Homep perucrpaunonsoro agocse Ne PA-20009/66365 ot 21.11.2017
Bua MmegunuHacKoro H3genud 108710
Knacc noTeHnHansHOTO pHCKa NPHMEHEHHS MEIRIIHHCKOTO H3/ienns 1

Kop O6mepoccuiickoro xnaccuprkaTopa IPOAYKIHE TI0 BHIaM YKOHOMHYECKOM
JesrensHocTH 23.19.23.110

Hacrosnee PETHCTPAITHOHHOE YIOCTOBCPCHHE HMECT NPHITOKEHHE Ha 1 mcTe

1; BHEN £
GEEF 3
e 'i,r.‘ f..'-‘_‘_?-"-i s

o ity %
] .

%,
g

npukasom Pocszpasransopa ot 27 HoaGps 2017 roza Ne 983445 5" S 7

Ao R BB M SR RS SRS PN

110 Ha/30py B cdepe 3ApaBooXpaHeHHH




®EAEPAABHASL CAVKBA 10 HAA3OPY B COEPE 3APABOOXPAHEHWS
(POC3APABHAA3OP)

MPUJIOYKEHHE
R PETUCTPALIMOHHOMY Y/JOCTOBEPEHHIO

HA MEAULIMHCKROE U3AEJIUE
ot 27 nosiGps 2017 roaa Ne ®©CP 2008/03550

JImer 1

Ha meanimHcKoe nanenme

Hpobupxu naboparopusie mo TY 9461-008-52876351-2008:

Mecto npon3BoaCTBa:

1. 000 "MuuuMen", Poccas, 242600, BpaHckas o6nacts, r. JIstekoBo, yi. Jlennna,

A. 182, xopm. 1.

2. 000 "MunaMenlIpom", Poccus, 242600, Bpsnckas o6nacts, r. JIaTeKoBo, yi. Jlenuna,
n. 182, xopm. 5.

=

3amecruTens pyxopoaurTes DenepaiabHoii ciryxOn
10 Haa30py B cdepe 3APaBOOXPAHEHHSN




000 “MuHuMen”, 2415620, Poccuiickan Penepauuns, BpsaiHckas oBnacTb,
BpAHCKWIA paloH, ¢. CynoHeBo, yn. LLoccelHan, 17 A

Ten. (4832) 92-97-97, 92-24-52, -53, -55, -56, -57, -58, -60, -61, -62

® MHorokaHanoHbiM Homep - 8-800-100-48-32
mm:ﬂxm GaKc (4832) 92-24-54, 92-24-59, 92-24.61

nocmaswux noabopamopuid WHH 3234007127 www.minimed.ru e-mail: info@minimed.ru

Perncrpaunonnoe ynocrosepenue Ne @CP 2008/03550 o1 27.11.2017 r.
Ilacnopr

IIpoboupkn nabopaTopubie o TY 9461-008-52876351-2008
IIpobupku konuueckue yenmpugpysicuole

1. Hasnavenue
IIpennasnavensl jUiA HeHTpudyrupopanua B neHtpHpyrax tuna OITH-3 u aHaqorM¥HBIX MM IPH HAJIMYHKA
COOTBETCTBYIOIIMX BKIAJIBIIIEH.

2. OcHOBHBIE TeXHHYeCKHE XapaKTepHCTHKH

HoMmunajasHas
HaumenoBanne : Bpicora, MM Hunamerp, MM Hena neaenus, M
BMECTHMOCTh, MJI
I1-1-10 XC (IIITHI) 10 w8 17£0,5 -
I1-1-10-0,1 XC (TI11I") 10+£0,.2 105 ) 17+0,5 0,1
I1-1-10-0,2 XC (1L 10£0,2 17+0,5 0,2

1. 1IpoGupku msrotosiensl no 1Y 9461-008-52876351-2008 B coorBercTBHu ¢ TpeboBanuamu I'OCT 1770-74.

2. HMsroropnensl n3 crexia XC1 no I'OCT 21400-75 unu HC-1 mo I'OCT 19808-86.

3. Paccuurans na marpysky no 1200 g,

4. B xoje skeruryaTalui NpoOHPKH MOTYT ToJBeprarhes JAe3MH(pEKIHy, NpeicTepiM3aluouHol OYHCTRe H
CTepUIM3AIHK coTflacHo TpeGoBanuam MY 287-113.

5. Hcnonnenue 1 — 0e3 B3auMO3aMeHAEMOr0 KOHYCA.

3. YnaxkoBbiBaHHe, TPAHCIIOPTHPOBAHHE H XpaHEHHE
YiakoBka u3jiciuii o0ecrieuuBacT MX COXPAaHHOCThH [IPH TPAHCIIOPTHPOBAaHUH. TpaHCHOPTHAA YIAKOBKA HMECT
MapkHpoRky «Xpymnkoe. Ocrtopomno». Ycmorus tpancnopruporanus uzgemnii — nmo I'OCT 15150-69 B kpeitom
TpaHcnopre grdoro puaa. Yciosud Xxpanenus — 5 no 'OCT 15150-69.

4., TpeboBanusi De30MaCHOCTH
IIpu skciuryatanmu HeoOXoauMo codmoaarh npapuia 0e30acHOCTH pH padoTe co CTEKIAHHBIMHU H3JIEITHAMU.
W3penus He JIOJGKHBI TIOJ{BEPraTheA PE3KHM yJjiapaM B NPOIIEcce IKCILUTyaTaIliH.

5. Caenenus ob yrHIH3aluH
H3JIQJ'§HE HEC ﬂpe;'lCTaB.T[ﬂK)T OIIACHOCTH JIJIA ()pr)[(a}(‘]lllcf‘l cpeﬂ.m, JKH3HH H SJIOIJOBBH J[I-O,Tlcﬁ mocjiec OKOHYaHHA
cpoka cnyxObl Hopsagok yrunaszamuu uzenus onpenendercs [Totpedurenem.

