BOARD OF PHARMACY
Professional & Vocational Licensing Division
Department of Commerce and Consumer Affairs
State of Hawaii

MINUTES OF MEETING
Date: Thursday, April 28, 2016
Time: 9:00 a.m.
Place: Queen Liliuokalani Conference Room

335 Merchant Street, First Floor
King Kalakaua Building
Honolulu, HI. 96813

Members Present: Kerri Okamura, RPh, Chair, Pharmacist
Garrett Lau, RPh,Vice Chair, Pharmacist
Mary Jo Keefe, RPh, Pharmacist
Carolyn Ma, PharmD., BCOP, Pharmacist

Members Excused: Marcella Chock, PharmD., Pharmacist

Staff Present: Lee Ann Teshima, Executive Officer ("EQ")
Shari Wong, Deputy Attorney General (‘DAG”)
Lisa Kalani, Secretary

Guests: Paul Smith, Walgreens
Albert Lau, Kaiser Permanente
Greg Edwards, Department of Health, Food and Drug Branch
Fred Cruz, CVS Caremark
Brande Ribillia, HPHA
Joe Parriott, Walmart
Stacy Pi, Kaiser Permanente
Catalina Cross, Times
Dian Zaed, CVS Health
Patrick Uyemoto, Times
Stephen Millwood, Ashford & Wriston

Call to Order: The agenda for this meeting was filed with the Office of the Lieutenant Governor, as
required by section 92-7(b), Hawaii Revised Statutes ("HRS").

There being a quorum present, the Chair called the meeting to order at 9:05 a.m. and
excused Dr. Chock from today’s meeting.

Chair's Report: Announcements and Introductions

The Chair asked the audience to introduce themselves.
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Executive Officer's
Report:

Additions/Additional Distribution to Agenda

None.

Approval of the Previous Minutes — March 31, 2016 Meeting and Public Hearing
The Chair pointed out on page 14, the first line should be amended to read, “... if a
patient presents a prescription to a pharmacist for a controlled substance for 90
tablets,...” Also, on page 12, the first word of the fourth paragraph, should be corrected

to “The”.

The Chair called for a motion in regards to the minutes of the March 31, 2016 meeting
and public hearing.

There being no further discussion, upon a motion by the Vice Chair, seconded by Dr. Ma,
it was voted on and unanimously carried to approve the minutes for the March 31, 2016
meeting and public hearing as amended.

HAR Title 16, Chapter 95 — Status

The EO reported the rules are currently being reviewed by the DAG. Once she signs off
on them, the Chair and the DCCA Director signs and then they are sent to the
Governor's office for final approval/signature.

Dr. Ma asked if there is an estimated time frame that the rules will be completed.

The DAG said they should be completed by summer.
Conferences/Seminars/Meetings

NABP 112t Annual Meeting, May 14-17, 2016, San Diego, California

The EO reported that Ms. Keefe will be attending. She asked Ms. Keefe if she had an
opportunity to review the resolutions and if she had any questions or concerns.

Ms. Keefe stated she has reviewed them and does not have any issues with them.

2016 NABP/AACP Districts VI, VIl & VIII Joint Meeting, September 11-14, 2016,
Portland, Oregon
The EO reported that Dr. Chock will be attending.
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2016 Legislature
The EO reported on the following bills:

SB 2392, SD1 Relating to Opioid Antagonists

The EO reported that SB 2392, SD2, HD3 Relating to Opioid Antagonists is still in
conference. Today at 10:00 is the next hearing. This bill would allow pharmacist to enter
into a collaborative agreement with a licensed physician to dispense an opioid
antagonist.

HB 1757, HD1 Relating to Health (Prepackage medication bill)
The EO reported that HB 1757, HD1, SD1 Relating to Health has died. It was not heard
by the Senate Judiciary Committee.

SB 2320, SD1, HD1 Relating to Contraceptive Supplies

The EO reported that SB 2320, SD1, HD1 Relating to Contraceptive Supplies has died.
The House Consumer Protection and Judiciary deferred this measure. This would have
allowed more access to contraceptives.

Another bill that the EQ is tracking is HB 254, HD2, SD1, CD1 Relating to Medicines, that
would amend Chapter 328, so she would like to defer to Mr. Edwards regarding this bill.

