Pfizer Inc.
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May 30, 2024

Availability Update for Select Sterile Injectable Controlled Substance Products
Dear Customer,

Pfizer remains committed to providing timely supply information so that you can plan for patient care.
Previously, customers were notified of potential interruptions in the supply of sterile injectable controlled
substance products. This was following changes to the U.S. Drug Enforcement Administration’s (DEA)
2024 Annual Aggregate Quotas and Assessment of Annual Needs Final Order, which impacted Pfizer
and our API suppliers’ ability to secure necessary quotas to support historical production levels of our
controlled substance sterile injectable products. As of May 2024, after reviewing input from Pfizer and
other key stakeholders, the DEA made the decision to restore the quota allotment process back to an
annual basis for sterile injectable products containing Schedule-ll controlled substances, effective
immediately.

While we are pleased with this decision, supply interruptions and potential stock outs are anticipated for
select Pfizer Hospital Schedule-IlI controlled substance injectable products, which will persist for the
remainder of 2024 and into Q1 2025. This is a result of prior guidance impacting manufacturing timelines
and our ability to procure API from suppliers. Pfizer expects these interruptions to resolve as the supply
chain readjusts to the annual quota allotment process.

We understand the importance of these products to customers and patients and are actively working to
return to healthy inventory levels. Estimated next delivery and recovery dates are noted in the Appendix
of this letter. To help ensure equitable distribution of inventory, our current allocation strategy will be
maintained.

Please recognize that this is a dynamic situation, and estimated delivery dates and product status may
change. We recommend that you check our Availability Report, updated weekly and accessible on the
PfizerHospitalUS.com homepage, for the latest information.

For product availability questions, please reach out to your Pfizer Hospital sales representative or
account executive. Alternatively, the Supply Continuity Team can be contacted between 7am and 5pm
CT at 1-844-646-4398 (select option 1 [Customer], then option 3 [Supply Continuity Team]).

Thank you,
Meera Bhavsar

Sterile Injectables Lead
Pfizer Hospital U.S.



https://www.pfizerhospitalus.com/injectables_availability_report
https://www.pfizerhospitalus.com/

APPENDIX: Impacted Schedule-ll Controlled Substance Injectable Products
Product .
. Estimated :
Unit of Sale Product Description Status Next Estimated
NDC (as of Deliver Recovery
5/28/24) v
Demerol™ (meperidine hydrochloride injection, USP) ClI
00409-1181- . . Supply
30 \1/2?0 mg/30 mL (50 mg/mL) Multiple Dose Glass Fliptop Available
i _ | Demerol™ (meperidine hydrochloride injection, USP) ClI
00409-1176 25 mg/mL Carpuject™ Luer Lock Glass Syringe Supply
30 Available
(no needle)
) _ | Demerol™ (meperidine hydrochloride injection, USP) ClI -
00409-1178 50 mg/mL Carpuject™ Luer Lock Glass Syringe Limited 02/2025 1Q 2025
30 Supply
(no needle)
i _ | Demerol™ (meperidine hydrochloride injection, USP) ClI -
28409 1179 75 mg/mL Carpuject™ Luer Lock Glass Syringe I‘S'LT'teld 02/2025 1Q 2025
(no needle) PPl
00409-1180- Demerol™ (meperidine hydrochloride injection, USP) ClI
69 100 mg/mL Carpuject™ Luer Lock Glass Syringe Depleted 02/2025 1Q 2025
(no needle)
i _ | Demerol™ (meperidine hydrochloride injection, USP) ClI
8(1)409 1362 25 mg/mL NexJect™ Single-dose Syringe Luer Lock A?/;ﬁgge
(no needle)
00409-1418- Demerol™ (meperidine hydrochloride injection, USP) ClI
01 50 mg/mL NexJect™ Single-dose Syringe Luer Lock Depleted 02/2025 1Q 2025
(no needle)
00409-9094- | Fentanyl Citrate Injection, USP, CIl 100 mcg/2 mL Supply
22 (50 mcg/mL) Single Dose Glass Fliptop Vial Available
00409-9094- | Fentanyl Citrate Injection, USP, CIlI 250 mcg/5 mL Supply
25 (50 mcg/mL) Single Dose Glass Fliptop Vial Available
00409-9094- | Fentanyl Citrate Injection, USP, CIl 500 mcg/10 mL Supply
28 (50 mcg/mL) Single Dose Glass Fliptop Vial Available
00409-9094- | Fentanyl Citrate Injection, USP, CII 1,000 mcg/20 mL Supply
31 (50 mcg/mL) Single Dose Glass Fliptop Vial Available
00409-9094- | Fentanyl Citrate Injection, USP, CII 2,500 mcg/50 mL Supply
61 (50 mcg/mL) Single Dose Glass Fliptop Vial Available
00409-3365- | Hydromorphone Hydrochloride Injection, USP, ClI
10 2 mg/mL Single Dose Vial Depleted 0172025 1Q 2025
00409-2634- Hydromorphone Hydrochloride Injection, USP, CII (High-
01 Potency Formulation) 10 mg/mL Single Dose Glass Depleted 01/2025 1Q 2025
Fliptop Vial
00409-2634- Hydromorphone Hydrochloride Injection, USP, CII (High-
05 Potency Formulation) 50 mg/5 mL (10 mg/mL) Single Depleted 01/2025 1Q 2025
Dose Glass Fliptop Vial
} _ | Hydromorphone Hydrochloride Injection, USP, CllI (High- -
001092634 | potency Formulation) 500 mg/50 mL (10 mg/mL) Single 'é'ﬂ"teld 01/2025 1Q 2025
Dose Glass Fliptop Vial PPl
) _ | Hydromorphone Hydrochloride Injection, USP, Cl -
00409-1283 1 mg/mL Carpuject™ Luer Lock Glass Syringe Limited 06/2024 2Q 2024
31 Supply
(no needle)
) _ | Hydromorphone Hydrochloride Injection, USP, Cl
00409-1312 2 mg/mL Carpuject™ Luer Lock Glass Syringe Supply
30 Available
(no needle)




