URGENT DRUG RECALL
teva Prazosin Hydrochloride Capsules USP 1 mg, 2 mg, 5 mg

Teva Pharmaceuticals USA, Inc. October 7, 2025

Prazosin Hydrochloride Capsules USP 1 mg

NDC Lot # Exp. Date Size
0093-4067-01 3010544A 10/2025 100
0093-4067-01 3010545A 10/2025 100
0093-4067-01 3010567A 12/2025 100
0093-4067-01 3010590A 02/2026 100
0093-4067-01 3010601A 03/2026 100
0093-4067-01 3010602A 03/2026 100
0093-4067-01 3010603A 03/2026 100
0093-4067-01 3010652A 07/2026 100
0093-4067-01 3010670A 07/2026 100
0093-4067-01 3010671A 07/2026 100
0093-4067-01 3010678A 08/2026 100
0093-4067-01 3010700A 08/2026 100
0093-4067-01 3010701A 08/2026 100
0093-4067-10 3010440A 12/2025 1000
0093-4067-10 3010672A 07/2026 1000

Prazosin Hydrochloride Capsules USP 2 mg

NDC Lot # Exp. Date Size
0093-4068-01 3010398A 12/2025 100
0093-4068-01 3010399A 12/2025 100
0093-4068-01 3010400A 12/2025 100
0093-4068-01 3010401A 12/2025 100
0093-4068-01 3010439A 01/2026 100
0093-4068-01 3010526A 03/2026 100
0093-4068-01 3010527A 03/2026 100
0093-4068-01 3010591A 07/2026 100
0093-4068-01 3010343A 10/2025 100
0093-4068-01 3010352A 11/2025 100
0093-4068-01 3010353A 12/2025 100
0093-4068-01 3010388A 01/2026 100
0093-4068-01 3010468A 02/2026 100
0093-4068-01 3010469A 02/2026 100
0093-4068-01 3010629A 09/2026 100
0093-4068-01 3010653A 01/2027 100
0093-4068-01 3010654A 02/2027 100
0093-4068-01 3010679A 02/2027 100
0093-4068-01 3010702A 02/2027 100
0093-4068-01 3010547A 04/2026 100
0093-4068-01 3010461A 02/2026 100
0093-4068-10 3010402A 02/2028 1000
0093-4068-10 3010593A 07/2026 1000
0093-4068-10 3010610A 09/2026 1000

Page 10of 3 RCL250-25



URGENT DRUG RECALL
teva Prazosin Hydrochloride Capsules USP 1 mg, 2 mg, 5 mg

Teva Pharmaceuticals USA, Inc. October 7; 2025
Prazosin Hydrochloride Capsules USP 5 mg

NDC Lot # Exp. Date Size
0093-4069-01 3010403A 02/2026 100
0093-4069-01 3010385A 02/2026 100
0093-4069-01 3010404A 02/2026 100
0093-4069-01 3010405A 03/2026 100
0093-4069-01 3010510A 03/2026 100
0093-4069-01 3010528A 03/2026 100
0093-4069-01 3010354A 03/2026 100
0093-4069-01 3010592A 08/2026 100
0093-4069-01 3010605A 08/2026 100
0093-4069-01 3010611A 08/2026 100
0093-4069-01 3010612A 08/2026 100
0093-4069-01 3010655A 02/2027 100
0093-4069-01 3010703A 02/2027 100
0093-4069-52 3010430A 11/2025 250
0093-4069-52 3010613A 08/2026 250
0093-4069-05 3010406A 02/2026 500

Dear Valued Customer:

Teva Pharmaceuticals USA, Inc. (Teva USA) is initiating a voluntary nationwide recall of the above fifty-five (55) lots of Prazosin Hydrochloride
Capsules USP 1 mg, 2 mg and 5 mg to the RETAIL LEVEL. The product in this recall is distributed under the Teva Pharmaceuticals USA, Inc.
label. This recall has been initiated due to test results for N-nitroso Prazosin impurity C that are above the Carcinogenic Potency
Categorization Approach (CPCA) acceptable intake limit for the above specified lots. According to the Health Hazard Assessment by Teva
USA, exposure to the product of concern could lead to severe adverse health consequences, but the likelihood of harm was assessed as
remote. The overall risk of harm in the patient population is considered to be medium.