Mr. Edwards stated this is not an administrative bill, he does not know who introduced
this bill. The DOH made comments on it relating to the drug product selection board.
The original bill had sought to bring back the influence of the drug product selection
board and approving what FDA will eventually approve as biosimilar to the biologic,
which is basically the generic drug to the brand drug. The bill was seeking to get ahead
of this biosimilar to biologic wave that will be coming. Mr. Edwards was told that the
“purple book” from the FDA is the document that would catalog what biosimilars are
equivalent to biologics. The bill was seeking to parallel what would happen on the
generic drug side to brand drug side and the use of the “orange” book and how the State
is involved in sending out notification when the “orange” book is updated. The idea here
is that the DOH would be posting on their website that they have adopted the current
orange book and the current purple book. In past they would have faxed or mailed
notice, but they would like to change that aspect by just posting on their website.
Another aspect of the bill was notification to the doctor if you are substituting a biosimilar
for a biologic. The only question was would this communication to the doctor that you
have substituted and dispensed a biosimilar, would that also extend to how it is currently
being done when you substitute a generic drug for a brand drug, and the answer is no.
In the bill it clearly states it by virtue of definition.

Ms. Keefe stated it is her understanding that when a prescription is filled a second time
using a biosimilar, you have to let the physician know again because biosimilars are not
truly the same.
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Correspondence:

Mr. Edwards stated he does not know for sure, but he would think that you would
prudently want to notify the physician. From what he understands there are even some
generic drugs out there that are rated AB1, AB2, AB3, and they are only therapeutically
equivalent to a particular brand, not all multisource generics are equivalent to the
singular brand.

The EO asked because they are not all equivalent, but similar, if a biosimilar is
dispensed, does that become a new prescription?

Mr. Edwards stated no, you would process it the same way you would a generic drug to
brand drug.

Continuing Education Audit - Status Report

The EO reported 116 audit letters were sent out and as of April 26, 2016, all but 13 have
responded. There are 2 deficiencies and 1 licensee went inactive. The deadline to
respond is May 3, 2016.

DCCA

Consumer Guide to Healthcare Providers

The Board was provided with a new pamphlet put out by the DCCA. This was a project
that was spearheaded by the DCCA’s previous Director. More copies are available to
anyone who wants them.

Fee Increase — Previously Discussed at March 12, 2015 Meeting

The EO reported the fee increase is in its final stages so the Department wants to make
sure the word gets out as much as possible. It is also posted on the Department’s
webpage.

Letter from Affiliated Motors, Inc.

The Board reviewed a letter from Affiliated Motors, Inc. They are a company that
provides regulatory agencies a mechanism for independent oversight and feedback
about practitioners’ compliance and remediation activities. The programs that Affiliated
Monitors programs include are:

e Monitoring;

e Assessments;

e Compliance Assessments and Training; and
e Education.

The Chair stated the letter will be referred to the Laws and Rules Committee for their
review and information.
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Hormonal Contraceptive Law Question — Out-of-State Pharmacist with Prescriptive
Authority

Dr. Ma led the discussion on an email inquiry regarding the new Oregon legislation that
went into effect January 1st granting Oregon pharmacists the authority to write
prescriptions for birth control. The question is, “Does your state recognize Oregon
pharmacist prescriptive authority? For example can a prescription for birth control written
by an Oregon pharmacist be transferred to your state and be filled?”

After a brief discussion and a review of the laws and rules, the Board after careful
consideration refers the inquiry to HRS §328-1, definition of “Out-of-state practitioner”,
and determined that a Hawaii pharmacy would not be able to fill a prescription written by
a pharmacist from Oregon or any other state since “pharmacists” are not included in the
definition of “out-of-state practitioner”.

Compounding Pharmacies
Ms. Keefe led the discussion on the following email inquiry:

“...When my son purchased Voriconazole 1% OPTH DRP eye drop solution for his eye
infection, the local Compounding Pharmacy denoted on the label that it would expire in
14-days. | contact the pharmacy and was told that they are not requlated by any
government agency. My rational for questioning their 14-day rules is that:

A “Stability Study” conducted by the National Center for Biotechnology
(www.ncbi.nlm.nih.qov), published on line on 10 Nov. 2008, arrived at the conclusion that
this drug could be safely used for at least 30-days, with “no significant degradation of

n ”

Voriconazole occurring.”...

