Why Compound?
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Pediatric patients requiring diluted adult strengths of drugs.

Patients needing an oral solution or suspension of a product
that isonly availablein-anotherform.

Patients with sensitivity to dyes, preservatives, or flavoring
agents found in commercial formulations.

Dermatological formulations with fortified (strengthened) or
diluted concentrations of commercially available products.

Compounding for animals.

Reconstitution of a Iyophlllzed powder to form a simple
solution 25 Ko,

In hospital compounding mvolves the preparation of IV
admixtures, parenteral nutrition solutions, and
radlopharmaceutlcals

In home health care compounding requires the preparation of
syringes and other devices fomusiﬂ administration
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What is a compounding pharmacy?

The traditional role of compounding pharmacies is
to make drugs prescribed by doctors for specific
patients with needs that can't be met by

commercially available drugs
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* What is Reconstitution?

* Some drugs must be stored in powdered form because they
rapidly lose their power (;n(':e'they are mixed into a solution.
These drugs will then have to be reconstituted, or mixed
with a liquim diluent, before they can be

administered. Careins ) Jmes
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KEFZOL®
STERILE
CEFAZOLIN
SODIUM, USP
N - ”
500 mg
Cefazokin

NOC 0002-1497-01
VIAL No. 767
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CAU'ﬂON—&dotol {U.S.A.) law prohib-
without proscﬁpﬂon

Dosage—Seo | Wm
?uporo solution add 2 ml Sterile
R Pbvides on approst
s an
mate volume of 2.2 mL {225 mg per ml)
SHAKE WELL Protect from Light
Prior to Reconstitvtion: Store at Con-
kollod Room Temperature 59" to 86°F
(15" 10 30°C)
After Reconstitution: Store in a refrig-
orator. For$ Time - SooAccompo-
nyhg UIoro koc room tempeor-
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Categories of compounding
OMPpOunUIIE:
TABLE 1.1: CATEGORIES OF COMPOUND
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Sterile vs non-sterile

In the compound pharmacy world, the difference
between sterile and non-sterile compounding is
more nuanced than most people typically
understand. Sterile compounded medications are
intended to be used as injec'tions, infus’ions, or
applicgtion to the eye. NGREsterileImedications
include the production of sol.utiolns, Suspignsions,
ointme?\ts, 'creaqms, p_ovﬁders, suppﬁsitori‘es,
c_agsu fes, and tabTets.

Cream UG Qintiment
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Water - Lotion - Cream - Ointment - Vaseline



/" General compounding considerations: )
Questions to ask before, during, and after the
compounding process

Considerations

Considerations
Decision to before
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Compounding- Is it for every one?
Commmfy e oG o2 e
* A pharmacist is legally licensed to compound, but is the

pharmacist technically qualified to compound?

& Compounding resources: -

ociation (AP!A)

P

- American College of Apothecaries (ACA)

American Pharmacist Ass

- National Community Pharmacists Association (NCPA)

P
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Compounding Regulations Applies

* Personnel

* Facilities and Equipment

* Ingredient Standards (vaw wmaledal)

» Quality Assurance and Quality Control*==" 2or, Sy
* Packaging and Storage

* Documentation and Record Keeping
e 2V S plat Lyt s S 2em, 5005 ¢
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Ingredient Standards
* USP/NF
. Me%?s standards set by the USP/NF.

* ACS reagent (American chemical society)

e High purity

* Meets specifications of the Reagent Chemicals Committee of

the American Chemical Society.

* AR (analytical reagent)

* Very high purity. U5 =
* HPLC (High pressure liquid chromatography)

F i e W N
* Very high purity.
e Used in high pressure chromatography.
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Record Keeping

| Formulation Record
* Formulas and procedures (i.e., recipes) for what should
happen when a formulation is compounded.
2+ Compounding Record
* A record of what actually happened when the formulation
was compounded.
7+ Standard Operating Procedures (SOPs)
e Equipment maintenance, equipment calibration, handling
and disposal of supplies, etc.
4 « Material Safety Data Sheets MSDSs

* Ingredients records with certificates of purity.
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Major areas within the chapter
Compounding records and documents

Purpose: «/ ?
1.To meet record keeping requirements
2.To enable another compounder to duplicate the preparation
¢ Compounding record contains:
Sources and lot numbers of the ingredients
- Calculations
- Processes used
Results of any testing done P
An assigned beyond used date
- Identification numbers
- Name of the compounder

Quantity of the preparation compounded

Saja Hamed, Ph.D 10/8/ .){38/
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* Material Safety Data Sheet:
(MSDSs):

They are needed for all drug
substances or bulk
chemicals located in the

Compounding pharmacy.