6. TI'apaHTHH H3rOTOBHTEJS
Usrorosurens (lopumuueckuii ajgpec): OO0 «MunuMeny, 241520, PO, bpsauckas obnacts, bpsinckuii paitown, c.
Cynoneso, yi. lllocceiinas, 17A.
H3rotosuTeNh TapaHTHPYET COOTBETCTBHE MPOOUPOK KOHMYECKHX HeHTpH(ykHBIX TpeGoBanuam I'OCT 1770-74
u TY 9461-008-52876351-2008 unpu cobmojeHud YCIOBHH TpPaHCIOPTHPOBAHUMA, XPAHEHHN M HKCIUIyaTallUH.
["apanTniinelii cpoK aKcIuIyaTanyy - 12 Mecsies co JHA BBOJIA B IKCILIYaTaluIo,

7. CB][J'[ETEJ]];CTBO O NpHEMKe
H’j,LlCJ!H}i H3TOTOBJICHEBI B COOTBCTCTBHH C ,Lli‘.‘.ﬁCTB)’HJ].LlCI::l TCXHHYECCKOI ,U.UKYMCH'I‘&ILHCE H IIPpHU3HAHBI I'OJIHRIMH JUJIA
IKCIIIyaTalmM.

Hauanpauk OTK I'py3unnues C.A.




000 “MuHuMen”, 2415620, Poccuiickan Penepauuns, BpsaiHckas oBnacTb,
BpAHCKWIA paloH, ¢. CynoHeBo, yn. LLoccelHan, 17 A

Ten. (4832) 92-97-97, 92-24-52, -53, -55, -56, -57, -58, -60, -61, -62

® MHorokaHanoHbiM Homep - 8-800-100-48-32
mm:ﬂxm GaKc (4832) 92-24-54, 92-24-59, 92-24.61

nocmaswux noabopamopuid WHH 3234007127 www.minimed.ru e-mail: info@minimed.ru

Perncrpaunonnoe ynocrosepenue Ne @CP 2008/03550 o1 27.11.2017 r.
Ilacnopr

IIpoboupkn nabopaTopubie o TY 9461-008-52876351-2008
IIpobupku konuueckue yenmpugpysicuole

1. Hasnavenue
IIpennasnavensl jUiA HeHTpudyrupopanua B neHtpHpyrax tuna OITH-3 u aHaqorM¥HBIX MM IPH HAJIMYHKA
COOTBETCTBYIOIIMX BKIAJIBIIIEH.

2. OcHOBHBIE TeXHHYeCKHE XapaKTepHCTHKH

HoMmunajasHas
HaumenoBanne : Bpicora, MM Hunamerp, MM Hena neaenus, M
BMECTHMOCTh, MJI
I1-1-10 XC (IIITHI) 10 w8 17£0,5 -
I1-1-10-0,1 XC (TI11I") 10+£0,.2 105 ) 17+0,5 0,1
I1-1-10-0,2 XC (1L 10£0,2 17+0,5 0,2

1. 1IpoGupku msrotosiensl no 1Y 9461-008-52876351-2008 B coorBercTBHu ¢ TpeboBanuamu I'OCT 1770-74.

2. HMsroropnensl n3 crexia XC1 no I'OCT 21400-75 unu HC-1 mo I'OCT 19808-86.

3. Paccuurans na marpysky no 1200 g,

4. B xoje skeruryaTalui NpoOHPKH MOTYT ToJBeprarhes JAe3MH(pEKIHy, NpeicTepiM3aluouHol OYHCTRe H
CTepUIM3AIHK coTflacHo TpeGoBanuam MY 287-113.

5. Hcnonnenue 1 — 0e3 B3auMO3aMeHAEMOr0 KOHYCA.

3. YnaxkoBbiBaHHe, TPAHCIIOPTHPOBAHHE H XpaHEHHE
YiakoBka u3jiciuii o0ecrieuuBacT MX COXPAaHHOCThH [IPH TPAHCIIOPTHPOBAaHUH. TpaHCHOPTHAA YIAKOBKA HMECT
MapkHpoRky «Xpymnkoe. Ocrtopomno». Ycmorus tpancnopruporanus uzgemnii — nmo I'OCT 15150-69 B kpeitom
TpaHcnopre grdoro puaa. Yciosud Xxpanenus — 5 no 'OCT 15150-69.

4., TpeboBanusi De30MaCHOCTH
IIpu skciuryatanmu HeoOXoauMo codmoaarh npapuia 0e30acHOCTH pH padoTe co CTEKIAHHBIMHU H3JIEITHAMU.
W3penus He JIOJGKHBI TIOJ{BEPraTheA PE3KHM yJjiapaM B NPOIIEcce IKCILUTyaTaIliH.

5. Caenenus ob yrHIH3aluH
H3JIQJ'§HE HEC ﬂpe;'lCTaB.T[ﬂK)T OIIACHOCTH JIJIA ()pr)[(a}(‘]lllcf‘l cpeﬂ.m, JKH3HH H SJIOIJOBBH J[I-O,Tlcﬁ mocjiec OKOHYaHHA
cpoka cnyxObl Hopsagok yrunaszamuu uzenus onpenendercs [Totpedurenem.

6. TI'apaHTHH H3rOTOBHTEJS
Usrorosurens (lopumuueckuii ajgpec): OO0 «MunuMeny, 241520, PO, bpsauckas obnacts, bpsinckuii paitown, c.
Cynoneso, yi. lllocceiinas, 17A.
H3rotosuTeNh TapaHTHPYET COOTBETCTBHE MPOOUPOK KOHMYECKHX HeHTpH(ykHBIX TpeGoBanuam I'OCT 1770-74
u TY 9461-008-52876351-2008 unpu cobmojeHud YCIOBHH TpPaHCIOPTHPOBAHUMA, XPAHEHHN M HKCIUIyaTallUH.
["apanTniinelii cpoK aKcIuIyaTanyy - 12 Mecsies co JHA BBOJIA B IKCILIYaTaluIo,

7. CB][J'[ETEJ]];CTBO O NpHEMKe
H’j,LlCJ!H}i H3TOTOBJICHEBI B COOTBCTCTBHH C ,Lli‘.‘.ﬁCTB)’HJ].LlCI::l TCXHHYECCKOI ,U.UKYMCH'I‘&ILHCE H IIPpHU3HAHBI I'OJIHRIMH JUJIA
IKCIIIyaTalmM.

Hauanpauk OTK I'py3unnues C.A.