This recall is being made with the knowledge of the U.S. Food and Drug Administration.
Please take the following actions upon receipt of this letter:

e Immediately examine your inventory for the fifty-five (55) lots of Prazosin Hydrochloride Capsules USP 1 mg, 2 mg and 5 mg listed
above.

¢ Immediately discontinue distribution of and quarantine the fifty-five (55) lots of Prazosin Hydrochloride Capsules USP 1 mg, 2 mg and
5 mg being recalled.

e Teva USA’s records indicate that the recalled lots were commercially distributed/shipped to its direct customers from 01/11/2024
through 08/28/2025.

e If you have further distributed any of the fifty-five (55) lots of Prazosin Hydrochloride Capsules USP 1 mg, 2 mg and 5 mg listed
above, please perform a SUB-RECALL to your sub-accounts using this Recall Notification and Business Reply Form (BRF) as a basis
for your recall notification.

Promptly complete the attached Recall BRF, even if you have no product to return, and return the completed Recall BRF in its entirety to

Inmar, Attn: Recall Coordinator, by any one of these means:

MAIL: Inmar, One West Fourth Street, Suite 500, Winston Salem, NC 27101
EMAIL: rxrecalls@inmar.com
FAX:  817-868-5362

Please note: the Recall BRF must be filled out. If the Recall BRF form is not filled out correctly and in its entirety, no credit will be issued.

After receipt of your Recall BRF, Inmar will send labels for your Return Goods Authorization (RGA) and shipping of your product return.
Products returned that are not the subject of the recall will not be credited and will be destroyed.

CONTACT INFORMATION AND CREDIT

Product Returns:

Contact Inmar at 855-851-1288 (Hours of Operation: M — F, 9.00 am to 5.00 pm Eastern Time) for Recall Stock Response forms
or acquire from: clsnetlink.com

Medical-related Questions or to report an Adverse Event:
Contact Teva Medical Information at: 888-838-2872, option 3, then option 4

Live calls received: M - F, 9:00 AM - 5:00 PM Eastern Time; Voicemail: 24 hrs./day, 7 days/week or by email at
druginfo@tevapharm.com
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URGENT DRUG RECALL
teva Prazosin Hydrochloride Capsules USP 1 mg, 2 mg, 5 mg

Teva Pharmaceuticals USA, Inc. October 7, 2025

Product Quality Complaint-related Questions:
Contact Teva Quality Assurance Services: 888-838-2872, option 4
Live calls received: M - F, 9:00 AM - 5:00 PM Eastern Time; Voicemail: 24 hrs./day, 7 days/week or by email at

QAS.QAS@tevapharm.com

Customer Service-related Questions:
Contact Teva Customer Service: 888-838-2872, option 3, then option 2

Live calls received: M - F, 8:30 AM - 5:00 PM Eastern Time; Voicemail: 24 hrs./day, 7 days/week

FDA contact information for reporting adverse events/quality complaints:

Online at www.fda.gov/medwatch/report.htm or call FDA at 1-800-FDA-1088

Sincerely,

Reqgulatory Compliance, Teva Pharmaceuticals USA, Inc.
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URGENT DRUG RECALL
teva Prazosin Hydrochloride Capsules USP 1 mg, 2 mg, 5 mg

Teva Pharmaceuticals USA, Inc. October 7, 2025

RECALL BUSINESS REPLY FORM

Date Form Completed
This form must be filled out completely. If this form is not filled out correctly and, in its entirety, no credit will be issued. Promptly return
your completed Business Reply Form (BRF) by any one of these means to Inmar, Attn: Recall Coordinator
MAIL: Inmar, 1 W 4th St., Winston Salem, NC 27101 EMAIL: rxrecalls@inmar.com FAX: 817-868-5362

Section 1 - Customer Information

This Stock Response is for (Check One):

