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HEREBY CERTIFY THAT FDA US AGENT
Zhejiang Changdi Medical Co., Ltd. IRC USA

www.IRC-US.com

HAS SUCCESSFULLY COMPLETED/UPDATED
THE FDA REGISTRATION

FOR ,
OWNER/OPERATOR NUMBER: 9067695 /Wldck

ESTABLISHMENT REGISTRATION NUMBER: 3004857344
MEDICAL DEVICE LISTING NUMBER (MDL/LST): PRINGIPAL ENGINEER

Refer to the Appendix at next page CERTIFICATE NO.:IRC-ZC-202004
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MDL Product Code 510K? Class GMP/UDI? | Device Name
E200922 FQM Exempt 1 Exempt ELASTIC BANDAGE
D096259 JCE Exempt 1 Exempt SODIUM CHLORIDE SOLUTION
D096253 LRW Exempt 1 Yes First aid kit, Scissors
D096254 HTD Exempt 1 Yes First aid kit, Forceps/Tweezers
D096255 IMD Exempt 1 Yes Ice Pack, Hot Pack; First aid kit, Heat pack
Cold Pack; Instant cold compress/pack
D096262 MDM Exempt 1 Yes First aid kit, SAFETY PIN
D096252 NAD Exempt 1 Yes Sterile Medical Dressing; Transparent wound dressing; First aid kit, Wound dressing
D091927 LRJ Exempt Yes STICK; STING RELIEF; SOAP TOWELETTE; ALCOHOL PREP PAD
BZK; CLEANSING SWAB; ANTISEPTIC POVIDONE-IODINE WIPES
D096257 HMP Exempt 1 Yes First aid kit, Sterile eye pad
D096251 KME Exempt 1 Exempt First aid kit, Emergency Blanket; First aid kit, First aid blanket
D096256 IME Exempt 1 Exempt Cold & Hot Pack; First aid kit, Reusable Cold Pack
E406636 KGX Exempt 1 Yes BANGTIAN BRAND; DISINFECTED ADHESIVE BANDAGE
Antibacterial Adhesive Bandage; DISINFECTED FLEXIBLE FABRIC BANDAGE
D017769 LRR Enforcement Not Yes First-aid Kit
Discretion classified
D096258 LYU Exempt 1 Yes First aid kit, Face shield; Non-surgical Mask; Disposable Mask
D393117 MSH Exempt 2 Yes KN95 Mask
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