Ms. Keefe stated the 14-day rule or beyond use date, is totally appropriate. Although
stability studies are true, when it comes to eye drops there are sterility studies and that's
where the 14-day rule comes from. Itis in USP 797 if anyone wants to read about it.

After a brief discussion and a review of the laws and rules, the Board by consensus
determined that although the “Stability Study” conducted by the National Center for
Biotechnology indicated 30 days, the 14 day expiration date indicated on the label was
appropriate to USP 797 standards for compounded drugs for sterility purposes.
Apparently there is a difference between “stability” and “sterility”, especially when it
comes to eye drops.


http://www.ncbi.nlm.nih.gov/
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Prescription - Electronic vs. Oral vs. Written

The Vice Chair led the discussion regarding an email inquiry asking the following
question:

“When we receive an electronic or paper rx but make changes to it via a phone call to
doctor, is the rx now considered a verbal rx and the written date of the rx would be the
date of the phone call?”

The EO asked the pharmacist what do they do now if this occurs?

Ms. Keefe stated if there are changes made to the prescription, then the date of the
prescription would be the date of those changes.

The Board by consensus determined that if changes occur to the prescription as a result
of the phone call, the prescription date is the date of the phone call.

Mr. Uyemoto asked if the prescription comes in electronically and you have to call in to
change something, does that change the origin of the prescription?

Mr. Edwards stated in Chapter 328-17.7(9) Record of prescriptions. The format (oral,
written, or electronic) in which the prescription was received. So if you, the pharmacist,
determined that changes were made to the prescription and you feel it is no longer an
electronic prescription, than you would make sure that you capture all the appropriate
information for it to be an oral prescription.

Based on the discussion, it was the consensus of the Board that any substantive changes
made to an electronic prescription via a phone call with the prescriber, a new prescription should
be created and shall be considered an oral prescription since it was made over the phone.

Delivery of Prescription to Physician’s Office

The Chair led the discussion on an email inquiry regarding the following:

“... “The specialty drug is being delivered for a specific patient, but please provide
answers if it is permitted for both (1) if it was being administered to the patient and (2)
drug is dispensed but not administered to the patient.”

Ms. Keefe stated the Board has had this question before, and she believes the Board
determined that if the patient wants the drugs delivered to a doctor’s office it is up to the
patient.

The EO clarified, regarding (1), a pharmacy can deliver a prescription drug to the
physicians’ office so the physician can administer it to the patient, and (2), the pharmacy
delivers the drugs to the physician’s office at the patients’ request, not for the physician
to administer it but just for the patient to pick it up at the physician’s office.
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Executive Session:

Chapter 91, HRS,
Adjudicatory Matters:

The Board, by consensus determined that in general, the patient may designate if they
want their prescription drugs “delivered” to their physician’s office. Once the physician is
in receipt of the prescription drug that was dispensed for a particular patient, the
physician may administer the drug only to the patient for which it was prescribed.

This determination does not apply to the dispensing or delivery of any controlled
substance.

Furthermore, in accordance with Hawaii Administrative Rules section 16-201-90, the
above interpretation is for informational and explanatory purposes only. Itis not an
official opinion or decision and is thus, not binding upon the Board.

Patient Counseling Requirements

J “

The Chair led the discussion on an email inquiry asking for the Board’s
counseling requirements”.

patient

The Board after a brief discussion and a review of the laws and rules determined that
although the definition of “Practice of pharmacy” under HRS §461-1 states, “(H)
Providing consultation, information, or education to patients and health care
professionals based on the pharmacist’s training and for which no other license is
required;” the laws and rules do not require “mandatory” counseling by pharmacists.

At 9:56 a.m. upon a motion by Ms. Keefe, seconded by Dr. Ma, it was voted on and
unanimously carried to move into Executive Session in accordance with HRS, 92-5(a)(4),
“To consult with the board’s attorney on questions and issues pertaining to the board’s
powers, duties, privileges, immunities, and liabilities”.

At 10:07 a.m. upon a motion by the Vice Chair, seconded by Dr. Ma, it was voted on and
unanimously carried to move out of executive session.

