
IN THE UNITED STATES DISTRICT COURT 

FOR THE EASTERN DISTRICT OF PENNSYLVANIA 

UNITED STATES OF AMERICA CRIMINAL NO. ____ _ 

KVK-TECH, INC. 
KVK RESEARCH, INC. 

v. DATE FILED: 
------

VIOLATION: 
21 U.S.C. §§ 331(a) and 333(a)(l) 
(adulterated drugs- 2 counts) 
Notice of forfeiture 

INFORMATION 

COUNTS ONE AND TWO 

THE UNITED STATES ATTORNEY CHARGES THAT: 

At all times material to this information: 

1. Defendant KVK-TECH, INC. ("KVK"), located in Newtown, Pennsylvania,

manufactured, processed, packed, labeled, held, and distributed generic drugs. Defendant KVK operated 

and existed under the laws of the Commonwealth of Pennsylvania. Defendant KVK, formed on or about 

June 5, 2003, was incorporated as a privately held corporation. KVK was owned by three trusts. 

2. Defendant KVK Research, Inc. ("RESEARCH") was an affiliate of defendant KVK

used to communicate with vendors and regulators. Defendant RESEARCH was formed on or about 

February 19, 2010 and was owned by the same three trusts that owned defendant KVK. 

The Federal Food, Drug and Cosmetic Act 

3. The United States Food and Drug Administration ("FDA") was the federal agency

responsible for protecting the health and safety of the public by enforcing the Federal Food, Drug, and 

Cosmetic Act ("FDCA"), 21 U.S.C. § 301 et seq. FDA's responsibilities included ensuring that drugs 

intended for use in humans were safe and effective for their intended uses and that the labeling of such 
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delivered for introduction into interstate commerce, drugs that were adulterated. 

27. On or about each of the dates listed below, in the Eastern District of Pennsylvania,

and elsewhere, defendants 

KVK TECH, INC. and 
KVK RESEARCH, INC. 

delivered, and caused to be delivered, for introduction into interstate commerce certain lots of drugs 

within the meaning of the FDCA, 21 U.S.C. § 321(g), which were deemed adulterated as a matter of 

federal law within the meaning of 21 U.S.C. § 351(a)(2)(B), in that such drugs, identified below, were 

not manufactured, processed, packed, and held in conformance with cGMP, each delivery constituting a 

separate count: 

Count Approximate Date Drug(s) 

1 January 29, 2013 hydroxyzine 25 mg -500s (DC# 10702-0011-50) 

February 8, 2019 sodium polystyrene sulfonate 15 mg (Batch 15376) 

All in violation of Title 21, United States Code, Sections 33 l(a) and 333(a)(l). 
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NOTICE OF FORFEITURE

THE UNITED STATES ATTORNEY FURTHER CHARGES THAT:

1. As a result of the violations of Title 21, United States Code, Sections

33 l(a) and 333(a)(l), set forth in this information, defendant 

KVK RESEARCH, INC.

shall forfeit to the United States of America any quantities of hydroxyzine and sodium polystyrene 

sulfonate which were deemed adulterated as a matter of federal law in the United States when 

delivered for introduction into interstate commerce, in violation of such offenses. 

2. If any of the property subject to forfeiture, as a result of any act or omission

of the defendant: 

a. cannot be located upon the exercise of due diligence;

b. has been transferred or sold to, or deposited with, a third party;

c. has been placed beyond the jurisdiction of the Court;

d. has been substantially diminished in value; or

e. has been commingled with other property which cannot be divided without

difficulty;

it is the intent of the United States, pursuant to Title 28, United States Code, Section 2461(c), 

incorporating Title 21, United States Code, Section 853(p ), to seek forfeiture of any other property 

of the defendant up to the value of the property subject to forfeiture, that is $1,000,000. 

All pursuant to Title 21, United States Code, Section 334, and Title 28, United 

States Code, Section 2461 ( c ). 

�
fr»
J.cL

i\.CQ LINE C. ROMERO 
i:;T�STATES ATTORNEY
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No._ _ _ _ _ _ _ _ _ _ 

UNITED STATES DISTRICT COURT 

Eastern District of Pennsylvania 

Criminal Division 

THE UNITED STATES OF AMERICA 

vs. 

KVK-TECH, INC., 
KVK RESEARCH, INC. 

 INFORMATION 

21 U.S.C. §§ 331(a) and 333(a)(1) (adulterated drugs – 2 counts) 

A true bill. 

_____________________________________________________________________
Foreman

Filed in open court this _________________________________day, 
Of ________________________A.D. 20_____________ 

__________________________________________________________________________________________
Foreman

Bail, $___________________________
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