ACON

DN 1231-1021
Version 4

ACON BIOTECH (HANGZHOU) CO.,LTD

CERTIFICATE OF ANALYSIS

PRODUCT NAME: HBsAg EIA Test Kit

PURCHASE NO.: 37740068A

BATCH NO.: 2004721

EXPIRATION DATE: 2021/11/12

QUANTITY: S0kits
SPECIFICATION STANDARD CONCLUSION
Physics Check g;)cziusliebslind:zf;i:(;r- Complies
Blank well OD= 0100 (450nm) Complies
OD<0.050 (450/630)
AdO0.2 ng/ml OD=0.100 Complies
Ad0.5 ng/ml 0D=0.150 Complies
Sensitivity Ad1.0 ng/ml 0D>=0.250 Complies
Ay0.2 ng/ml 0D=0.100 Complies
Ay0.5 ng/ml 0OD=0.150 Complies
Coincidence of Specificity Standard 100/100 Cemplies
High Positive Standard 0OD=3.000 Complies
Negative Control 0D<0.100 Complies
Positive Control OD>>1.000 Complies
Precision CV<15% Complies

Quality Department: H&{\!’ Zj’lW’lj

. Sef) 3,1{, 4 21804 Digitally signed by Gangan Dumitru
( Date: 2021.07.21 10:10:13 EEST
Reason: MoldSign Signature
Location: Moldova




ACON
DN 1231-1031

Version 4
ACON BIOTECH (HANGZHOU) CO.,LTD
CERTIFICATE OF ANALYSIS
PRODUCT NAME: HCV Antibody EIA Test Kit
PURCHASE NO.: 37740068A
BATCH NO.: 2004722

EXPIRATION DATE:  2022/02/11

QUANTITY: S0kits
SPECIFICATION STANDARD CONCLUSION
Physics Check No visible deposit or floccules in solution. Complies
OD<C 0.100 (450nm)
Blank Well OD<0.050 (450/630 nm) Complies
H (n=2) 0D =2.500 Complies
M (n=2) OD=1.500 Complies
Sensitivity L1 (n=2) OD=0.150 Complies
L2 (n=2) OD=0.150 Complies
L3 (n=2) OD=0.150 Complies
Negative Control 0OD<0.100 Complies
Positive Control OD>1.000 Complies
Coincidence of specificity standard =99/100 Complies
Precision CV<15% Complies

Quality Department: /—leA\{/ Zhowy

Date: SB{{? Yy, W




ACON
DN 1231-1081

Version §
ACON BIOTECH (HANGZHOU) CO.,LTD
CERTIFICATE OF ANALYSIS
PRODUCT NAME: HBcAb EIA Test Kit
PURCHASE NO.: 37740068A
BATCH NO.: 2008762

EXPIRATION DATE:  2021/11/08

QUANTITY: 11kits
SPECIFICATION STANDARD CONCLUSION
No visible deposit or floccules in .
Appearance . Complies
liquid component
Negative Control 0D>1.000 Complies
Positive Control 0D <0.080 Complies
QCO reference 0.500=<QCO/Cutoff value<1.500 Complies
Compliance rate of negative 15/15 Complies
reference
Compliance rate of positive 15/15 Complies
references
Precision criteria CV<<20% Complies

Quality Department: H &{\I/ Zthj

Date: 5@;}7 1y . W0



ACON

DN 1231-1271
Version 4

ACON BIOTECH (HANGZHOU) CO.,LTD

CERTIFICATE OF ANALYSIS

PRODUCT NAME: HBsAb Quantitative EIA Test Kit

PURCHASE NO.: 377400668

BATCH NO.: 2003706

EXPIRATION DATE:  2021/03/04

QUANTITY: 33kits
SPECIFICATION STANDARD CONCLUSION

No obvious sediments or floccules in liquid .

Appearance . Complies
component and color meets requirement

10mIU/mL 0.105<0D<0.400 Complies

Sensitivit =
4 100mIU/mL 0.500<0D<1.600 Complies

Standard

200mIU/mL 0OD>1.200 and OD>>100.0mIU/mL OD Complies
Compliance of Negative Standard OD < Calibrator 24 OD Complies
Calibrator 1# OD < 0.105 Complies
Calibrator 2# oD > 0.105 Complies
Calibrator 3# oD > 0.250 Complies
Calibrator 4# oD > 0.500 Complies
Calibrator 5# oD > 1.000 Complies
R value R > 098 Complies
Precision CV < 15% Complies

ACON

The above results based on evaluation on the whole kit with all components manufactured by

Quality Department: Avtory . Hie

Date: /’l}f- ¥, 2o2v




Declaration of Conformity

ACON Laboratories, Incorporated
5850 Oberlin Drive #340
San Diego, CA 92121, USA

We, the manufacturer, declare under our sole responsibility that the
in vitro diagnostic device:

Mission ® U500 Urine Analyzer-(U211-101, U211-111)

classified as Others in the directive 98/79/EC,

meets all the provisions of the directive 98/79/EC on in vitro diagnostic
medical devices which apply to it

The self-declaration is according to Annex Ili
(excluding Section 6) of the Directive.

Authorized Representative:
Medical Device Safety Service GmbH
Schiffgraben 41
30175 Hannover, Germany

Signed this 11" day of December, 2019
in San Diego, CA, USA

e S . ;';.'aé
R -
Qiyi Xie, VORT: haad

Senior Staff, Regulatory Affairs & Clinical Affairs
Acon Laboratories, Inc.

P Y

5850 Oberlin Drive #340 - San Diego, CTA 92121, USA - Tel: (858) 875-8000 - Fax: (858) 875-8099
E-mail: info@aconlabs.com



Declaration of Conformity

ACON Laboratories, Incorporated
5850 Oberlin Drive #340
San Diego, CA 92121, USA

We, the manufacturer, declare under our sole responsibility that the
in vitro diagnostic device:

Mission ® Liquid Urine Control (U021-011, U021-021, U021-031)

classified as Others in the directive 98/79/EC,

meets all the provisions of the directive 98/79/EC on in vitro diagnostic
medical devices which apply to it

The self-declaration is according to Annex lll
(excluding Section 6) of the Directive.

Authorized Representative:
Medical Device Safety Service GmbH
Schiffgraben 41
30175 Hannover, Germany

Signed this 11" day of December, 2019
in San Diego, CA, USA

Ly

"
e *

I

7 Qiyi Xie, VD, MBH
Senior Staff, Regulatory Affairs & Clinical Affairs
Acon Laboratories, Inc.

E-mail: info@aconlabs.com



A4/ 07.17

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Product Scrvice

Certificate
No. Q5 104507 0001 Rev. 01

Holder of Certificate: ACON Laboratories, Inc.
5850 Oberlin Drive, #340
San Diego CA 92121
USA

Certification Mark:

. ENISO 13485 f

tuv-sud.com/ps-cert

Scope of Certificate:  Design and Development,
Manufacture and distribution of

In Vitro Diagnostic Test Kits and Reagents for
the Determination of Infectious Diseases,
Clinical Chemistry, Drugs of Abuse,
Tumor/Cardiac Marker,

Fertility/Pregnancy and Blood Glucose
Monitoring System,

Lancing Devices and 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). See also notes overleaf.
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Report No.: SH1974310
Valid from: 2019-10-24
Valid until: 2022-09-06

Date, 2019-10-24 WW%

Stefan Preif3
Head of Certification/Notified Body

Page 1 of 2

ZERTIFIKAT & CERTIFICATE ¢

TUV SUD Product Service GmbH « Certification Body » Ridlerstraie 65 « 80339 Munich « Germany TOV



A4/ 07.17

=
<<
)
TS
=
o
L
|
4
(=)
=
<
(&)
TS
} =
| o=
Ll
(&)
] &
=
<
2
=
1 ©
| =
=
[-
LLl
] O
R4
il
el

==
g

(=)
=2

A

A

E‘l
A

ZERTIFIKAT & CERTIFICATE ¢

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 104507 0001 Rev. 01

Applied Standard(s):

Facility(ies):

Page 2 of 2

EN ISO 13485:2016

Medical devices - Quality management systems -
Requirements for regulatory purposes