Saja Hamed, Ph.D
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MATERIAL SAFETY DATA SHEET
SOYBEAN OIL

341 Chwistion Street, Ondord, CT 08478 USA
Tel (203) 267-8061 Fax: (202) 267-8065

wars natrasouIcing com infofinaturalsourtng com
SOYBEAN OIL

Personal Care Formulations

Natural Sovsong

341 Chiistian Street, Onford, CT 06478, USA

1/1/2008
Chemitrec Tel: (800) 262-8200

100
Nona

Mid imtation may occur

May cause irreation in sensitive individuais with prolonged
exposure

Food Grade

Inhatation of fine mist may #fect respratony system

Flush with plenty of water or eye wash solution for 1§ minutes.
Gat medical attention f iritation perusts,

Skin: Wash with soap and flush with plenty of water

Ingestion: N/A

Inhalstion: Remove 1o fresh air and seek medical attention

Modical Condtions Generally None

AQuravated by Exposure:

| 5. FIRE FIGHTING NEASURES ]
Flash Point (Method Used): > S50°F Close Cup

LEL: Low

va.: Low

Extinguishing Media: Dey Chemical, Carbon Disxide, Foam

Cool contamers exposed to flame with water, Limit the spread

29
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Major areas within the chapter
Quality control

* All the paperwork from the first step through the final
preparation should be reviewed, along with observing the

final finished preparation
gl J2h S
* Standard Operating Procedures (SOPs) are documents that

describe how to perform routine tasks in the environment of
formulation development, purchasing, compounding, testing,
maintenance, materials handling, quality assurance, and
dispensing \y
le <1 .:__,,g-v_)}l fo QAN K
N V> v =
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/ Standard operating procedure \
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Clinical research and practice jws

* "detailed, written instructions to achieve uniformity of the
performance of a specific function". SOPs get usually applied in
pharmaceutical processing and for related clinical studies where the
focus is always set on repeated application of unchanged processes and
procedures and its documentation

_ 2, The Quality Assurance Unit are individuals who are responsible for
e ‘ﬁxonitoring whether the study report and tests are meeting the SOP

® SOP's can also provide employees with a reference to common business
practices, activities, or tasks. New employees use an SOP to answer
questions without having to interrupt supervisors to ask how an
operation is performed

Saja Hamed, Ph.D 10/8/ .?()31/
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Major areas within the chapter

—

Verification ===

® Involves checking to ensure that all the process were

appropriate and performed accurately 4]

. 5.
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Patient counseling

* Patients should be counseled about use, storage, and evidence

c.'-b?—f—l instability (visual changes, odor, etc.)
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Storage Temperature Definitions

Freezer = » -20° Cto-10° C

Protect from Freezing = » Store above 0° C

Cold = * Any temperature not exceeding
8" C

Refrigerator = » Between2’ Cand8° C

Cool = » Between 8’ Cand 15° C

Room Temperature = » Temperature in the work area

Controlled Room Temperature » Thermostatically controlled at

= 20° Cto 25°C
Warm = » Between 30° and 40’ C
Excessive Heat = * Any temperature above 40° C

33
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Stability

* The extent to which a dosage form retains the same

properties and characteristics that it possessed at the time

of its manufacture.

o Expiration date (&5 3o giebl) o J% o Ja bl B2 i .6

* The date until which the manufacturer can guarantee of the

safety and full potency of a drug- usually determined after

extensive study of the product’s stability.