The Chair called for a recess from the meeting at 10:07 a.m. to discuss and
deliberate on the following adjudicatory matter(s) pursuant to Chapter 91, HRS:

Upon a motion by the Vice Chair, seconded by Dr. Ma, it was voted on and unanimously
carried to approve the Board'’s Final Order for the following matters:

In the Matter of the Miscellaneous Permit of Stroheckers Pharmacy, Inc.; PHA 2016-5-
L, Settlement Agreement Prior to Filing of Petition for Disciplinary Action and Board'’s
Final Order; Exhibit “1”

In the Matter of the Miscellaneous Permit of Direct Success, Inc.; PHA 2016-9-L,
Settlement Agreement Prior to Filing of Petition for Disciplinary Action and Board’s Final
Order; Exhibit “1”
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In the Matter of the Miscellaneous Permit of KEBD Enterprises, LLC, dba Belmar
Pharmacy; PHA 2016-2-L, Settlement Agreement Prior to Filing of Petition for
Disciplinary Action and Board’s Final Order; Exhibits “1” and “2”

In the Matter of the Wholesale Prescription Drug Distributor License of Owens & Minor
Distribution, Inc.; PHA 2015-92-L, Settlement Agreement Prior to Filing of Petition for
Disciplinary Action and Board’s Final Order: Exhibits “1” through “5”

In the Matter of the Pharmacist License of Jake O. Blechta; PHA 2016-32-L, Settlement
Agreement Prior to Filing of Petition for Disciplinary Action and Board’s Final Order:
Exhibits “1” and “2”

In the Matter of the Miscellaneous Permit of Rood & Riddle Veterinary Pharmacy,
LLC; PHA 2015-59-L, Settlement Agreement Prior to Filing of Petition for Disciplinary
Action and Board’s Final Order; Exhibits “1” through “5”

In the Matter of the Miscellaneous Permit of RGH Enterprises, Inc., dba Edgepark
Medical Supplies and Independence Medical; PHA 2016-31-L, Settlement Agreement
Prior to Filing of Petition for Disciplinary Action and Board’s Final Order; Exhibit “1”

In the Matter of Miscellaneous Permit of Biofusion, LLC; PHA 2015-134-L, Settlement
Agreement Prior to Filing of Petition for Disciplinary Action and Board’s Final Order;
Exhibits “1” through “3”

In the Matter of the Miscellaneous Permit of BioRx, LLC; PHA 2016-19-L, Settlement
Agreement Prior to Filing of Petition for Disciplinary Action and Board’s Final Order;
Exhibit “1”

In the Matter of the Miscellaneous Permit of Pharmacy Creations, LLC; PHA 2016-17-
L, Settlement Agreement Prior to Filing of Petition for Disciplinary Action and Board’s
Final Order; Exhibits “1” and “2”

In the Matter of the Miscellaneous Permit of Park Irmat Drug Corporation; PHA 2016-
8-L, Settlement Agreement Prior to Filing of Petition for Disciplinary Action and Board’s
Final Order; Exhibit “1”

In the Matter of the Miscellaneous Permits of Walgreens Specialty Pharmacy LLC, dba
Walgreens Specialty Pharmacy #1234, Walgreens Specialty Pharmacy #15438,
Walgreens Specialty Pharmacy #15443; PHA 2015-62-L, PHA 2015-90-L, PHA 2015-
91-L, Settlement Agreement Prior to Filing of Petition for Disciplinary Action and Board’s
Final Order; Exhibits “1” through “3”

In the Matter of the Miscellaneous Permits of Walgreens Mail Service Inc.; PHA 2015-
60-L, PHA 2015-61-L, Settlement Agreement Prior to Filing of Petition for Disciplinary
Action and Board's Final Order; Exhibits “1” through “4”
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Following the Board’s review, deliberation, and decisions in this matter, pursuant to
Chapter 91, HRS, the Chair announced that the Board was reconvening its scheduled
meeting at 10:30 a.m.
Applications: Ratification List
Upon a motion by Dr. Ma, seconded by the Vice Chair, it was voted on and unanimously
carried to approve the attached ratification lists.
Applications: Miscellaneous Pharmacy Permits (PMPs)
Upon a motion by the Chair, seconded by Ms. Keefe, it was voted on and unanimously
carried to approve the following:
Simple Meds, LLC — Kyle Decker & William Shafer
The Vons Companies, Inc., dba Albertsons — Safeway Pharmacy #4705 —
Mark Allen Schaefer
Apothaca, Inc, dba Phusion Pharmacy — Brian C. Cardarelli
Apothecary by Design Acquisition Co., LLC — Liv C. Kennedy
SP2, L.L.C — William C. Scrogins
Next Meeting: The Chair announced the next Board meeting as May 26, 2016 and asked if
everyone was available.
The Chair stated she may not be able to attend the May meeting. She will check her
schedule and let the EO know.
May 26, 2016
9:00 a.m.
Queen Liliuokalani Conference Room
King Kalakaua Building
335 Merchant Street, First Floor
Honolulu, Hawaii 96813
Adjournment: With no further business to discuss, the Chair adjourned the meeting at 10:32 a.m.
Taken and recorded by: Reviewed and approved by:
/sl Lisa Kalani /sl Lee Ann Teshima
Lisa Kalani, Secretary Lee Ann Teshima, Executive Officer
5/12/16