®EAEPAABHASL CAVKBA 10 HAA3OPY B COEPE 3APABOOXPAHEHWS
(POC3APABHAA3OP)

MPUJIOYKEHHE
R PETUCTPALIMOHHOMY Y/JOCTOBEPEHHIO

HA MEAULIMHCKROE U3AEJIUE
ot 27 nosiGps 2017 roaa Ne ®©CP 2008/03550

JImer 1

Ha meanimHcKoe nanenme

Hpobupxu naboparopusie mo TY 9461-008-52876351-2008:

Mecto npon3BoaCTBa:

1. 000 "MuuuMen", Poccas, 242600, BpaHckas o6nacts, r. JIstekoBo, yi. Jlennna,

A. 182, xopm. 1.

2. 000 "MunaMenlIpom", Poccus, 242600, Bpsnckas o6nacts, r. JIaTeKoBo, yi. Jlenuna,
n. 182, xopm. 5.

=

3amecruTens pyxopoaurTes DenepaiabHoii ciryxOn
10 Haa30py B cdepe 3APaBOOXPAHEHHSN




novd

biomedical

Self-Declaration of Conformity To European Parliament and Council Directive 98/79/EC
In Vitro Diagnostic Medical Device Directive (IVDD)

Product name: Nova Stat Profile Prime Plus Analyzer System including Reagents, Calibrators
and Controls

Catalog Numbers: List Attached (Two Pages)
Classification: Other/General
Manufacturer: Nova Biomedical Corporation

200 Prospect Street
Waltham, MA 02454 USA

Representative: William Jacques, Director of Regulatory and Quality

Authorized Representative: Nova Biomedical GmbH
Hessenring 13 A, Geb. G
64546 Maorfelden-Walldorf
Germany
Tel: +49 6105 4505-0

Conformity Assessment Route: Annex Il

Nova Biomedical, Inc. declares that the products listed are in conformity with the provisions of the Council Directive
98/79/EC for in vitro diagnostic medical devices, including applicable essential requirements of Annex | for legal
application of the CE Mark. All supporting documentation is retained under the premises of the manufacturer.

Nova Biomedical, Inc. declares that the electronic products listed are in conformity with the provisions of the Council
Directive 2011/65/EC on the restriction of the use of certain hazardous substances in electrical and electronic

equipment (RoHS).

Standards Applied:
EN ISO 13485:2016 Medical devices - Quality management systems - Requirements for regulatory purposes

Technical Documentation for the Assessment of Electrical and Electronic Products with
Respect to the Restriction of Hazardous Substances

Safety requirements for electrical equipment for measurement, control, and laboratory use -
Part 1: General requirements

Safety requirements for electrical equipment for measurement, control, and laboratory use -
Part 2-101: Particular requirements for in vitro diagnostic (IVD) medical equipment

EN 50581:2012

EN 61010-1:2010

EN 61010-2:101:2015

Signature:

William Jacques, Director of Regulatory and Quality ( E

Date: Ju/ /?-"f/ 252

Nova Biomedical, 200 Prospect Street, Waltham, MA 02454-9141 U.S.A. Tel: 781-894-0800
www.novabiomedical.com

Rev. 24 July 2020 Page 1 of 3



List of Catalog Items Covered:

Catalog Product Name Global Medical Device Nomenclature (GMDN) GMDN DIMDI EDMS

Number Name Number Code
57400 |Stat Profile Prime Plus® Analyzer z:g?;z"efr"l%rg sinige channl clivical cemisty 56681 21-02
59508 (Séaetmpa:r?ﬂlfzclzslrrgsflus@ Analyzer :ﬁ;?;ﬁ;ﬁ?;g single channel clinical chemistry 56681 21-02
57820 \'Sjtag E’;rggli Prime Plus MicroSensor Card™ Zg;rl\;-zoefﬁ%rg single channel clinical chemistry 56681 21-02
57821 gat“!:‘(r:orgaetg?‘nn;e Plus MicroSensor Card™ zr?;T;—zog;c@rg single channel clinical chemistry 56681 21-02
57822 vsvff; grggi IE'SI:;: \I;’Iou.lxinﬁﬁei;:mSensor Card™ zr?iaT;-zogﬁirg single channel clinical chemistry 56681 21-02
57823 |Stat Profile Prime Plus Reference Cartridge zs;r:;-zo;;c;%rg Algi=cannelcloiel csimisiy 56681 21-02
57825 ;.Séa(:)t g;cr::]iﬁePrime Plus Calibrator Cartridge :\\f.l;gtli;::Iaeﬁglrc;(t)éirgaslhaemoximetryieiecirolyte analyte 52859 11-04-04-03-00
57826 ?éaot g;?:;?ePrime Plus Calibrator Cartridge {\@gfiré:iglrg?grgasfhaemoximetry!eIectrolyte analyte 52859 11-04-04-03-00
57827 ?é%t g;i:'llljePrime Plus Calibrator Cartridge mgfizﬁiglrg?;gasihaemcximetryfelectrolyte analyte 52859 11-04-04-03-00
57828 féaot g;(;f:;elzePrime Plus Calibrator Cartridge mlgfizﬁiglrz?grgasfhaemoximetryfelectrolyie analyte 52859 11-04-04-03-00
57829 g(t]%t SP;(::LtTePrime Plus Calibrator Cartridge I!\c(lljjlfizgeliglrg?grgasfhaemoximetry!electrolyfe analyte 52859 11-04-04-03-00
57831 188%t g;?;i:)?ep\:jﬁegg; ?gi&b;jator Cartridge I{'\{!fgfiggigz?;gaslhaemoximetryfelectrolyte analyte 52859 11-04-04-03-00
57832 gé%t g;ﬂ:ié?epﬁﬁe;g:t ?g[bbl:jator Cartridge mlgtirélaeﬁgg?;gas/haemoximetry/electrolyte analyte 52859 11-04-04-03-00
57833 gé%t g;ﬁé?epvﬁaecﬁgj:t ?gi&b{;&tor Cartridge :\{'I/lgt'lzzil;irc;?grgas,-‘haemoximetryfeiectrolyte analyte 52859 11-04-04-03-00
57834 fé%t SP;?;ILTBPV:EECITE; ?glbblaator Cartridge :\(Ifnllzl‘tri;;zjl;lgt}grgas,-‘haemoximetryie}ectroiyte analyte 50850 11-04-04-03-00
57835 g{t)%t SP;%?;?EPﬂmeCITI::t ?SILinI;ator Cartridge lr\\ﬂ/t.[ljlt’i;(J:Le“EIrc;?éirgas!haemoximetryfelectrolyte analyte 52859 11-04-04-03-00
57838 g;a;;?ﬁ[e Prime Plus Auto QC Cartridge 160 P\u’!jtg)lfigl;:nlt)rlg[od gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
57839 g;ar;;r;ﬁle Prime Plus Auto QC Cartridge 320 Il\iflqulfi;:;I;en?rlg]od gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
57840 g;artn;t;)ﬁle Prime Plus Auto QC Cartridge 480 ll\{ﬂ!tgfi;éfn?:glod gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
57841 g;a;;’lg)mﬁth?ézﬁhé%Qum QC Cartridge 105 N/Lgfipélfntt:vrlglod gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
57842 g;a;slgmﬁhpg?‘lzﬁi%%ﬁuto QC Cartridge 210 I;\C/L[J)[fizijen?:g;)d gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
57843 giaa;];r;mﬁhpgrrgzglgﬁﬁuto QC Cartridge 315 I[\{!/L[l)lfigfnlfrlglod gas/haemoximetry/electrolyte analyte 52880 11-50-90-01-00
57844 gtce;tolj(r?-tzseﬁ:i?e;’éus Ampuled Controls BG, mllgtizisnltariglod gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
57845 g;a;g{r;:ﬁ;eﬂ:gz::il;s Ampuled Controls mgfjﬂfn?rlgfd gas/haemoximetry/electrolyte analyte 52850 11-50-90-01-00
58379 g:::ﬂl:g:;ﬁr[‘i;ﬁg;dmus BUN, Creatinine - E:LT:ZD;’CI%I-S single channel clinical chemistry 56681 21-02
58642 |Stat Profile Prime Plus MicroSensor Card™ zr?;’l‘;'z";ﬁ%ﬁ Mingeamel el eremishy 56681 21-02
58643 Stat Profile Prime Plus MicroSensor Card™ | Point-of-care single channel clinical chemistry 56681 21-02