[] Teva Direct Account [] Non-Direct Customer
Customer/Store Name: IAddress (Street/City/State/Zip)
*DEA #: *Debit Memo #
*DEA # is required; in order to process your form. *Debit Memo # is required; in order to process your form.
Contact Name (please print): Telephone #:

Please mark your answer - | have checked my stock and:

|:| | do have stock of the recalled item(s) (complete section 2) OR |:| | do not have stock of the recalled item(s).
Teva Direct Accounts

Does your response include all your DC locations? []VYES [CINO

Did you communicate the recalls to your direct accounts []YES [CINo

Non-Direct Customer
The product(s) in this recall were purchased from:

Name of Your Wholesaler/Distributor and Location

Section 2 - Quantity of Product to Return

[Enter the information of the recalled product(s) to be returned in the table below. If additional space is needed, please make copies of this form.
NDC # Lot # Exp Date | Strength Size Q:‘g::'::’ ::r;;‘:‘:ftttrzs':t;‘)’ n
0093-4067-01 3010544A 10/2025 1mg 100
0093-4067-01 3010545A 10/2025 1mg 100
0093-4067-01 3010567A 12/2025 1mg 100
0093-4067-01 3010590A 02/2026 1mg 100
0093-4067-01 3010601A 03/2026 1mg 100
0093-4067-01 3010602A 03/2026 1mg 100
0093-4067-01 3010603A 03/2026 1mg 100
0093-4067-01 3010652A 07/2026 1mg 100
0093-4067-01 3010670A 07/2026 1mg 100
0093-4067-01 3010671A 07/2026 1mg 100
0093-4067-01 3010678A 08/2026 1mg 100
0093-4067-01 3010700A 08/2026 1mg 100
0093-4067-01 3010701A 08/2026 1mg 100
0093-4067-10 3010440A 12/2025 1mg 1000
0093-4067-10 3010672A 07/2026 1mg 1000
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URGENT DRUG RECALL
teva Prazosin Hydrochloride Capsules USP 1 mg, 2 mg, 5 mg

Teva Pharmaceuticals USA, Inc. October 7: 2025
NDC # Lot # Exp Date Strength Size Q:’::::E ::r't:i::dBL:)cttt::sRait:)r n
0093-4068-01 3010398A 12/2025 2mg 100
0093-4068-01 3010399A 12/2025 2mg 100
0093-4068-01 3010400A 12/2025 2mg 100
0093-4068-01 3010401A 12/2025 2mg 100
0093-4068-01 3010439A 01/2026 2mg 100
0093-4068-01 3010526A 03/2026 2mg 100
0093-4068-01 3010527A 03/2026 2mg 100
0093-4068-01 3010591A 07/2025 2mg 100
0093-4068-01 3010343A 10/2025 2mg 100
0093-4068-01 3010352A 11/2025 2mg 100
0093-4068-01 3010353A 12/2025 2mg 100
0093-4068-01 3010388A 01/2026 2mg 100
0093-4068-01 3010468A 02/2026 2mg 100
0093-4068-01 3010469A 02/2026 2mg 100
0093-4068-01 3010629A 09/2026 2mg 100
0093-4068-01 3010653A 01/2027 2mg 100
0093-4068-01 3010654A 02/2027 2mg 100
0093-4068-01 3010679A 02/2027 2mg 100
0093-4068-01 3010702A 02/2027 2mg 100
0093-4068-01 3010547A 04/2026 2mg 100
0093-4068-01 3010461A 02/2026 2mg 100
0093-4068-10 3010402A 02/2028 2mg 1000
0093-4068-10 3010593A 07/2026 2mg 1000
0093-4068-10 3010610A 09/2026 2mg 1000
0093-4069-01 3010403A 02/2026 5mg 100
0093-4069-01 3010385A 02/2026 5mg 100
0093-4069-01 3010404A 02/2026 5mg 100
0093-4069-01 3010405A 03/2026 5mg 100
0093-4069-01 3010510A 03/2026 5mg 100
0093-4069-01 3010528A 03/2026 5mg 100
0093-4069-01 3010354A 03/2026 5mg 100
0093-4069-01 3010592A 08/2026 5mg 100
0093-4069-01 3010605A 08/2026 5mg 100
0093-4069-01 3010611A 08/2026 5mg 100
0093-4069-01 3010612A 08/2026 5mg 100
0093-4069-01 3010655A 02/2027 5mg 100
0093-4069-01 3010703A 02/2027 5mg 100
0093-4069-52 3010430A 11/2025 5mg 250
0093-4069-52 3010613A 08/2026 5mg 250
0093-4069-05 3010406A 02/2026 5mg 500
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URGENT DRUG RECALL

