Gertificate of Compliance

This is to certify the products manufactured by :

LORD’S MARK INDUSTRIES PVT.LTD.

HEAD OFFICE: 404, 4TH FLOOR, COSMOS MARY PARK,
KOLBAD CROSS LANE, THANE (WEST) -400 601, MAHARASHTRA, INDIA.
ADDITIONAL SITE: FACTORY: A-71, ROYAL INDUSTRIAL HUB, BHIWANDI KAMAN ROAD,
POMAN VILLAGE, VASAI (EAST) PIN: 401 208. MAHARASHTRA, INDIA

The technical documentation and test reports maintained by the organization has been reviewed and found
to comply with the requirements of EC Directive: Regulations 2017/746 on Invitro Diagnostic Medical
Device Regulations (98/79/EC) .This certificate of compliance is based on the technical file of the
below -mentioned product. Technical Report and Documentation is at the Organization's Disposal.
This is to certify that the Product "As mentioned below" is in conformity with all revisions of EC Directive:
Regulations 2017/746 on Invitro Diagnostic Medical Device Regulations (98/79/EC) and conforms to
Harmonized Standards IP 2018, IP 2022, ISO 9001:2015, ISO 13485:2016, ISO 14971:2012, DIN EN ISO
15223-1:2013, NBN EN 13641:2002, EN 13640:2002, NBN EN 13612:2002. standards, this certificate does
not imply assessment of the series-production of the product.

for the following product:
Invitro Diagnostic Kits, Reagents, Rapid Test Kits &
Instruments/Analyzers
Details as mentioned in Appendix A

Certificate No.: VCELM63981938 Date of Issue: 11.12.2025
Date of Expiry: 10.12.2028 *
1st Surveillance on or before: 10.12.2026

2nd Surveillance on or before: 10.12.2027 /K

Recertification on or before : 10.12.2028

Authorized Signatory

This compliance certificate is approved subject to the organisation maintaining its system, standard, test result as per preseribed standard(s), the test results are exclusive done by orginisation and has no connection to
WRCS. This certificate is nol transferable and remain valid only above mention address and scope. This certilicate is related to the management system, not 1o the products or services ol the certified orpanizations.
This complainee certificate does not provide the cerified organization with immunity from is legal obligations. Organisation must check the acceptability of the centificate in requirement with concerened institutions
rom time to time vies shafl not be responsibile for the same, This certifificate 1s not for Jegal purpose and becomes invalid if vearly surveillance is not done,

VRC Certification Pvt.Ltd
#5A, 2nd Floor, Laxmanpuri, Lucknow-226016, U.P, India, www.vrccertification.in, info@vrccertification.in, vreservices



Appendix-A Page 1 of 2

This is to certify the products manufactured by :

LORD’S MARK INDUSTRIES PVT.LTD.

HEAD OFFICE: 404, 4TH FLOOR, COSMOS MARY PARK, KOLBAD CROSS LANE,
THANE (WEST) -400 601, MAHARASHTRA, INDIA.
FACTORY: A-71, ROYAL INDUSTRIAL HUB, BHIWANDI KAMAN ROAD, POMAN VILLAGE,
VASAI (EAST) PIN: 401 208. MAHARASHTRA, INDIA

for the following product(s):

This certificate covers the following products:

! Enzymes, NonEnzymes Alkaline Phosphatase Test Kit, Albumin Test Kit, Amylase Test Kit, Glucose Test Kit, Creatinine Test Kit, Total Protein Test
! and Hematology Kit, Bilirubin (T&D) Test Kit Calcium {Ars I11) Test Kit, Chloride Test Kit, Total Cholestero] Test Kit, Gama GT Test Kit,
| (IVD Kits) GOT/AST Test Kit. GPT/ALT Test Kit, HDL Cholesterol (PPT) Test Kit, HDL Cholesterol (Direct) Test Kit Hemoglobin Test

Kit, Microprotein Test Kit, Phosphorous Test Kit, Sodium Test Kit, Triglycerides Test Kit, Urea UV Test Kit, Urea Test Kit
(Mod Berthelot), Uric Acid Test, Potassium Test Kit, Diluent, Lyse, Rinse, LDL Cholesterol (Direct) Test Kit ,Probe Cleaner,
EZ Cleaner, RF Turbilatex, CRP Turbilatex,G6PD,CKMB,LDH, Magnesium, Lipase, ADA, Microalbumin, CKNAC,
Ammonia,Anti -CCP, Ferritin Kit, HBA1C Kit, IgE Test Kit, Widal Test Kit, Homocysteine Test Kit

HIV 1& 2, HBsAg, HCV, SYPHILIS, MALARIA Pf/Pv Ag, MALARIA P{/PAN, DENGUE NS1 ,DENGUE

I Lt

TR DUO, Dengue IaG/lgM, LEPTOSPIRA, S. TYPHI, CIKUNGUNYA IsG/IgM, TROPONIN I , HCG, HIV

; Ag/Ab 4th Generation, SICKLE CELL, H. Pylori .Pregnancy HCG ,COVID -19,Urine Strips 10 Parameter, 3

| Parameter (GPK), 2 Parameter (GP} & 2 Parameter (GK),Uine Strips 14 Parameter.