(High Volume)

analyzer IVD

Nova Biomedical, 200 Prospect Street, Waltham, MA 02454-9141 U.S.A. Tel: 781-894-0800

Rev. 24 July 2020

www.novabiomedical.com

Page 2 of 3




Catalog Global Medical Device Nomenclature (GMDN) GMDN DIMDI EDMS

Number Froduct Name Name Number Code
55229 |Nova Linearity Level 1,2,3,4 Wultiple tisad gashaemmainy/elboiatyio AnaViS|  a2asn. | 11-50:80:0%-00
56198 |Linearity Standard Set G Multipack Multiple klood gashacmaximetryielecialyloanalvle|  s2pa0 | 41-60-90-60-00
61656 Nova Linearity Creatinine/BUN/Hct Levels Multiple blood gas/haemoximetry/electrolyte analyte 52860 11-50-90-90-00

1234

IVD, control

Nova Biomedical, 200 Prospect Street, Waltham, MA 02454-9141 U.S.A. Tel: 781-894-0800

Rev. 24 July 2020

www.novabiomedical.com

Page 3 of 3
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RICMA

ZERTIFIKAT & CERTIFICATE

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 020747 0242 Rev. 00

Product Service

Holder of Certificate: Nova Biomedical Corporation
200 Prospect Street
Waltham MA 02454
USA

Certification Mark:

DIN EN IS0
13485

H'H . Design and Development, Production, Distribution, Installation,
Scope of Certlflcate' Servicing and Technical Support of In-Vitro Diagnostic Clinical

Chemistry and Hematology (Co-Oximeter) Medical Devices including
Near Patient / Point of Care Analyzers, Calibrators, Controls,
Reagents, Sensors, Kits used in the Detection of Blood Analytes,
Electrolytes, pH, Metabolites; Self Testing and Near Patient / Point of
Care In-Vitro Diagnostic Devices for the Management of Diabetes
Blood Glucose, Ketone, Cholesterol and Uric Acid, including Meters,
Test Strips and Controls; Self Testing In-Vitro Diagnostic Medical
Devices for the Determination of the percent Hemoglobin A1c
(HbA1c), Total Cholesterol, High Density Lipoprotein (HDL)
Cholesterol and Triglycerides in Whole Blood, and Albumin and
Creatinine in Urine including Analyzers, Test Cartridges and
Controls; Contract Manufacturing of Electronic Medical Devices;
Contract Manufacturing of Disposable Medical Devices; and
Distribution of Lancets

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the testing and certification
regulation of TUV SUD Group have to be complied with. For details and certificate validity see:
www.tuvsud.com/ps-cert?q=cert:Q5 020747 0242 Rev. 00

Report No.: 72166286
Valid from: 2021-10-29
Valid until: 2024-10-28

c@:(-v

Date, 2021-10-29 Christoph Dicks
Head of Certification/Notified Body

up g ®
Page 1 of 2 TV
TOV SUD Product Service GmbH = Certification Body « Ridlerstrale 65 » 80339 Munich Germany
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ZERTIFIKAT & CERTIFICATE ¢

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

Product Service

No. Q5 020747 0242 Rev. 00

Applied Standard(s):

Facility(ies):

Page 2 of 2

EN ISO 13485:2016

Medical devices - Quality management systems -
Requirements for regulatory purposes

(1SO 13485:2016)

DIN EN ISO 13485:2016

Nova Biomedical Corporation
165 Lexington Road, Billerica MA 01821, USA

Production of Near Patient / Point of Care, and Self-Testing Meters
for the Management of Diabetes Blood Glucose, Ketone,
Cholesterol and Uric Acid.

Nova Biomedical Corporation
39 Manning Road, Billerica MA 01821, USA

Production of Near Patient / Point of Care, and Self-Testing Test
Strips for the Management of Diabetes Blood Glucose, Ketone,
Cholesterol and Uric Acid.

Distribution of Near Patient / Point of Care, and Self-Testing Test
Strips, Meters and Controls. Distribution of Lancets.