Prazosin Hydrochloride Capsules USP 1 mg, 2 mg, 5 mg

teva

Teva Pharmaceuticals USA, Inc.

October 7, 2025

Labels are not to scale
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* Each capsule contains

prazosin hydrochloride, USP
equivalent to 1 mg of prazosin.
Usual Dosage: See package insert
for full prescribing information.
Store at 20° to 25°C (68° to 77°F)
[See USP Controlled Room
Temperature].

PROTECT FROMLIGHT AND
MOISTURE

Dispense in a well-closed,
light-resistant container as defined
in the USP. Use child-resistant
closure (as required).

KEEP THIS AND ALL MEDICATIONS
OUT OF THE REACH OF CHILDREN.
Distributed By:

TEVA PHARMAGEUTICALS USA, INC.
North Wales, PA 19454

N
3 0093-4067-01 9

B only

Rev. D 8/2015
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B only

* Each capsule conta z0sin hydrachloride, USP
equivalznt to 1 mg of prazesin.

Usual Dosage: See packege insert for full prescribing
information.

Store at 20° to 25°C (68° to 77°F) [See USP Controlled
Room Ternperature].

PROTECT FROM LIGHT AND MOISTURE

tant container as
Tesistant closure

KEEP THIS AND ALL MEDICATIONS QUT OF THE

REACH OF GHILDREN.
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*Each capsule contains

prazosin hydrochloride, USP
equivalent to 2 mg of prazosin,
Usual Dosage: See package insert
for full prescribing information.
Store at 20° to 25°C (68° to 77°F)
|See USP Controlled Room
Temperature].

PROTECT FROM LIGHT AND
MOISTURE

Dispense in a wellclosed,
light-resistant container as defined
n the USR Use child-resistant
closure (as required).

KEEP THIS AND ALL MEDICATIONS
QUT OF THE REACH OF CHILDREN,
Distriouted By:

ACEUTICALS USA, INC.
North Wales, PA 19454

Rev, D 8/2015
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NDC 0093-4068-10

Prazosin
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B: only

* Each capsule contains prazosin hydrochloride, USP
equivalent to 2 mg of prazosin.

Usual Dosage: See package insert for full prescribing
informatio

Store at 20° ta 25°C (68 to 77°F) [See USP Controllad
Room Temperature].

PROTECT FROM LIGHT AND MOISTURE
Disgense In a well-closed, light-resistant container as

defined in the USF. Use chiki-resistant chosure (as required).

KEEP THIS AND ALL MEDICATIONS OUT OF THE
REACH OF CHILDREN.

Distributed By
TEVA PHARMACEUTICALS USA, INC.
North Wales, PA 19454

N D093=-4068=10
3 H

1000 CAPSULES

Rev. D wzms

assamnnr

Non Vamish Area
For Lol/Exp
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URGENT DRUG RECALL

Prazosin Hydrochloride Capsules USP 1 mg, 2 mg, 5 mg

teva

Teva Pharmaceuticals USA, Inc.

October 7, 2025

Labels are not to scale
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* Each capsule contains

prazosin hydrochloride, USP
equivalent to 5 myg of prazosin.
Usual Dosage: See package insert
for full prescribing information,
Store at 20° to 25°C (B8° 10 77°F)
[See USP Controlled Room
Temperature].

PROTECT FROM LIGHT AND
MOISTURE

Dispense in a wellchsed,
light-resistant container as defined
n the USF. Use child-resistant
closure (as reguired).