(1ISO 13485:2016)

DIN EN ISO 13485:2016

ACON Laboratories, Inc.
5850 Oberlin Drive, #340, San Diego CA 92121, USA

ACON Laboratories, Inc.
10125 Mesa Rim Road, San Diego CA 92121, USA

ACON Laboratories, Inc.
6865 Flanders Dr., Suite B, San Diego CA 92121, USA

AZURE Institute, Inc.
10125 Mesa Rim Road, San Diego CA 92121, USA

TUV SUD Product Service GmbH ¢ Certification Body « RidlerstraRe 65 « 80339 Munich » Germany

Product Service




Mission® U500 Urine Analyzer Mission’

Clinical Accuracy | 15 Strip Combinations | 8 Software Languages | Urine Clarity & Colorfor POCT

High Accuracy and Reliability , |

Mission” U500
« Up to 500 tests/hour for medium volume labs or small hospitals ,J -
e L arge color touchscreen display offers intuitive menu navigation
« Ability to input urine color and clarity for better reference
e Flags abnormal results automatically

» 15 combinations of strips available, including Microalbumin,
Creatinine, Ascorbic Acid and Calcium

e Strip Lockout prevents using strips of another brand with a °
customized canister code

« Order of parameters can be selected for display and printout ~

» Urine clarity and color can be captured

» Automatic strip detection and alignment

e Reads strips with up to 14 parameters, including ° 2 0
Microalbumin, Creatinine and Calcium

« 8 languages preloaded into the software Large Color Automatic Easy Access

* Automatic calibration Touchscreen Strip Detection to Strip Carrier
e USB Port and RS232C Port for data transfer

to a computer and LIS

Strip Combinations for U500 Urine Analyzer

Numb R/belct Parameter
Catalog umboers Strip Parameter Order (First parameter
of Param- . :
Number U500 is closest to strip handle)
eters Andlyzer ASC GLU BIL KET SG BLO PH PRO URO NIT LEU ALB CRE Ca
U031-141 14 14C glab//EL’:Jltr)C/)/pli/Ere/Nit/Ket/SG/Asc/GIu/BiI/Pro/ o o o o o o o o o o o o o o
U031-131 13 13CE Blo/pH/Cre/Nit/Ket/SG/Asc/Glu/Bil/Pro/ % % % * * * % % % % % * *
Alb/Uro/Leu

u031-111 11 1A Asc/Glu/Bil/Ket/SG/Blo/pH/Pro/Uro/Nit/Leu  * * * * * * * * * * *
u031-101 10 10U Glu/Bil/Ket/SG/Blo/pH/Pro/Uro/Nit/Leu * * * * * * * * * *
U031-091 9 U Glu/Bil/Ket/SG/Blo/pH/Pro/Uro/Nit * * * * * * * * * *
u031-081 8 8N Glu/Ket/SG/Blo/pH/Pro/Nit/Leu’ * * * * * * * *
u031-071 7 7N Glu/Ket/Pro/pH/Blo/Nit/Leu * * * * *

5NE Blo/pH/Pro/Ket/Glu * * * * *
u031-051 5

5NE Glu/Pro/Nit/Blo/Leu * * * * *

4PE Glu/Pro/Nit/Leu * * * *
U031-041 4

4SE Glu/SG/pH/Pro * * * *

3 3PE Glu/pH/Pro * * *

u031-031

3KE Glu/Ket/Pro * * *

5 2GE Glu/Pro * *

U031-021

2CE ALB/CRE * *



Specifications

Feature

Analyzer Type
Methodology

Detection

Throughput

Lockout Functions
Memory

Strip Incubation Time
Wavelength

Default Strips*

Strips Available*
Parameter Order

Total Combinations per Analyzer*
Software Languages*
Analyzer Ports*

Data Entry Capabilities*
Data Transfer Options*
Data Search Options*
Software Updates*
Connection Capabilities*
Screen Type*

LIS Interface*
Calibration

Operating Conditions
Storage Conditions
Power Source
Dimensions (L x W x H)
Display Dimensions (L x W)
Weight

Specifications

Semi- Automatic
Reflectance Photometry
Photosensitive Diode

500 tests/ hour / (Measuring cycle: 7 seconds/ test)

Strip Lockout: Available Upon Request; User/QC Lockout: Included with option to turn ON/OFF

Last 2,000 results
1 Minute
525 and 635 nm

2,3,4,5,7,8,9,10, 11, 13, and 14 Parameters (108 mm x 5 mm)

1- 14 Parameters (108 mm x 5 mm); see URS Parameters

Can select the order of parameters for display and print out

15 combinations available currently; capacity for unlimited

8 languages

RS232C Port for Barcode Reader, Data Transfer, and Software Update USB Port for Data Transfer, 25 Pin Parallel Port for External Printer

Urine Color and Clarity - Manual Entry / Operator ID/Patient ID - Manual Entry and Barcode Reader (Up to 25 characters)

Data for single entry, all the data in database, data from specific date

Test number, positive results, patient ID, date, STAT results, QC results

Download software from ACON website and update analyzer via RS232C Cable
RS232C port for Software Update (included) / RS232C Barcode Reader (optional) / USB or RS232C Data Transfer Cable (optional)

LCD color touchscreen

HL-7 compliant

Automatic

0-40°C (32— 104 °F); < 85% RH

- 5-50°C (23 -122 °F); £90% RH

100 - 240 Volts AC, 50- 60 Hz

36.6 cm x28.3cmx 19.5cm (14.4"x 11.1"x 7.7")
11.5cmx9cm (4.5"x3.5")

4.0 kg (8.8 Ibs.) without batteries or power supply

Ordering Information

Product Catalog Components
Name Number P
2 Fuses
1 Urine Analyzer (2.0A)
. 1 Strip Platform/ 1 Power
I‘iﬁg‘l’ ;’;'r“e U211-101  Waste Tray Cord
Y 2 Printer Paper Rolls 1 Instruction
Manual
Thermal Paper
(0.06 m x 20 m):
200 results/roll
Printer Paper U121-101 4 Printer Paper Rolls

Rolls

Sticker Paper
(0.06 mx 9 m):
100 results/roll

CE Marked for sale in the European Community and 510(k) Cleared

PN 2170004201 « Date 7/17

I
[IL
]}

aconlabs.com

Kit Box Dimensions (L x W x H) & Weight

Carton Dimensions (L x W x H) & Weight

51.0cm x42.0 cm x 38.5 cm; 7 kg

20.1" X 16.5” x 15.2"; 246.9 oz

12.0cm x 12.0cm x 6.5 cm;
0.360 kg

47" x4.7"x 2.6, 12.70z 42.8 Ibs

12.0cm x 12.0cm x 6.5 cm;

47" x 4.7 x2.6"; 14.102 47.2Ibs

ACON Laboratories, Inc.

63.0 cm x 37.0 cm x 30.0
cm; 19.4 kg

24.8"x14.6" x 11.8";

63.0 cm x 37.0 cm x 30.0
0.40 kg cm; 21.4 kg

24.8"x14.6" x 11.8";

*Enhanced Feature

Number
of Kits/
Carton

50

10125 Mesa Rim Road, San Diego, CA 92121, US.A.

Tel: 1.858.875.8000
Fax: 1.858.200.0729
Email: info@aconlabs.com

©2017 ACON Laboratories, Inc.



Certificat

AFNOR CERTIFICATION Ceﬁ’-fica te

N° 2007/28642.5

AFNOR Certification certifies that the management system implemented by:
AFNOR Certification y0ocmosepsiem, ymo cucmema MeHedXMeHma opaaHu3ayLu;

ZAO "EKOlab" -
QLKOab 200 okomey ©2KOnab

for the following activities:
ans cnedyrowjux obnacmel GessmenibHOCMU:

DEVELOPMENT, PRODUCTION, STORAGE AND SALE OF MEDICAL DEVICES FOR IN-
VITRO DIAGNOSTICS.