Nova Biomedical Corporation
200 Prospect Street, Waltham MA 02454, USA

Design and Development, Production, Distribution, Installation,
Servicing and Technical Support of In-Vitro Diagnostic Clinical
Chemistry and Hematology (Co-Oximeter) Medical Devices
including Near Patient / Point of Care Analyzers, Calibrators,
Controls, Reagents, Sensors, Kits used in the Detection of Blood
Analytes, Electrolytes, pH, Metabolites; Self Testing and Near
Patient / Point of Care In-Vitro Diagnostic Devices for the
Management of Diabetes Blood Glucose, Ketone, Cholesterol and
Uric Acid, including Meters, Test Strips and Controls; Self Testing
In-Vitro Diagnostic Medical Devices for the Determination of the
percent Hemoglobin A1c (HbA1c), Total Cholesterol, High Density
Lipoprotein (HDL) Cholesterol and Triglycerides in Whole Blood,
and Albumin and Creatinine in Urine including Analyzers, Test
Cartridges and Controls; Contract Manufacturing of Electronic
Medical Devices; Contract Manufacturing of Disposable Medical
Devices

TUV SUD Product Service GmbH « Certification Body  Ridlerstrae 65 * 80339 Munich « Germany

TOV®



NQVATEC\';

ImmunDiacnosTIcA BGmaH

Declaration of Conformity

We NovaTec Immundiagnostica GmbH
Waldstrale 23 A6
63128 Dietzenbach
Germany

herewith declare under our own responsibility, that the product

NovaLisa® Borrelia burgdorferi IgG (BORG0040)

and the following components:

MTP | Microtiterplate
IgG Sample Dilution Buffer |
Stop Solution |
[WASH[BUF|20x| | Washing Buffer (20x conc.)
| Conjugate
| TMB Substrate Solutio: -
CONTROL | - | | Negative Control
CUT OFF | Cut-off Control
L CONTROL [ +] ' Positive Control

is in accordance with the requirements of the IVD Directive 98/79/EC of the European
Parliament and Council of Oct. 27, 1998 in regard to in vitro diagnostic medical devices
(IVDs).

The accordance was shown by conformity assessment procedures in
Annex lll (2-5)

Dietzenbach 2020.07.21

Jennifer Vﬁlgefl 5
Quality Management Representative

The conformity of the above mentioned product is checked at least every 3 years. This is
documented by rechecking and signing the general requirements.



NQVATEG'\7

ImmunoiaenasTiIca GvaH

Declaration of Conformity

We NovaTec Immundiagnostica GmbH
WaldstraBe 23 A6
63128 Dietzenbach
Germany

herewith declare under our own responsibility, that the product

NovaLisa® Borrelia burgdorferi IgM (BORM0040)

and the following components:

| | Microtiterplate
| IgM Sample Dilution Buffer
Stop Solution
[WASH|BUF[20x| | Washing Buffer (20x conc.)
' Conjugate
[SUB[TMB] | TMB Substrate Solution
CONTROL | -] : Negative Control
| Cut-off Control !
CONTROL Positive Control 1

is in accordance with the requirements of the IVD Directive 98/79/EC of the European
Parliament and Council of Oct. 27, 1998 in regard to in vitro diagnostic medical devices
(IVDs).

The accordance was shown by conformity assessment procedures in

Annex Il (2-5)

Dietzenbach 2020.07.21

;t nifer \Vélger
Quality Management Representative

The conformity of the above mentioned product is checked at least every 3 years. This is
documented by rechecking and signing the general requirements.



EC Certificate

mdc medical device certification GmbH
Notified Body 0483
herewith certifies that

NovaTec Immundiagnostica GmbH
WaldstraBe 23 A6
63128 Dietzenbach
Germany
for the scope

immunodiagnostics for the determination of antibodies against
Toxoplasma gondii, Rubella virus, Cytomegalovirus and Chlamydia
(see attachment)

has introduced and applies a

Quality System

for the design, manufacture and final inspection.

The mdc audit has proven that this quality system
meets all requirements according to

Annex |V — excluding Section 4 and 6
of the Council Directive 98/79/EC

of the European Parliament and of the Council of
27 October 1998 on in vitro diagnostic medical devices.

The surveillance will be held as specified in Annex |V, Section 5. S

valid from 2022-05-03 , AN
valid until 2025-05-26 4 .4 / /o
Registration no. D1055500019 /
lrJ/

Report no. P21-01539-236808

AT
,fl_. . / /

Stuttgart 2022-05-03 (/ {fﬂ
/ r

( \
—_ _ . Hedd of Certification Body
4| . madical device certification
4 “ ‘ % * +* K ox ® Benannt durchDesignatad by
K. b . * == * Zonuaistalie der Lander 3
~N & I * =EG K oeamemen i §
Y il ** *ﬂ' Madizinproduktan E

SR S S * 4o K 21G-BS-247.10.05

mdc medical device certification GmbH
Kriegerstralte 6
D-70191 Stuttgart, Germany
Phone: +49-(0)711-253597-0
Fax: +49-{0}711-253597-10
Internet: http:/fmww.mdc-ce.de



Attachment of the certificate

No. D1055500019 Date 2022-05-03 Page 1071
Product category Product Class
immunadiagnostics for the NovaLlsa Cytomegalovirus (CMV) IgG List B,
determination of antibodies against NovaLlsa Avidity Cytomegalovirus (CMV) 1gG Annex I
Cytomegalovirus NovaLisa® Cytomegalovirus (CMV) IgM

Cytomegalovirus {CMV) IgG
Cytomegalovirus {CMVY) IgM

immunodiagnostics for the NovaLlsa Toxoplasma gondii IgA List B,
determination of antibodies against NovaLrsa Taxoplasma gondii IgG Annex I|
Toxoplasma gondii NovaLlsa Toxoplasma gondii IgM p-capture

Novalisa® Avidity Toxoplasma gondit IgG
Toxoplasma gondii IgA

Toxoplasma gondii IgG

Toxoplasma gondii IgM p-capture

Avidity Toxoplasma gondii 19G

immunodiagnostics for the NovaLlsa Rubella Virus IgG List B,
determination of antibodies against NovaLlsa Avidity Rubella Virus IgG Annex
Rubelia virus NovaLisa® Rubella Virus IgM p-capture

Rubella Virus IgG
Rubella Virus 1gM p-capture

immunodiagnostics for the NovaLisa_ Chlamydia pneumoniae IgA List B,
determination of antibodies against NovaLlsa Chlamydia pneumoniae 1gG Annex I
Chiamydia NovaLlsa Chlamydia pneumoniae IgM