l Analyzers Semi Auto Biochemistry ,Fully Auto Biochemistry Analyzer,3 Part Hematology Analyzer, 5 Part Diff Hematol-

' ogy Analyzer , Multiple T/P Fully Auto Analyzer, CLIA Immunoassay, Electrolyte Analyzer, Coagulation

; Analyzer ., ESR Analyzer, Hemodialysis Machine, Urine Analyzer, Vet Hematology Analyzer (3Part / 5 Part)

1
Certificate No.: VCELM63981938 Date of Issue: 11.12.2025
Date of Expiry: 10.12.2028 .

2nd Surveillance on or before: 10.12.2027
Recertification on or before : 10.12.2028 Authorized Signatory

This compliance certificate is approved subject to the organisation maintaining its system, standard, test result as per preseribed standard(s), the test results are exclusive done by orginisation and has no connection to
WRCS. This certificate is nol transferable and remain valid only above mention address and scope. This certilicate is related to the management system, not 1o the products or services ol the certified orpanizations.
This complainee certificate does not provide the cerified organization with immunity from is legal obligations. Organisation must check the acceptability of the centificate in requirement with concerened institutions
rom time to time vies shafl not be responsibile for the same, This certifificate 1s not for Jegal purpose and becomes invalid if vearly surveillance is not done,

1st Surveillance on or before: 10.12.2026 /K

VRC Certification Pvt.Ltd
#5A, 2nd Floor, Laxmanpuri, Lucknow-226016, U.P, India, www.vrccertification.in, in recertification.in, vreservices



Quality Excellence Appenle-A Page 2 of 2
This is to certify the products manufactured by :

LORD’S MARK INDUSTRIES PVT.LTD.

HEAD OFFICE: 404, 4TH FLOOR, COSMOS MARY PARK, KOLBAD CROSS LANE,
THANE (WEST) -400 601, MAHARASHTRA, INDIA.
Additional Site: FACTORY: A-71, ROYAL INDUSTRIAL HUB, BHIWANDI KAMAN ROAD, POMAN VILLAGE,
VASAI (EAST) PIN: 401 208. MAHARASHTRA, INDIA

for the following product(s):

This certificate covers the following products:

08

c
wificatig, e
.
R

Group Product Name | Class Group Product Name Class
TurbiChem Alpha-1-Microglobulin with | Class B TurbiChem IgE-With Calibrator Class B
Calibrator | = - 3
1 TurbiCh lgG-With Calibrat Class B
TurbiChem Anti CCP with Calibrator | Class B il bR ] i
TurbiChem lgM-With Calibrator Class B
TurbiChem Apo Al- With Calibrator Class B
! TurbiChem Lipoprotein (a)-With Calibrator | Class B
TurbiChem Apo B-With Calibrator Class B
| TurbiChem Microalbumin Urea-With Class B
TurbiChem Apo E-With Calibrator Class B Calibrator
TurbiChem Pre-Albumin-With Calibrator Class B
TurbiChem ASO-With Calibrator Class B
TurbiChem Procalcitotin-With Calibrator Class B
TurbiChem Beta-2-Microglobulin - With | Class C
Calibrator TurbiChem Retinol Binding Protein-With Class B
TurbiChem C3-With Calibrator Class B 2 Calibrator :
| TurbiChem RF-With Calibrator Class B
TurbiChem C4 - With Calibrator | Class B SHROLOCY 50 R
TurbiChem CRP-With Calibrator Class C
SEROLOGY CRP Class C
TurbiChem Cystanin C-With Calibrator 1 | Class B
] 1 LR ; s Yol u SEROLOGY RF Class B
TurbiChem D-Dimer - With Calibrator | ClassC
g T : SE : RPR Class C
TurbiChem Ferittin Kit [ Class B RGeS il
TurbiChem HbA1C(Direct) - With Calibrator | Class B SEROLOGY RmBAadsl 5 Chiss 8
TurbiChem Hs-CRP-With Calibrator | Class € SEROLOGY CombiWidal - OH Class B
TurbiChem IgA - With Calibrator Class B TurbiChem IgE-With Calibrator Class B
Certificate No.: VCELM63981938 Date of Issue: 11.12.2025
Date of Expiry: 10.12.2028
1st Surveillance on or before: 10.12.2026 -

Recertification on or before :  10.12.2028

2nd Surveillance on or before: 10.12.2027 %

Authorized Signatory

This plinnce certificate s apy 1 subject 1o the orgunisati intaining its system, standard, test result as per prescribed standard(s), the test results ane
exclusive done by orginisation and has no connection to VRCS, This certificate is not transferable and remain valid enly above mention address and scope. This
certificate is related to the management system, not to the products or services of the certified organizations,

