</ Atlas Medical

Date: 30/06/2018

STATEMENT

We, Atlas Medical having a registered office at William James House, Cowley
Road, Cambridge, CB4 0WX, UK assign SRL Sanmedico having a registered
office at A. Corobceanu street 7A, apt. 9, Chiginau 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.

On behalf of the Manufacturer
General Manager

S

Head Office William James House, Cowley Rd, Cambridge, CB4 OWX, United Kingdom.
Tel: +44 (0) 1223 858910, Fax: +44 (0) 1223 858524 ;
Middle East Site : King Abdullah the Second Industrial Estate, Street 19, Sahab Free Zone Area, P.0. Box: 204, Amman {1518 Josi




I_Q Lioyd's

Register

Certificate of Approval

This is to certify that the Management System of:

Atlas Medical

King Abdullah Il Industrial Estate, Street No. 19, Sahab Free Zone Area, Amman, 11512, Jordan
has been approved by LRQA to the following standards:
ISO 13485:2003

Chapnad

Basem Obaid - Area Operations Manager
Issued By: Lloyd's Register EMEA
for and on behalf of: Lloyd's Register Quality Assurance Limited

Current Issue Date: 23 March 2018 QOriginal Approvals:

Expiry Date: 31 March 2019 ISO 13485 28 February 2009
Certificate Issue Number: 10067833

Approval Certificate Number: ISO 13485 — 0046833

The scope of this approval is applicable to:
ISO 13485:2003
Design Manufacturing and Supply of Medical
Diagnostic Reagents and Kits

%3 . L 4
Uoyd's Register Group Limited, its affiliates and subsidiaries. including Lloyd's Regrster Quality Assurance Limited (LRQA), and their respective officars, empldyees of agents ure, in! “ Vally .*.7 an’
Uoyd's Register. Loyd's Ragisle assumes no responsibiity and shall not be lisble to any persan for any loss, damage or expense caused by relimnce on the information or mevice\Ripil ” iyitigel fagless that
person has signed a contrac with the relevant Lioyd's Register entity for the provision of this information or achvice and in that case any responsibliity o ability s exclusively on the ter i
Issued By: Lioyd's Register EMEA, Swefieh, Salsh Suhaimat St Adel Hajarat Bid No. 17, 2nd floor, Office No, 208, Amman, Jordan for and on behalf of: Lioyd s Register Quality Assura
Bamingham BI7 TES, United Kingdom



Declaration Ref No: DC11-0051 C qbiﬁm g&—.ﬂﬁ-—

CE Declaration of Conformity

According to Annex Il of the IVD Directive 98/79/EC

We,
Atlas Medical

Head office: William James House, Cowley Road, Cambridge, CB4 DWX, UK
Tel: +44 1223 858 910

Fax: +44 1223 B58 524
Email: info@atlas-site co.uk

Middle East Site: Sahab Free Zone Area, P. O. Box 212555, Amman, Jordan.
Tel.: 4962 6 4026468
Fax: 4962 6 4022588