NovaLlsa Chlamydia trachomatis IgA
NovaLlsa Chlamydia trachomatis IgG
NovaLisa® Chlamydia trachomatis IgM
Novagnost Chlamydia pneumoniae IgA
Novagnost Chlamydia pneumoniae 1gG
Novagnost Chlamydia pneumoniae IgM
Novagnost Chlamydia trachomatis 1gA
Novagnost Chlamydia trachomatis IgG
Novagnost Chlamydia trachomatis IgM
Chlamydia pneumoniae IgA

Chlamydia pneumoniae 1gG
Chlamydia pneumcniae IgM
Chlamydia trachomatis IgA

Chlamydia trachomatis 1gG

Chlamydia trachomatis IgM

Htﬁrﬂ of Certification Body

N j B, madical device certification
J

mdc medical device certification GmbH
Kriegerstrate 6
D-70121 Stuttgart, Germany
Phane: +49-(0}711-253597-0
Fax: +49-(0)711-253597-10
Internet: http://Awww.mdc-ce.de
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Product List — CE Marked

Certified by

ISO 13485:2016

EC — Directive 98 / 79 EC
For In-Vitro-Diagnostics

2020-02-1

1 20022020-BZ



NCIVATEC"?

ImMmunDiagnosTIcCaAa GveH

NovalLisa ® Virology

Prod. No. Name

ADVA0010 Adenovirus IgA

ADVGO0010 Adenovirus 1gG

ADVMO0010 Adenovirus IgM

CHIG0590 Chikungunya Virus 1gG capture
CHIMO0590 Chikungunya Virus IgM p-capture
CMVGO0110 Cytomegalovirus (CMV) IgG
ACMV7110 Avidity Cytomegalovirus (CMV) IgG
CMVMO0110 Cytomegalovirus (CMV) IgM
DENGO0120 Dengue Virus 1gG

DENMO0120 Dengue Virus IgM

DVMO0640 Dengue Virus IgM p-capture
NS1D4020 Dengue Virus NS1 Antigen
EBVAQ0150 Epstein-Barr Virus (VCA) IgA
EBVG0150 Epstein-Barr Virus (VCA) 1gG
AEBV7150 Avidity Epstein-Barr Virus (VCA) IgG
EBVMO0150 Epstein-Barr Virus (VCA) IgM
EBVGO0580 Epstein-Barr Virus (EBNA) 1gG
HANGO0670 Hantavirus 1gG

HANMO0670 Hantavirus IgM

HEVGO0780 Hepatitis E Virus (HEV) IgG
HEVMO0780 Hepatitis E Virus (HEV) IgM
HSVG0250 Herpes simplex Virus 1+2 (HSV) IgG
HSVMO0250 Herpes simplex Virus 1+2 (HSV) IgM
HSV1G0500 Herpes simples Virus 1 (HSV 1) IgG
HSV1M0500 Herpes simplex Virus 1 (HSV 1) IgM
HSV2G0540 Herpes simplex Virus 2 (HSV 2) IgG
HSV2M0540 Herpes simplex Virus 2 (HSV 2) IgM
INFA0290 Influenza Virus A 1gA

INFG0290 Influenza Virus A 19G

INFM0290 Influenza Virus A IgM

INFAQ0300 Influenza Virus B IgA

INFG0300 Influenza Virus B 1gG

INFMO0300 Influenza Virus B IgM

MEAGO0330 Measles Virus IgG

AMEA7330 Avidity Measles Virus 1gG
MEAMO0330 Measles Virus IgM

MUMGO0340 Mumps Virus 1gG

MUMMO0340 Mumps Virus IgM

PAIA0360 Parainfluenza Virus 1,2,3 IgA
PAIG0360 Parainfluenza Virus 1,2,3 1gG
PARGO0370 Parvovirus B 19 1gG

PARMO0370 Parvovirus B 19 IgM

RSVA0380 Respiratory syncytial Virus 1gA
RSVG0380 Respiratory syncytial Virus 1gG
RSVMO0380 Respiratory syncytial Virus IgM
RUBG0400 Rubella Virus 1gG
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ARUB7400 Avidity Rubella Virus 1gG

RUBMO0400 Rubella Virus IgM p-capture
TICG0440 TBE / FSME 1gG

TICM0440 TBE / FSME IgM

PTICG044 TBE / FSME 1gG plus

VZVA0490 Varicella-Zoster Virus (VZV) IgA
VZVG0490 Varicella-Zoster Virus (VZV) 1gG
VZVMO0490 Varicella-Zoster Virus (VZV) IgM
ZVGO0790 Zika Virus IgG capture

ZVMO0790 Zika Virus IgM p-capture

NovaLisa ®© Bacteriology

Prod. No. Name

BAR0900 Bartonella

BOPA0030 Bordetella pertussis IgA

BOPGO0030 Bordetella pertussis 1gG

BOPMO0030 Bordetella pertussis IgM

BPTA0610 Bordetella pertussis toxin (PT) IgA
BPTG0610 Bordetella pertussis toxin (PT) IgG
BORGO0040 Borrelia burgdorferi 1gG

BORMO0040 Borrelia burgdorferi IgM

BRUGO0050 Brucella 1gG

BRUMO0050 Brucella IgM

CHLAO0070 Chlamydia trachomatis I1gA
CHLGO0070 Chlamydia trachomatis 1gG
CHLMO0070 Chlamydia trachomatis IgM
CHLAO510 Chlamydia pneumoniae IgA
CHLGO0510 Chlamydia pneumoniae 1gG
CHLMO510 Chlamydia pneumoniae IgM
CORG0090 Corynebacterium diphtheriae toxin 1gG
CORGb5009 Corynebacterium diphtheriae toxin 5S 1gG
PCORGO009 Corynebycterium diphtheriae toxin 5S IgG plus
COX1G0600 Coxiella burnetii (Q-Fever) Phase 1 IgG
COX2G0600 Coxiella burnetii (Q-Fever) Phase 2 IgG
COX2M0600 Coxiella burnetii (Q-Fever) Phase 2 IgM
HELA0220 Helicobacter pylori 1gA

HELG0220 Helicobacter pylori 1gG

PHELAO22 Helicobacter pylori 1gA plus
PHELGO022 Helicobacter pylori 1gG plus
LEGGO0650 Legionella Pneumophila IgG
LEGMO0650 Legionella Pneumophila IgM
LEPG0660 Leptospira IgG