PA3PABOTKA, [MPOMN3BOLCTBO, XPAHEHWE 1 PEATTNSALINS MEQVLIMHCKUX M3LENNA
AJIA IN-VITRO ONATHOCTUKU.

has been assessed and found to meet the requirements of:
nposepeHa U npusHaHa coomeemcmasytowieli mpebogaHusM cmaH0apma:

ISO 13485:2016

and is developed on the following locations:
u delicmeyem Ha cnedyroufux nnowadkax:

142530, RUSSIA, MOSCOW REGION, ELEKTROGORSK CITY, Budennogo str., 1-1A
142530, POCCUA, MOCKOBCKASA OBJIACTB, 2. OJIEKTPOIOPCK, yn. ByderHoeo, 1-1A

This certificate is valid from (year/month/day) o & . until 1 g
[anHeili cepmudbukam delicmeumenes ¢ (200/ mecau/ 201 9 06 28 do 2022 06 27
OeHb)
cofrac
CERTIRCATION
DE SYSTEMES
DE MANAGEMENT
wmmvpu
me&o. Ce document est signé éiecironiquemen. | conslitiee un onginal éteclnnoue & valeur probatore
m"" This document 1s electronically sgned It stands for an electronic onginal with probationary value
Scan this QR code to
. lfranck LEBEUGLE pan w check the validity of the
Managing Director of AFNOR Certification certicate
~ spe . mobbi Nposepums
lenepanbHbili Qupekmop AFNOR Certification dedomeumeneroems
GaHH020
The elec ronic certihicats 1\. vislaEie it e 5| LS 17 el ime Ml "|e CENpaENY i Cartfed. Saud iv cortficaf discironiqoe, considfabis sur g 800000 Cerud)UKa.ma'
fail for an fwemps réa! e n Fw:: 20001, yslois Cortficaaa, :mr.aa\-amue m..au..u omcKaHupyume smom
.ucu\MM& n COFRAC n™4-0001, Coantifcation de S)‘lrame dn Portée e DOV QR K0d

AFAQ is a registered lrademark AFAQ est une marque déposée. CERTIF 0956 7 /11-2014

11 rue Francis de Pressensé - 63571 |3 Plaine-SemeRermeTEI8T - France - T, +33 (0)1 4162 80 00~ F. +33 (0)1 49 17.90 00 afnor
SAS au capital de 18 187 000 € - 479 076 002 RCS Botigny - www.afnor.org et iy

—



3A0 "3KOnab"

WHCTPYKLUA
"Cudpunuc-ArKI-PMM"

AHTUreH KapaAUONUNMHOBLIX ANA peakuun Mukponpeuunutauun’
PeaucmpauuoHHoe ydocmogepeHue Ne @CP 2011/09957 om 30 okmsbps 2012 a.

Komnnekt Ne 2

Kat. Ne 03.07.1
Kat. Ne 03.07.2
Kat.Ne 03.07.3

Bzamen nHeTpykimu, yreepxxkaenHoi 26.01.2011 r. Ne 215-T1p/11



3A0 "3KOnab"



HA3HAYEHUE

Habop npuMeHseTCs Npu AnarHoCTuKe cudunuca of1s uccrnefoBaHns nrasmbl (CbIBOPOTKM) KpoO-
BM UNnK CnHHO-Mo3roBon xuakoctu (CMXK) yenoseka B peakuuu Mukponpeymnutauyuv (PMI).

MPUHLUWN METOOA

TeCT OCHOBaH Ha B3aWMOLENCTBUM KapaMonunmuHoBoro aHturena (ArKJl), aHanoryHoro nunonpo-
TEMHOBOMY aHTUreHy Treponema pallidum, ¢ COOTBETCTBYIOLMMM aHTUTENAMM (pearmHamu), KOTopble Mno-
ABNAIOTCA B NNasMe (CbIBOPOTKE) HENEYEHHbIX BObHbIX Yepes 2-3 Hefenu, a B CIMHHO-MO3rOBOW XKUAKO-
CTW — Yepes 4-8 Hefienb NOCIe 3apaxeHus.

Bsanmogencteue ArKIl ¢ pearHamu NpuBOAMT K peakuuy MUKponpeuunutauuu (BbinageHue
XIONbEB Pa3HOW BEMWYMHBI) U PErMCTPUPYETCS BIU3YasTbHO.

COCTAB HABOPA:

Komnnekt Ne 2 (kat. Ne 03.07.1, kat. Ne 03.07.2, kat. Ne 03.07.3) Bknovaer:

Bssecb ArKJT — B3Becb ArKIT B 10 % pactBope X0nuH-xiopuaa, Coaepxallas KapanonunuHa —
0,033 %; neuntunHa — 0,27 %, xonectepuHa — 0,9 %, SOTA (cTtabunnsatop) B KOHEYHON KOHLiEHTpaLm
0,0125 monb/n 1 TMMepocan (KOHCepBaHT) B KOHEYHON KoHuUeHTpaumn 0,1 %. CycneHans monoyHo-6enoro
LBeTa, Npu OTCTamBaHUW pasfensoLascs Ha onanecumpyoLLyto B6ecLBETHYH0 XUAKOCTb U MIOTHbIA Oca-
Lok Bernoro useta

kaT. Ne 03.07.1 - 3 chnakoHa (no 5,0 mn)
kaT. Ne 03.07.2 - 6 conakoHos (no 5,0 mn).
kat. Ne 03.07.3 - 7 ¢nakoHos (no 10 mn).

Ba3oBbIit BapuaHT komnnekta Ne 2 paccuntaH Ha uccnegosanue 500 obpasuos (kat. Ne 03.07.1) ,
1000 obpasyos (kat.Ne 03.07.2), 2000 obpasuos (.(kaT.Ne 03.07.3)

Mo xenaHuo notpebutens 6asoBas KoMNeKkTauMs Habopa (YMCNo YNakoBOK C peareHTammn u nux
06bemM) MoxeT ObITb M3MEHEHA.

BosamoxHa [OMOMHUTENbHAs KOMMeKTauus Habopa MONOXUTENbHOM WM OTPULATESIbHON KOH-
TPOMbHLIMA CbIBOPOTKAMW AN AnarHocTuku cudounuca npoussogctea 3A0 "OKOna6" (TY 9398-096-
70423725-2008, PY Ne ®CP 2009/05912 ot 22.10.09) (kaT. Ne03.07.1k - 500 onpenenexuin, Ne 03.072k -
1000 onpepeneHnwit, kat. Ne 03.07.3k - 2000 onpefeneHuin)— B KONMYECTBe, ONpeaensieMom 3asiBkon no-
Tpebutens, a Takke CTEKNSAHHBIMW 1 NIACTUKOBLIMM Crandamn 4ns NOCTaHOBKW peakLnu.

AHAJIU3NPYEMBbIE MPOBbI

Peakunto NpoBoaAT C Nnasmon (CbIBOPOTKOW, MHAKTUBMPOBAHHOW Npu Temnepatype 56 + 1°C B
TeveHue 30 MuH) kposm unm CMXK, nonyvaembiMy CTaHAAPTHBIMW METOLAMM.

OB6pasLbl Nna3mbl (CbIBOPOTKM) KPOBM C BbIPaXeHHLIM reMOIM30M, runepnunuaemMuen n baktepu-
anbHbIM POCTOM WUCCIIEA0BAHMIO HE Moanexar.

Ob6pasLpbl, NpeaHa3Ha4YeHHble AN UCCNeaoBaHus, MOryT XpaHuTbes oT 2 Ao 8 °C He Gonee 7 cyT,
[OMYCTUMO UX ANUTENbHOE XPaHEHWE B 3aMOPOXEHHOM COCTOSIHWM npu Temnepatype MuHyc 20 °C 1 Hu-
xe. [oBTOpHOE 3amMopaXunBaHe pasMopoXeHHbIX 00pa3LoB He 4oNyCKaeTcs.

MEPbI MPEQOCTOPOXHOCTU NMPU PABOTE C HABOPOM

Habop bronornyecku 6esonaceH, oaHaKo ¢ uccneayembimm obpasuamm cnegyet obpallatbes kak
C NOTEHLMArNbHO MHGULMPOBAHHBIMU MaTepUanamu.

