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Re: Listed Drug (LD) for NDA 209844 – correction to Biopharmaceutics Chapter 

-----------------------------------------------------------------------------------------------------------------------------  
 
The purpose of this Addendum is to clarify the LD in the NDA. The original Biopharmaceutics Chapter 
noted that NDA 209844 had listed both Pfizer’s NDA 50007, Vibramycin® (doxycycline hyclate) 
Capsules, 100 mg, and Pfizer’s NDA 50533, Vibra-Tabs® (doxycycline hyclate) Tablets, 100 mg 
(discontinued) as the listed drug (LD) products in the Form 356h dated May 1, 2018. However, the 
505(b)(2) committee decided that this NDA can/should rely only on NDA 50533. Therefore, the 
Applicant amended their Form 356h on June 1, 2018 removing Vibramycin Capsules (NDA 50007) and 
retaining Vibra-Tabs® (Doxycycline Hyclate) Tablets (NDA 50533) as the only LD for this NDA.  
 
This change does not affect any other part of the original Biopharmaceutics Chapter. Also, it does not 
affect the conclusion of the original Biopharmaceutics review, as well as the overall Approval 
recommendation stated in the OPQ Review of this NDA dated May 10, 2018 (in Panorama). 
 
Recommendation: 
 
NDA 209844 continues to be recommended for Approval from the Product Quality perspective. 
 
 
 



BIOPHARMACEUTICS REVIEW - ADDENDUM 
Product Background: 

 

NDA: 209844 (505(b)(2)). 

 

Drug Product Name / Strength: LymePak (Doxycycline Hyclate) Tablets, 100 mg 
 

Route of Administration: Oral 
 

Applicant Name: Chartwell Pharma NDA B2 Holdings, LLC 

 

Review Summary:  

This 505(b)(2) application is submitted for LymePak (doxycycline hyclate) Tablets, 100 mg for 
treatment of early Lyme disease due to Borellia Burgdorferi.  

 
The original Biopharmaceutics review (dated 5/7/2018) noted that NDA 209844 had listed both 
Pfizer’s NDA 050007, Vibramycin® (Doxycycline Hyclate) Capsules, 100 mg and Pfizer’s NDA 

050533, Vibra-Tabs® (Doxycycline Hyclate) Tablets, 100 mg (Discontinued) as the listed drug 
(LD) products in the Applicant’s 356h form dated May 1, 2018. 

 
The 505(b)(2) committee decided that this application can/should rely only on NDA 050533, 
Vibratabs (Pfizer), and therefore, the Applicant amended the 356h form to remove Vibramyc in 

Capsules (NDA 50007) as the LD on June 1, 2018. This Addendum to the origina l 
Biopharmaceutics review is noting that the listed drug product for NDA 209844 is Vibra-Tabs® 

(Doxycycline Hyclate) Tablets, 100 mg (NDA 050533) only.  This change does not affect any 
other part of the original Biopharmaceutics review and does not affect the conclusion of the 
original Biopharmaceutics review. Therefore, per 21CFR 320.24(b)(6), based on the submitted 

information, the bridge has been established between the proposed LYMEPAK tablets and the 
drug products used in the 3 pivotal/key literature publications as well as the LD. 

 
Recommendation: 

From the Biopharmaceutics perspective, the recommendation for NDA 209844 for LymePak 

(Doxycycline Hyclate) IR Tablets, 100 mg remains APPROVAL. 
 

 
Primary Biopharmaceutics Reviewer Name and Date: Zhuojun Joan Zhao, Ph.D. 06/07/2018 

Secondary Reviewer Name and Date: Elsbeth Chikhale, Ph.D. 06/11/2018 
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NDA 209844 
 
LymePak (doxycycline hyclate, USP) Tablets 
 

 

Review of Common Technical Document-Quality (Ctd-Q) Module 1 
Labeling & Package Insert  

 
 

2. Container and Carton Labeling 
 
Note: The blister cards and cartons were amended in the Amendment of 4/30/18 to 
accommodate the FDA-recommended dosing regimen of one tablet twice a day for 21 days, i.e., 
3 blister cards of 14 tablets.  This Amendment also describes a carton of 3 blister cards. 
Unprinted samples of the blister cards have been supplied. 
 