[ ]Minutes approved as is.
[ X] Minutes approved with changes; see minutes of _5/26/16
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Miscellaneous Permits (PMP)

Change of PIC

KEBD Enterprises LLC dba Belmar Pharmacy (PMP-735)
12860 W Cedar Dr. #210

Lakewood, CO. 80228

New PIC: Eric Ashley Gibson

Effective: 3/18/16

ESI Mail Pharmacy Service Inc. dba Express Scripts (PMP-1066)
4800 East St. Rd.

Trevose, PA. 19053

New PIC: David Jaspan

Effective: 3/14/16

WelldyneRx Inc. (PMP-609)
500 Eagles Landing Dr.
Lakeland, FL. 33810

New PIC: Katherine Grieser
Effective: 3/31/16

The Medicine Store Pharmacy Inc. dba Rxpress Pharmacy (PMP-1045)
1000 W Weatherford St. Ste. 200

Fort Worth, TX. 76102

New PIC: Lewis Hall

Effective: 3/17/16

Cardinal Health 128 LLC dba MMS Solutions (PMP-1191)
202 Cumberland Bend

Nashville, TN. 37228

New PIC: Jennifer Almon

Effective: 4/1/16

Rx Unlimited LLC (PMP-1146)
16673 Roscoe Blvd.

North Hills, CA. 91343

New PIC: Stephanie S. Averbukh
Effective: 3/15/16

Time Square Drugs Inc. dba Manhattan’s Pharmacy (PMP-1189)
451 University Blvd. Ste. 103

Jupiter, FL. 33458

New PIC: William Frey

Effective: 3/12/16



Closure

Pharmacy Services Inc. (PMP-667)
212 Millwell Dr. #A

St Louis, MO. 63043

Effective: 3/15/16

Hollywood Healthcare Corp dba Logimedix (PMP-1000)
15851 SW 415t St. Ste. 700

Davie, FL. 33331

Effective: 3/18/16

Target Mail Order Pharmacy — T-1899 (PMP-166)
1717 Olentangy River Rd. Ste. 1899

Columbus, OH. 43212

Effective: 3/31/16

Medworx Compounding LLC (PMP-1056)
950 E County Line Rd. #A

Ridgeland, MS. 39157

Effective: 3/21/16

Life-Q LLC (PMP-1055)
1838 Elm Hill Pike Ste. 125
Nashville, TN. 37210
Effective: 3/31/16

Relocation

Empower Clinic Services LLC dba Empower Pharmacy (PMP-1076)
5980 W Sam Houston Pkwy N, Ste. 300

Houston, TX. 77041

Effective: 4/5/16

Name/Trade Name Change
BriovaRx of Texas (PMP-499)
4590 Lockhill Selma

San Antonio, TX. 78249
Effecitve: 2/10/16

Pro Care Pharmacy Direct Inc. dba CVS/specialty (PMP-195)
105 Mall Blvd.

Monroeville, PA. 15146

Effective: 2/15/16

Caremark Kansas Specialty Pharmacy LLC dba CVS specialty (PMP-397)
11162 Renner Blvd.

Lenexa, KS. 66219

Effective: 2/15/16



Orchard Pharmaceutical Services LLC dba Envisionpharmacies (PMP-578)
7385 Freedom Ave. NW

North Canton, OH. 44720

Effective: 4/1/16

Pharmacy (PHY)

Change of PIC

Longs Drug Stores California LLC dba Longs Drugs #9228 (PHY-715)
1330 Pali Hwy.