OBOPYOOBAHUE, MATEPUATbI U PEATEHTbI:

elLieHTpudyra nabopartopHas, obecneumsatowyas yrnosyto ckopoctb 1000-2000 06/MuH;
elliekep NabopaTopHbIif;

e TEpMOCTaT Unu BogsiHas BaHsi, obecneunsatoLime Temnepatypy nporpeeanus (37+1) °C
nm (56+1) °C, COOTBETCTBEHHO;

e CeKyHaOMeEp;

enuneTkn [acTepoBCKue;

enMneTky, Nno3eonsatoLime otompatb 06bembl xuakoctu 0,02 n 5,0 mn;



e1pobupkn BMecTUMocTbio 10 mn;
®B0/1a OYMLLEHHAS (OMCTUNIIMPOBAHHAS UMW AENOHN3NPOBAHHASA);
¢(0,9% pacTBOp HATPUS XNOPUCTOTO;
®CTEKII0 WM NIaCcTWHA U3 MrieKcurnaca;
eMepyaTky Pe3NHOBBIE U NNACTUKOBbIE.
NOArOTOBKA PEATEHTOB [J1A AHAJTU3A
Komnnekr Ne 2
[Nepen ncnonb3oBaHWEM peareHTbl Bblaepxatb He meHee 30 MuH npu Temnepatype oT 18 oo 25
°C, B3Becb ArKJ1 TwiaTtensHo nepemelaTb 40 06pa3oBaHMs OQHOPOAHOW CYCNEH3NN.
NMPOBEOEHUE AHAJIU3A
KauyecTBeHHbIN MeTOR
Komnnexkm Ne 2
Ha 0bbl4HOe CTekno niv yrnybneHne NnacTuHKK M3 nnactuka HaHocat 90 MKn uccnegyemoro 06-
pasya, 3atem o6aBnsaT 30 MK aHTUreHHON amynbeun. CTEKNO UK NNacTUHy NOMECTUTL Ha NnaTdop-
My LUeiKepa 1 BpallaTb B rOPU3OHTANbHOW MIIOCKOCTU— 8 MUH, NOCIe Yero cpasy e npou3BecTn yyert
pesynbTaToB peakuuu (ONTUMarbHbI TeMnepaTypHbIi pexum peakuyun 23-28 0C).
Yuem pe3ynbmamoe peakyuu
Mpu nccnegosaHuy obpasua ot 6oMNbHbLIX CUUIMCOM HabNogaeTca NONOXUTENbHAA peakums B
BMAE BbiNageHns XIomnbeB PasHOM BENUYMHLI, OLEHNBaeMas B KpecTax (KpynHble (++++) 1 cpegHue (+++)
C YETKUM MPOCBETNEHMEM XWUOKOCTU-PeaKkLms MONOXUTENbHAs, Menkue (++)- peakums cnabononoxu-
TeMNbHasA), @ C NIa3Mon WM MHAKTUBMPOBAHHOW CbIBOPOTKOM OT 3[40POBbIX MWL Habntogaetcs oTpuua-
TeNbHas peakums B BUAE onanecyeHLmm.
PesynbTaTbl peakuyun y4nThiBaKOTCA BU3YyasibHO Npu ocseLleHnn He Hke 300 rtokc.
Bo3moXeH JOKyMEHTUPOBAHHBIN YYeT pe3ynbTaToB C MCMONb30BaHMEM annapaTHO-NPOrpaMMHOro
komnnekca "Okcnept-flab".
MonykonuyecTBeHHbIW METOA (onpeaeneHue TUTpa pearnHoB)
TuTp pearMHoB onpefensieTcs TONbKO B MCCRefoBaHHbIX 0bpasuax, OaBLIMX MOMOXMTENbHYHO
UK cnabononoX1TENbHYIO PeaKLMIO.

1. Wccnepyemyio npoby pasBecTy M3NONOrMYECKUM pacTBOPOM B COOTHOWeEHUN 1:1, 1:2;
1:4,1:8, 1:16, 1:32.
2. Kaxpooe passeaeHue nccnegoBath Tak xe, Kak U B Ka4eCTBEHHOM METOAE.

TuTpom pearMHoB B uccriegyemoro obpasue cunTaTb MakcMManbHOe pasBefeHue, C KOTOpbIM
nony4yeHa nomnoxuTenbHas unu crnabononoxuTernbHas peakums, npy yCnoBuM OTpULATENBHON peakLmm ¢
nocneayoLwmM passegeHrem. ECnm nonoxuTenbHas peakums nonyyeHa ¢ MakcumarbHbIM M3 UCMonb30-
BaHHbIX pa3BefeHnn, 4ns onpeaeneHns TUTpa pearmHoB psj pa3seaeHnin HeobXxoanmo NPOAOIKUTD.

CPOK rOOHOCTW. YCNOBUA XPAHEHUA U TPAHCMOPTUPOBKU

Komnnext Ne 2

Cpok rogHocTtn — 1,5 roga.

KomnnekT JOMmKeH XpaHUTLCS B YNakoBKe NPeanpuaTUs-u3roToBuTens npu Temneparype ot 2 4o
8 °C B Te4eHue BCero cpoka rogHoCTU. 3amopaxuBaH1e He JOMyCKaeTcs.

TpaHcnoptupytoT npu Temnepatype ot 2 go 8 °C. [onyckaeTcs TpaHCNOPTUPOBaHWE Nnpu Temne-
patype 0T 9 fo 25 °C He Bonee 10 cyT. 3amopaxmBaHue He JONYCKaeTCs.

Mo Bonpocam, kacarowmmes kadectsa Habopa "Cudunuc-ArKIl-PMIT", cneayet obpawartscs no
agpecy 142530 MockoBckas 06n., r. Anektporopck, yn. byaenHoro, a. 1. 3A0 "OKOna6"; Ten. (49643) 3-
23-11 — otgen cbbiTa, 3-30-93 — OBTK, dhakc (49643) 3-31-43 .

mat 2016 e.
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SYNTESYS S.AS DIRINALDOR. & C
VIA G. GALILEI,10/3
35037 Z.I. SELVE DI TEOLO [PD)
TEL. +39 OM9 9903866 R A. FAX +39 049 9903867

SYNTESYS COD.FISCALE P.IVA NREG.IMP. PADOVA 03573950288
E-MAIL INFORSYNTESYS.IT - WEB WWW.SYNTESYS.IT

DICHIARAZIONE DI CONFORMITA®
Conformity declaration

C€

I1 sottoscritto. Rinalde Ruggero legale rappresentante della ditta:
The undersigned. Rinaldo Ruggero legal representative of the company:

produttore/manufacturer

SYNTESYS S.a.s. di Rinaldo Ruggero & C.

indirizzo/address

Via 6. Galilei. 10/3 35037 Zona Industriale SELVE DI TEOLO (PADOVA) TITALY

0 rappresentante il mandatario autorizzato entro 1la Unione Europea or representing the
authorized mandatary within the European Community

Mandatario autorizzato/authorized mandatary

indirizzo/address

Dichiara sotto la propria responsabilita che il prodotto/declares under his own
responsability that the product:

Denominazione degli Contenitori per urina. contenitori per feci.
articoli contenitori universali. Pipette Pasteur. Piastre di
prodotti/Description of Petri. Anse Sterili per batteriologia. Aste a “L"-
Manufacturer Puntali Eppendorf gialli e blue. cuvette per

spettrofotometro. tazzine per campionamento siero-
bacchette per distacco ed estrazione del coagulo.
pinzette in polistirolo monouso. provette monouso in
plastica- tappi alettati per provette diam. 12 mm e
lkmm. provette con granuli ed acceleratore. provette
sottovuoto per prelievo. Sistema SEDIPLAST.
Microprovette. Portavetrini. Vetrini precoloratia
Portaprovette. supporti per microprovette. bottiglie
per raccolta urine.

Urine container. faeces container. universal
container. Pasteur pipette. Petri dishes. Sterile
loops. Sterile loops open “L". Eppendorf tips yellow
and blue. cuvettes for spectrophotometer: samples
cups.: Rod to detach clot. disposable forcepsi
Disposable plastic tubes., winged stoppers for tubes
diam- 12mm & lbmm. Test tube with granules and clot
activator. vacuum test tube: SEDIPLAST systems

micro test tubes, Slides Nailer "TESTSIMPLETS" slide:
rack for test tubes. rack for micro test tubes.
Bottles for urine collection-

PRODOTTI E STRUMENTAZIONE PER ANALISI DI LABORATORIO - DISPOSABLE LABWARE
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Cert N 6574/0

SYNTESYS S.AS. DIRINALDOR. & C.