This complaince certificate does not provide the certified organization with immunity from its legal obligations. Organisation must check the acceptability of the
certificate in requirement with concerened institutions from time to time vres: shall nod be responsibile for the same. This certifificate is not for legal purpose and
becomes mnvalid if yearly surveillance is not done,

VRC Certification Pvt.Ltd
#5A, 2nd Floor, Laxmanpuri, Lucknow-226016, U.P, India, www.vrccertification.in, infi



Registered Office Address .
- Bd Brand Whitlock 30 www.obelis.net
Obel Is B-1200 Brussels Belgium
Registered Adresss

=0 : )
Bd Général Wahis 53
G R 0 U P B-1030 Brussels Belgium “ +32273259 54

CERTIFICATE OF
IVDR NOTIFICATION

Reference No.: KP 0683-2025 Date: 23/06/2025
Order No.: EU MD 0257-2025

This is to certify that, according to the Regulation (EU) 2017/746, we, here at Obelis s.a. performed all notification

duties and responsibilities as the European Authorized Representative (EC REP) of:

Name: Address: A_71, Royal Industrial Hub, Poman,
Lords Mark Industries PVT LTD Kaman Bhiwandi Road, Vasai (East)
Palghar

Maharashtra 401208 India

AS STIPULATED AND DEMANDED BY THE AFOREMENTIONED REGULATION.

The manufacturer declares that the Class (A/B/C/D) device(s) comply(ies) with the Regulation including all
general safety and performance requirements.

The Manufacturer has provided Obelis s.a. (EC REP) with all the appropriate declarations as per the Regulation
(EU) 2017/746 article 48 requirements, including the EC Declaration of Conformity (according to annex V)
confirming that their Class (A/B/C/D) in vitro diagnostic medical device(s), as stipulated here below, is/are fulfiling
the applicable requirements of the Regulation (EU) 2017/746.

The notification of the following in vitro diagnostic medical device(s) has been completed by Obelis s.a. (EC REP)
in compliance with the Regulation (EU) 2017/746 on the 23/06/2025

CLASS OF IVD DEVICE(S):

As of the 24/06/2028, and provided that the Manufacturer will continue complying with the
hereabove mentioned requirements*, he therefore:
- Is required to affix the CE marking on this(ese) device(s);

- May place this(ese) device(s) in the European Union and EEA territory.

- il
Obelis s.a.- O.EARG"
Registered Address:
Bld Généra[Wahis 53 e
,-_-:;-'3-_9’35?%?:&5 e
Té\, #872-737 59 S4~Fax+32 273260 03

= M. G. Elkayam CEO
Obelis sa

European Association of Authorized Representatives (E.A.A.R.).
Obelis s.a. is ISO 9001 : 2015 and 1SO 13485 : 2016 certified.

EA/} Obelis European Authorized Representative Center is a member of the

*This certificate will become void automatically upon termination of the EAR agreement or removal
of the products from EAR Mandate

V1 -ID 00193622 - Date 01/05/2022



ANNEX to IVDR Certificates
Manufacturer: LORDS MARK INDUSTRIES PVT LTD

Country: India

Class and EMDN
Name of Rule GMDN Basic UDI-DI Mandated Mandate Mandated

# device IntelgRaies under ol Code (Y/N) starting date | Vigilance (Y/N)
IIVDR

3 part
Hematology
analyzer is
used to
conduct a
complete
blood count
(CBC) which
includes red
blood cell
count (RBC) &
RBC
distribution
width.White
blood cell
count(WBC) &
WBC
differential
count in
percentage
TR and absolute

d3Part Class
value.Mean of W0202010 890619447LM
1 Hematol hemoglobin & A, N/A Y 18/06/2025 "

202 001EX
Rule 5b
o8y Mean corpuscular uie

AEE hemoglobin
concentrations.
Platelet counts,

Platelet mean
volume, Platelet
criteria, Platelet

distribution width
& Large platelet
cell ratio, as well
as Hematocrit
levels and Mean
corpuscular
volume on Lords
Mark 3 part
hematology
analysers for
professional and
laboratory
environment use
only.

LordsMe 5 part
d 5-Part Hematology Class
Auto analyzer is W0202010
Hematol used for a
ogy complete
Analyzer blood count

N/A 890619447LM Y

1 202 Y
101 0027 8/06/2025

Rule 5b

Page 1 of 7

Attachments — DOC11.01.0129 V1 05/03/2025 ANNEX to MDR/IVDR Certificates



(CBC) onthe
principle of
flow
cytometry to
differentiatew
hite blood
cells
count(WBC)
into their five
major sub-
populations—
neutrophils,
lymphocytes,
monocytes,
eosinophils,
and
basophils.Red
blood cell
count (RBC) &
RBC
distribution
width. Mean
of hemoglobin
& Mean
corpuscular
hemoglobin
concentrations
. Platelet
counts,
Platelet mean
volume,
Platelet
criteria,
Platelet
distribution
width & Large
platelet cell
ratio, as well
as Hematocrit
levels and
Mean
corpuscular
volume on Lords
Mark 5 part
hematology
analysers for
professional and
laboratory
environment use
only.

