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Attachment B – Specifications
Hydroxocobalamin Injections
Louisiana Department of Health (LDH)
RFx #3000025811

MEDICATION REQUIREMENTS:
The powdered Hydroxocobalamin will be mixed into an injectable solution, per the quantity required per prescription, according to the following formula:
1mg Hydroxocobalamin = 1.03mg Hydroxocobalamin HCl
All mixing must be performed in a clean room by personnel equipped with appropriate personal protective equipment, including, but not limited to, chemical safety goggles, gloves, protective clothing, and an Occupational Safety and Health Administration (OSHA) - approved respirator. The clean room must be equipped with an ISO 5 fume hood.

Instructions for Mixing (These instructions shall be followed without exception):
1) A salt conversion from Hydroxocobalamin to Hydroxocobalamin Hydrochloride shall be mixed, based on the formula above.
2) Add and dissolve Hydroxocobalamin Hydrochloride and Sodium Chloride in Bacteriostatic Water for injection to 90% of the final volume. The pH level shall be checked. 
3) Dropwise, add Acetic Acid 10% Water for injection with mixing and adjust the pH to 3.5-5.0, checking the pH after every addition. Bring to the final volume with Bacteriostatic Water for Injection and mix well. 
4) Filter through a .22-micron filter (PCCA #35-1156, filtered for bubbles) into sterile serum bottles. The filter must undergo a bubble point test in accordance with USP guidelines. 
5) Perform necessary sterility tests with both FSM and TSB (broth that will support bacterial growth) media broth and incubate for 14 days. 
The successful vendor must follow United States Pharmacopeia (USP) guidelines in effect during the agreement.
A sample from each batch of injectable medication shall be tested for sterility and potency. Any negative results shall be reported immediately, and, if necessary, a recall shall be conducted. Procedures must be in place before the bid opening date in the event of a negative test result.

EMERGENCY PLAN:
An emergency/disaster plan must be in place by the bid opening date to ensure continued services to the patients as needed, regardless of the current environmental situation of the independent pharmacy and/or the health clinic(s) during the time of the declared emergency. Part of the emergency/disaster plan must include the name and phone number of a dedicated, 24 hour/day contact that will be available and reachable during the emergency and capable of providing and/or arranging for medication to be mixed and shipped. 
Proof of the vendor’s emergency plan must be available in writing upon request and will be considered binding upon contract award. 
Please list your company’s dedicated 24 hr/day emergency contact:
______________________________________________________

Phone Number: _________________________________________

VENDOR REQUIREMENTS:
The successful vendor shall be accredited by The Joint Commission and have been continuously accredited for a minimum of 10 years. 
The successful vendor shall be accredited by the Accreditation Commission for Health Care (ACHC) and have gained Pharmacy Compounding Accreditation Board (PCAB) Accreditation through ACHC for sterile compounding.
The successful vendor shall be a member of the Professional Compounding Centers of America (PCCA).
[bookmark: _GoBack]*Copies of all required memberships and accreditations shall be submitted with your bid or within 3 business days of the bid opening date.
The successful vendor shall have every batch of injectable medication tested by a third-party Food and Drug Administration (FDA)- registered analytical laboratory for sterility and potency, or shall have an approved method suitability test for in-house testing. (Proof of approved method suitability testing for this medication from an accrediting body shall be provided upon request.) A Certificate of Analysis must be generated for each batch, including test results, and made available upon request.

DELIVERY REQUIREMENTS:
Deliveries must be made within 2 calendar days of order receipt. 
All delivery charges incurred for refrigerated, overnight, express, and/or rush delivery necessary to meet this requirement must be included in your bid price. No extra delivery/freight charges shall be allowed once awarded.
Delivery shall be made to the following locations (other locations may be added as needed):
Calcasieu Parish Health Unit, 3236 Kirkman St., Lake Charles, LA 70602-3170
East Baton Rouge Parish Health Unit, 353 N 12th St, Baton Rouge, LA 70802-4612
Lafayette Parish Health Unit, 220 W. Willow St, Bldg. A, Lafayette, LA 70501-2837
Lafourche Parish Health Unit, 133 W 112th St, Cut Off, LA 70345-3629
Ouachita Parish Health Unit, 1650 Desiard St, Monroe, LA 71201-7722 
Rapides Parish Health Unit, 5406-B Coliseum Blvd., Alexandria, LA 71303
Tangipahoa Health Unit, 15481 West Club Deluxe Rd., Hammond, LA 70403
Orders shall be placed on an “as needed” basis. Deliveries shall be made upon the Agency's notification to the vendor of the need for the product. Any shipments/deliveries made without prior request from the Agency shall be refused at the vendor’s expense, and neither the Agency nor the State will be liable for payment of any charges resulting from that order and/or any delivery charges that may be incurred.
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