* Beyond-use dates ( ucompounding dans 3¥uudll J11pd)) T 1l Jino 5 5T
» Used for compounded preparations only and are generally

in the order of “days” or “months.”

* Shelf life rss s g 2N g 2 g b 1l Jae sl 2
* Length of time a packaged drug will last without

deteriorating

Assigning a Beyond-Use Date

* Nonaqueous liquids and solid formulations

34

« |If the source of the active drug is a manufactured drug product,
the beyond-use date is not later than 25% of the time remaining
until the drug product’s expiration date, or 6 months, whichever

is earlier.

» |f the source of the active drug is a USP or NF substance, the

beyond-use date is not later than 6 months.
* Water containing formulations

* When prepared from ingredients in solid form, the beyond-use

date should be not later than 14 days when stored at cold

temperature.
¢ For all other formulations

* The beyond-use date is not later than the intended duration of

therapy or 30 days, whichever is earlier.

35

e A beyond-use date is the last date you
can safely use a compounded medication.
It's determined based on several factors

by the pharmacy making the medication.

e An expiration date is the last date a2 s
manufacturer can guarantee the potency
and safety of a medication. It's

Production date Expiration date
the manufacturer. -
— AR
e Using a medication after its beyond-use il s . >
date or expiration date can be risky. Talk i s i Time
to your pharmacist if you have questions o ’
about your particular medication. e
Beyend use date
lI J
Non-aqueous liquid and Water containing formulation All other formulation
solid formulation she o (sf G S AL DS |
v
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Major areas within the chapter
The compounding process

Thirteen steps needed to consider to minimize error:

' Judge the suitability of the prescription to be compounded
in terms of its safety and intended use. Determine what

legal limitations are applicable?

2. Perform necessary calculations (see <1160>
Pharmaceutical calculations in prescription
compounding>)

3 ldentif ' t needed

3 entify equipment neede

ol
4. ‘Wear the proper attire and wash hand

>, Clean the compounding area and needed equipment

Saja Hamed, Ph.D 10/8/ ,7“.7_3 6/




Major areas within the chapter
The compounding process

6. Compound only one prescription at one time in a speciﬁed
Compounding area

7. Assemble all necessary material to Compound the
prescription

8. Compound the preparation following the formulation record
or prescription, according to the art and science of pharmacy

e A= & 05"
9. Assessweight variation, adequacy of mixing, clarity, odor,

color, consistency, and pH as appropriate.

10. Annotate the compounding f(fg’and describe the appearance

of the formulation

Saja Hamed, Ph.D 10/8/ ?()3?/
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Major areas within the chapter
The compounding process

11. Label the prescription containers to include the following

items:
Name of the preparation
Internal identification number
- Beyond used date
- Initials of the compounder who prepared the label
Any storage requirements

- Any other statements required by law~,

(e 33ymg0 faglall S5 ) oo s 1 251 o
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Major areas within the chapter

The compounding process |
1383

12. Sign and date the prescription, atfirming that all procedures
were carried out to ensure uniformity, identity, strength,

guantitzf and purity

13. Clean all equipment thoroughly and promptly, and store
properly

\ Saja Hamed, Ph.D 1()/8/?(39J
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Types of Equipment

e Measuring
e Balance, weights, weighing
containers, volumetric
glassware (graduates,
pipets, flasks, syringes).

-

« Molding

* Hot plates, suppository
molds, capsule shells,
ointment slabs.

* Packaging

* Mixing
e Beakers, Erlenmeyer flasks,

spatulas, funnels, sieves,
mortar and pestle.

* Prescription bottles, capsule
vials, suppository boxes,
ointment jars.

a0

Suppository mold



ointment slabs
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mortar and pestle 41
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Small Volumetric Equipment

Single volume pipettes

Syringe
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Labeling, Record Keeping, and |- e

== Dozt AUGMENTIN'
Cleanup —
_—
e After compounding S T
e The product must be labeled with a prescription Cabel

label, and a careful record of the compounding
operation should be kept.

* Once the compounding operation is finished
e The equipment and area should be cleaned.

e Everything should be returned to their proper places
In storage. e
e Compounding should never be-rushed.
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