Email: infi ical.com

8.01.02 Sal ila OB Reagent 8.03.15 URS 9 Parameters:Nitrite, Protein, pH,

Declare our responsibility that the following product: 8.01.03 Salmonella OC Reagent Blood, Specific Gravity, Ketone, _
8.01.04 Sal lla OD Reagent | Bilirubin, Glucose
80105 | Saimonella HA Reagent | 88336 TURS 10 Parameters: Leukooytes, Nitrite)
See Attached list 8.01.06 | Saimonella HB Reagent . Urobifinogen, Protein, pH, Bloed, |
20107 - .I.I.yxa% _ Specific Gravity, Ketone, Bilirubin, _
e  Comply with all essential requirements (Annex!} of the WD Directive 98/79/EC. This 8.01.08 Salmonella HD Reagent ] URS 10 Pararerers: Nisrive
compliance has been properly documented and covers the items listed in Annex | of the $.01.10 Brucelia Abortys Beapent | Urob Protein, pH, Blood,
_ ilinogen, y PH, b
IVD Directive. ﬁ”w _ ..Eﬂanoihag Reagent , Specific Gravity, Ketane, Bifirubin,
s This product is produced unider Atlas quality system (ISO13485:2003) issued by Lioyd's R T Ty W_._M__..nua._.-gww“t e
Register Quality Assurance. {80114 | Proteus OXK Reagent | - Urobilinogen, Protein, pH, Blood, |
*  Comply with the essential requirements of following standards (EN 18113-1, -2,-4:2011, | 80115 | Brucella Antigens Kits _ Specific Gravity, Ketone, Bilirubin,
EN 1S0 15223:2012 , EN 150 13532: 2002, EN 150 14971:2012, EN 15O 13640:2002, SO ___8.0116 i lla Antigen Sets i Glucose, Ascorbic Acid
: , EN IS0 13612:2002, EN I1SO 13641:2002. 80117 | Febrile Antigen Set (10 Antigens) !
2859/1:1999, € 2 80117 Febrile Antigen Set {10 Antigens) . B0400 | hCG Test Cassette, Urine
| witheontrals i B04.01 hCG Test Cassette, Urine/Serum |
And 8.01.18 salmonella Antigen Set, Widal Kit (6 8.04.04 hCG Test Strip, 5.0mm, Urine
Intended for In-Vitro Professional use only, Antigens: OA, OB, 0D, HA, HB, HD) £.08.05 hCG Test Strip, 3.5mm, Urine |

8.01.18 Salmonella Antigen Set, Widal Kit (6 ——r

8.04.06 | hCG Test Strip, 2.5mm, Urine .
:0A, OB, 0D, HD) with .
Antlgens: OA, o e £.04.10 hCG Test Strip, 5.0mm, Urine/Serum |

Manufacturer [ 80119 Febrile Antigens Positive Control | &0an2 hCG Test Strip, 2.5mm, Urine/Serum

Alas AAeON et A e o S0488 | hCG Test St g
William James House, Cowley Rd., o 1 gy
Cambridge, CB4 OWX, UK i | Thromboglastin, liquid

" 80241 | APTT(PTT) Micronised Siiica Platelet
L |substitute,uiquid
8.02.60 Normal Coaggulation Control
L 8.02.61 »U.S:su_llnou%_oa, lation Control
: _ i R _ s 5.02.44 | PTKit
| Atlas _flfmunu.n | Pstectreview | _.___n..lnw.:na-u!cﬁ. | MRXDO10F.10 | 8.02.45 |M1§*33..m.=. ==
_.l_sa.na_ December2011 | 21t %EBW." B | osozzon _ S




“
Q:-ﬂ.ﬁmz.. :i%?ﬂn&% ! 7 8.05.04 | Alkaline Phosph
21 . |
] Alkaline Phosphatase Colorimetric Methad
8.04.22 | H.pylorl Antibody Test Strip, 5/P . B.05.72 ase
| B0aa1 wﬂr}gi_n.sas‘izr B 8.05.05 | Bilirubin Total (DMSO Method) =5
| soa.az ...iﬁl«F;g . : B.05.07 | Bilirubin Total & Diract (DMSO M
| 8.05.08 | Calcium it
8.04.43 mﬂeﬁ-?gﬂﬂ.gﬂv% 1 BO0503 | Calclara OCresonhiigics
8.04.44 1gM/1gG Test Cassette WB/ = .
Infectious Dise 9.8..- . | 8.05. Chioride Thyoci Colorimetric
nfectin P B o e —— _ 05.11 | Cholesterol Liquid (CHOD-POD)
. | sample s " m 05.26__| WOL Cholesterol Precipitating Reageni |
80428 | H.pylorl Antigen Test Strip, 3.5mm, Stool i — 8.05.51  HOL Choelsterol, Enzymatic Colorimetr i
8.04.68 .NH.W?.T%SE«»S«.SP ! Direct Method - |
8.04.69 | Rotavirus Antigen Test Cassette, Stool R 1 8.05.12 | CK-MB Kinetic (Tablets) il
sample Tic8 oo = ne Test Strip, Uri —t 8.0513 | CK-MB Kinetic (Liquid) .
804.70 | Rotavirus Antigen Test Strip, 3.5mm, it _._.Eﬁ.r e e _ __B.0514 | CK-NACKinetic (Tablets)
k. Stool Sampl N (MDMA) Ecstasy Test Cas: Urine | 8.05.15 | CK-NAC Kinetic {Liquid) .
| - oA Adenovirus Antigen Test C ool 1 8.05.16 | Creatinine Jaffe Coler-Kinetic
| 80517 | Glucose GOD-POD (Liguid)
_8.0518 |G IFCC Kinetic (Tablets) |
B.05.19 | GOT (AST) IFCC Kinetic (Liquid)
. 8.05.20 | GOT (AST) Reitman-Franke! Colorimetic
| 80521  GPT [ALT) IFCC Kinetic (Tablets)
{80522 | GPT (ALT) IFCC Kinetic (Liquid) ]
[ 80523 | GPT(ALT)R <
. B.05.24 | Gamme GT Kinetic, Carboxy Substrate

