TABLE OF CONTENTS

The State Board of Pharmacy Inspection.........cccccoeeeriiiiiiiiiiiiiccccnns Section 1
1.1 Role of the State Board of Pharmacy INSpector.............ccooiiiiiiiiiiiic e 1-1
IV O (o [=Y o) I 70T 4 (=Y 3 o] o 1SS 1-1
1.3 Explanation of DiSCIiplinary TeIMIS......ccoiiii i eeaaee s 1-2
1.4 State Board of Pharmacy Inspection EVENtS ... 1-2
1.5 State Board of Pharmacy Pre-Inspection Checklist ..., 1-3

Sample INSPection REPOI..... ... e e e e 1-A
Sample Official RECEIPT........ e 1-E
Pre-Inspection Self-Checklist...........ooi e 1-F
Inspection Self-ChecCkIiSt..... ... 1-G

The Drug Enforcement Administration Inspection............................ Section 2
2.1 Role of the Drug Enforcement Administration INSPector............coeeveiiiiiiiiiii e 2-1
2.2 Drug Enforcement Administration Inspection Checklist.............cocccoiiiie 2-1
2.3 Registrant and Power Of AttOrNEY ........c.ueiiiiiiiiiiii e 2-5
2.4 Order Through The Controlled Substance Ordering System (CSOS) .........ccocceviiiiiiieeennne 2-5
2.5 DEA FOIMM 222 ...ttt e e e e e oo e et et e e e e e e e e e e e nnnanaeeeeeaaaeeeaaaanns 2-6
2.6 Office Supply of Controlled SUbSTANCE ............eiiiiiiiiiiiiie e 2-7
2.7 Filling Controlled Substance Prescription during Declared Emergency............ccccocveeeene 2-8

Sample Power Of AtOINEY ........ooiiiiiiiiie e 2-A
Sample Revocation of Power of AHOMMEY ........oocuiiiiiiiii e 2-A
Perpetual INVENTOrY LOG .......uuiiiiiiiiiiiiii et e e 2-B
ReconCiliation REPOIt.......o i e 2-C
Report of Loss of Controlled Substances FOrm ... 2-D

Record Keeping Requirements............cccoiimmmmmnmeeeesscsnnnnnneneenens Section 3
3.1 Documentation Needed for a State Board Inspection.............cccooviiiiiiie e 3-1
3.2 Board Waiver to Store Pharmacy Records Off-Site..........cccooiiiiiiiii e 3-1
3.3 Request fOr RECOIAS ........uiiiiiiiiiiee et e e e e e e e 3-2
3.4 Pedigree Requirements of the Drug Supply Chain Security Act (DSCSA)........ccccveeennnee 3-2

Record Keeping Requirements Time-Table............. 3-A
Wholesaler/Manufacturer T3 Pedigree Login Information ...........cccocvveiiiiiiiiiinins 3-B

Controlled Substance Utilization and Review
Evaluation System (CURES) ........ccccccmmmmmimiiiisssssnneens Section 4
S0 10 o Yo 11 (o £ o o SO 4-1
4.2 The California Department of JUSHICE........coo i 4-1
4.3 Bamboo Health — PMP ClearinghOuUSE .........coocuuiiiiiiiiiiiieiiiiee e 4-1

Pharmacy Staff Considerations..........cccccoviiiiiiiiiiiiisieeenene e Section 5
5.1 Requirements for Pharmacy Personnel...........ccocuuiiiiiiiiiiiii e 5-1
5.2 Job Duties for Pharmacy Personnel ... 5-2
5.3 Permitted Pharmacist ProCedures ............oocuiiiiiiiiiiiiiie e 5-3
5.4 Advanced Practice Pharmacists ... 5-4
5.5 Advanced Practice Pharmacist: Permitted Procedures ..., 5-4
5.6 Initiation and Administration of Vaccines; Requirements............cccccceeeiiiiiiiiiiiiiiieiiiiiiiinn, 5-5
5.7 Pharmacist Furnishing Nicotine Replacement Products; Requirements .......................... 5-6
5.8 Contraception Drug Therapy; Requirements and Limitations ...............ccccccciiiiiiiiinnee. 5-7
5.9 Pharmacist Furnishing of Naloxone Hydrochloride...........ccccooouiiiiiiiiiiiiiinii e 5-8
5.10 Pharmacist-In-Charge Notification To The Board ...........ccccooiiiviiiiiiieniiiniee e 5-9
5.11 Email Notification LisSt...........ooiiiiiiii e e e 5-11
5.12 Pharmacists Furnishing Travel Medications; Requirements................ccccoccoiiiiiniiee. 5-11
5.13 Prescription Drug Take-Back SErviCes ..........cccoiiiiiiiiiiiiiiii e 5-12
5.14 Pharmacy Staffing REqQUIrEMENTS .........coooiiiiiiiii e 5-17

