YourTrustedPartner

STATEMENT

[ o 3
We, ACON Laboratories Inc. having a registered office at 5850 Oberlin Drive #340

Sar; Diego CA 92130 assign SRL Sanmedico having a registered office at A.
Corobceanu street 7A, apt. 9, Chisinau MD-2012, Moldova, as authorized
representative in correspondence with the conditions of directive 98/79/EEC.

We declare that the company mentioned above is authorized to register, notify, renew
or modify the registration of medical devices on the territory of the Republic of
Moldova.

Date: 3/5/20

Signature 7/

Qlyl Xie, M(D MPH
Sr. Officer, Regulatory & Clinical Affairs

ACON Laboratories, Inc.
Ph: 858-875-8011
Email: gxie@aconlabs.com

Digitally signed by Monastirschii Viorica g
Date: 2020.12.16 12:42:22 EET @
Reason: MoldSign Signature
Location: Moldova




ACON Laboratories, Inc.

10125 Mesa Rim Road. - San Diego, CA 92121 - USA
Tel: (858) 875-8000 - Fax: (858) 875-8099 - E-mail: info@aconlabs.com

November 11% 2016

e
CERTIFICATION LETTER

hat, Vitalie Goreacii, employed by Sanmedico SRL located at: Republgg% of

This letter is to cer
: ﬁ%"u str. Petrlcam 88/ 1 of. 10 MD 2059 have recewed al[ required tralmng and

Moldova, cmy

~ Mission® U120 Ultra Urine Analyzer
Ml55|0r1_® U500 Urine Anaiyzer

® Choiesterol Monitoring System
Mission® Ultra Cholesterol Monitoring System
Mission® HB Hemoglobin Testing System
Mission® Plus HB Hemoglobin Testing System
- OnCall® Glucose Meter

.
.

For further questlons or inquiries regardmg this ma @please refer to the contact information

International Accou t Mana
ACON Laboratories;

+1 858 875 8085 S ——
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ZERTIFIKAT & CERTIFICATE ¢

%* 4 K9 % Benannt durch/Designatied by
; Zentralstelle der Lander

[ f0r Gesunchersschutz

* ﬁk& * Lv?—’\rzneimi:lclv» and

# ‘&‘52' Medizinprodukten

" R 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. 2lg. e

Product Scrvice

No. V1 104507 0003 Rev. 01

@ N
Manufacturer: ACON Laboratories, Inc.
5850 Oberlin Drive, #340
San Diego CA 82121
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 IV. 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 1V (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 Preifs
Head of Certification/Notified Body

Page 1 of 4 ://ju;h, Vs
TUV SUD Product Service GmbH is Notifie T

TOV SUD Product Service GmbH + Certification Body « Ridlerstrafie 65 + 80339 Munich « Germany
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s Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 104507 0001 Rev. 01

Product Scrvice

Holder of Certificate: ACON Laboratories, Inc.
5850 Oberlin Drive, #340
«Sgp Diego CA 92121
UsSA *

Certification Mark:

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.

% o CEPTUOUKAT & CERTIFICADO & CERTIFICAT
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fii Report No.: SH1974310
L g
L Valid from: 2019-10-24
Valid until: 2022-09-06
-
E [ Rouri
s Date, 2019-10-24 :
Ll Stefan Preil®
(] Head of Certification/Notified Body
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~N TOV sUD Product Service GmbH « Certification Body + Ridle 39 Munich « Germany
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ZERTIFIKAT & CERTIFICATE & 3%
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SLY Akkreditierungsstelle
D-2M-11321-01-00

Certificate

No. Q5 104507 0001 Rev. 01

Applfed Standard(s):

Facility(ies):

Page 2of 2
TUV SUD Product Service GmbH »

EN ISO 13485:2018

Medical devices - Quality management systems -
Requirements for regulatory purposes

(180 18485:2016)

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

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

Product Sarvice




ACON
DN y031-111-111

Version 9

ACON BIOTECH (HANGZHOU) CO.,LTD

CERTIFICATE OF ANALYSIS

PRODUCT NAME: Urinalysis Reagent Strip¢ <

PURCHASE NO.: 37740068B
BATCH NO.: URS0080059
EXPIRATION DATE: 22-09-19
QUANTITY: 180.000pcs
. SPECIFICATIONS
ANALYSIS Color carid) TEST RESULT
Neg. urine Negative Complies
Ascorbic acid = :
10mg/dl Complies
20mg/d] — ol
Neg. urine Negative Compties
Glucose "
>100mg/dL Complics
250mg/dL <500msdL.
Neg. urine Negative Complies
Bilirubn ;
i Yihua Urine controls Sk Complies
Neg. urine Negative s e
Ketol :
s Yihua Urine controls >40mg/dL Complies
<160mg/dL
1000 >1.000 <1.005 S
5.G -
1.025 >1.020 <1.030 Complies
Neg. urine Negative Complics
Blood .
Yihua Urine controls z: oo
5.0 =5.0<6.0 Complies
= 2.0 >80 <9.0 Complies
Neg. urine Negative Complies
Protein -
Yihua Urine controls >+, S+ iiamsad
Neg. urine Negative Complies
Urobifinogen >4mg/d] Complies
4~12mg/dL . ]215;, % B
Neg, urine Negative Complies
Nitrite :
Yihua Urine controls + Crplias
Neg urine Negative Complies
Leukocyte :
Yihua Urine controls ::H S

