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Uni Meditrek Pvt. Ltd.

Address: 1% Floor , 8/6E, Site IV, Sahibabad Industrial Area,
Distt. Ghaziabad, Uttar Pradesh, India

has been assessed and found complying to the requirements of Conformity Europe

S

Class-1 Medical Devices Directive 93/42 EEC Annexure VII as amended by

2007/47/EC
Safety of Electrical Medical Equipment as per the Standards below:

IEC 61010-1:2010/AMD1: 2016 : Safety requirements for electrical equipment for measurement, control, and
laboratory use - Part 1: General requirements
IEC 60601-1-11:2015: General requirements for basic safety and essential performance IEC 61326-1:2020:
Electrical equipment for measurement, control and laboratory use - EMC requirements - Part 1: General
requirements
IEC 61010-2-040:2020 : Safety requirements for electrical equipment for measurement, control, and
laboratory use - Part 2-040: Particular requirements for sterilizers and washer-disinfectors used to treat
medical materials
IS 13450:Part1: 2018 General requirements for basic safety and essential performance

Organisation’s Technical file (Ref. UNI/TF/001; Rev-02, Dated 09-01-2024 and Declaration
of Conformity dated 09-01-2024 have been reviewed and found to be as per above stated

Directives and Standards.
For the products

As per Annexures
( Page 01, 02, 03)

By QSA International, UK Registration No:QSA-19062033
Certificate Issue Date: 22 June 2019
Re-Certification Date : 22 June 2024

Certificate Expiry Date: 21 June 2029
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Product List

S.NO.

> wn e

ITEM DESCRIPTION

Air Shower

Autoclave Vertical/Portable
Autopsy/Bone Saw

Automatic Vacuum Tissue Processor
(Linear/Floor Standing)

Automatic Microwave Tissue Processor
Automatic Linear Slide Staining Machine
Blood Bank Refrigerator

Blood Transportation Box

Bone & Meat Cutting Machine
Centrifuge (Refrigerated/Non-Refrigerated)
CO2 Incubator

Cold Room

Cryostat Microtome

Digital Balance

Environmental/Stability Test Chamber
Freeze Dryer (Lypholizer)

Grossing Table (Station) / Automatic
Hospital S.S. Ware

Hospital Furniture

Hot Air Sterilizer (Oven)

Humidity & Temp. Control Cabinet

Ice Lined Refrigerator
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CE Certificate No. QSA-19062033 (Annexure Page 1)

MODEL NO.

UNI-205

UNI-401, 402, 403
UNI-173

LTP-151, VTP-200/300

MTP-320

LSM-520

UNI-572

UNI-601

UNI-172

UNI-308, 310

UNI-449, 450
UNI-179M

UNI-118, 119, 120, 121
UNI-362, 634

UNI-455, 458

UNI-250

UNI-222, 222EX
UNI-900 to 913
UNI-350 to 380
UNI-431, 431D, 431EX, 432
UNI-453

UNI-275
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CE Certificate No. QSA-19062033
(Annexure Page 2)

Incinerator
Incubator Bacteriological
Laminar Air Flow Cabinet

Laminar Flow Bio-Safety Cabinet

Laminar Flow Wall Module/Suspended Module / Pressurizing
Module

Laminar Flow Modular Operation Theater

Laminar Flow Clean Room

Melting Point Apparatus

Microslide / Block Cabinet

Microtome Manual/Semi-Automatic/Fully Automatic
Mortuary Chamber / Freezer

Muffle Furnace

Medical/Pharmaceutical/Drug Refrigerator
Operation Theater (0.T.) Canopy

Orbital Shaker Incubator

pH Meter

Plasma Freezer
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UNI-230

UNI-438, 438D, 438EX

UNI-188, 188D, 188 EX, 189, 189EX,
189A

UNI-190, 190EX, 190A, 190A-EX,
190A-Il1, 190A-I1I EX

UNI-187, 191, 206

UNI-191M

UNI-191C

UNI-690

UNI-160, 160A, 161 to 165
UNI-055, 114, 115, 060, 062
UNI-177, 178

UNI-532

UNI-580, 581

UNI-192

UNI-451

UNI-651, 652, 653, 655
UNI-569

AN

:// Centre for Global Rcereditation
Accreditation No. AB-145001

Registered with Registrar of Companies for England and Wales through Registration Number 11936114
This certificate is a property of QSA International, UK. This certificate must not be altered in anyway and shall be returned upon the request by QSA International.



A

INTERNATIONAL

é ‘
#" OF REGISTRATION

CE Certificate No. QSA-19062033 (Annexure Page 3)

40.
41.
42.

44,
45.
46.
47.
48.
40.

50.

Plasma Sterilizer

Platelet Incubator / Agitator

Plasma Thawing Bath

Slide Staining Machine Automatic
Slide Warming Table

Tissue Embedding Station Automatic
Tissue Flotation Bath

Tissue Processor

Tube Sealer

Ultra Low Temp. Research Cabinet (Deep Freezer)
Including Plasma

Water Bath
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H202-700

UNI-573, 576

UNI-567

UNI-106, 107, 108

UNI-132,132D

TES-500 (1/11/111)

UNI-133, 133D, 133EX

UNI-101, 102, 103, 104, 104EX
UNI-602

UNI-270,271, 272,273, 273EX, 274

UNI-413, 413D, 413EX, 415, 417
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