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CERTIFICATE OF
IVDR NOTIFICATION

Reference No.: 

Order No.: 

Date:

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:
Address:

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 IV) 
confirming that their Class (A/B/C/D) in vitro diagnostic medical device(s), as stipulated here below, is/are fulfilling 
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

CLASS OF IVD DEVICE(S):

As of the , 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.

*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

Obelis European Authorized Representative Center is a member of the
European Association of Authorized Representatives (E.A.A.R.).
Obelis s.a. is ISO 9001 : 2015 and ISO 13485 : 2016 certified. 

Name:
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ANNEX to IVDR Certificates 

Manufacturer: LORDS MARK INDUSTRIES PVT LTD 

Country: India  

# 
Name of 
device 

Intended use 

Class and 
Rule 

under 
IIVDR 

EMDN 
Code 

 

GMDN 
Code 

Basic UDI-DI 
 

Mandated      
(Y/N) 

Mandate 
starting date 

Mandated 
Vigilance (Y/N) 

1 
  

LordsMe 
d  3  Part 
Hematol 
ogy 
Analyser 

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 

and absolute 
value.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 3 part 
hematology 

analysers for 
professional and 

laboratory 
environment use 

only. 

Class 
A, 
Rule 5b 

W0202010 
202 

N/A 890619447LM 

001EX 
Y 18/06/2025 Y 

2 

LordsMe
d 5-Part 
Auto 
Hematol
ogy 
Analyzer 

5 part 
Hematology 
analyzer is 
used for a 
complete 

blood count 

Class 
A, 
Rule 5b 

W0202010 
101 

N/A 890619447LM 

002EZ 
Y 18/06/2025 Y 
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(CBC) on the 
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. 

3 

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 

Y 18/06/2025  
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which is for 
professional and 

laboratory  
environment use 

only. 

4 

LordsMe
d Fully 
Auto 
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

h is for 
professional 

and laboratory 
environment 

use only. 

Class 
A, 
Rule 5b 

W0201010 
102 

N/A 
890619447LM 

004F5 
Y 18/06/2025 Y 

5 

LordsMe
d Fully 
Auto 
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

nts in 
bodily 

fluids like 
serum, 
plasma, 

urine and 
cerebrospinal 
fluidsamples 

works on 
photometric 
colorimetry 

principle with 
the minimal 

use of human 
assistancewhic

h is for 
professional 

and 
laboratory 

environment 
use only. 

Class 
A, 
Rule 5b 

W0201010 
101 

N/A 
890619447LM 

005F7 
Y 18/06/2025 Y 
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6 
LordsMe
d Urine  
Analyser 

The 
Lordsmed 

Urine 
Analyzer is 

used to 
analyse the 
component
s in urine 
samples 

and can be 
used for 

semi- 
quantitative 

and 
quantitative 
detection 

of 
biochemical 
component
s in 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

s as 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 
Y 18/06/2025 Y 

7 
LordsMe
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 
Y 18/06/2025 Y 
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diagnostic 
tests 

for detecting 
biological 

molecules like 

8 
LordsMe
d Diluent 

LordsMed 
Diluent is 
In- Vitro 

diagnostic 
reagent, 
intended 

for 
automated 
dilution of 

human 
blood 

samples, 
quantitativ

e and 
qualitative 

determinatio 
n of 

erythrocytes 
(RBC), 

leucocytes 
(WBC) and 

the 
leucocyte 

subpopulat
io ns, 

thrombocy
tes (PLT) 

and 
measureme

nt of 
hemoglobi

n (HGB) 
concentratio

n on Lord 
Mark 

hematology 
analysers for 
professional 

and 
laboratory 

environment 
use only. 

Class 
A, 
Rule 5a 

W0103010 
105 

N/A 
890619447LM 

008FD 
Y 18/06/2025 Y 

9 

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 
Y 18/06/2025 Y 

10 

LordsMe
d Lyse 

LordsMed 
Lyse is In- 

Vitro 
diagnostic 
reagent, 
intended 

for 

Class 
A, 
Rule 5a 

W0103010 
105 

N/A 

890619447LM 

010EY 

Y 18/06/2025 Y 
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  Obelis s.a. 
  Date: 23/06/2025 
  Stamp 
 

 

 

 

 

 

automated 
dilution of 

human 
blood 

samples, 
quantitativ

e and 
qualitative 
determina

tio n of 
erythrocyt

es 
(RBC),meas
ur e ment 

of 
hemoglobi

n (HGB) 
concentra
tio n 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 
A, 
Rule 5a 

W0103010 
105 

N/A 

890619447LM 

011F2 

Y 18/06/2025 Y 
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History log 

Version 
number 

Version Date Order Form number Reference Number Action  

V1 23/06/2025   EU MD 0257-2025 
KP 0683-2025 

First issuance 

 









BSCIC 

Certificate 
M E D I C A L D E V I C E -

QUALITY MANAGEMENT SYSTEM 

This is to certify that: 

LORD'S MARK INDUSTRIES PVT. LTD. 
A-71, ROY AL INDUSTRIAL HUB, POMAN, KAMAN-BHIW ANDI ROAD, 

V ASAI E-401208, MAHARASHTRA, INDIA 

Hereby granted the c ertificate Number: BN23622/22504 I Rev. 00 I 
Subsequent to the Audit of the organization, it has been found to be operating a Medical Device-Quality 
Management System which complies with the requirements of 

For 

ISO 13485:2016 
For the following scope: 

Design, Manufacturing, Distribution and Supply of In-Vitro Diagnostics Reagents, Reagent Products, 
Calibrators and Control Material for Clinical Chemistry, Immunology (Rapid Test, Elisa), 

Haematology, Serology & Poet. 
Manufacturing, Sales, Installation & Service of Biochemistry, Haematology, Urine, 

Coagulation Analyur/lnstrument. 
Technical Area: Reagents and Reagent Products, Calibrators and Control Materials for: Clinical Chemistry, 
A.1.4.1, Immunochemistry (Immunology), A.1.4.l, Haematology/ Haemostasis/ Immunobematology, A.1.4.3 

In Vitro Diagnostic Instruments and Software, A.1.4.8 

Originally 01-Feb-2025 1st Surveillance Due on: 31.Jan-2026 
Registered: 

BSCIC CERTIFICATIONS PVT.LTD. Issue Date: 01-Feb-2025 2nd Surveillance Due on: 31.Jan-2027 

2'~ 
Managing Director 

Expiry Date: 31.Jan-2028 

(In case if Surveillance Audit is not allowed to be conducted; this Certificate shall be 
Suspended/Withdrawn). 
Please Re-validate !his certilicale's status at www bsc-,cc.com at REGISTRATION STATUS. 
This Certlficate of Registration is gnned subject to relevant proo;islon5 of the BSCIC Certifications PVT. L TO. Contract Tenns & Scheme for 
Registration Form B018 (latest Version). Plea9e- 0018 atourwebsite www.bsc-tcc.com. 
lhe oartificat8 of Registration remains the property of BSCIC Certifications Pvt. Ltd. and shall be Ml.med inmediately upon request. 
BSCIC Headquarters: &work, 1st Floor, 5811 SA, Crown Plaza Mall, Faridabad - 121 007, Hay,n,, India. 
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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 

the requirements of  

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 
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