VIA G. GALILE|, 10/3

35037 Z.I. SELVE DI TEOLO [PD]

TEL. +39 049 9903866 R.A. FAX +39 O49 99503867

SYNTESYS COD.FISCALE P.IVA NREG.IMP. PADOVA 035739550288
E-MAIL INFORSYNTESYS.IT - WEB WWW.SYNTESYS.IT

Polipropilene. Polistirolo. Polietilene e
Materiale/Material Polimetilmetacrilato

Polypropylene. Polystyrene, Polyethylene and
Polymetilmetacrylate

E conforme alle disposizioni della direttiva 98/79/CE concernente i dispositivi medici
diagnostici in vitro e recepito in Italia con D.L. del 08/09/2000 n° 332 allegato 1
(requisiti essenziali) ed & fabbricato in accordo ai requisiti di cui all'Allegato III della
sopra citata direttiva / It meets the (CE Directive 98/79 CE about in vitro diagnotic device
specifications established by the Italian law n- 332. dated Bt" September Z2000. The device is
made according to the specifications of the III attached of the above-mentioned directive.

Dichiara inoltre che la documentazione tecnica di supporto alla presente dichiarazione di
conformitd & conservata presso gli uffici dell’azienda e sara posta alla disposizione di chi
la richiede/declares that all technical documents attached to this conformity statment are
filed in our company and can be consulted by any authorized body on demand-

Data 07/01/201k
Issued on January 7t" 201k

SYNTESYS S.a-.s.

I1 legale rappresentante

0 Rug o
y >

e

PRODOTTI E STRUMENTAZIONE PER ANALISI DI LABORATORIO - DISPOSABLE LABWARE
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

CISQI/ICIM SPA has issued an IQNet recognized certificate that the organization:

SYNTESYS S.a.s.
di Rinaldo Ruggero e C.

Via G. Galilei, 10/3 - Zona Industriale - 1-35037 Selve di Teolo (PD)

has implemented and maintains a

Quality Management System
for the following scope:

Trading of products for laboratory analysis.
Manufacturing of products for laboratory analysis and sanitary products.

which fulfils the requirements of the following standard:

ISO 13485:2016

Issued on: 2019-06-05
First issued on: 2014-06-21
Expires on: 2022-06-04

This attestation is directly linked to the IQNet Partner’s original
cetrtificate and shall not be used as a stand-alone document.

Registration Number: 1T-93779

Alex Stoichitoiu Ing. Claudio Provetti
President of IONET President of CISQ

IQNet Partners*:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Italy

CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany FCAV Brazil
FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica

IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland

NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia SII Israel SIQ Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia

IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAI Inc.

* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.iqnet-certification.com
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

CISQ/ICIM SPA has issued an IQNet recognized certificate that the organization:

SYNTESYS S.a.s.
di Rinaldo Ruggero e C.

Via G. Galilei, 10/3 - Zona Industriale - 1-35037 Selve di Teolo (PD)

has implemented and maintains a

Quality Management System
for the following scope:

Trading of products for laboratory analysis.
Manufacturing of products for laboratory analysis and sanitary products.

which fulfils the requirements of the following standard:

ISO 9001:2015

Issued on: 2019-06-05
First issued on: 2013-06-05
Expires on: 2022-06-04

This attestation is directly linked to the IQNet Partner’s original
certificate and shall not be used as a stand-alone document.

Registration Number: [T-83562

Alex Stoichitoiu Ing. Claudio Provetti
President of IONET President of CISO

IQNet Partners*:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Italy

CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany FCAV Brazil
FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica

IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland

NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia SII Israel S1IQ Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia

IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAI Inc.

* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.iqnet-certification.com
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Vertretung und Repriisentanz

Certificate

Of Marketing Authorization of Medical Product

Nr. AR/IVMD/Xema/01/2020

Issued on the basis of the Declaration of conformity and registration taking into account Article 10 of Directive 98/79/EC on In Vitro Diagnostic
Medical Devices and Medical Devices Act (MPG) § § 5.25,29,30

Ausgestellt auf Grund der Konformititserklirung und Registrierung unter Beriicksichtigung
der Richtlinie 98/97/EG Artikel 10 iiber In-vitro-Diagnostika und Medizinproduktgesetz (MPG) §§ 5,25,29,30

Manufacturer: xema CO., Ltd-

Hersteller bld.4, 48, The 9th Parkovaya str.
Moscow 105264, RUSSIA,
info@xema.ru; www.xema.ru

Product name; See annex to the Certificate

Produkt Siehe Anhang zum Zerifikat

Product Classification: In Vitro Diagnostic Medical Devices
Produkiklassifizierung In-vitro-Diagnostikum (VD) Medizinprodukte

Category: Common/ Other IVD

Kategorie Sonstige IVD-Produkle

Conformity Module: Module A (EC Declaration of Conformity)
Konformititsmodul (Annex lll, except point6, Directive 98/79/EC)

Modul A (EG-Konformitatserklarung)
(Anhang lll, auBer Nummer'6, Richtlinie 98/79 / EG)

Lead Competent Authority: DIMDI — German Institute of Medical Documentation and Information
Zustindige Behdrde DIMDI — Deutsches Institut fiir Medizinische Dokumentation und Information

Product Registration Ref. No.: See annex to the Certificate
(Per Article 10, Directive 98/79/EC) Siehe Anhang zum Zertifikat

Produkt Registrationsnummer
(GemiB Artikel 10 der Richtlinie 98/79 / EG)

Validto:  2022-05-25
Giiltig bis

Date of issue: 2020-01-01

Das Ausstellungsdatum

Represented in the EC by Polmed.de
Steinacker 5, 73773 Aichwald, Germany

email: info @polmed.de
tel: +49 711 52853279 A
i
\/ Polmed.de
Valid with the Extract from the d > www.dimdi.de (German Instiute for Medical Documentation)
Gilt nur mit :Auszug aus der Datenbank www.dimdi.de (Deutsche Institut Fiir Medizinische Dokumentation)

Pagelof 4



_S Polmed.de

Vertretung und Repriisentanz

Annex to the Certificate No.:
Anhang zum Zenifikat Nr.:

AR/IVMD/Xema/01/2020

The following medical devices can be placed on the market in the Federal Republic of Germany, in the member states
of the European Economic Community (EEC) and in the other contract states of the agreement about the European Economic Area.

Die folgenden Medizinprodukte in der Bundesrepublik Deutschland. in den Mitgliedsstaaten
der Europiischen Wirtschaftsgemeinschaft (EG) und in den Vertragsstaaten der EG in den Verkehr gebracht werden diirfen.

