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CERTIFICATE OF REGISTRATION
FOR

U.S. FOOD AND DRUG ADMINISTRATION
Fiscal Year: 2024

This certifies that: MIS SPM MEDICARE PVT. LTD.

B-40, PHASE-II, GAUTAM BUDDHA NAGAR

NOIDA, UTTAR PRADESH, INDIA: 201305.

OWNER/ OPERATOR NUMBER.: 10088418
REGISTRATION NUMBER: 3016707060

Device Listing Number Product Code Device Name

D508804 FSD BINDER, ABDOMINAL

D511986 CBT ARTERIAL BLOOD SAMPLING KIT

D521451 ILE SLING, ARM, OVERHEAD SUPPORTED

D521452 ILI SLING, ARM

D521453 1QJ SPLINT, CLAVICLE

D521460 EXN SUPPORT, HERNIA

D521468 IPY ORTHOSIS, LUMBO-SACRAL

D521473 ITQ JOINT, KNEE, EXTERNAL BRACE

D521474 ITW JOINT, ANKLE, EXTERNAL BRACE

D521475 LZB FINGER COT

D521477 OHI ORTHOSIS, FOOT DROP

D524285 IQK ORTHOSIS, CERVICAL

D524287 IQF ORTHOSIS, CERVICAL-THORACIC,
RIGID

D524289 IRE JOINT, ELBOW, EXTERNAL LIMB
COMPONENT, POWERED

D524290 HEF BINDER, BREAST

D524291 HSP SPLINT, TRACTION

D524292 BYN CHAIR, POSTURE, FOR CARDIAC AND
PULMONARY TREATMENT

D524294 KFw ASSEMBLY, SHOULDER/ELBOW/
FOREARM/WRIST/HAND, POWERED

D523796 NGT SALINE, VASCULAR ACCESS FLUSH

D535149 KYZ SYRINGE, IRRIGATING (NON DENTAL)

PREMARKET SUBMISSION NUMBER: K231724

stelcere bt
. Bharat Mandot
Stelcore Management Services LLC, Executive Director
8 The Green Suite #5766, Dover, 19901 DE, USA Stelcore Management Services LLC
support@stelcoregroup.com, Dated: 13-May-2024

www.stelcoregroup.com
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ANNEXURE 1- FOR DEVICE LISTING

Device Listing Number Product Code Device Name

D530865 FMF Syringe, piston

PREMARKET SUBMISSION NUMBER: K233794