LEPMO0660 Leptospira IgM
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MYCAO0350 Mycoplasma pneumoniae IgA
MYCGO0350 Mycoplasma pneumoniae 1gG
MYCMO0350 Mycoplasma pneumoniae IgM
TETG0430 Clostridium tetani toxin IgG
TETG5043 Clostridium tetani toxin 5S 1gG
PTETGO043 Clostridium tetani toxin 5S IgG plus
NovaLisa ® Parasites

Prod. No. Name

CHAGO0560 Chagas (Trypanosoma cruzi) 19G
TRYPO0570 Chagas

ENTGO0140 Entamoeba histolytica 1gG
LEIG0310 Leishmania infantum 1gG
MALO0620 Malaria

TOXA0460 Toxoplasma gondii IgA
TOXG0460 Toxoplasma gondii 1gG
ATOX7460 Avidity Toxoplasma gondii 1gG
TOXMO0460 Toxoplasma gondii IgM p-capture
Novalisa © Worms

Prod. No. Name

ASCG0020 Ascaris lumbricoides 1gG
ECHGO0130 Echinococcus 1gG

FILO760 Filariasis

SCHGO0410 Schistosoma mansoni 1gG
SCHMO0410 Schistosoma mansoni IgM
STRO0690 Strongyloides

TAEG0420 Taenia solium IgG
TOCGO0450 Toxocara canis 1gG
TRIG0480 Trichinella spiralis 19G
Novalisa Fungi

Prod. No. Name

ASPG0680 Aspergillus fumigatus IgG
ASPM0680 Aspergillus fumigatus IgM
CANAO0060 Candida albicans IgA
CANGO0060 Candida albicans IgG
CANMO060 Candida albicans IgM
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®

NovalLisa Hormones

THYROID HORMONES
(ELISAs for the determination of thyroid hormones a

nd antibodies)

Prod. No. Name
ATG1010 Anti-TG
ATP0O1020 Anti-TPO
FT41050 Free T4
TSH1030 TSH
Hormones

STEROID HORMONES
(ELISAs for the determination of steroid hormones

in plasma and serum)

Prod. No. Name

DNOVO001 Cortisol
DNOV002 Testosterone
DNOVO003 17 beta-Estradiol
DNOV004 17-OH Progesterone
DNOV005 DHEA-S
DNOVO006 Progesterone
DNOV008 Androstenedione
DNOV009 Free Testosterone
DNOV011 Total Estriol
DNOV012 Aldosterone

STEROID HORMONES IN URINE

(ELISAs for the determination of steroid hormones i n urine)
Prod. No. Name

DNOVO010 Urinary Cortisol

STEROID HORMONES IN SALIVA

(ELISAs for the determination of steroid hormones i n saliva)
Prod. No. Name

DSNOV20 Cortisol Saliva

DSNOV21 Testosterone Saliva

DSNOV24 DHEA-S Saliva

DSNOV27 Androstenedione Saliva
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PROTEIN HORMONES

(ELISAs for the determination of proteins in plasma and serum)
Prod. No. Name

DNOV030 LH

DNOV031 FSH

DNOV032 Prolactin

DNOV033 AFP

DNOV034 beta HCG

THYROID HORMONES

(ELISAs for the determination of thyroid hormones a

nd antibodies)

Prod. No. Name
DNOVO051 Free T3
DNOVO053 Total T3
DNOV054 Total T4
DNOV057 Thyroglobulin

DIABETES MONITORING
(ELISAs for the determination of specific analytes

in plasma and serum)

Prod. No. Name
DNOV111 Insulin
DNOV112 C-Peptide

CIRCULATING IMMUNO COMPLEXES
(ELISAs for the determination of specific analytes

in plasma and serum)

Prod. No. Name
DNOV093 CIC-Clq
DNOV094 CIC-C3d
DNOV096 CH-50

TUMOR MARKERS
(ELISAs for the determination of specific analytes

in plasma and serum)

Prod. No. Name
DNOV 060 CEA
DNOV061 CA 125
DNOV062 CA 15-3

DNOVO063 CA 19-9
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MISCELLANEOUS

(ELISAs for the determination of specific analytes in plasma and serum)
Prod. No. Name

DNOV100 Ferritin

DNOV101 HGH

DNOV102 IgE

NovaLisa ® Autoimmune

Autoimmune

(ELISAs for the determination of specific autoimmun e antibodies)
Prod. No. Name

ATG1010 Anti-TG

ATP01020 Anti-TPO

Rheumatology

(ELISAs for the determination of specific analytes in plasma and serum)
Prod. No. Name

RFM3010 Rheumatoid Factor IgM

NovaLisa ®© Recombinant Antigens
Prod. No. Name

BORGO0040 Borrelia burgdorferi 1gG

BORMO0040 Borrelia burgdorferi IgM

CHAGO0560 Chagas (Trypanosoma cruzi) IgG
TRYPO0570 Chagas

HANGO0670 Hantavirus IgG

HANMO0670 Hantavirus IgM

HELAO0220 Helicobacter pylori IgA

PHELAO022 Helicobacter pylori IgA plus
HEVGO0780 Hepatitis E Virus (HEV) IgG
HEVMO0780 Hepatitis E Virus (HEV) IgM
HSV1G0500 Herpes simples Virus 1 (HSV 1) IgG
HSV1M0500 Herpes simplex Virus 1 (HSV 1) IgM
HSV2G0540 Herpes simplex Virus 2 (HSV 2) IgG
HSV2M0540 Herpes simplex Virus 2 (HSV 2) IgM
MALO0620 Malaria

STRO0690 Strongyloides

ZVGO0790 Zika Virus IgG capture

ZVMO0790 Zika Virus IgM p-capture
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NovaLisa © Quantitative Assays (WHO standardized)
Prod. No. Name

BPTA0610

Bordetella pertussis toxin (PT) IgA

BPTG0610 Bordetella pertussis toxin (PT) IgG
CORG0090 Corynebacterium diphtheriae toxin 1gG
CORG5009 Corynebacterium diphtheriae toxin 5S 1gG
PCORGO009 Corynebycterium diphtheriae toxin 5S IgG plus
RFM3010 Rheumatoid Factor IgM