Nomenclature term Catalog No. Name of device Produktbezeichnung DIMDI
Nomenklaturbezeichnung Katalog-Nr. Registration number
Registriernummer
1 THYROID PEROXIDASE (INCL. MICROSOMAL) K131 aTPOEIA Cat. Nr K131 DE/CA37/IVD/13/44
ANTIBODIES
2. THYROGLOBULIN AUTOANTIBODIES K132 aTG ElA Cat. Nr K132 DE/CA37/IVD/13/43
3 MPO ANCA K133 aMPO EIA Cat. Nr K133 DE/CA37/IVD/13/42
4, TISSUE TRANSGLUTAMINASE ANTIBODIES K160 Anti-tTG IgG EIA Cat. Nr K160; DE/CA37/IVD/13/41
K161 Anti-tTG IgA EIA Cat. Nr K161
5. GLIADIN ANTIBODIES K180 Gliadin IgG EIA Cat. Nr K180; DE/CA37/IVD/13/40
K181 Gliadin IgA EIA Cat. Nr K181 ;
K182A Deamidated Gliadin IgA EIA,
K182G Deamidated Gliadin IgG EIA
6. IMMUNOGLOBULIN E=TOTAL K200 Total IgE EIA Cat. Nr K200 DE/CA37/IVD/13/39
7. THYROID STIMULATING HORMONE K201 TSH EIA Cat. Nr K201; DE/CA37/IVD/13/38
K201A TSH Plus EIA Cat. Nr K201A
8. LUTEINISING HORMONE K202 LH EIA Cat. Nr K202 DE/CA37/IVD/13/37
9. FOLLICLE STIMULATING HORMONE K203 FSH EIA Cat. Nr K203 DE/CA37/IVD/13/36
10. | HUMAN GROWTH HORMONE K204 GH EIA Cat. Nr K204 DE/CA37/IVD/13/35
11. | HUMAN CHORIONIC GONADOTROPIN TOTAL K205 HCG EIA Cat. Nr K205 DE/CA37/IVD/13/34
12. | PROLACTIN K206 Prolactin EIA Cat. Nr K206 DE/CA37/IVD/13/33
13. | PROGESTERONE K207 Progesterone EIA Cat. Nr K207 ; DE/CA37/IVD/13/32
K207S Salivary Progesterone EIA
14. | ESTRADIOL K208 Estradiol EIA Cat. Nr K208 DE/CA37/IVD/13/31
15. | TESTOSTERONE (WITH DEHYDRO AND FREE K209 Testosterone EIA Cat. Nr K209 ; DE/CA37/IVD/13/30
TESTOSTERONE) K2095 Salivary Testosterone EIA
16. | CORTISOL K210 Cortisol EIA Cat. Nr K210 ; DE/CA37/IVD/13/29
K210S Salivary Cortisol EIA
17. | TRIIODOTHYRONINE K211 T3 EIA Cat. Nr K211 DE/CA37/IVD/13/28
18. | THYROXINE K212 T4 EIA Cat. Nr K212 DE/CA37/IVD/13/27
19. | FREE TRIIODOTHYRONINE K213 Free T3 EIA Cat. Nr K213 DE/CA37/IVD/13/26
20. | FREE THYROXINE K214 Free T4 EIA Cat. Nr K214 DE/CA37/IVD/13/25
21. | DEHYDRO-EPIANDROSTERONE SULPHATE K215 DHEA-S EIA Cat. Nr K215 DE/CA37/IVD/13/24
(INCL. DHEA)
22. | 17 OH PROGESTERONE K217 17-OH-Progesterone EIA DE/CA37/IVD/13/22
Cat. Nr K217
23. | CANCER ANTIGEN 125 K222 CA 125 EIA Cat. Nr K222 DE/CA37/IVDf13/23
24, | CANCER ANTIGEN 19-9 K223 CA 19.9 EIA Cat. Nr K223 DE/CA37/IVD/13/21
25. | CARCINOEMBRYONIC ANTIGEN K224 CEA EIA Cat. Nr K224 DE/CA37/IVD/13/20

The above-mentioned medical products are marked with the CE symbol.
Die oben genannten medizinischen Produkie sind mit dem CE-Zeichen gekennzeichnet.

Valid with the Extract from th
Gilt nur mit :Auszug aus der

r Medical

C Documentation)
Fiir M

edizinische Dokumentation)
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_S Polmed.de

Vertretung und Repriisentanz

Annex to the Certificate No.:
Anhang zum Zentifikat Nr.:

AR/IVMD/Xema/01/2020

The following medical devices can be placed on the market in the Federal Republic of Germany, in the member states
of the European Economic Community (EEC) and in the other contract states of the agreement about the European Economic Area.

Die folgenden Medizinprodukte in der Bundesrepublik Deutschland. in den Mitgliedsstaaten
der Europdischen Wirtschaftsgemeinschaft (EG) und in den Vertragsstaaten der EG in den Verkehr gebracht werden diirfen.

Nomenclature term Catalog No. Name of device Produktbezeichnung DIMDI
Nomenklaturbezeichnung Katalog-Nr. Registration number
Registriernummer
26. | ALPHAFETOPROTEIN K225 AFP EIA Cat. Nr K225 DE/CA37/IVD/13/19
27. | CANCER ANTIGEN 15-3 K226 M12 (CA15.3 ) EIA Cat. Nrk226 DE/CA37/IVD/13/18
28. | OTHER CANCER ANTIGENS K227 MUCI1 M22 EIA Cat. Nr K227; DE/CA37/IVD/13/17
K228 MUCI1 M20 EIA Cat. Nr K228
29. | OTHER OTHER TUMOUR MARKERS K232 Thyroglobulin EIA Cat. Nr K232 DE/CA37/IVD/13/16
30. | R HUMAN CHORIONIC GONADOTROPIN (INCL. K235 Free beta HCG EIA Cat, Nr K235 DE/CA37/IVD/13/15
SUBUNIT)
31. | PREGNANCY ASSOCIATED PLASMA PROTEIN - K238 PAPP-A EIA Cat. Nr K238 DE/CA37/IVD/13/14
A (DOWNS)
32. | OTHER OTHER PLASMA PROTEINS K240 Alveomucin EIA Cat. Nr K240 DE/CA37/IVD/13/13
33. | C-REACTIVE PROTEIN K250 CRP EIA Cat. Nr K250 DE/CA37/IVD/13/12
34, | SEXHORMONE BINDING GLOBULIN K268 SHBG EIA Cat. Nr K268 DE/CA37/IVD/13/11
35. | TROPONIN (T +1) K291 Troponin | EIA Cat. Nr K291 DE/CA37/IVD/13/10
36. | IMMUNOGLOBULIN G K271 Total IgG EIA Cat. Nr K271 DE/CA37/IVD/13/9
37. | IMMUNOGLOBULIN G SUBCLASS REAGENTS K272 IgG2 EIA Cat. NrK272; DE/CA37/IVD/13/8
K274 IgG4 EIA Cat. Nr K274
38. | IMMUNOGLOBULIN A K275 Total IgA EIA Cat. Nr K275 DE/CA37/IVD/13/7
39. | IMMUNOGLOBULIN M K277 Total IgM EIA Cat. Nr K277 DE/CA37/IVD/13/6
KQ13 AutoQon AT immunoassay control set Cat.
Nr KQ13;
40. | RHEUMATOID/AUTOIMMUNE CONTROLS KQi4 AutoQon ANA/ENA immunoassay DE/CA37/IVD/13/5
control set Cat. Nr KQ14;
KQ15 AutoQon ACL immunoassay control set Cat.
Nr KQ15
41, | HORMONE CONTROLS KQ21 HormoQon immunoassay control set Cat. Nr DE/CA37/IVD/13/4
KQ21
42. | TUMOUR MARKER CONTROLS KQ22 OmaQon immunoassay control set Cat. Nr DE/CA37/IVD/13/3
KQ22
43. | cYFRA21-1 K236 CYFRA 21-1EIA DE/CA37/IVD/13/45
44. | CANCER ANTIGEN 72-4 K244 CAT72-4EIA DE/CA37/IVD/13/46
45. | NEONATAL THYROID STIMULATING K201N TSH-Neo EIA DE/CA37/IVvD/13/47
HORMONE
46. | ESTRIOL k218 Free Estriol EIA DE/CA37/IVD/13/48
47. | IMMUNOGLOBULINE - K200S Specific IgE EIA DE/CA37/IVD/13/49
MONOTEST/MONORESULT - MULTI AG
48. | KAPPA AND LAMBDA CHAIN K279K Free kappa Igg light chain EIA, DE/CA37/IVD/13/50
K279L Free lambda Igg light chain EIA
49, | TRYPSIN NEONATAL K242 Neonatal IRT EIA Cat. Nr K242 DE/CA37/IVD/13/51
50. | NEURON SPECIFIC ENOLASE K234 NSE EIA Cat. Nr K234 DE/CA37/IVD/13/52

The above-mentioned medical products are marked with the CE symbol.
Die oben genannten medizinischen Produkte sind mit dem CE-Zeichen gekennzeichnet.

Valid with the Extract from th
Gilt nur mit :Auszug aus der

or Medical
Fiir M

Documentation)

edizinische Dokumentation)
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_S Polmed.de

Vertretung und Repriisentanz

Annex to the Certificate No.:
Anhang zum Zentifikat Nr.:

AR/IVMD/Xema/01/2020

The following medical devices can be placed on the market in the Federal Republic of Germany, in the member states
of the European Economic Community (EEC) and in the other contract states of the agreement about the European Economic Area.