Updated 1/1/2024



5.15 Pharmacists Initiating and Furnishing HIV

Pre-exposure Prophylaxis; Requirements ... 5-17
5.16 Pharmacists Initiating and Furnishing HIV
Post-exposure Prophylaxis; Requirements ... 5-18
5.17 Change of Pharmacist-in-Charge Requirements .............ccccooiiiiiiiiiii e 5-19
5.18 Continuing Education (CE) Information .............occuiiiiiiiiiii e 5-20
5.19 Pharmacists May Furnish COVID-19 Oral TherapeutiCs ...........ccceovuiieiiiiiiiieiiiniieeeeee 5-22
5.20 Pharmacy Technician: Activities Permitted.............ccccoiiiiiiiiiiii e 5-22
Facility and Drug Considerations............cccoviiiiiiiiinisnessennnnsnseeeeeeeen Section 6
6.1 Pharmacy Layouts or Building Structure............cccoocuiiiiiiiiiiii e 6-1
6.2 Refrigerator TEMPEratures..........cuueiii i e e 6-1
6.3 Dangerous Drugs or Dangerous Devices are Purchased,
Traded, Sold Or TranSfeIrreA..........co i 6-1
6.4 Nonprescription Diabetics TESt DEVICE ........uuuuiiiiiiiiieaee et 6-1
6.5 Automated Drug Delivery SYStem .......oocuuiiiiiiiiiiii e 6-2
6.6 The Return of Unused Drugs to the Pharmacy ..o 6-3
6.7 Partial Fill of Schedule 1l Controlled Substances ... 6-3
6.8 Inventory Activities and Inventory Reconciliation Reports of Controlled Substances........ 6-4
6.9 L0OSS Of DANGErOUS DIUGS .....eoiiiiiiiiiiiiitiiie ettt e et e e e s sbaeeee e 6-5
6.10 Preventing the Loss of Controlled Substances ..........cccoovvieiiiiiiii e 6-6
6.11 Notification of Temporary ClOSUIE ..........cooiiiiiiiiiiiiiee e 6-7
6.12 Voiding License of Entity Remaining CloSed ............cooiiiiiiiiiiiiii e 6-7
6.13 Pharmacy Automated Packaging SyStemS .........coocuiiiiiiiiiiiiiii e 6-7
Refrigerator/Freezer Temperature Log (Days 1 thru 15) .........cooiiiiiinii e, 6-A
Refrigerator/Freezer Temperature Log (Days 16 thru 31) ..., 6-B
Air Temperature and Humidity Monitoring LOg ...........eeveieiiiiiiiiiiee e 6-C
Stability of Refrigerated Drugs (Feburary 2015) .......ooouiiiiiiiiiiii e 6-D
Pharmacy Consultations..........ccccceeeiiiiiiiiiiccnssssssssss e Section 7
7.1 Consultation ReqQUIFEMENTS.......ooii i e e e e e e e 7-1
7.2 Written Notice of Duty t0 CONSUIL..........oeiiiii e 7-2
7.3 Drug Risk: Informing Patient ..o 7-2
A W YA =T o T o T3 7-2
7.5 Requirement for Authorized Dispensers and Pharmacies to Distribute
Side Effects Statement ... 7-3
7.6 INTErPretive SEIVICES .. ... ettt e e e e e e e e e e e e e e e e nneneees 7-4
Third Party and Consultation Compliance Signature LOg.........ccccceiviiieieiiiiiiiiiiieeeeee 7-A
Prescription Requirements ... Section 8
8.1 Verbally Transmitted Prescriptions ... 8-1
8.2 Initials on a Filled Prescription ........ooo e 8-1
8.3 Prescriber Signature Requirements and Pharmacist’'s Responsibility for
Faxed and Electronically Transmitted Prescriptions ...........ccccccveiiiiiiiiiiiiiiieeeeees 8-1
8.4 Prescription from the Internet............ooo e 8-3
8.5 Prescription Forms for Controlled Substances ... 8-3
8.6 Changes a Pharmacist May Make to a Controlled Substance Prescription..................... 8-5
8.7 Medi-Cal Tamper Resistant Prescriptions ...........ooooiiiiiiiiiiiiiee e 8-6
8.8 Prescription EXPIration ..........ooiiiiiiiiiiiiiiee e a e 8-6
8.9 Dispensing a 90-day Supply of a Dangerous Drug when the Initial Prescribed
Quantity is Less Than @ 90-day SUPPIY .....eeeeeeiiiiiiieiiieiee e 8-6
8.10 Transferring of PreSCriptionS .........oouiiiiiiiiiiie e 8-7
8.11 Dispensing Prescriptions Drugs and Devices: Right Not to Fill ...........ccocociiiniiin 8-8
8.12 ENd Of Life OPLION ACE ... .. ittt e e e e e e e e 8-9
8.13 E-Prescribing of Controlled Substances (EPCS).........cccceiiiiiiiiiiiiiieiiee e 8-10
8.14 Prohibition on Prescribing, etc. Controlled Substance for Self ..o 8-10
8.15 Dispensing Dangerous Drugs for Prescriber’s Office USe ........ccccooovieiiiiiiiieiiiiiiiienens 8-10