{Tablets)

80525 | Gamme GT Kinetic, Carboxy Substrate |
8.05.2 _.L.En__ Colo ]
il ! Tests/Box
8.05.28  LHD IFCC Kinetic [Tablets) ] e
Py s S m. 70175001 _ﬁ ._.n..... Ovulation Test Midstream, 3 _
8.05.30 | Lipase Kinetic (Liquid) . | 70177001 | Atlas Home Menapause Test Cassette, 1 |
8.0531 | Magnesium Calmagite Colorimetric il Test/Box
8.0532 | Phosphorus Phosphomolybdate UV . | 70178001 | Atlas Home Menopause Test _
80533 Potassium Colorimetri 1 | Midstream, 1 Test/Box
8.05.34 dium Colorimetric [__70004001 | Atias Home Diabetes Test, 2Tests/Box |
80535  TIBC {Total ron Binding Capacity) ! [ 70021001 | Atlas Home Urinary Tract Infection Test,
8.05.36 | Total Lipids Phosphovainiliine nn_isswx.u_ [ Tests/Box e ol
8.0537 | Total Protein Biuret Colorimetri | | 70022001 | Atlas Home Kidney Function Test, 2
80538 | Total Protein in CSF 11 Tests/Box "
8.05.39 T ides GPO-POD Q_ﬁﬁ_-_._n-l:‘n 1| 70023001 Atlas Home Liver Function Test, 2
| 80540 | urea Urease-GLDH Kinetic (UV) ] Teny/oo . _—
! 8.05.41 | Urea Berthelot Colorimetric

| 80542 _ Uric Acid Uricase-PAP Colorimetric |
B.05.71 | Urlc Acid Uricase-PAP Colorimetric (Mono
| Reagents)