Quality Department: HQJ‘}' 2}1W‘§I

Date: g%?‘)\}}; L WR




ACON

DN v021-011
Version 4

ACON BIOTECH (HANGZHOU) CO.,LTD

CERTIFICATE OF ANALYSIS

PRODUCT NAME: Mission Liquid Urine Qongrol for combo pack

PURCHASE NO.: 37740068A
BATCH NO.: UCL0090001

EXPIRATION DATE: 2022-06-22

QUANTITY: 70kits
[ ANALYSIS ¥ S;'ECII;ICATIONS TEST RESULT
|r.. a2 2 | Levell 1.015~1.030 gé}};prf'es
' Level 2 1.005~1.020 omplies
Level 1 5.0~70 Complies
s Level 2 6.5-9.0 Complies
: Level 1 Negative Complies
¥ Level 2 =+/-(100mg/dl) Complies
{ Level 1 Negative Complies
it Level2 . = 1+ (30mg/d) Complies |
Level | Negative Complies
e Level 2 21+ (70 Lewpl) Complies
1 Level 1 Negative Complies
i Level 2 Positive Complies
Urcbitinogin Level 1 0.2(3.5) mg/dL(umol/L) Cﬂmplf“
. Level 2 Z+/-(1.0mg/dl) Compi!es
Blood Level 1 Negative Complfas
Level 2 =2+ Complies
Level 1 Negative Complies
i Level 2 21+ (15mg/dD) Complies
o § Level | ___Negative Complies
Sifloctin Level 2 =1+ (Img/d)) Complies
™ Level 1 Negative Complics
Ascorbic acid it Negsive Comphies
] Level | 10~30mg/L Complies
A Level 2 80~150mg/L Complies
s Level 1 10~100mg/dL Complies
CracEss Level 2 100~300mg/dL Complies
Level 1 4~10mg/dL Complies
e P Level 2 20-40mg/aL Complies :
i eyt

Quality Department:___[]
Date:__ 53719 B2 e )




ACON
DN 1231-1021
Version 4

ACON BIOTECH (HANGZHOU) CO.,LTD

CERTIFICATE OF ANALYSIS

PRODUCT NAME: HBsAg EIA TestKit* »

PURCHASE NO.: 37740068A
BATCH NO.: 2004721

EXPIRATION DATE:  2021/11/12

QUANTITY: kits
SPECIFICATION STANDARD CONCLUSION
Bl well OD< §.100 .(45011!11)‘ Complies
QD<0.050 (450/630)

Ad0.2 ng/ml OD=0.100 Complies

~ AdO,3 ng/ml OD=0.150 Complies

Sensitivity Ad1.0 ng/ml 0D 20,250 Complies

Ay0.2 ng/ml 0D =0.100 Complies

Ay0.5 ng/ml OD20.150 Complies

Coincidence of Specificity Standard 1007100 Complies

High Positive Standard  oDp=3.000 Complies
Negative Control OD<0.100 Complies :

Positive Contro! OD>1.000 Complies

Precision N $0 Complies

Quality Department: H&r‘;‘ ZhMj

Date: Sﬂ{? vy, 10k



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)
i OD<0.050 (450/630 nm) B e
H (n=2) 0D=2.500 Complies
M (n=2) OD=1.500 Complies
Sensitivity L1 (n=2) . 0D=0.150 " Complies
L2 (n=2) 0OD=0.150 Complies
L3 (n=2) 0OD=0.150 Complies
Negative Control g 0D<0.100 Complies
Positive Con-trol OD>1.000 : Complies
Coincidence of specificity standard 2=99/100 Complies
Precision CV<15% Complies

Quality Department: HEA:JL Zhw:s}

Date: bef? Y W




ACON

DN 1231-1081
Version §

ACON BIOTECH (HANGZHOU) CO.,LTD

CERTIFICATE OF ANALYSIS

PRODUCT NAME: HBcAb EIA TestKit = *' <

PURCHASE NO.: 37740068A
BATCH NO.: 2003693

EXPIRATION DATE:  2021/06/25

QUANTITY: Okits
SPECIFICATION STANDARD CONCLUSION
No visible deposit or floccules in ]
Appearance R Complies
liquid component
Negative Control 0OD>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 Consplies
reference
Compliance rate of positive 15/15 Coriplien
references
Precision criteria ' CV<20% Complies

Quality Department: He&': thﬂf}_

Date: 38}17. b, wvo
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