Updated 1/1/2024



8.16 Electronic Data Prescriptions: Business and Professions Code Section 688............... 8-11
Telephone Prescription Transfer FOrmM ... 8-A
Pharmacy to Prescriber Medication INVOICE.............occcciiiiiiiiiiiiee s 8-B
Pharmacy to Pharmacy Medication INVOICE .............ooccuiiiiiiiiiiiieieeeeeee s 8-C
Oral Prescriptions for Schedule Il Controlled Substance for Specified

Inpatients, Residents, and Home Hospice Patients Intake Form............................. 8-D
Erroneous or Uncertain Prescriptions Requirements.............cccee. Section 9
9.1 Corresponding ReSpONSIDIlity .........coouiiiiiiiiiii 9-1
9.2 Corresponding Responsibility Validation Procedure............ccocoviiiiiiiiiiiini e 9-2
Prescription Authentication Program ... 9-A
Controlled Substance Prescription Authentication ... 9-B
Labeling and Drug Container Requirements ..........cooeeeemicciiiiinnn. Section 10

10.1 Prescription Label REqQUIreMENtS .........oooiiiiiii e 10-1

10.2 EXPIration DAte .......ooooiiiiiiiiiiie et e e e e e e e e e e aaaeas 10-2

10.3 Pharmagcist INItIalS .........oooiiiie e e 10-2

10.4 Federal Law WarningsS ..........ueiiiiiiiieieiieee ettt 10-2

10.5 Patient-Centered Prescription Drug Label Container............ccccooviiiiiiiiieiiiiiieee e 10-2

10.6 Drug Risk: AuXilliary Label ........cocuuiiiiiiiiie e 10-3

10.7 Repackaging by the Pharmacy ... 10-4

10.8 Repackage Previously DiSpensed DrUg .........cc.eeeeiiiiiiiiiiiiieee e 10-4

10.9 Standard DireCtions fOr USE .........ueiiiiiiieaiie e e e e e e e 10-4

10.10 INtErpretive SEIVICES ..o ittt e e e e e e e e e eeeaaeens 10-5

10.11 Translation SEIrVICES ......cooiiiie e eeaae s 10-5

10.12 Safe STorage ProdUCES ..........oiiiiiiiiiieiie e 10-5
Drug Repackaging LOg .........ueeiiiiiiiiiiiiiee et 10-A
Translations of Pill Dir€CONS ..........ei i 10-B

Rules Governing Refills........ccccmmmmmmmiiiiiiiernre e, Section 11

11.1 Initials 0n @ REfill.....o e e 111

11.2 Refilling Controlled SUDSIANCES .......c.coiiiiiiiiiii e 111

11.3 120-Day Supply ReSCHONS. ...t 111

11.4 Refills Without the Prescriber’'s Authorization ..., 111

11.5 Faxed Authorization Forms for Controlled Substance Refills ............cccooiiiiiii. 111

11.6 Automatic Refill Program ... 11-2
Schedule Il - V Continuance of Therapy Prescription Request Form ....................... 11-A
Automatic Refill Program FAQ .......oooiiiiii e 11-B
Patient Enrollment Application ............ooooo e 11-D
Patient Disenrollment AppliCation..........oooo i 11-E