Medical

CEPHALORIDINE (30 pg)-CH| [5Cartridge x50
8 x Discs with Cartridge Applicator per Box)
_ with Cartridge Applicatorper Box) | | 8.39.25 ﬁisiz:!. (30 ug) -CA(SCartridgex 50 =L 4 ™ 300,18 PR Carban Antigen (Coarse Grain) Kit
[ 83802 - E.&:Q.uﬂ.ﬂ.&awlhsm S — on%ﬂ% 8.39, 8.00.18.1 PR Carbon Antigen (Fine Grain] Kit
with Cartridge Appficator : .00. [TPHA Kit
T [MOXICLIN /CLAVULANIC ACID (20 g+ 10 | SEEEE_*& e “FU(s | Mg o
f bg) - AC( 5 Cartridge x 50 Discs with [ 83927 ﬂ”&&xﬁzﬁi Euniﬂﬂ_.s |
Cartridge Appli per Box) with Cartridge Applicator per e Bo Sa—
{83904 AMPICLLN (10 ug)-AP (5 Cartridge xS0 | 53038 CLARITHROMYCIN (15 pg) - CL { 5 Cartridge _ NoaeL oxnm_ﬂ _2__._-_ NF( SCartridge x50 8.15.017  Larbol Fuchsin (Gram}
Discs with Cartridge Applicatorper 8ox) | | X 50 Dises with Cartridge Applicator per Box) Discs with Cartridge Applicator per Box) | | 815019 Karbol Fuchsin (Ziehi-Neelsen)
T AMPICILLIN /SULBACTAM (10 g -10 g - AS |~ 53930 CLINDAMYCIN (2 ug)-CMI{ SCartridge x 50 e e (5 ugl - OF (5 Cartridge x50 | __ 815032 [orystal Violet (for Gram Stain)
5 Cartridge x 50 Discs with Cartridge _rll o Discs with Cartridge Appli per Box) ! i _a.ﬂu!:-.n;..... per Box) 8.15.037  Fosin ¥ (1% Aque |w.ii
_Applicator per Box) | 83930  CLOXACILUN (5 jg) - CV [ 5 Cartridge x 50 T S ug) —PF { 5 Cartridge x 50 8.15.038  [Eosin ¥ [5% Aqueous|
83906 PRITHROMYCIN (15 ug)-A2|SCartridge x SO | _II| Dises with Cactridge Applicator per Box) | | S nﬂﬂbﬂﬂmﬁ?ﬂ&ﬂ_ o Applicator per Box) 8.15.033  Eosin ¥ (1% Alcoholic) %
. Discs with Cartridge Appli perBox) | * 839.31  KO-TRIMOXAZOLE (25 ug)-CT(5Cartridgex 50 83951 PENICILLIN-GI10 IUI-PO|5Cartridgaxs0 8.15.041 _Field Stain (Solution A] §
:39.07  |ATTREONAM (30 jg)-AT (SCartridge x50 | Disc: rtridge Applicator per Box| " . licator per Box) 8.15.042  Field Stain (Solution B) |
Discs with Cartridge sox} | 30 ug] - DO (5 Cartridge x 50 pmeseth Cartrigs Appiloator T rmmm—T
| ! dge Applicator per —1 1g) - e -Gly
" s.3%.08 ACLOR (30 ug) -CG (5 Cartridgex50 | | h Carrdge Applcator por 8 s P e M St s 152 Stain {Modified
£.39.09 sioxwz_a. (30 pg] - €O{ SCartridge x 50 T u?ﬁ:x:m!muﬁ.- W.ﬂ..l-mml 83953  PIPERACILLIN / TAZOBACTAM (100 g + 10 8.15.051 Gram's Decolouriser
" with Cartridge Applicator perBox) | 33934  FURAZOLIDONE (100 ag) F2 SCariridge x 50 _ E-!:g;&:ﬁ-ﬁn& | | 815059 @qa.“.axni_ﬂ»nrﬁ.
% A = i ; ith feator ridge per | 8.15.060 ylin Harrls {with Acetic
i s ﬂnﬁo!“_znm&@o.i m«.wgqﬂﬂnumh :|w.mm.uw o nnl.m_.kn_.pwﬂ‘ mn.x.uaa g 839.54 ﬁ%?gus | [ 8.as.089 Stai
