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VALIDATION--FOR FDA USE ONLY

3.  OTHER FDA REGISTRATIONS

a. BLOOD FDA 2830

b. DEVICES FDA 2891

c. DRUG FDA 2656

NO. 

NO. 

NO. 

10.  ESTABLISHMENT FUNCTIONS AND TYPES OF HCT / Ps

Amniotic Membrane

Amniotic Fluid

a. Bone

b. Cartilage

c. Cornea

d. Dura Mater
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8. U.S. AGENT

b. E-MAIL gsenner@amniotechnology.com

a. E-MAIL

b. PHONE
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1. REGISTRATION NUMBER 2. REASON FOR SUBMISSION
a.         INITIAL REGISTRATION / LISTING

c.         CHANGE IN INFORMATION

b.         ANNUAL REGISTRATION / LISTING

X

30-JUN-2017

s. 

t. 

u.

v.

1

(FDA Establishment Identifier)

d.         INACTIVE

Amnio Technology, LLC
Attn: Grant D. Senner, MD
22510 N 18th Drive
Phoenix, Arizona  85027

b.        SATELLITE RECOVERY ESTABLISHMENT

c.        TESTING FOR MICRO-ORGANISMS ONLY

Establishment Functions

Types of HCT / Ps
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14. PROPRIETARY 
NAME(S)

q. Umbilical 
    Cord Blood 

Autologous
Family Related
Allogeneic

X

X

o. Somatic Cell
    Therapy  
    Products
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s). continues on next page

t). continues on next page
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1. REGISTRATION NUMBER

s. 
PalinGen Membrane
PalinGen Hydromembrane
PalinGen XPlus Membrane
PalinGen XPlus Hydromembrane
KardiaMembrane
SXBarrier
SXBarrier-Wet
ASGBarrier
ASGBarrier-Wet
SuiGen Membrane
SuiGen Hydromembrane
SuiGen XPlus Membrane
SuiGen XPlus Hydromembrane
STRATOGEN Membrane
STRATOGEN Plus Membrane
AlonShield Dc.02/17
AlonShield-Wet Dc.02/17
Nanofactor Membrane Dc.12/16
AlloShield Dc.05/15
AlloShield Dry Dc.05/15
XWRAP ECM Dc.01/15
XWRAP HYDRO Dc.01/15
XWRAP DRY Dc.01/15
XWRAP HYDRO PLUS Dc.01/15
t. 
PalinGen Flow
PalinGen SportFlow
PalinGen InovoFlo
ProMatrX ACF
KardiaFlow
ASGFluid
AlonLiquid
Amnio Biologix Dc.03/17
cell-ECT
Gryphon Amnio Flow
SXFluid
SXMatrix
AmnioFlex
SuiGen MatrX
SuiGen Flow
STRATOGEN Flow
Nanofactor Flow Dc.12/16
Nanofactor SportFlow Dc.12/16
AlloGen Dc.05/15
AlloGenLI Dc.05/15
FloGraft Dc.01/15
FloGraft FREEDOM Dc.01/15
AllOPUR Dc.11/13
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