Hydromorphone Hydrochloride Injection, USP, CII

00409-1304- | mg/mL Carpuject™ Luer Lock Glass Syringe Limited 08/2024 4Q 2024
31 Supply
(no needle)
i _ | Hydromorphone Hydrochloride Injection, USP ClI
00409-1805 0.25 mg/0.5 mL NexJect™ Single-dose Syringe Luer lock Supply
01 Available
(no needle)
d h drochloride Iniecti Limited
00409-4264- Hydromorphone Hydroc oride Injection, USP Cll Supply -
01 0.5 mg/0.5 mL NexJect™ Single-dose Syringe Luer Lock Weekl 06/2024 4Q 2024
(no needle) y
Releases
i _ | Hydromorphone Hydrochloride Injection USP, ClI _—
00409-1283 1 mg/mL NexJect™ Single Dose Syringe Luer Lock Limited 07/2024 40Q 2024
37 Supply
(no needle)
) _ | Hydromorphone Hydrochloride Injection USP, ClI
00409-1312 2 mg/mL NexJect™ Single-dose Syringe Luer Lock Supply
36 Available
(no needle)
i _ | Morphine Sulfate Injection, USP, ClI (Preservative and _—
00409-3814 Antioxidant Free) 5 mg/10 mL (0.5 mg/mL) Single Dose Limited 06/2024 3Q 2024
12 ; : Supply
Glass Fliptop Vial
} _ | Morphine Sulfate Injection, USP, ClI (Preservative and .
00409-3815- | Antioxidant Free) 10 mg/10 mL (1 mg/mL) Single Dose Limited 06/2024 2Q 2024
12 ; : Supply
Glass Fliptop Vial
00409-1896- | Morphine Sulfate Injection, USP, CIlI (Preservative Free)
20 1,000 mg/20 mL (50 mg/mL) Single Dose Vial Depleted 12/2024 1Q 2025
00409-1134- Morphine Sulfate Injection, USP, Cll (Preservative-Free
and contains an antioxidant) 2,500 mg/50 mL (50 mg/mL) Depleted 09/2025
05 . . . 4Q 2025
Single Dose Glass Fliptop Vial
) | Morphine Sulfate Injection, USP, ClI (Preservative and .
00409-1890 Antioxidant Free) 2 mg/mL Carpuject™ Luer Lock Glass Limited 07/2024 4Q 2024
01 . Supply
Syringe (no needle)
i _ | Morphine Sulfate Injection, USP, Cll (Preservative and _—
8(1)409 1891 Antioxidant Free) 4 mg/mL Carpuject™ Luer Lock Glass I‘S'lT'teld 06/2024 4Q 2024
Syringe (no needle) PPl
) _ | Morphine Sulfate Injection, USP, ClI (Preservative and I
00409-1892 Antioxidant Free) 8 mg/mL Carpuject™ Luer Lock Glass Limited 12/2024 4Q 2024
01 . Supply
Syringe (no needle)
) _ | Morphine Sulfate Injection, USP, ClI (Preservative and -
00409-1893 Antioxidant Free) 10 mg/mL Carpuject™ Luer Lock Glass Limited 10/2024 4Q 2024
01 . Supply
Syringe (no needle)
) | Morphine Sulfate Injection USP, CII (Preservative Free) .
00409-1890 2 mg/mL NexJect™ Single-dose Syringe Luer Lock Limited 06/2024 4Q 2024
23 Supply
(no needle)
) _ | Morphine Sulfate Injection USP, CII (Preservative Free) -
00409-1891 4 mg/mL NexJect™ Single-dose Syringe Luer Lock Limited 07/2024 4Q 2024
23 Supply
(no needle)
) | Morphine Sulfate Injection USP, CII (Preservative Free) I
00409-1893- | 15 mg/mL NexJect™ Single-dose Syringe Luer Lock Limited 11/2024 4Q 2024
23 Supply
(no needle)
00409-3382- | Sufentanil Citrate Injection, USP, CIl 50 mcg/mL Single
21 Dose Glass Fliptop Vial Depleted 0712024 3Q 2024
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