TTa3em ghg.g!ﬂ:«_&au 50 Discs | ﬁ|l.| - with Cartridge Applicator per Box o iscs with Cartridge Applicator per Box} | | 815074 lodine,
with Cartridge Applicator per Box) _e 839.36 ﬁﬁﬂaﬁﬁa.zi-sﬂ.ﬁ. 83955 g:.gﬁ&:ﬂhu 8.15.076  Malachite Green (Aq )
; sl s orhox) Discs with € Applicator per —_ i
g %Ewﬁﬁ%gmmgﬁu ari| " :Eiﬁigﬁﬁqsﬁ.a : 83956 gﬁmﬂ:ﬁi«?&ﬁe s ““9.5..&__ Ry
[~ 83913 CEFOPERAZONE (75 ug)-P2{SCartridge x 50 | 5 Cantridge x 50 Discs with Cartridge § o with Cartridge Applicator per Box) 815110  Pap Stain EA35
T I Bl v e S e
] ! 7 | Appli Box : i 5 g
oes Q:gzﬂmﬁgﬂunﬂjm Discs with Cartridge App per Box) Y] :::gq_nﬂ R m!x u. T..FE S U B
Sat Wit mml%a_&éﬁe;.s‘_ osian Dises with Cartridge Applicator per Box) $15.214 josy Srsin EAY
839 TAXIME (30 ug}- CX (S Cartridge x50 | | Discs with Cartridge Appllcator per Box) _ 555 - = 945415 oeSEain O86 i
with Cartr i 83940 nuwo:ﬁin g - LN (5 Cartridge x 50 _ ! ga_maiizsggz_&._g. Aopliestce pieSov) 8.15.126 (1% A )
83916  [CEFPIROME (30 g) - CE (5 Cartridge x50 ' | ! ....sn_:&a.-g_.aiu!aa_i | | 815143 Wright's Stain (odified) =
Discs with Cartridge Applicatorper Box) | = 8.39.41 ﬁ.ﬂopaﬁoﬁ..:.mgiﬂuwﬂ_ i | 93950 FETRACYCLNE(3Oyg)-TE(SCoriidge x50 | | 815,143 Wright's Stan
T IME w50 | _Discs with Cartridge Applicator per Box) piscs with Cartricge Applsatorpar Sou) | L ——no o e e R
B i %ﬂh;hﬁﬁwuﬁmnmgﬂuﬂaz i 83942  LOMEFLOXACIN (10 pg) - LF { S Cartridge x BT TICARCILLIN / CLAVULANIC ACID (75 g + ! _ 8.15.017 _ Carbol Fuchsin (Gram) WY
83918 KCEFPROZIL (30 ug) - P 5 Cartridge x50 | ______ 50Discs with Cartridge Applicator per Box) | & R.5 ug)-TC( 5 Cartridge x 50 Discs with | 15019 _ Karbo @cﬁ:.m&z.mﬂ.__
with Cartridge Applicator per Box) .._,I..w..wohm MEROPENEM (10 jug)-MR (S Cartridge x 50 | | ¢ per Box) | 815032 ;1E§u_i1,_nus__ Gram
BNI5 CEAIOME (30, CalCarvidge x50 | | piscs with catige Appcator por o) i carnaashpplcster per o _| [—eapaer — Fone Y (1% Aqveon)
[ 83920 Egggépﬁﬂ!%ﬁ | [~ s3g68 | (Sug)-TR{SCartridgexs0 | 15,039 Eosin Y (1% Alcoholic)
* . IDiscs with Cartridge Applicator per Box) ! Piscs with Cartridge Applicator per Box) 8.17.003  PPeriodic Acid Schiff (PAS] Stain
== i TRIMETHOPRIM{5)g)-TR[SCartridgex50 8.17.004 n Stain Kit- Per B -
_ 8.39.21  ICEFTRIOXONE (30 g} - FR( 5 Cartridgex 50 d S Discs with Ca o | .uu 009 .mﬂ.ams._u.nw
Discs with Cartridge App per Bax) A : ram :
| w2 n&ggﬁﬁugxaw“% . B673 G { [ 817011 NP
= : . ige Applicator per Box) | - . zymatic Colorimetric kit | |- .
| 83923 CEPHALEXIN (30 yug}-CP{SCartridgex50 Discs .~ B.40.00  HbAIc Direct En. T 5
_with Cartridge Applicator per Box) ;
Wp == 3
@




