Validity of the certificate is subject to successful completion of surveillance audits. Further clarification regarding the scope of

Certificate

This is to Certify that as per U.S. FDA Act Requirements

UNIMEDITREK PVT. LTD.

Ist Floor, 8/6E, Site - IV, Sahibabad Industrial Area, Sahibabad, Ghaziabad (U.P.) - 201010, India.

has been assessed and found to be in accordance with the
requirements of standard detailed below

FDA

for the Products As per Annexure
CLASSICATION: MEDICAL DEVICES

' UNDER NOTIFICATION 510 (K) FOR MEDICAL DEVICES
as pertaining to 21 CFR Part 11, 21 CFR 807.92, 21 CFR 820, 21 CFR 862.9 (with applicable sections).
The manufacturer's records have been reviewed and found to comply with the FDA requirements.

Certificate No :FDA-MMXXIV-01-13367
NACE :DL-33.10
Issue Date  :24 Jan 2024 A dpanghal

Valid Until  :23 Jan 2027
Authonsed Signatory
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COMPLIANCE

this certificate and the applicability of standard may be obtained by consulting the WRG Cerification Organization, India

E-mail :

wrgcert@gmail.com, website : www.wrgcert.com, www.aiao-bar.org
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ANNEXURE OF UNI MEDITREK PVT. LTD.

CERTIFICATE NO. FDA-MMXXTV-01-13367

S.NO | ITEM DESCRIPTION MODEL NO

1 Autopsy Table UNI-175, 175 Ex

2 Blood Bank Refrigerator UNI-572

3 CO2 Incubator UNI-449,450

4 Cryostat Microtome UNI-118,119,120,121

5 Grossing Table / Station / Automatic UNI-222 , UNI 222 Ex

6 Laminar Air Flow Cabinet UNI-188,189

7 Laminar Flow Bio-Safety Cabinet UNI-190, 190 Ex, 190A , 190A-I111

8 Laminar Flow / Mudular OT Module UNI-187, 191, 206

9 Microtome Manual /Semi-Automatic / Automatic | UNI-055,114,115,060,062

10 Mortuary Chamber /Frezer UNI-177/178

11 pH Meter UNI-651,652,653,655

12 Platelet Incubator / Agitator UNI-573,576

13 Automatic Slide Staining Machine UNI-106,107,108

14 Slide Warming Table UNI-132, 132 Ex

16 Plasma Thawing Bath UNI-567

16 Automatic Tissue Embedding Station TES-500 (i / i / iii)

17 Tissue Flotation Bath UNI-133, 133 Ex

18 Tissue Processor UNI-101,102,103,104,104 Ex

19 Ultra Low Research Cabinet (Deep Freezer) UNI-270 to 273, 273 Ex, 274
including Plasma

20 Automatic Vacuum Tissue Processor(Linear / LTP-151, VTP 200/300/150S/250S
Floor Standing)

21 Automatic Microwave Tissue Processor MTP-320

22 Automatic Linear Slide Staining M/c LSM-520

23 Plasma Sterilizer H202-700
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