DEFARTMENT OF HEALTH AND HUMAN SERVICES Other FDA Registrations: Reason For Last Submission:  Annual Registration/Listing
FOOD ,z:s%;s:%; t:;m:iow FEL 3004002640 Slood: Lest Annual Registration Year: 2026
: Devices: N . i
ESTABLISHMENT REGISTRATION AND LISTING FOR HUMAN CELLS, Last Registration Recipt D?m; 1/18/2025
TISSUES, AND CELLULAR AND TISSUE-BASED PRODUCTS, Drugs: Summary Report Print Date: 12/61/2025
DESCRIBED IN 21 CFR 1271.10

Legal Name and Location: Reporting Official: Satellite Recovery Establishment: No

CryoGam Colorads, LLG Gerica LaVells, Director Parent Manufacturing Establishment FEI No.:

2216 Hoffman Drive 2216 Hoffman Drive Testing For Micro-Organisms Only: Na

Unit 8 Unit B
Leveland, Calorado 80538 Note: FDA acceptance of an establishment registration and HCT/P fisting does not
usA consfitute a determination that an establishment is in compliance with applicabie

Loveland, Colorada 80538
UsA

Phone: 97(0-867-8901

Phong: 970-667-9901
gerica@cryogam.com

Ext,

nies and regulations or that the HCT/P is licensed or approved by FDA (21 CFR
1274.27(b)).

HCT/P(s) Donor Type(s}

Establishment Functions

Recover

Screen | Donor Testing Package | Process | Store | Label

Distribute

Date of
Resumption

Date of

Discontinuance Proprietary Name(s)

Amniotic Membrane

Blood Vassel

Bone

Cardiac Tissue - nen-vaived

Cartilage

Comea

Dura Mater

Embryo Anonymaus, Directed, SIP

Fascla

Heart Valve

HPC Apheresis

HPC Card Blood

Ligament

Nerve Tissue

Cocyte Anonymous, Diretted, SIP

Ovarian Tissue

Pancreatic Isiet Cells - autologous

Parathyroid

Pericardium

Peripheral Blood Mononuclear Cells

Peritoneal Membrane

Sclera

Semen Anonymous, Directed, SIP

Skin

Tenden

Testicular Tissue

Tooth Pulp

Umbilical Cord Tissue

FEI:

3004092640

Legal Name: CryoGam Colorade, LLC

FDA information collection OMB Controf number: 0810-0543, expiration date: 08/31/2026
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Additienal information: No additional information provided,

Proprietary Name(s):

FER 3004092640 Legal Name: CryeGam Colorade, LLC

FDA information collection OMB Control number: 0910-0543, expiration date: 08/31/2028
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