LordsMe
d Semi
Auto
biochemi
stry
Analyzer

Lords Mark
semi Auto
Biochemistry
Analyzer is
used for
quantitative
analysis of
clinical
chemistry of
specific
chemical
components in
bodily fluids
like serum,
plasma, urine
and
cerebrospinal
fluid samples
works on
photometric
colorimetry
principle

Class
A,
Rule 5b

W0201010
101

N/A

890619447LM
003F3

18/06/2025

Attachments — DOC11.01.0129 V1 05/03/2025 ANNEX to MDR/IVDR Certificates

Page 2 of 7




which is for
professional and
laboratory
environment use
only.

LordsMe
d Fully
Auto

4 Biochemi
stry
Analyzer
(400 TPH)

Lords Mark
Fully Auto
Biochemistry
Analyzer is
used for
quantitative
analysis of
clinical
chemistry of
specific
chemical
components in
bodily fluids
like serum,
plasma, urine
and
cerebrospinal
fluidsamples
works on
photometric
colorimetry
principle with
the minimal
use of human
assistancewhic
his for
professional
and laboratory
environment
use only.

Class

Rule 5b

W0201010
102

N/A

890619447LM

18/06/2025

LordsMe
d Fully
Auto

5 Biochemi
stry
Analyzer
(200 TPH)

Lords
Mark
Fully Auto
Biochemis
try
Analyzer
is used
for
quantitati
ve
analysis
of clinical
chemistry
of specific
chemical
compone
ntsin
bodily
fluids like
serum,
plasma,
urine and
cerebrospinal
fluidsamples
works on
photometric
colorimetry
principle with
the minimal
use of human
assistancewhic
his for
professional
and
laboratory
environment
use only.

Class
A,
Rule 5b

W0201010
101

N/A

890619447LM

18/06/2025

Attachments — DOC11.01.0129 V1 05/03/2025 ANNEX to MDR/IVDR Certificates
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LordsMe
6 d Urine
Analyser

The
Lordsmed
Urine
Analyzer is
used to
analyse the
component
sin urine
samples
and can be
used for
semi-
quantitative
and
quantitative
detection
of
biochemical
component
sin urine
samples by
medical
institutions
by
providing
references
for clinical
references
for
institutions.

Detectable
items
include
white
blood
cells,
urobilinog
en, PH,
occult
blood, specific
gravity,
ketone
bodies,
bilirubin,
glucose,
ascorbic acid,
urinary
calcium,
creatinine and
microalbumin
concentration
sas well as
qualitative
detection of
nitrite
concentration
s used for
point of care,
professional
and
laboratory
environment
use only.

Class
A,
Rule 5b

W0201010
20101

N/A

890619447LM
006F9

18/06/2025

LordsMe
7 d CLIA
Reader

LordsMed
CLIA
Reader a
highly
sensitive
and specific
method
used in
various

Class
A
Rule 5b

W0201020
101

N/A

890619447LM
007FB

18/06/2025

Attachments — DOC11.01.0129 V1 05/03/2025 ANNEX to MDR/IVDR Certificates
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diagnostic
tests
for detecting
biological
molecules like

LordsMe
d Diluent

LordsMed
Diluent is
In- Vitro
diagnostic
reagent,
intended
for
automated
dilution of
human
blood
samples,
quantitativ
eand

qualitative
determinatio
n of
erythrocytes
(RBC),
leucocytes
(WBC) and
the
leucocyte
subpopulat
ions,
thrombocy
tes (PLT)
and
measureme
nt of
hemoglobi
n (HGB)
concentratio
non Lord
Mark
hematology
analysers for
professional
and
laboratory
environment
use only.

Class
A
Rule 5a

W0103010
105

N/A

890619447LM
008FD

18/06/2025

LordsMe
d Rinse

LordsMed
Rinse is In-
Vitro
diagnostic
reagent,
intended for
cleaning and
rinsing of
fluidic path
ofLord
Mark
hematology
analysers for
professional
and
laboratory
environment

use only.

Class
A,
Rule 5a

W0103010
105

N/A

890619447LM
009FF

18/06/2025

10

LordsMe
d Lyse

LordsMed
Lyseis In-
Vitro
diagnostic
reagent,
intended
for

Class
A
Rule 5a

W0103010
105

N/A

890619447LM
010EY

18/06/2025

Attachments — DOC11.01.0129 V1 05/03/2025 ANNEX to MDR/IVDR Certificates
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automated
dilution of
human
blood
samples,
quantitativ
eand
qualitative
determina
tion of
erythrocyt
es
(RBC),meas
ure ment
of
hemoglobi
n (HGB)
concentra
tion on
Lord Mark
hematolo
gy
analysers
for
professio
nal
and
laboratory
environment
use only.