KEEP THIS AND ALL MEDICATIONS
OUT OF THE REACH OF CHILDREN,
outed By

Rev, D 8/2015

Far Lot/Exp

Non Varnish Area
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NDC 0093-4069-52
Hydrochloride
Capsules USP

Prazosin

*
=
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1% only

* Each capsule contains prazosin
hydrochlaride, USF equivalent to 5 myg of
prazosin,

Usual Dosage: See package insert for full
prescribing information,

Store at 20° to 25°C (68° to 77°F) [See USP
Controlled Room Temperature],

PROTECT FROM LIGHT AND MOISTURE

Dispense in a welkclosed, light=resistant
container as defined in the USF. Use
child-resistant closure {(as required).

KEEP THIS AND ALL MEDICATIONS OUT
OF THE REACH OF CHILDREN,

CEUTICALS USA, INC.
9454

n 0093-4D69-52

| _—_ |

AeiD 1205

333310008

250 CAPSULES

Kon Varish Area
For LotExp

4

Hydrochloride
Capsules USP

NDC 0093-4069-05

Prazosin

*
(=]
£

Ir]

T only

¥ Each capsule contains prazosin hydrochloride, USP
equivalent to § mg of prazosin,

Usual Dosage: See package insert for full prescribing
infarmation,

Store at 20° ta 25°C (88" to 77°F) [See USP Controlled
Room Temperature].

PROTECT FROM LIGHT AND MOISTURE
Dispense in a well-closed, light-resistant container as
define in the USF. Lisa childresistant closure (as required).

KEEP THIS AND ALL MEDICATIONS OUT OF THE
REAGH OF GHILDREN.

Distributed By
TEVA PHARMACEUTICALS USA, INC.
North Wales, PA 19454

W 0093=4069=05
3

500 CAPSULES

Bev.Dy2815

133-12-181818

MNon Varnish Area
For Lot/Exp

%

Please indicate the number of shipping labels that you need to return the recalled product(s):

Inmar/MedTurn Use Only:

