Pharma
Take The Lead

February 8, 2017

Nuclear Regulatory Commission
11555 Rockville Pike
Rockville, MD 20852

Please be advised that on August 31, 2016, all of the outstanding shares of Radiopharmacy, Inc. where acquired
by PharmaLogic Holdings Corp. (“PHC”) and as a result of the acquisition, Radiopharmacy, Inc. became a
wholly owned subsidiary of PHC. In connection with the acquisition, Steven Chilinski, Frank Edwards and Glen
Palmer were named as and continue to be the officers of Radiopharmacy, Inc. with full authority to enter into
legal agreements on behalf of PHC and Radiopharmacy, Inc.

If you require further information, please contact the undersigned.

Sincerel

“"Steven Chilinski
President and CEO

Pharmalogic Holdings Corp.
Radiopharmacy, Inc.

Pharmalogic Holdings Corp., 1 South Ocean Boulevard, Suite 206, Boca Raton, FL 33432



Eckert & Ziegler

RETURN AGREEMENT FOR GalllaPharm™ “*Ge/Ga® GENERATORS

Background

As regular users of radioactive substances and radiophirmaceuticals, we assume that you are
aware thal possession and use of both are subject to several reguiatory requirements fo ensure
public health and safety.

These considerations include the final return of these materials and products,

Hence, purchases and deliveries of GalliaPharm™, Eckert & Ziegler's ¥ Ge/Ga™ generator, have
to undergs a standard retum procedure.

This AGREEMENT applies to deliveriss of GalliaPhamn™ from ERZ to site(s) that dre authorized
by the United States Muclear Regulatory Commission orfgreement states to possess the
required maximum radioactive quantity of "Ge/Ga®™ contained in GalliaPharm™ (Licenses).

The GalliaPharm™ ®Ge/Ga® generator has bsen approved by the FDA (DMF #268741) for use In
the radivlabeling of NETSpot® and certain restrictions on its Use apply ~ e GalliaPham™
instructions for Useé.

1. Contrict Pasties:

Manufactursr of GalllaPhaopmn™: Ecker & Ziegler Radiapharma EmbH (E&Z)

Name of Licenses or applicant (10 CFR Part 42 72); [Pharmalogic |

GalliaPhaim™ Serial# of Batoh#

All Pharmalogic Radlopharmacies
licensed to ponsess E&Z's GalliaPhaerm
GallaPhamm™ s o befhas been deliverad By E&Z: 1(68Ge/Gab8 gonerator)

Addrass of Licensee pharmacy where

2. General Handling, Safety and Return:

2.1 The Licenses is obligated to relurn each GalliePhamm™ and E&Z [directly or through its
subsidiaries, affiiates andfor distributors) is obligated to soccept the return of these GalligPhamm™
by the Licenses to the terms and condition of this Agraement.

2.2 The Licensee will contact E&2Z 1o 6blain a rétumed materials authorization (RMA).

2.3 Any returns shall be accomplished In accordance with E&7's instructions. Inthe case of
GalliaPharm’s™ shelf-live expity, return has to take place af the latest sixty (80) days following the
expiry date. The Licensee shall contact E&Z In due time Tor return guidance and instructions
{phone: +1 508-4097-0080 or GalliaPharm@ezag.com).

2.4 I the Licensee falls to facilitate due refurn of GalliaPharm ™, does not inform E&Z in due fime
ancifor deviates from any guidance and instructions given by E&Z, the Licensee will indemnify




E&Z against loss, damage and expense incurred by E&Z in relation to the inadequate or delayed
returnt including cost of retumn freight and all labor and third party associated costs, fees of
penalfies. ’

i

2.5 If prior to the expiry date of the GalliaPharm ™ the RAM license explres, is terminated or
withdranwvn for whatever reason orin case of the Licensee's insolvaney, receivership or
bankruptey or its dissolution or ceasing to do business, E&2 is enfifled to directly or indirectly
through qualified representatives package and effect return of the BalliaPharm™ according to its
return guidslines, ‘

3. Bocumentation:
3.4 The Licenses may not permit any person reasonably within the Licensee’s control fo
{i) open, breach or madify the GalliaPharm™ and/or
{ily copy, clone, revarse engineer any Hardware GalligPharm ™ componants or

(i) copy, modify or decompile any documents accompanying the GalllaPharmm™ without C&Z's
prior written gonsent,

8.2 Non-eomplighce with the above, in partioular If @ return GalliaPharm™ has not been prepared
according v the E&Z retumn guidance andfor applivable legislation including residual activity
estimation of GaliaPharm™  exposure rate and Transport index messuisments onthe patkags,
correct packaging asserbly, labeling and decumentation, can result in rejection of the respective
return consignment unfil the irregularities are corrected and the GalliaPharm ™ is resubmitted for

return,

4. Mo Rasals or Transfes‘;

The Licenses acknowledges that dus to its FDA approved status, any delivered, tnpacked and
commissioned GalliaPharm™ generator may not be sold, leased or otherwise locally transferred
to or utilized by any third parties, end-users al any other location other than the origina? delivery
location holding the respective license. If the Licensae violates this section, the GalliaPharm™
warranfy will be viclated and E&Z will not be responsible for any loss, damage and expense
incurred by such unauthorizad use, '

§. Miscelianeous:

This Agreerment may be amended o ferminated by sither Party if the currant return policies and
guidelines regarding GalliaPhamm™ gensrators are amended, modified or explicitly codified, This




will not influence the return of GalliaPharm™ already delivered by E&Z to the Licensee prior to
any such changes in applicable laws and regulations,

Signature for accepting the above:

Licensee: Eckert & Ziegler Radiopharma GmbH:
Name:  [Glen Paimer ] Name: Db, ARTILE
Title: |C00 Pharmalogic 1 Tifle: { ool St e

Signature: @