. " o) . Tel: 1-408-855-0061

4 LumiQuick Diagnostics, Inc. Fax: 1-408-855-0063
s’ 2946 Scott Blvd,, Santa Clara, CA 95054, LISA E-mail: info@lumiquick.com
Website: www.lumiquick.com

Date: February 13, 2018

LETTER OF AUTHORIZATION

To whom it may concern:

We, LumiQuick Diagnostics Inc. having a registered office at 2946 Scott Blvd, Santa Clara,
CA 95054, USA, assign Sanmedico SRL having a registered office at str.. A. Corobceanu 7A,
apt. 9, Chigindu 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.

This authorization letter is valid until February 28, 2020.

Best regards,

Charles Yu
President

7a) RaEEm
‘;i] h;‘. qee

&y

Sanin C

o BG054 USA
Tel! 1 408955004 intodduaiguivk oom
Faic 108855 0051 wwwumiguiciedn




I lel: 408-855-0061

i Ouick Diaenostics, T ‘
LumiQuick Diagnostics, Inc. Fax: 408-855-0063
Bhad., Santn Claura, CA 95054, LISA Fomail: info@LumiQuick.com

Weby: www, lumiquick.com

PRODUCT IDENTIFICATION

Product name Model/number
TCardlac Marker Test Devices ;
QuickProfile Troponin | Serum Tesl Card 76001 l
‘ QuickProfile Traponin | Whole Blood Test Gard 75002
QuickProfile Cardiac Panel Serum Tes! Card 75003
QuilckProfile Cardiac Panel Whole Blood Test Card 75004
QuickProfile Myoglobin Serum Test card 75005
QuickProfile Myoglobin Whole Blood Test Card 75006
QuickProfile CIK-MB Serum Test Card { 75007
QuickProfile CK-MB Whole Blood Tes! Card | 75008
QuickProfile Troponin | Strip | 75009
QuickProfile CK-MB Strip i 75010
i QuickProfile Myoglobin Strip 75011
MANUFACTURER
Name of company Address Representative
LuleLIICk Diagnostics, Inc. 2946 Scott Bivd. Jeff Wang
' ‘Santa Clara, CA
95054
. USA ] .
AUTHORIZED
REPRESENTATIVE
Name of company _ el@honelemail
Emergo Europe Prinsessegracht 20 ]_+31 70.345.8570 - phone
2514 AP +31.70.346.7299 - fax
; | The Hague, Netherlands europe@emergogroup.com

CONFORMITY
ASSESSMENT

Device classification Route to compliance |Standards appl!g_c_!__w_____ Al
Class: Self-Certify Annex Il of IVDD 98/79/EC  [ISO 13485:2003
Council Directive

Luletuck Dnagnostfcs Inc declares that the above rnent;oned “ﬁroducts meet the prowsmn of lhe
Council Directive 98/79/EC for In Vitro Diagnostic Medical Devices and Directive 98/79/EC as
transposed in the national laws of the Member States.

COMPANY REPRESENTATIVE: Jeff Wang

TITLE: Quality Systems Manager ~ SIGNATURE: ?’L U 14 /\O

DATE: 28/04/2017

EC_Decla-ation_Letter_Emergo_E2R0_NewAddress



bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2003

By Royal Charter

This is to certify that: LumiQuick Diagnostics, Inc.
2946 Scott Blivd
Santa Clara
California
95054
USA

Holds Certificate No: FM 574919 |

and operates a Quality Management System which complies with the requiremenl}:s of I1SO 13485:2003 for the

following scope: &
iz

The design, development, manufacture and distribution of in vitro diagnostics test kits and
rezgents used in the diagnosis and management of disease status, including Infectious
Diseases tests, Drugs of Abuse tests, Cardiac Monitor tests, Cancer Marker tests, Fertility

Hormone tests, ELISA tests & Urine Chemistry tests.

For and on behalf of BSI: = :
Carlos Pitanga, SVP, System Certification and Compliance

Original Registration Date: 2011-10-20 Efféctive Date: 2017-10-20

Latest Revision Date: 2017-10-09 Expiry Date: 2019-02-28
ey Page: 1 of 1

cB-M5

&

M
Acorédiié CON ),

This certificate remains the property of BSI and shall be returned immediately upon reguest.
An electronic certificate can be authenticated online. Printed copies can be validated at www.bsigroup.com/ClientDirectory
To be read in conjunction with the scope above or the attached appendix.

Americas Headquarters: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20120-6007 USA
A Member of the BEI Group of Companles,



STATEMENT

We, “Technology-Standard” Ltd. having a
registered office at 116/95, Kalinin
Prospekt, Barnaul, 656037, Russia, assign
SRL SANMEDICO having a registered
office at A. Corobceanu street 7A, apt. 9,
Chisindau MD-2012, Moldova, as
authorized representative in
correspondence with the conditions of
directive 98/79/EC.

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

“Tecnology-Standart” Ltd
11695 Kalinin Prospekt
City of Barnaul, 656037, Russia

SRL SANMEDICO
A. Corobceanu street 7A, apt. 9,
Chisindu MD-2012, Moldova

Director: Mr. A#XX

Signature:

3ASIBJIEHHUE

M1, 000 «Texnonorus-Crannapr»,
HMelollee 3aperuCTPUPOBAHHBIN O(UC 110
azpecy 116/95, npocnext Kanuuuna, r.
bapnayi, 656037, Poccus, nopy4aror SRL
SANMEDICO, umerony:o
3aperucTpUPOBaHHbIM 0hUC Ha yIHLEe

A Kopobuany 7A, xB. 9, Kumunés MD-
2012, Monmosa, 66ITh B Ka4YeCcTBE
YTOJNHOMOYEHHOTO NPEACTABUTENS B

COOTBETCTBMHM C yCIIOBUAMH AUPEKTUBBI
98/79/EC.