Scan

| D.B

| Kit

| Store

| Labels

RCL250-25
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	Prazosin Hydrochloride Capsules USP 1 mg
	Size
	Exp. Date
	Lot #
	NDC
	10/2025
	3010544A
	0093-4067-01
	10/2025
	3010545A
	0093-4067-01
	12/2025
	3010567A
	0093-4067-01
	02/2026
	3010590A
	0093-4067-01
	03/2026
	3010601A
	0093-4067-01
	03/2026
	3010602A
	0093-4067-01
	03/2026
	3010603A
	0093-4067-01
	07/2026
	3010652A
	0093-4067-01
	07/2026
	3010670A
	0093-4067-01
	07/2026
	3010671A
	0093-4067-01
	08/2026
	3010678A
	0093-4067-01
	08/2026
	3010700A
	0093-4067-01
	08/2026
	3010701A
	0093-4067-01
	12/2025
	3010440A
	0093-4067-10
	07/2026
	3010672A
	0093-4067-10
	Prazosin Hydrochloride Capsules USP 2 mg
	Size
	Exp. Date
	Lot #
	NDC
	12/2025
	3010398A
	0093-4068-01
	12/2025
	3010399A
	0093-4068-01
	12/2025
	3010400A
	0093-4068-01
	12/2025
	3010401A
	0093-4068-01
	01/2026
	3010439A
	0093-4068-01
	03/2026
	3010526A
	0093-4068-01
	03/2026
	3010527A
	0093-4068-01
	07/2026
	3010591A
	0093-4068-01
	10/2025
	3010343A
	0093-4068-01
	11/2025
	3010352A
	0093-4068-01
	12/2025
	3010353A
	0093-4068-01
	01/2026
	3010388A
	0093-4068-01
	02/2026
	3010468A
	0093-4068-01
	02/2026
	3010469A
	0093-4068-01
	09/2026
	3010629A
	0093-4068-01
	01/2027
	3010653A
	0093-4068-01
	02/2027
	3010654A
	0093-4068-01
	02/2027
	3010679A
	0093-4068-01
	02/2027
	3010702A
	0093-4068-01
	04/2026
	3010547A
	0093-4068-01
	02/2026
	3010461A
	0093-4068-01
	02/2028
	3010402A
	0093-4068-10
	07/2026
	3010593A
	0093-4068-10
	09/2026
	3010610A
	0093-4068-10
	Prazosin Hydrochloride Capsules USP 5 mg
	Size
	Exp. Date
	Lot #
	NDC
	02/2026
	3010403A
	0093-4069-01
	02/2026
	3010385A
	0093-4069-01
	02/2026
	3010404A
	0093-4069-01
	03/2026
	3010405A
	0093-4069-01
	03/2026
	3010510A
	0093-4069-01
	03/2026
	3010528A
	0093-4069-01
	03/2026
	3010354A
	0093-4069-01
	08/2026
	3010592A
	0093-4069-01
	08/2026
	3010605A
	0093-4069-01
	08/2026
	3010611A
	0093-4069-01
	08/2026
	3010612A
	0093-4069-01
	02/2027
	3010655A
	0093-4069-01
	02/2027
	3010703A
	0093-4069-01
	11/2025
	3010430A
	0093-4069-52
	08/2026
	3010613A
	0093-4069-52
	02/2026
	3010406A
	0093-4069-05
	CONTACT INFORMATION AND CREDIT
	NDC #
	Lot #
	Exp Date
	Quantity of Product to Return
	0093-4067-01
	3010544A
	10/2025
	0093-4067-01
	3010545A
	10/2025
	0093-4067-01
	3010567A
	12/2025
	0093-4067-01
	3010590A
	02/2026
	0093-4067-01
	3010601A
	03/2026
	0093-4067-01
	3010602A
	03/2026
	0093-4067-01
	3010603A
	03/2026
	0093-4067-01
	3010652A
	07/2026
	0093-4067-01
	3010670A
	07/2026
	0093-4067-01
	3010671A
	07/2026
	0093-4067-01
	3010678A
	08/2026
	0093-4067-01
	3010700A
	08/2026
	0093-4067-01
	3010701A
	08/2026
	0093-4067-10
	3010440A
	12/2025
	0093-4067-10
	3010672A
	07/2026
	NDC #
	Lot #
	Exp Date
	Strength
	Size
	Quantity of Product to Return 
	(Count Partial Bottles as 1)
	0093-4068-01
	3010398A
	12/2025
	0093-4068-01
	3010399A
	12/2025
	0093-4068-01
	3010400A
	12/2025
	0093-4068-01
	3010401A
	12/2025
	0093-4068-01
	3010439A
	01/2026
	0093-4068-01
	3010526A
	03/2026
	0093-4068-01
	3010527A
	03/2026
	0093-4068-01
	3010591A
	07/2025
	0093-4068-01
	3010343A
	10/2025
	0093-4068-01
	3010352A
	11/2025
	0093-4068-01
	3010353A
	12/2025
	0093-4068-01
	3010388A
	01/2026
	0093-4068-01
	3010468A
	02/2026
	0093-4068-01
	3010469A
	02/2026
	0093-4068-01
	3010629A
	09/2026
	0093-4068-01
	3010653A
	01/2027
	0093-4068-01
	3010654A
	02/2027
	0093-4068-01
	3010679A
	02/2027
	0093-4068-01
	3010702A
	02/2027
	0093-4068-01
	3010547A
	04/2026
	0093-4068-01
	3010461A
	02/2026
	0093-4068-10
	3010402A
	02/2028
	0093-4068-10
	3010593A
	07/2026
	0093-4068-10
	3010610A
	09/2026
	0093-4069-01
	3010403A
	02/2026
	0093-4069-01
	3010385A
	02/2026
	0093-4069-01
	3010404A
	02/2026
	0093-4069-01
	3010405A
	03/2026
	0093-4069-01
	3010510A
	03/2026
	0093-4069-01
	3010528A
	03/2026
	0093-4069-01
	3010354A
	03/2026
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