11

LordsMe
d Probe
Cleaner

LordsMed
Probe
Cleaner is In-
Vitro
diagnostic
reagent,
intended for
cleaning of
sample probe
of Lord Mark
hematology
analysers for
professional
and
laboratory
environment

use only.

Class

Rule 5a

W0103010
105

N/A

890619447LM
011F2

18/06/2025

Obelis s.a.

Date: 23/06/2025
Stamp

Attachments — DOC11.01.0129 V1 05/03/2025 ANNEX to MDR/IVDR Certificates
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History log

WALl Version Date Order Form number Reference Number Action
number
KP 0683-2025
V1 23/06/2025 EU MD 0257-2025 First issuance

Attachments — DOC11.01.0129 V1 05/03/2025 ANNEX to MDR/IVDR Certificates
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This is to certify that

LORD'S MARK INDUSTRIES PRIVATE LIMITED

" HEAD OFFICE ADDRESS: 404, 4TH FLOOR, COSMOS MARY PARK, KOLBAD CROSS LANE,
THANE, WEST, 400601, MAHARASHTRA, INDIA
FACTORY: A — 71, ROYAL INDUSTRIAL HUB, KAMAN BHIWANDI ROAD, POMAN
VILLAGE, VASAI EAST, PALGHAR, 401208, MAHARASHTRA, INDIA

has been independently assessed by QRO
and is compliant with the requirement of:

ISO 9001:2015
Quality Management System

For the following scope of activities:

DESIGN, DEVELOPMENT, MANUFACTURE AND SUPPLY OF IN-VITRO DIAGNOSTIC BIOCHEMISTRY,
HEMATOLOGY, IMMUNOLOGY (RAPID TEST) AND POCT - STRIPS, REAGENTS & KITS. RESALE,
INSTALLATION AND SERVICING OF IN-VITRO DIAGNOSTIC ANALYZERS. TRADING & DISTRIBUTION OF
IN-VITRO DIAGNOSTIC & MICROBIOLOGY PRODUCTS

Date of Certification: 21st November 2024 2" Surveillance Audit Due: 20th November 2026
1% Surveillance Audit Due: 20th November 2025 Certificate Expiry: 20th November 2027

Certificate Number: 305024112126Q

Head of Certification

CAB # 011905

Validity of this certificate is subject to annual surveillance audits to be done successfully on or before 365 days from date of the audit.
(In case surveillance audit is not allowed to be conducted; this certificate shall be suspended / withdrawn).
The Validity of this certificate can be verified at www.qrocert.org
This certificate of registration remains the property of QRO Certification LLP, and shall be returned immediately upon requegtZs

142, IInd Floor, Avtar Enclave, Near Paschim Vihar West Metro Station, Delhi-110063, (INDIA) ,,/‘

India Office : QRO Certification LLP w \
Website : www.qrocert.org, E-mail : info@grocert.org



Certificate of Registration

This is to certify that

LORD’S MARK INDUSTRIES PRIVATE LIMITED

HEAD OFFICE ADDRESS: 404, 4TH FLOOR, COSMOS MARY PARK, KOLBAD CROSS LANE, THANE, WEST,
400601, MAHARASHTRA, INDIA
FACTORY: A — 71, ROYAL INDUSTRIAL HUB, KAMAN BHIWANDI ROAD, POMAN VILLAGE, VASAI EAST,
PALGHAR, 401208, MAHARASHTRA, INDIA

has been independently assessed by QRO

and is compliant with the requirement of:

ISO 14001:2015

Environmental Management System

For the following scope of activities:

DESIGN, DEVELOPMENT, MANUFACTURE AND SUPPLY OF IN-VITRO DIAGNOSTIC
BIOCHEMISTRY, HEMATOLOGY, IMMUNOLOGY (RAPID TEST) AND POCT - STRIPS, REAGENTS &
KITS. RESALE, INSTALLATION AND SERVICING OF IN-VITRO DIAGNOSTIC ANALYZERS. TRADING
& DISTRIBUTION OF IN-VITRO DIAGNOSTIC & MICROBIOLOGY PRODUCTS.

Date of Certification: 8th November 2025 2" Qurveillance Audit Due: 7th November 2027
1* Surveillance Audit Due: 7th November 2026 Certificate Expiry: 7th November 2028

Qs

TY
QurtTY Reg
4, &
e, 3
OrgAWT

CAB # 011905

Certificate Number: 305025110825E

4qw<a:('\ =

Head of Certification

N
-
;ﬂ-
o<

Validity of this certificate is subject to annual surveillance audits to be done successfully on or before 365 days from date of the audit.
(In case surveillance audit is not allowed to be conducted; this certificate shall be suspended / withdrawn).
The Validity of this certificate can be verified at www.qrocert.org
This certificate of registration remains the property of QRO Certification LLP, and shall be returned immediately upon request.