Die folgenden Medizinprodukte in der Bundesrepublik Deutschland. in den Mitgliedsstaaten

der Europdischen Wirtschaftsgemeinschaft (EG) und in den Vertragsstaaten der EG in den Verkehr gebracht werden diirfen.

Nomenclature term Catalog No. Name of device Produktbezeichnung DIMDI
Nomenklaturbezeichnung Katalog-Nr. Registration number
Registriernummer
50. | NEURON SPECIFIC ENOLASE K234 NSE EIA Cat. Nr K234 DE/CA37/IVD/13/52
51. | OTHER OTHER TUMOUR MARKERS K239 HE —4 EIA Cat. Nr K239 DE/CA37/IVD/13/53
52. | HSV IgG K104 HSV % IgG EIA (Cat. NrK104) DE/CA37/IVD/13/67
53. | HSV IgM K104M | HSV % IgM EIA (Cat. Nr K104M) DE/CA37/IVD/13/66
54. | MYCOPLASMA ANTIBODY ASSAYS K106 Mycoplasma IgG EIA (Cat. Nr K106) DE/CA37/IVD/13/65
55. | SYPHILIS ANTIBODY ASSAYS TOTAL K111 Treponema pallidum Total Ab EIA DE/CA37/IVD/13/64
(Cat. NrK111)
56. | SYPHILIS ANTIBODY IGG K111G Treponema pallidum 1gG EIA DE/CA37/IVD/13/63
(Cat. Nr K111G)
57. | SYPHILIS ANTIBODY IGM K111M | Treponema pallidum IgM EIA (Cat. Nr DE/CA37/IVD/13/62
K111M)
58. | H.PYLORI ANTIBODY ASSAYS K119 H.pylori IgG EIA (Cat. Nr K119) DE/CA37/IVD/13/61
59. | H. PYLORI ANTIBODY ASSAYS K119M | H.pylori igM EIA (Cat. Nr K119M) DE/CA37/IVD/13/60
60. | ASPERGILLUS K121 Aspergillus IgG EIA (Cat. Nr K121) DE/CA37/IVD/13/59
61. | OTHER OTHER BACTERIOLOGY K126 Ureaplasma IgG EIA DE/CA37/IVD/13/58
IMMUNOASSAY (Cat. Nr K126)
62. | GIARDIA LAMBLIA K171 Giardia lamblia Total Ab EIA DE/CA37/IVD/13/57A1
(Cat. Nr 171)
K171X Giardia lamblialgG/IgM/IgA EIA
(Cat. No. K171X)
63. | OTHER TUMOUR MARKER RAPID TESTS X220V XEMAtestOvaScreen DE/CA37/IVD/13/56
(Cat. Nr X220V)
64. | OTHER TUMOUR MARKER RAPID TESTS X222 XEMAtestCA125 (Cat. Nr X222) DE/CA37/IVD/13/55
65. | OTHER TUMOUR MARKER RAPID TESTS X239 XEMAtestHE4 (Cat. Nr X239) DE/CA37/IVD/13/54
66. | IMMUNOGLOBULINA IgA K276 SECRETORY IgA (slgA) EIA DE/CA37/IVD/13/68
(Cat. No. K276)
67. | ECHINOCOCCUS K175 Cestodes IgG EIA (Cat. No. K175) DE/CA37/IVD/13/72E
68. | DISTOMATOSIS K176 Fasciola IgG EIA (Cat. No. K176) DE/CA37/IVD/13/71E
69. | TESTOSTERONE (WITH DEHYDRO AND FREE K219 Free Testosterone EIA DE/CA37/IVD/13/70E
TESTOSTERONE) (Cat. No. K219)
70. | HUMAN PLACENTAL LACTOGEN HPL K246 Human Placental Lactogen EIA DE/CA37/IVD/13/69E
(Cat. No. K246)
71. | CANCER ANTIGEN 242 K243 CA 242 EIA (Cat. No. K243) DE/CA37/IVD/13/73
72. | INSULIN K267N Insulin EIA (Cat. No. K267N) DE/CA37/IVD/13/77
73. | C-PEPTIDE K267C C-peptide EIA(Cat. No. K267C) DE/CA37/IVD/13/76
74. | OTHER PREGNANCY TESTING HORMONES K245 AMH EIA (Cat. No. K245) DE/CA37/IVD/13/75
75. | SQUAMOUS CELL CARCINOMA ANTIGEN K237 SCC(A) EIA (Cat. No. K237) DE/CA37/IVD/13/74
76. | ASPERGILLUS K021 GalM Ag EIA (Cat. No. K021) DE/CA37/IVD/13/78

The above-mentioned medical products are marked with the CE symbol.
Die oben genannten medizinischen Produkte sind mit dem CE-Zeichen gekennzeichnet.

Represented in the EC by Polmed.de
Steinacker 5, 73773 Aichwald, Germany

email: info @polmed.de
tel: +49 711 52853279

Valid with the Extract from th

Gilt nur mit :Auszug aus der

Date: January 01, 2020

Fiir M

edizinische Dokumentati
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/

Page 4 of 4



DNV-GL

MANAGEMENT SYSTEM

CERTIFICATE

Certificate No: Initial certification date:
282710-2019-AQ-MCW-FINAS 14 February 2019

This is to certify that the management system of

XEMA Co, LTD

Valid:
14 February 2019 - 14 February 2022

bldg. 48, 9-th Parkovaya str., Moscow, Russian Federation, 105264
and the sites as mentioned in the appendix accompanying this certificate

has been found to conform to the Quality Management System standard:

ISO 9001:2015

This certificate is valid for the following scope:

Design and development, manufacturing and sales of in vitro tests for food
and feed control, clinical and veterinary diagnostics and forensic

investigations.

Place and date:
Moscow, 14 February 2019

Oz
CNITIoN ARRANCS

(A)
FINAS

Finnish Accreditation Service
S001 (EN ISO/IEC 17021)

For the issuing office:

DNV GL - Business Assurance
Trekhprudny per. 9 build. 2, office 406,
Moscow, Russian Federation

S, Gvoo bide

Serguei Groubine
Management Representative

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.
ACCREDITED UNIT: DNV GL BUSINESS ASSURANCE FINLAND OY AB, Keilasatama 5, 02150 Espoo, Finland. TEL:+358 10 292 4200. assurance.dnvgl.com



DNV-GL

Certificate No: 282710-2019-AQ-MCW-FINAS
Place and date: Moscow, 14 February 2019

Appendix to Certificate

XEMA Co, LTD
Locations included in the certification are as follows:

Site Name Site Address Site Scope

XEMA Co, LTD bldg. 48, 9-th Parkovaya str., Design and development,
Moscow, Russian Federation, manufacturing and sales of in vitro tests
105264 for food and feed control, clinical and

veterinary diagnostics and forensic
investigations.

XEMA Co, LTD (Production site) Trubetskaya str., 2B, Balashikha, Design and development,

Moscow region, Russian Federation, | manufacturing and sales of in vitro tests
125000 for food and feed control, clinical and
veterinary diagnostics and forensic
investigations.

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.
ACCREDITED UNIT: DNV GL BUSINESS ASSURANCE FINLAND OY AB, Keilasatama 5, 02150 Espoo, Finland. TEL:4+358 10 292 4200. assurance.dnvgl.com
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DNV-GL

MANAGEMENT SYSTEM

CERTIFICATE

Certificate No: Initial certification date:
53899-2009-AQ-MCW-FINAS 22 May 2009

This is to certify that the management system of

XEMA CO., LTD.

Valid:
22 January 2019 - 30 April 2021

bldg. 48, 9-th Parkovaya str., Moscow, Russian Federation, 105264
and the sites as mentioned in the appendix accompanying this certificate

has been found to conform to the Quality Management System standard:

ISO 13485:2016

This certificate is valid for the following scope:

DESIGN, DEVELOPMENT, MANUFACTURING AND SALES OF KITS FOR IVD

USE.