ME&I 3asBI1s€M, YTO YIIOMSHYTAas BbILIE
KOMIIaHHsA UMeeT MPaBO PEeruCTPUpPOBaTh,
YBEIOMIISITh, OGHOBIATE WITH
BO300HOBIATH PETUCTPALIHIO
MeAMLMHCKHX U3JIeHi Ha TeppHTOPHH
Pecny6nuxu Monnosa.

000 ®upma «Texnonorus-Cranaapr»
656037 Poccus r.bapnayn,
np-kt Kanuauna 116/95

SRL SANMEDICO,
r. Knmmmunés MD-2012, Monznosa
yi. A.Kopobuany 7A, k8. 9

Jara: 01.12.2017

[Monnuce: 4
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YourTrustedPartner
San Diego July 11", 2018

We, ACON Laboratories Inc. having a registered office at 10125 Mesa Rim Road. San Diego, CA 92121, USA

assign SRL Sanmedico having a registered office at A. Corobceanu street 7A, apt. 9, Chisindu MD-2012,
Moldova , as authorized representative in correspondence with the conditions of directive 93/42/EEC, 98/79/EEC

and 90/385/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.
ACON reserves the right to cancel this authorization at any time with a one month notice. If this is the case,

ACON will honor any obligation to supply to our representative SanMedico SRL all the products distribution

acquired or in the process of being acquired in Public Price bids and Public Tenders process.

Sincerely,

Jassy Alvarenga
Account Manager, International Safed .

ACON lLaboratories

10125 MESA RIMROAD  SAN DIEGO, CA92121 + T 858.875.8000 F

ACON LABORATORIES, INC.
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ZERTIFIKAT © CERTIFICATE o

CERTIFICATE

No. Q1N 16 05 42074 027

Holder of Certificate:

Facility(ies):

Certification Mark:

Scope of Certificate:

Applied
Standard(s):

Acon Biotech (Hangzhou) Co., Ltd.

No.210 Zhenzhong Road
West Lake District

310030 Hangzhou
PEOPLE'S REPUBLIC OF CHINA

Acon Biotech (Hangzhou) Co., Lid.

N0.210 Zhenzhong Road, West Lake District,
310030 Hangzhou, PEOPLE'S REPUBLIC OF
CHINA

Design and Development,
Production and Distribution of
In Vitro Diagnostic Test Kits
and Related Instruments,
Lancet and Lancing Device

EN ISO 13485:2012 + AC:2012

Medical devices - Quality management systems -
Requirements for regulatory purposes

(IS0 13485:2003 + Cor. 1:2008)

DIN EN ISO 13485:2012

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

Report No.:

Valid from:
Valid until:

Date, 2016-07-08

Page 1 of 1

TUV SUD Product Service GmbH - Zertifizierstelle  Ridlerstrafie 65 - 80339 Minchen -

SH1610619

2018-07-15
2019-07-14

4

Stefan Preil

(( DAKKS

Deuteche




m@ HiMedia Laboratories Pvt. Ltd.

For Life is Precious

Date: 01% December 2017

STATEMENT

We, HiMedia Laboratories Pvt. Ltd., having a registered office at A-516,
Swastik Disha Business Park, Via Vadhani Industrial Estate, L.B.S. Marg, Mumbai — 400
086, INDIA, assign SRL SANMEDICO having a registered office at A. Corobceanu
street 7A, apt. 9, Chigindu 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.

For HIMEDIA LABORATORIES PVT. LTD.,

Mr. VM.

DIRECTOR - SALES & MARKETING

150 900135
Ctwes [

e

REGISTERED OFFICE - 23, Vadhani Indl Est, LBS Marg, Mumbai - 400 086, India.
Tel 100-91-22-6116 9797 / 2500 1607 | Fax :00-91-22-2500 2286

CORPORATE OFFICE - A-516, Swastik Disha Business Park, Via Vadhani Ind| Est, LBS Marg, Mumbal - 400 086, India,
Tel :00-91-22-6147 1919 / 2500 3747 | Fax : 00-91-22:6147 1920 / 2500 5764 | Email :info@himedialabs.com

Web : www.himedialabs.com
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