Quality Assurance and Medication Errors.........cccccceeeeiiiiiiiiniiiininnnns Section 12

12.1 Medication Error REPOIS .........eeiiiiiiiiiiee et e e e e e e e aee s 12-1

12.2 Reporting “Near MiSS” EITOIS ........uuiiiiiiiiiie et 12-1

12.3 Informing Patient and Prescriber of an Error ... 12-1

12.4 Error Discovered During Consultation ProCess ...........cccoviiiiiiiiiiiieie e 12-1

12.5 Medication Error RECOIAS ... . .uuiiiiiiiiiie e e e e e e e 12-2

P2 ST A4 (=Y o T o =T o SRR 12-2

12.7 Documentation Of FINAINGS .....ccoiiiiiiiiiiii e 12-2

12.8 Communicating Quality ASSUrance Program ...........ccccceoiiiieeeeiiiiee e 12-2

12.9 Contracted Quality ASSUrance REVIEWS............ueiiiiiiiiiiiiiiiiee e 12-2

12.10 Reporting Medication ErTOrs ..........cooiiiiiiiiiii e 12-3
Quality Assurance Review FOIM..........cooiiiiiiiiii e 12-A

Over-the-Counter Sales Restrictions .........ccccccmrrmmiriiiiiicice, Section 13

13.1 Combat Methamphetamine Epidemic Act of 2005...........co oo 13-1

13.2 Sale of Dextromethorphan Prohibited to Those Under 18 Years

Updated

1/1/2024



of Age Without @ Prescription ..........ccueiiiiiiiiiii e 13-1

13.3 Hypodermic Needles and SYriNGeS.......c.uueiiiiiiiiiiiiiiie e 13-2
13.4 Non-prescription Diabetic Syringe Sales ... 13-2
13.5 Skin Puncture and Other Patient Assessment Procedures ............ccccoocieiiiniiienecnnne 13-2
Pseudoephedrine Transaction LOGDOOK ...........ccoiiiiiiiiiiiiiiiieeee e 13-A
Combat Methamphetamine Epidemic Act of 2005 Required Training
and Self-Certification .........ccccooiiiiiiiiiiiciis Section 14
300 T I =T 1 T O PUR 14-1
14.2 Self-CertifiCation........ .o e e e e e e e e e 14-1
Compounding Compliance Manual (if applicable)........ccccceuuueu.....e. Section 15
T5.1 DEFINILIONS .ot 15-1
15.2 Compounding Limitations and Requirements; Self-Assessment...............ccccooceneeen. 15-3
15.3 Record Keeping for Compounded Drug Preparations ...........cccccoceveiiiiiiiiiiiiiieeeeee. 15-5
15.4 Labeling of Compounded Drug Preparations............cccceiiiiiiieiiiieie e 15-6
15.5 Compounding Policy and ProCedures............ccuuiiiiiiiiiiiiiiiieee e 15-7
15.6 Compounding Facilities and EQUIpMeENt ... 15-7
15.7 Training of Compounding Staff ... 15-8
15.8 Compounding Quality ASSUFANCE ........ccuuiiiiiiiiiieie e 15-8
15.9 Compounding Drug RECall..........c.uiiiiiiiii e 15-9
15.10 Compounding Considerations............cuuiiiiiiiiiiii e 15-10
15.11 Compounding State Board of Pharmacy Pre-Inspection Checklist................c.......... 15-11
Written Master Formula Template ..o 15-A
Compounding WOrKSNEet ..........ooiiiiiiiiii e 15-B
Daily Maintenance and Calibration LOg ...........ccuuiiiiiiiiiiiiiiiiiicc e 15-C
Pharmacy Compounding Training LOG .........coiiuiiiiiiiiiiii e 15-D
Notifying Staff of Compounding Policy and Procedure Changes and
Annual Review by Pharmacist-in-Charge .........ccccoooiiiiiiiiiee e 15-F
Office Use Fax Order FOMM.........oii ittt 15-G
Sample RiSK ASSESSMENT ........uiiiiiiiiei e e e e e e e 15-H