India Office : QRO Certification LLP
142, IInd Floor, Avtar Enclave, Near Paschim Vihar West Metro Station, Delhi-110063, (INDIA)
Website : www.qrocert.org, E-mail : info@gqrocert.org
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This is to Certify that
Occupational Health and Safety Management System

of

LORD'S MARK INDUSTRIES LTD.

HEAD OFFICE ADDRESS: 404, 4TH FLOOR, COSMOS MARY PARK, KOLBAD CROSS
LANE, THANE (WEST) - 400 601, MAHARASHTRA, INDIA
FACTORY: A-71, ROYAL INDUSTRIAL HUB, KAMAN BHIWANDI ROAD, POMAN
VILLAGE, VASAI (EAST), PALGHAR - 401 208, MAHARSHTRA, INDIA

has been independently assessed by DBS
and is compliant with the requirement of:

ISO 45001:2018

For the following scope of activities:

DESIGN, MANUFACTURE, FORMULATION, ASSEMBLING AND MARKETING OF
INVITRO DIAGNOSTIC KITS, REAGENTS AND INSTRUMENTS / ANALYSERS AND
MICROBIOLOGY PRODUCTS.

Certificate Number: HS-205224082410

Date of Certification: 24th August 2024
1% Surveillance Audit Due: 23rd August 2025
2" Surveillance Audit Due: 23rd August 2026
Certificate Expiry: 23rd August 2027

This Certificate is property of DBS Certifications and remains valid subject to satisfactory surveillance audits

Validity of this certificate may be checked at www.iafcertsearch.org after 7 working days of issue.

Gl

Head of Certification

e

Thia Cerificals & propety of DBE Cerifications Pyl LI, and i rerains valikd sbjacl 1 satislackony sensailancs aulis,

DBS CERTIFICATIONS PVT. LTD.
142, liect Floste. Avtar Erchive, Paschim Ve, Deihi-110083, (INDIA) it @dbscarification com, www.dbscanfication. aom

ACCREDITED BY ;
Linigd Ancradation Foundstion e, S04 Mot Center R STE 202, Morol, WA 23500 United Sates of Ameeica
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Certificate of Compliance

This is to certify that

R

C

LORD'S MARK INDUSTRIES PRIVATE LIMITED

HEAD OFFICE ADDRESS: 404, 4TH FLOOR, COSMOS MARY PARK, KOLBAD CROSS
LANE, THANE, WEST, 400601, MAHARASHTRA, INDIA
FACTORY: A - 71, ROYAL INDUSTRIAL HUB, KAMAN BHIWANDI ROAD, POMAN
VILLAGE, VASAI EAST, PALGHAR, 401208, MAHARASHTRA, INDIA

has been assessed and found working Satisfactorily as per the norms of
“Good Manufacturing Practice”
as laid down by World Health Organization

Good Manufacturing Practice (GMP) System

For the following scope of activities:

DESIGN, DEVELOPMENT, MANUFACTURE AND SUPPLY OF IN-VITRO
DIAGNOSTIC BIOCHEMISTRY, HEMATOLOGY, IMMUNOLOGY (RAPID TEST) AND
POCT - STRIPS, REAGENTS & KITS. RESALE, INSTALLATION AND SERVICING OF

IN-VITRO DIAGNOSTIC ANALYZERS. TRADING & DISTRIBUTION OF IN-VITRO
DIAGNOSTIC & MICROBIOLOGY PRODUCTS

Date of Certification: 21st November 2024 2nd Qurveillance Audit Due: 20th November 2026
15t Surveillance Audit Due: 20th November 2025 Certificate Expiry: 20th November 2027

Head of Certification

Certificate Number: 2024112119

Validity of this certificate is subject to annual surveillance audits to be done successfully on or before 365 days from date of the audit.
(In case if surveillance audit is not allowed to be conducted; this certificate shall be suspended [ withdrawn).
The Validity of this certificate can be verified at www.qrocert.com
This certificate of registration remains the property of QRO Certification Limited, and shall be returned immediately upon request.
QRO Certification Limited is accredited by UK Akkreditering Forum Limited, UK (www.ukaf.org.uk)
Winnington House 2 Woodberry Grove Finchley London N12 0DR

QRO Certification Limited RN
27 Old Gloucester Street, London, WCIN 3AX Company Number : 14230776 |
Website : www.grocert.com, E-mail : info@qrocert.com / Y
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Certificate of Compliance

Certificate Number: UQ - 2024020710
This is to certify that

LORD'S MARK INDUSTRIES LIMITED

at

HEAD OFFICE: 404, 4TH FLOOR, COSMOS MARY PARK, KOLBAD CROSS LANE,
THANE (WEST)-400 601, MAHARASHTRA, INDIA
FACTORY: A-71, ROYAL INDUSTRIAL HUB, KAMAN BHIWANDI ROAD, POMAN
VILLAGE, VASAI (EAST) PIN: 401 208. MAHARASHTRA, INDIA