RUBG0400 Rubella Virus 1gG

TETG0430 Clostridium tetani toxin IgG

TETG5043 Clostridium tetani toxin 5S IgG
PTETGO043 Clostridium tetani toxin 5S IgG plus
TOXG0460 Toxoplasma gondii IgG

ATOX7460 Avidity Toxoplasma gondii IgG

TSH1030 TSH

Novalisa Quantitative Assays

Prod. No. Name

ATG1010 Anti-TG

ATPO1020 Anti-TPO

BPTA0610 Bordetella pertussis toxin (PT) IgA
BPTG0610 Bordetella pertussis toxin (PT) 1gG
CORG0090 Corynebacterium diphtheriae toxin 1gG
CORG5009 Corynebacterium diphtheriae toxin 5S 1gG
PCORGO009 Corynebacterium diphtheriae toxin 5S 1gG plus
FT41050 Free T4

HELAO0220 Helicobacter pylori IgA

HELGO0220 Helicobacter pylori IgG

PHELAO022 Helicobacter pylori IgA plus

PHELGO022 Helicobacter pylori 1IgG plus

RFM3010 Rheumatoid Factor IgM

RUBG0400 Rubella Virus IgG

ARUB7400 Avidity Rubella Virus 1gG

TETG0430 Clostridium tetani toxin IgG

TETG5043 Clostridium tetani 5S toxin IgG
PTETGO043 Clostridium tetani toxin 5S IgG plus
TICG0440 TBE / FSME 1gG

PTICGO044 TBE / FSME 1gG plus

TOXG0460 Toxoplasma gondii IgG

ATOX7460 Avidity Toxoplasma gondii IgG

TSH1030 TSH
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Antigen Assays

Prod. No. Name

NS1D4020 Dengue Virus NS1 Antigen
NovaLisa © IgM p-capture Assays
Prod. No. Name

CHIMO0590 Chikungunya Virus IgM p-capture
DVMO0640 Dengue Virus IgM p-capture
RUBMO0400 Rubella Virus IgM p-capture
TOXMO0460 Toxoplasma gondii IgM p-capture
ZVMO0790 Zika Virus IgM p-capture
NovaLisa ® Antibody Assays

Prod. No. Name

ASCG0020 Ascaris lumbricoides 1gG
CHAGO0560 Chagas (Trypanosoma cruzi) 1gG
TRYPO0570 Chagas

ENTGO0140 Entamoeba histolytica 1gG
LEIG0310 Leishmania infantum 1gG
MALO0620 Malaria

STRO0690 Strongyloides

TAEG0420 Taenia solium IgG

TOCGO0450 Toxocara canis 1gG

TRIG0480 Trichinella spiralis 19G
NovaLisa ®© Avidity Assays

Prod. No. Name

ACMV7110 Avidity Cytomegalovirus (CMV) IgG
AEBV7150 Avidity Epstein-Barr Virus (VCA) 1gG
AMEA7330 Avidity Measles Virus 1gG
ARUB7400 Avidity Rubella Virus 1gG
ATOX7460 Avidity Toxoplasma gondii IgG
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NovaLisa
Prod. No.

®

Liquor Diagnostic
Name

BORG0040
BORMO0040

Borrelia burgdorferi 1gG
Borrelia burgdorferi IgM
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Certificate of Registration

AO Vector-Best

1/1, Arbuzova str., Novosibirsk, 630117, R-ussian Federation

in recognition of the organization's Quality Management System which complies with

ISO 13485:2016

The scope of activities covered by this certificate is defined below

Design and Development, Production and Distribution of In Vitro Diagnostic
Medical Devices (ELISA, PCR, Clinical Chemistry)

Cycle Certificate Expiry Date Certification Cycle
05 October 2022 1 04 October 2025 1
Revision Date feyidon ) Original Certificate Issue Date Scheme Number
Number
~ 060ctober 2022 1 05 October 2022 n/a

For detailed explanation for the data fields above, refer to http://www.urs-holdings.com/logos-and-regulations

«

Issued by é.,_j'; On behalf of the Schemes Manager

U
MANAGEMENT
SYSTEMS

0043

Il there s any doukbt as to the authentizily of this cenificate, please do nat hesitate to contact the Head Office of the Group on infog@urs-cerification com.
URS i & member of United Registrar of Systems (Hokdings) Ltd, United House, 4 Hinton Road, Boumempouth, BH1 2EE, UK. Company Registration no, 5208466 1



Cepmugpuxam coomeemcmeus.

HacTosawmii cepTUMKAT YAOCTOBEPAET, YTO OpraHU3aLma

AO «BekTop-bect»

Poccuiickaa ®epepauma, 630117, r. Hosocmbupck, yn. Apbysosa, 1/1

noaTeepauna cootsercreme Cuctembl MeHegkmeHTa Kauectsa TpebosaHnam

I1SO 13485:2016

B oTHOWeEHUW 06NacTu geaTenbHOCTU, NPeACTaBIeHHON HUXKe

MNpoekTupoBaHue u pa3paboTka, NPoOU3BOACTBO U peannusauma MeguLUHCKUX
uspenuii ANA AUarHocTuKM in vitro (MPA, NUP, kKnnHnyeckas 6noxmmus)

e i e ST

~ Homep ceprudurara 209535/A/0002/UK/RUS o,
Hauano ceptudMKaLMOHHOTO Homep ,ﬂ.aIa OKOHYaHMA CPOKa CepTnMKALAOHHYIA LKA
uuKna BEpCUM aencTenA ceptuduKaTa
 050KtA6pa 2022 14 04 oKTAGPA 2025 1
Homep MNepsoHaYanbHaA AaTa BeIMyCKa
[ara pegakumm B cepmuKaTa Homep cxembl
 06oktAGpA 2022 - b

05 okTabpa 2022 He npumeHseTca

MoppobHoe onucaHue AaHHbIX Bbilwe cm. Ha http://www.urs-holdings.com/logos-and-regulations
(4

Om umeHu MmeHedxcepa no cepmupurayuu

MANAGEMENT
SYSTEMS

0043

mAHwaro , oibips Hau L A o infodi
URS AeAreTcA Hperom United Registrar of Systems (Holdings) Lid, United House, 4 Hintan Road, BHL 2EE, UK. Per

indosE ification.com
i HOMED KOMMEHUA 5298466
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