See instruclions for OMB Slatemant FORM APPROVED: CMB No. 0916-0543. Expiration Date: 8/31/10

DEPARTMENT OF HEALTH AND HUMAN SERVICES 1. REGISTRATION NUMBER 2. REASON FOR SUBMISSION VALIDATION--FOR FDA USE ONLY 1
PUBLIC HEALTH SERVICE (Fied Estabishment Identifior) a [ ] BITIAL REGISTRATION/LISTING | VALIDATED BY FDAI04-DEC-2009
FOOD AND DRUG ADMINISTRATION DISTRICT: Florida
b. ANNUAL ISTRATION / LISTING
ESTABLISHMENT REGISTRATION AND LISTING FOR HUMAN CELLS, TISSUES, FEL 3003415347 = REGIS PRINTED BY FDA18-DEG-2009
AND GELLULAR AND TISSUE-BASED PRODUCTS (HCT/Ps) e [L] GHANGE ININFORMATION
(See reverse side for instructions) d. B INACTIVE
PART | - ESTABLISHMENT INFORMATION PART i - PRODUCT INFORMATION SR EAS| 2880
3. OTHER FDA REGISTRATIONS 10. ESTABLISHMENT FUNCTIONS AND TYPES OF HCT / Ps 5881 8E3| 0 3 £3
a. BLOOD FDA 2630 NO, Establishment Functions 283 E E 3 g e E - 14, nglg)rw
3
b. DEVICES FDA 2891 no. FEL 3003415347 Types of HCT/Ps Recover | Scresn | Test |Package | Process] Store Labe! |Distribute] 22 ﬁﬁ é &
©“
¢. DRUG FDA 2656 NO.
4. PHYSICAL LOCATION (Include legal name, number and street, ¢ily, state, country, and 2 Bone
post office code) N
Bio-Tissue, Inc. -
7600 SW 97 Avenue b. Gartiage
Suite 211 c. Cornea
Miami, Florida 33173 )
d, Dura Mater
Cisip
a PHONE  305-412-4430 EXT 214 e Embryo [ pirectes
b.[_] SATELLITE RECOVERY ESTABLISHMENT (] Anonymeus
(MANUFACTURING ESTABLESHMENT FEI NO, ¢ Fasci
¢.[”] TESTING FOR MICRO-ORGANISMS ONLY - Fascia
5. ENTER CORRECTIONS TO ITEM 4 g. Heart Vake
h. Ligament
7] sip
6. MAILING ADDRESS OF REPCRTING OFFICIAL {Include instifution name if applicable, I. Qocyte (] Directed
number and streel, clty, sfafe, country, end post office code) 7 Anonymous
Bio-Tissue, Inc. R J Pericardium
Attn: Topaz J. Kirlew, MT{ASCP), DBA
7000 SW 97 Avenue k. Peripheral [ JAutologous
Suite 211 Blood Stern ] Family Related
Allogenelc
Miami, Florida 33173 [JAlg
1. Sclera
N
2. PHONE 305-412-4430 EXT 214 m. Sermen % Directed
7. ENTER CORREGCTIONS TOITEM 6 y
b. PHONE ]
n. Skin
0. Somatic Cell  [_]Autologous
Therapy (] Famity Related
Products [JAlogeneic
8. U5, AGENT p. Tendon
q. Umnbikical 1] Autolegous
Cord Blood ] Family Related
Stam Cells [ Alegeneic
e . T T T e P e
9. REPORTING OFFIC| IGNATU s. Ammiotic Mambrane X X X X X X X X X #%# Soe full text on next page
- p
ad- L
a. TYPED NP @ Kir]cw, MT(ASCP), DBA "
b E-MAIL- tkirlew(@biotissue.com—---- S : e e L e ma -
¢. TMLE Executive Vice President d. DATE 03-DEC-2009 v.

FORM FDA 3356 (4/08)




Ses Instructions for OMB Statement FORM APPROVES: OMB Ne. 0910-0543. Expiration Date: 8/31/10

DEPARTMENT OF HEALTH AND HUMAN SERVICES 1. REGISTRATION NUMBER 2
PUBLIC HEALTH SERVICE {Fiek Establshment tdantifier)
FCOD AND DRUG ADMINISTRATION
ESTABLISHMENT REGISTRATION AND LISTING FOR HUMAN CELLS, TISSUES, FEl: 3003415347 :
AND CELLULAR AND TISSUE-BASED PRODUCTS (HCT/Ps) i
{See reverse side for instructions) !

ADDITIONAL INFORMATION:

Proprietary Name(s): 5
. Amniotic AMNIOGRAFT (tissue grafty, PROKERA (medical ‘
Membrane device)

FORM FDA 3356 {4/08) Page: 2