 

1) Immediate Container Label (Blister Card) 
 
Container front inside (Amendment of 4/30/18) 
 



(b) (4)



 
 
 

Wording on cards as follows: 

(b) (4)



 
Blister card (outside) 
 
NDC 62135-596-01   
LymePak 
(doxycycline hyclate  
14 Tablets – 7 Day Supply  
100 mg* 
Rx Only 
 
Blister card (inside) 

Usual Dosage: 
See package insert for full prescribing information. 
Store at 20° to 25°C (68° to 77° F) 
[See USP Controlled Room Temperature]. 
KEEP THIS AND ALL MEDICATION OUT OF THE REACH OF CHILDREN. 
 
Manufactured by: 
Chartwell Pharmaceuticals, LLC 
Congers, NY 10920 USA 
 
Manufactured for: 
Chartwell RX, LLC 
Congers, NY 10920 
 
Made in USA  
 
Bar code 
 
LOT: 
EXP: 

 

(b) (4)

(b) (4)





Chartwell RX, LLC 
Congers, NY 10920 

described. 

Others  Opening instructions are provided 
Also contains:  KEEP THIS AND ALL 
MEDICATION OUT OF THE REACH OF 
CHILDREN 
 

Adequate 

 
 

2) Carton Labeling 

 
Wording on Cartons as follows [Differences highlighted in yellow] 
 
Top 
 
NDC 62135-596-87 
LymePak 
(doxycycline hyclate  
Contains 3 Cards 
Each Card with: 
14 Tablets day Supply 

(b) (4)

(b) (4)

(b) 
(4)



100 mg* 
Rx Only 
 
Front/back and side panels 
 
NDC 62135-596-87   
LymePak 
(doxycycline hyclate ) 
Contains 3 Cards Each Card with 14 Tablets | Day Supply  
 
Bottom 
 
*Each tablet contains: 

 
 
Usual Dosage: 
See package insert for full prescribing information. 
Store at 20° to 25°C (68° to 77° F) 
[See USP Controlled Room Temperature]. 
 
KEEP THIS AND ALL MEDICATION OUT OF THE REACH OF CHILDREN. 
Chartwell Pharmaceuticals logo 
 
Manufactured by: 
Chartwell Pharmaceuticals, LLC 
Congers, NY 10920 USA 
 
Manufactured for: 
Chartwell RX, LLC 
Congers, NY 10920 
 
Made in USA 
 
Red area: DO NOT PRINT UNVARNISHED (presumably for lot# and expiration) 
 
Bar Code 
 

(b) (4)

(b) (4)

(b) 
(4)





Congers, NY 10920 
“See package insert for dosage 
information” (21 CFR 201.55) 

Usual Dosage: 
See package insert for full prescribing information. 
Store at 20° to 25°C (68° to 77° F) 
[See USP Controlled Room Temperature]. 

Adequate 

“Keep out of reach of children” 
(optional for Rx, required for 
OTC) 

KEEP THIS AND ALL MEDICATION OUT OF 
THE REACH OF CHILDREN 

Adequate 

Route of Administration (not 
required for oral, 21 CFR 
201.100(d)(1) and (d)(2)) 

Not present Adequate 

 
Overall Comments (apply to both card and carton): 

Change doxycycline hyclate  to doxycycline hyclate 

Change “* ” to 
“*Each tablet contains 100 mg of doxycycline (equivalent to 115 mg doxycycline hyclate).” 

We recommend the addition of a phone number or website, particularly as two entities are 
designated, Chartwell Pharmaceuticals LLC and Chartwell RX, LLC. 
 
 

(b) (4)

(b) (4)
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