Updated 1/1/2024



INSPECTION MATERIALS

Policies and Procedures ..........cccceeiiiiiiiiiiiinicccninsssssssssssss e Section A
Policy and Procedures for Licensed Employee Theft or Impairment..............cccccoviiiiinnnn. A-1
Policy and Procedures for a Pharmacy Technician and

Duties for a Pharmacy TeChNICIaN ............oeiiiiiiii e A-2
Policy and Procedures for Quality Assurance Program PoliCy .........ccccccviiiiiiiieiiniiieecee, A-3
Policy and Procedures for Compliance with Title 7 Combat

Methamphetamine Epidemic Act of 2005 .......cooi i A-4
Policy and Procedures for Pharmacy Operations During the

Temporary Absence of @ Pharmacist..........c...ooiiiiiiiiiiii e A-5
Policy and Procedures for the Theft, Robbery or Loss of a Controlled Substance................. A-6

Narcotic VarianCe REPOIt........o i i e A-7

FORM DEA - 106 ... .. ettt ettt et e st e e e e annaeee s A-8
Policy and Procedure for Helping Patients with Limited or No English Proficiency .............. A-10
Policy and Procedure for Dispensing Prescription Drugs and Devices ..........ccccccoovvvieeeenns A-11
Protocol for a Licentiate Refusing to Dispense a Prescription Drug or Device

on Ethical, Moral, or Religious Grounds Pursuant to an Order or Prescription.................. A-12
Policy and Procedure for Administration of Immunizations by Injection .............c.ccccceees A-13
Policy and Procedure for Assuring Confidentiality of Medical Information in a

Shared Common EIECtroniC File ... A-15

Policy and Procedure for Delivery of Dangerous Drugs or Dangerous Devices to a

Storage Facility and the Pharmacy Accepts Delivery when the Pharmacy is Closed........ A-16
Policy and Procedure for Drug Acquisition and Disposition Records Stored in the

o T 0 =TSR A-17
Policy and Procedure for Oral Consultations for Discharge Medications to an

Inpatient Health Care Facility, or to an Inmate of an Adult Correction Facility or

Juvenile Detention Facility .........c..uveiiiiiiii e A-18
Policy and Procedure to Prevent the Diversion of Controlled Substances ..............cccccoe.... A-19
Policy and Procedure for the Safe Handling of Hazardous Waste in the Pharmacy ............ A-21
Emergency Response Policy and ProCedure .............cccveeiiiiieeiiiiiiicieieeeee e A-23
Expired Drug Product Policy and ProCeaUre .............cccuriiiiiiieiiiiiiieieeeee e A-24
Policy and Procedure for Pharmacist Furnishing Emergency and

Self-Administered Contraception .........ooo i A-25
Policy and Procedure for the Operation of a Pharmacy Constructed with a

Secure Drug/DeviCe ENCIOSUIE ...........oiiiiiiiiiiiiiee et A-28
Policy and Procedure for the Dispensing of 340B Medications in the 340B Drug

PriCiNG Program ........ooiiiieeee ettt e e e e e e e e e A-29
Policy and Procedure for Oral or Electronic Prescriptions for Schedule Il Controlled

Substance for Specified Inpatients, Residents, and Home Hospice Patients.................... A-30
Policy and Procedure for the Documentation of Patient’s Receipt of Medication

AN CONSUIALION .....eeiiiiee et e e e A-31
Policy and Procedure for Pharmacy Operational Standards and Security .............cccceeeenn A-32
Policy and Procedure for the Returning to Stock of Already Filled

Prescription MediCatioNS ..........o i A-33
Policy and Procedure for Refilling Prescription Medications............cccooviiiiiiiiiieii e A-35
Policy and Procedure for the Inventory Control of Prescription Medications ........................ A-36
Policy and Procedure for the Price Disclosure of Prescription Medications ................cc....... A-37
Policy and Procedure for the Repackaging of a Previously Dispensed Medication.............. A-38
Policy and Procedure for the Disposal of Hazardous Pharmaceutical Waste ...................... A-39
Policy and Procedure for the Monitoring of Temperature in Refrigerator/Freezer

Containing Pharmaceutical ProductS............cooiiiiiiiii e A-41

Policy and Procedure for the Inventory Reconciliation Report of Federal

Updated 1/1/2024



Schedule [l Controlled SUDSTANCES ..........ocuuiiiiiiii e A-43
Policy and Procedure for the Periodic Inventory and Inventory Reconciliation