Place and date:
Moscow, 22 January 2019

Oz
CNITIoN ARRANCY

(A)
FINAS

Finnish Accreditation Service
S001 (EN ISO/IEC 17021)

For the issuing office:

DNV GL - Business Assurance
Trekhprudny per. 9 build. 2, office 406,
Moscow, Russian Federation

S, Gvoo bide

Serguei Groubine
Management Representative

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.
ACCREDITED UNIT: DNV GL BUSINESS ASSURANCE FINLAND OY AB, Keilasatama 5, 02150 Espoo, Finland. TEL:+358 10 292 4200. assurance.dnvgl.com



DNV-GL

Certificate No: 53899-2009-AQ-MCW-FINAS
Place and date: Moscow, 22 January 2019

Appendix to Certificate

XEMA CO., LTD.
Locations included in the certification are as follows:

Site Name Site Address Site Scope

XEMA CO., LTD. bldg. 48, 9-th Parkovaya str., DESIGN, DEVELOPMENT,
Moscow, Russian Federation, MANUFACTURING AND SALES OF KITS
105264 FOR IVD USE.

XEMA Co., LTD ( production site) | Trubetskaya str., 2B, Balashikha, DESIGN, DEVELOPMENT,
Moscow region, Russian Federation, | MANUFACTURING AND SALES OF KITS
125000 FOR IVD USE.

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.
ACCREDITED UNIT: DNV GL BUSINESS ASSURANCE FINLAND OY AB, Keilasatama 5, 02150 Espoo, Finland. TEL:4+358 10 292 4200. assurance.dnvgl.com
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ZERTIFIKAT & CERTIFICATE o

*‘k ‘A’** Benannt durch/Designated by

¥ Yc¢  Zentralstelle der Lander 3

* !._& * far Gesundheltsschutz 2
A — bei Arzneimitteln und 3

* & *‘;'? Medizinprodukten
Ky K ZLG-BS-245.10.07

Product Scrvice

EC Certificate

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
(List A and B and devices for self-testing)

No. V1 104507 0003 Rev. 01

Manufacturer: ACON Laboratories, Inc.
5850 Oberlin Drive, #340
San Diego CA 92121
USA

Product Category(ies): In Vitro diagnostics for the detection of
human infections and tumor markers, blood
glucose measuring self-testing systems,
self-testing devices

for clinical chemistry, hematology and
pregnancy and ovulation

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device families in accordance with IVDD Annex V. This quality
assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For marketing of List A devices an additional Annex IV (4) certificate is mandatory. See
also notes overleaf.

Report no.: SH1974310
Valid from: 2019-10-24
Valid until: 2022-09-12

Date, 2019-10-24 / W

Stefan Preif
Head of Certification/Notified Body

Page 1 of 4
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrake 65 « 80339 Munich » Germany TV
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ZERTIFIKAT & CERTIFICATE ¢

www.zlg.de

Yc¢  Zentralstelle der Lander
1 W ot
- * Medizinprodukten
Full Quality Assurance System

fur Gesundheitsschutz
*ﬁr*vﬁ* ZLG-BS-245.10.07
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)

*vk *** Benannt durch/Designated by
EC Certificate
(List A and B and devices for self-testing)
No. V1 104507 0003 Rev. 01

Model(s): For Detail Models see attachment

Facili ies): ACON Laboratories, Inc.
tY( ) 5850 Oberlin Drive, #340, San Diego CA 92121, USA

ACON Laboratories, Inc.
10125 Mesa Rim Road, San Diego CA 92121, USA

AZURE Institute, Inc.
10125 Mesa Rim Road, San Diego CA 92121, USA

Page 2 of 4
TUOV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body « RidlerstraRe 65 » 80339 Munich « Germany

Product Service
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TESUD TUVESUD TUVSH

** S\\"j‘(* Benannt durch/Designated by

* Zentralstelle der Lander 3
, TR 5 fur Gesundheitsschutz 2
" == x bei Arzneimitteln und 3
* * Medizinprodukten §

*v’z *** ZLG-BS-245.10.07

EC Certificate

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
(List A and B and devices for self-testing)

Product Service

No. V1 104507 0003 Rev. 01

For the product(s)/product category (ies):

On Call Plus Blood Glucose Monitoring System,

On Call Plus Blood Glucose Test Strips,

On Call EZ Il Blood Glucose Monitoring System,

On Call Redi Blood Glucose Monitoring System,

On Call Redi Il Blood Glucose Test Strips,

On Call Advanced Blood Glucose Monitoring System,

On Call Advanced Blood Glucose Test Strips,

On Call Platinum Blood Glucose Monitoring System,

On Call Platinum Blood Glucose Test Strips,

On Call Chosen Blood Glucose Monitoring System,

On Call Chosen Blood Glucose Test Strips,

On Call Vivid Blood Glucose Monitoring System (OGM-101),
On Call Vivid Blood Glucose Test Strips (OGS-101),

On Call Vivid Pal Blood Glucose Monitoring System (OGM-102),
On Call Sharp Blood Glucose Monitoring System (OGM-121),
On Call Sharp Blood Glucose Test Strips (0GS-121)

On Call Plus Il Blood Glucose Monitoring System (OGM-171),
On Call Plus 1l Blood Glucose Test Strips (OGS-171),

On Call Extra Blood Glucose Monitoring System (OGM-191),
On Call Extra Blood Glucose Test Strips (OGS-191),

On Call GK Dual Blood Glucose & Ketone Monitoring System (OGM-161),
On Call Blood Ketone Test Strips (OGS-161),

D-ONE Blood Glucose Monitoring System,

D-ONE Blood Glucose Test Strips,

Urinalysis Reagent Strips (Urine),
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UTI Urinary Tract Infection Test Strips,
Toxoplasma IgG EIA Test Kit,
Toxoplasma IgM EIA Test Kit,

Rubella IgG EIA Test Kit,

Rubella IgM EIA Test Kit,

CMV IgG EIA Test Kit,

o=

Page 3 of 4
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

ZERTIFIKAT & CERTIFICATE

TUV SUD Product Service GmbH - Certification Body ¢ Ridlerstrae 65 « 80339 Munich « Germany TUV®
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** 7\\’* Benannt durch/Designated by

Zentralstelle der Lander

| 4 N ) fur Gesundheitsschutz

* = X bei Arzneimitteln und
‘)’( * Medizinprodukten

*‘k *s’i’* ZLG-BS-245.10.07

EC Certificate

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
(List A and B and devices for self-testing)

www.zlg.de

Product Service

No. V1 104507 0003 Rev. 01

CMV IgM EIA Test Kit,

Total PSA EIA Test Kit,

PT Coagulation Monitoring System (CCM-121),

PT Coagulation Test Strips (CCS-121),

Cholesterol Monitoring System (CCM-111),

CHOL Total Cholesterol Test Devices (CCS-111),

TRIG Triglycerides Test Devices (CCS-112),

HDL High Density Lipoprotein Test Devices (CCS-113),

3-1 Lipid Panel Test Devices (CCS-114),

Cholesterol CTRL Control Devices,

Cholesterol Monitoring System (CCM-101),

CHOL Total Cholesterol Test Strips (CCS-101),

PT/INR Monitoring System (CCM-151),

PT/INR Test Strips (CCS-151),

Hemoglobin Testing System (CCM-141),

Hemoglobin Test Strips (CCS-141),

hCG Pregnancy Rapid Test Cassette (Urine),

Pregnancy Rapid Test Midstream,

On Call Extra Mobile Blood Glucose Monitoring System (OGM-281)
On Call Sure Blood Glucose Monitoring System (OGM-211)

On Call Sure Sync Blood Glucose Monitoring System (OGM-212)
On Call Sure Blood Glucose Test Strips (0GS-211)

On Call GU Dual Blood Glucose & Uric Acid Monitoring System (OGM-201)
On Call Blood Uric Acid Test Strips (0GS-201)

LH Ovulation Rapid Test Cassette (Urine)

Ovulation Rapid Test Midstream
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Ovulation & Pregnancy Test Combo Pack

On Call Extra Voice Blood Glucose Monitoring System (OGM-291)
Early Detection Pregnancy Test

Digital Pregnancy Test

Page 4 of 4
TUOV SUD Product Service GmbH is Notified Body with identification no. 0123

ZERTIFIKAT & CERTIFICATE &

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