Has successfully implemented the Quality management System and been found
working satisfactorily as per the norms of “Good Manufacturing Practice” as
laid down by “World Health Organisation” which has been in conformance to

WHO-GMP

DESIGN, MANUFACTURE, FORMULATION, ASSEMBLING AND
MARKETING OF INVITRO DIAGNOSTIC KITS, REAGENTS, DNA KITS
AND INSTRUMENTS / ANALYSERS

This certificate is issued under the following conditions:

1. It applies only to the quality system maintained in the manufacture of above
referenced Models Products.

2. The certificate remains valid until the manufacturing conditions or the quality
systems are changed and is subject to continuous surveillance according to the
WHO-GMP Guidelines

3. The certificate validity is conditioned by positive results or surveillance audits.

Validity of this certificate can be verified at www.ukcertifications.org.uk/verify

Date of Certification 7th February 2024
1st Surveillance Audit Due 6th February 2025
2nd Surveillance Audit Due 6th February 2026
Certificate Expiry 6th February 2027

Authorised Signatory

This certificate is the property of UK Certification & Inspection Limited and shall be returned immediately on requies}.
71-75 Shelton Street, Covent Garden, London, WC2H 9JQ, United Kingdom
Website:- www.ukeertifications.org.uk, email:- info@ukcertifications.org.uk
Company No. 11847851




| Ouality Excellence

GCertificate of Compliance

This is to certify the products manufactured by :

LORD’S MARK INDUSTRIES LIMITED

HEAD OFFICE: B-101 RIDHI SIDHI COMPLEX, M.G. ROAD, BORIVALI (E),
MUMBAI-400066
FACTORY: A-71, ROYAL INDUSTRIAL HUB, BHIWANDI KAMAN ROAD,
POMAN VILLAGE, VASAI (EAST)-401208, MAHARASHTRA, INDIA

The VRC Certification Private Limited , Hereby Certifies that the characteristics of the sample

of the products concerned have been found to be Conformity with applicable requirements of:

Standard - IEC 61010-1:2010- Safety requirements for electrical equipment for measurement,
control, and laboratory use - Part 1: General requirements

for the following product(s):

Semi-Automatic Biochemistry Analyzer
Fully Automatic Biochemistry Analyzer
Urine Test Analyser
3 /5 Part Automated HematologyAnalyzer
Veterinary Hematology Analyser

Certificate No.: VLMO83490926 Date of Issue: 04.04.2025
Date of Expiry: 03.04.2028 .
1st Surveillance on or before: 03.04.2026

2nd Surveillance on or before: 03.04.2027 %

Recertification on or before :  03.04.2028

Authorized Signatory

"This compliance certiticate is approved subject to the organisation maintaining its system, standard, test result as per preseribed standard(s), the test results are exclusive done by orginisation and has no connection w
WRCS. This certificale is nol transferable and remain valid only above mention address and scope. This certilicate is related (o the management syslem, not o the products or services of the certilied organizations.
“This complaince cemificate docs not provide the certified organization with immunity from ite legal obligations. Organisation must cheek the scceptability of the cemificate in reguitement with concerened mstinitions
o time 1o fime . vres shall not be responsibile for fhe same. This certilificate is not for legal purpose and becomes invalid il vearly surveillance is notl done.

ification Pvi.Lid
#t5A, 2nd Floor, Laxmanpuri, Lucknow-226016, U.P, India, www.vrecertification.in,

certification.in, vreservi
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GCertificate of Compliance

This is to certify the products manufactured by :

LORD’S MARK INDUSTRIES LIMITED

HEAD OFFICE: B-101 RIDHI SIDHI COMPLEX, M.G. ROAD,
BORIVALI (E), MUMBAI-400066
FACTORY: A-71, ROYAL INDUSTRIAL HUB, BHIWANDI KAMAN ROAD,
POMAN VILLAGE, VASAI (EAST)-401208, MAHARASHTRA, INDIA

The VRC Certification Private Limited , Hereby Certifies that the characteristics of the sample
of the products concerned have been found to be Conformity with applicable requirements of:
Standard -IEC 61010-2-081: 2019-Safety requirements for electrical equipment for
measurement, control and laboratory use - Part 2-081: Particular requirements for automatic
and semi-automatic laboratory equipment for analysis and other purposes

for the following product(s):

Semi-Automatic Biochemistry Analyzer
Fully Automatic Biochemistry Analyzer
Urine Test Analyser
3 /5 Part Automated HematologyAnalyzer
Veterinary Hematology Analyser

Certificate No.: VLMO427360933 Date of Issue: 04.04.2025
Date of Expiry: 03.04.2028 .
1st Surveillance on or before: 03.04.2026