Honolulu, HI. 96813

New PIC: Charles Martineau

Effective: 3/6/16

Longs Drug Stores California LLC dba Longs Drugs #10849 (PHY-882)
75-5995 Kaukini Hwy. Ste. 5B

Kailua Kona, HI. 96748

New PIC: Ji Young Kim

Effective: 3/13/16

Wal-Mart Stores Inc. dba Wal-Mart Pharmacy 10-2314 (PHY-587)
94-595 Kupuohi St.

Waipahu, HI. 96797

New PIC: Lindsey Nikaido

Effective: 3/14/16

Wal-Mart Stores Inc. dba Wal-Mart Pharmacy 10-2308 (PHY-550)
3-3300 Kuhio Highway

Lihue, HI. 96766

New PIC: Bryan Paulson

Effective: 3/30/16

Walgreens of Hawaii LLC (PHY-838)
91-1081 Keaunui Dr.

Ewa Beach, HI. 96706

New PIC: Johnmar Mabuti
Effective: 3/18/16

Nineteen Fifty-One Partners Inc. dba Malama Pharmacy South (PHY-845)
82-6066 Mamalahoa Ste. 14

Captain Cook, HI. 96704

New PIC: Kevin Glick

Effective: 3/12/16

Malama Compounding Pharmacy Inc. (PHY-642)
82-6066 Mamalahoa Ste. 14

Captain Cook, HI. 96704

New PIC: Kevin Glick

Effective: 3/12/16



Vet Meds N More Inc. dba National Animal Hospital (PHY-848)
381 Huku Lii #204

Kihei, HI. 96753

New PIC: Andrea Rubio

Effective: 3/28/16

Safeway Inc. dba Safeway Pharmacy #1500 (PHY-869)
277 Piikea Ave.

Kihei, HI. 96753

New PIC: Yvonne Johnston

Effective: 2/22/16

Name/Trade Name Change

Longs Drug Stores California LLC dba Longs Drugs #17601 (PHY-899)
345 Hahani St.

Kailua, HI. 96734

Effective: 4/8/16

Longs Drug Stores California LLC dba Longs Drugs #17470 (PHY-900)
4830 Lawehana St.
Honolulu, HI. 96818
Effective: 4/8/16

Longs Drug Stores California LLC dba Longs Drugs #17471 (PHY-903)
4450 Kapolei Pkwy.

Kapolei, HI. 96707

Effective: 4/8/16

Longs Drug Stores California LLC dba Longs Drugs #17601 (PHY-901)
100 Hookele St.

Kahului, HI. 96732

Effective: 4/8/16

Longs Drug Stores California LLC dba Longs Drugs #17472 (PHY-898)
74-5455 Makala Blvd.

Kailua-Kona, HI. 96740

Effective: 4/8/16

Longs Drug Stores California LLC dba Longs Drugs #17599 (PHY-902)
391 E Makaala St.

Hilo, HI. 96720

Effective: 4/8/16
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PMP 1256 136 SOUTH MCKI NLEY CASPER Wy 82601 CORAM ALTERNATE SI TE SERVI CES | NC
PMP 1257 7904 NE LOOP 820 STE A & B NORTH RI CHLAND HI LLS TX 76180 RSVP PHARVACY #7 LLC
PMP 1258 5004 FRANKFORD AVE STE 119 LUBBOCK TX 79424 RSVP PHARVACY #7 LLC
PMP 1259 17 COVENTRY SHOPPERS PARK COVENTRY RI 02816 APOTHACA | NC
PMP 1260 120 WESTON OAKS CT CARY NC 27513 BIOLOA CS | NC
PVP 1261 10 MEDI CAL PKWY STE 105 FARVERS BRANCH TX 75234 PAREEK | NC
PMP 1262 7440 SW TERR #105 M AM FL 33155 VETERI NARY MART CORP
PMP 1263 3891 COMMERCE PARKWAY M RAMAR FL 33025 PROCARE PHARVACY CARE LLC
PMP 1264 7660 S DEAN MARTIN DR STE 203 LAS VEGAS NV 89139 PROCARE PHARVACY CARE LLC

PMP 1265 6862 HI LLSDALE COURT | NDI ANAPCLI S IN 46250 SI MPLE MEDS LLC
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