Functions to Detect and Prevent the Loss of Controlled Substances .............cccccovineeen. A-45
Policy and Procedure for the Delivery of Prescription Medications ...........ccccocoeeiiiiiieinns A-46
Policy and Procedure for the Identification of Each Individual Pharmacist

Responsible for the Filling of @ Prescription ..o A-47
Policy and Procedure for USP <800> Hazardous Drugs Handling in a

Pharmacy Non-Compounding Setting .........cccoiiiiiiiiiii e A-48
Policy and Procedure for Drug ReCall............oocuuiiiiiiiiiiiiiiiie e A-51
Policy and Procedure for Auto REfillS .........ccooiiiiiiiiiii e A-53
Policy and Procedure for the Duty t0 CONSUIt.........oocuiiiiiiiiii e A-54

Pharmacy Self-Assessment FOorm.........ccccoviiiiiiiiiiinssessessnnnnneeceeeeen Section B
Current Pharmacy Self-Assessment FOrM(S) ......uviiiiiiiiiiiiiiiec e B-b
Previous Pharmacy Self-Assessment FOrM(S)......ccoiiiiiiiiiiii e B-c
Approved Waiver to Store Pharmacy Records Off-Site ..........oooiiioiiii e, B-d

Controlled Substance Inventory and Executed POA Forms............. Section C
DEA Biennial Controlled Substance Inventory FOrmS............ooiiiiiiiioiii e C-b
Schedule Il Controled Substance Inventory Log Cover Page..........cccoviiviiiiiiieic i, C-d
Schedule Il thru V Controlled Substance Inventory Log Cover Page..........ccccoceeiviiieieennnen. C-e
Previous Schedule Il thru V Controlled Substance Inventories............ccccccvieeiiiiiiiciceeee C-f
Executed Power of Attorney FOIMMS........uuiiiiiiiii e C-g

Previous State Board of Pharmacy Inspection Reports.................... Section D

Pharmacy Permit, DEA Registration and Sellers Permit................... Section E

Pharmacy Staff Licenses.........ccccommeiiiiiiiiiiincccncssssesensnsss e Section F

Wholesaler and Reverse-Distributor Licenses..........ccccccerrrirrieennnnn. Section G

Master List of Initials .........cccooiiiii Section H
Master List of Pharmacist and Technician InitialS.............ccccoiii i H-b

Compounding Compliance Policies and Procedures (if applicable) Section |
Policy and Procedures for the Procurement and Storage of Bulk

Chemicals for COMPOUNGING ... .coiiiiiiiiieiitie e e e e s b e e e aaes -1
Policy and Procedures for the Formulation and Compounding of Drug Preparations ............. -3
Policy and Procedures for Determining a Compounded Product’s Beyond Use Date.............. I-5
Policy and Procedures for Maintaining, Storing, Calibrating, Cleaning and

Disinfecting Facility/Equipment Used in Compounding ........c.ccoocveieiiiiiiiie e I-6
Policy and Procedures for Deactivating and Cleaning Hazardous Drug

Compounding Areas to Prevent Cross-Contamination with Non-Hazardous Drugs.............. -8
Policy and Procedures for Quality Control of Compounded Products .............cccccovnieneinnnnen. 1-13
Policy and Procedures for Drug RecCall ............c.ooiiiiiiiiiiiii e -14
Policy and Procedures for Notifying Staff of Compounding Policy and Procedure

Changes and Review by Pharmacist-in-Charge ..o I-16
Policy and Procedures for the Training of Compounding Personnel .............ccccccovniieinnnnen. [-17
Policy and Procedures for Personal Protective Equipment (PPE) for Non-Sterile

Hazardous Drug COMPOUNGING ......eeiiiiiiiiieeiiiieie ettt et e e sbbe e e e e s sabaeee e e e 1-18
Policy and Procedures for Air Temperatures and Humidity Monitoring .............ccccoociiinnnnen. [-20
Policy and Procedures for Monitoring of Temperature in Refrigerator/Freezer

Containing Pharmaceutical ProductS............ccoiiiiiiiiiiii e [-21

Evidence of Additional Requirements ..........ccooimiiimcccccciiiiniiineenens Section J

Updated 1/1/2024