2nd Surveillance on or before: 03.04.2027 %

Recertification on or before :  03.04.2028

Authorized Signatory

"This compliance certiticate is approved subject to the organisation maintaining its system, standard, test result as per preseribed standard(s), the test results are exclusive done by orginisation and has no connection w
WRCS. This certificale is nol transferable and remain valid only above mention address and scope. This certilicate is related (o the management syslem, not o the products or services of the certilied organizations.
“This complaince cemificate docs not provide the certified organization with immunity from ite legal obligations. Organisation must cheek the scceptability of the cemificate in reguitement with concerened mstinitions
o time 1o fime . vres shall not be responsibile for fhe same. This certilificate is not for legal purpose and becomes invalid il vearly surveillance is notl done.

ification Pvi.Lid
#t5A, 2nd Floor, Laxmanpuri, Lucknow-226016, U.P, India, www.vrecertification.in,

certification.in, vreservi
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GCertificate of Compliance

This is to certify the products manufactured by :

LORD’S MARK INDUSTRIES LIMITED

HEAD OFFICE: B-101 RIDHI SIDHI COMPLEX, M.G. ROAD, BORIVALI (E),
MUMBAI-400066
FACTORY: A-71, ROYAL INDUSTRIAL HUB, BHIWANDI KAMAN ROAD,
POMAN VILLAGE, VASAI (EAST)-401208, MAHARASHTRA, INDIA

The VRC Certification Private Limited , Hereby Certifies that the characteristics of the sample
of the products concerned have been found to be Conformity with applicable requirements of:
Standard - IEC 61326-1:2020 -Electrical equipment for measurement, control and
laboratory use - EMC requirements - Part 1: General requirements

for the following product(s):
Semi-Automatic Biochemistry Analyzer
Fully Automatic Biochemistry Analyzer
Urine Test Analyser
3 /5 Part Automated HematologyAnalyzer
Veterinary Hematology Analyser

Certificate No.: VLMO509240943 Date of Issue: 04.04.2025
Date of Expiry: 03.04.2028 .
1st Surveillance on or before: 03.04.2026

2nd Surveillance on or before: 03.04.2027 %

Recertification on or before :  03.04.2028

Authorized Signatory

"This compliance certiticate is approved subject to the organisation maintaining its system, standard, test result as per preseribed standard(s), the test results are exclusive done by orginisation and has no connection w
WRCS. This certificale is nol transferable and remain valid only above mention address and scope. This certilicate is related (o the management syslem, not o the products or services of the certilied organizations.
“This complaince cemificate docs not provide the certified organization with immunity from ite legal obligations. Organisation must cheek the scceptability of the cemificate in reguitement with concerened mstinitions
o time 1o fime . vres shall not be responsibile for fhe same. This certilificate is not for legal purpose and becomes invalid il vearly surveillance is notl done.

VRC Certification Pvt.Ltd

##5A, 2nd Floor, Laxmanpuri, Lucknow-226016, U.F, India, www.vrccertification.in, info@vrecertification.in, vreservices@gmail.com



GCertificate of Compliance

This is to certify the products manufactured by :

LORD’S MARK INDUSTRIES LIMITED

HEAD OFFICE: B-101 RIDHI SIDHI COMPLEX, M.G. ROAD, BORIVALI (E),
MUMBAI-400066
FACTORY: A-71, ROYAL INDUSTRIAL HUB, BHIWANDI KAMAN ROAD,
POMAN VILLAGE, VASAI (EAST)-401208, MAHARASHTRA, INDIA

The VRC Certification Private Limited , Hereby Certifies that the characteristics of the sample of
the products concerned have been found to be Conformity with applicable requirements of:
Standard - IEC 60601-1:2005+AMD1:2012+AMD2:2020 CSV, Medical electrical equipment

- Part 1: General requirements for basic safety and essential performance

for the following product(s):

Semi-Automatic Biochemistry Analyzer, Fully Automatic Biochemistry Analyzer,
Urine Test Analyzer, 3/5 Part Automated Hernatology Analyzer,
Veterinary Hematology Analyzer, Immunoassay Analyzer, Electrolyte Analyzer,
Hemodialysis Machine

Certificate No.: VLMCE76321828 Date of Issue: 03.02.2026
Date of Expiry: 02.02.2029 .
1st Surveillance on or before: 02.02.2027

2nd Surveillance on or before: 02.02.2028 }

Recertification on or before : 02.02.2029

Authorized Signatory

This compliance certificate is approved subject to the organisation maintaining its system, standard, test result as per preseribed standard(s), the test results are exclusive done by orginisation and has no connection to
WRCS. This certificate is nol transferable and remain valid only above mention address and scope. This certilicate is related to the management system, not 1o the products or services ol the certified orpanizations.
This complainee certificate does not provide the cerified organization with immunity from is legal obligations. Organisation must check the acceptability of the centificate in requirement with concerened institutions
rom time to time vies shafl not be responsibile for the same, This certifificate 1s not for Jegal purpose and becomes invalid if vearly surveillance is not done,

VRC Certification Pvt.Ltd

#5A, 2nd Floor, Laxmanpuri, Lucknow-226016, U.P, India, www.vrccertification.in, vreservices@gmail.com, info{@vrecertification.in
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