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Rx

For 100 mL

Ofloxacin 00 mg
| Sodium chloride 250 mg

Benzalkonium chloride Smg
| Sterile Water for Injection Qs 100 mL

Note: This formulation should be prepared according to strict aseptic
compounding techknique in a laminar airflow kood in a cleanroom or via
ieplation harrier technology by o compounding phermacist who =2 rali-
dated in aseptic compounding. This is o kigh-risk preparation.
METHOD OF PREPARATION

1. Caleulate the required quantity of each ingredient for the total
amount to be prepared.

Weigh and for measure each ingredient accurataly.

Dissolve the ofloxacin and sodivm chloride in about 80 mL of Sterils
Water For Injection

Add the benzalkonium chloride solution and mix well

Add sufficient Sterils Water For Injection to final volume and mix
well.

6. Sterile filter into appropriate sterile containers.

T. Package and label.

pa b

;o

PACKAGING
Package in tight, light-resistant containers !

LABELING
Keepoutof reach of children. Use only as directed. For professional use.

STABILITY
Check the current edition of the United States Pharmacopeic for the ap-
propriate beyond-use date for this compounded preparation.

USE

Ofloxcacin ophthalmic solution has been used in the treatment of sus-
ceptible ophthalmic infections.

QUALITY CONTROL
Cuality-control zssassment can include weight Smlume, physical obzer-

vation, pH, specific gravity, oemolality, assay, color, clarity, particulate
matter, and sterility.22

DISCUSSION

Ofloxacin (C,;H. FN, 0, MW 36137, Floxin, Ocuflox) occurs a= a pale
yellowish-white to light yellosizh-white crystals or crystalline powder.
It is slightly soluble in alcohol and in water. It melts at about 255°C with
decomposition. It is used &s an antibacterial !

Sodinm chloride (MaCl MW 5B.44) is available a= 3 white crystal-
line pownder or &s colorlass crystals. It has 8 saline taste and isu=ed in &

variety of parenteral and nonparenteral pharmaceutical formulations
In parenteral, ophthalmic, and nasal preparations, it is used to prepars
isotonic solutions*

Benzalkoninm chloride is a bactericidal antimicrobial agent com-
monly used 8= a praservative in many ophthalmic, otic, na=al and paren-
teral formulations. It oocurs as a white or yellowish-white amorphous
powder, a thick gel, or gelatinous pieces,flakes with a characteristic
mild, aromatic odor, seapy touch, and very bitter taste. It iz very soluble
inwater, alcohol, and acetone. It is hygroscopic, and & 10% wfv aqueous
solution has a pH in the range of 5 to 8. Benzalkonium Chloride Solution
NF iz a clear liquid, colorless, or slightly yellow, unless a color has been
added. It has an aromatic odor and & bitter taste. Benzalkonium chloride
is composed of a mixture of straight chain homologs that possess differ-
ent physical, chemical, and microbiological properties. The proportions
of thess homologs in the mixture determine its effectivensss az a pre-
servative and disinfectant. As a preservative in ophthalmics, it isused in
a concentration range of 0.004% to 0.02%, with 0.01% being common.*

Sterile Water for Injection iswater for injection that has been steril-
ized and suitably packsged; it contains no added substances. Watar for
injection i= water purified by distillation or by reverse osmosis (RO}
and contains no added substances. Mote that water for injection is not
preparad by an ion-exchange process. Water is & clear, colorless, ador-
leszs, and tasteless liquid. Purified water is water that is obtained by
distillation, ion exchange, RO, or some other suitable process. Water has
a gpecific gravity of 0.8971 at room temperature, a melting point at 0°C,
and & boiling point &t 10020, It is miacible with most polar sobvent=s and
is chemically stable in all physical states (ice, liquid, steam).®

REFERENCES

1. United States Pharmacopeial Convention, Inc. United States Phar-
macopeia-National Formulory. Rocloville, MD: US Pharmacopeial
Comvention, Inc.; Current Edition.

2. Allen LV Jr. Standerd operating procedurs for particulate testing for
sterile products. LIPC 1808; 2(1): T8,

2. Allen LV Jr. Standard operating procedure: Guality assessment for
injectable solutions. LIPC 1808, 3(5): H06—407.

4. Maximilien J5. Sodium chloride. In: Rowe RC, Sheskey BI, Cook WG
at &l eds. Handbook of Pharmaceutical Excipients. Tth ed. Washington,
DC: American Pharmaceutical Association; 2012: T20-T32.

5. Kibbe AH. Benzalkonium chloride. In: Rowe RC, Sheskey B, Guinn
ME, ed=. Handbook of Pharmaceutical Excipients. 6th ad. Washington,
DC: American Pharmaceutical Association; 2008 56-58.

6. Dubash [}, Shah 1. Water. In: Rowe RC, Sheskey PJ, Cook WG et al,
ads. Handbook of Pharmaceutical Excipients. Tth ed. Washington, DC:
American Pharmecsutical Association: 2012: BE0-EB4.
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MELOXICAM 1% TOPICAL GEL

Rx

For100g

Meloxlcam 1qg
Carbopol 934 1g |
Propylene glycol 2009
Sesame oll 2q |
Triethanaolamine 05g
Purifled water s 100 g |

METHOD OF PREPARATION

1. Caleculate the required quantity of each ingredient for the total
amount to be prepared.

‘Weigh and/or measure each ingredient accurately.

Incorporate the carbopol slowly and with constant stirring in
75.56 mL of purified water.

. Dizsolve the meloxicam separately in propylene glycol.

Add the meloxicam solution to the carbopol mixture with stirring.
Incorporate the sesame oil with constant stirring.

Add the triethanclamine and mix well as it thickens.

. Check the final weight and add additionsl purified water if required.
Packsge and label.

g g

NI WS

PACKAGING
Packsge in tight, light-resistant containers.!

LABELING
Keep out of reach of children. Use only as directed.

STABILITY
A beyond-use date of 49 days can be used for this preparation ™

USE
Meloxicam topical gel is used as an anti-inflammatory analgesic.

QUALITY CONTROL

Quality-control assessment can include theoretical weight compared
to actual weight, pH, specific gravity, active drug assay, color, clarity,
texture-surface, texture-spatula spread, appearance, feel, rheological
properties, and physical observations.®

DISCUSSION

Meloxicam (C, H N_O, 5, MW 35140, Mobic) occurs a5 a pale yellow
powder that is practicslly insoluble in water and very slightly scluble

in aleohol. It is therapeutically classified as an anslgesic, antipyretic
and anti-inflammatory. It may have greater selectivity for COX-2 and
clinical trials have demonstrated pain relief in ostecarthritis. It is not
recommended in patients with advanced kidney disease.

Carbopol 934 is a synthetic, high molecular weight (MW polymer
composed of acrylic acid cross-linked with etther allyl sucrose or allyl

ethers of pentaerythritol It occurs as a white-colored, fluffy, acidic,
hygroscopic powder with a slight characteristic odor. It has s MW of ap-
proximately 3 = 108, The pH of a 0.6% to 1.0% dispersion is in the range
of 2.5 to 3.5. Itis soluble in water. Numerous neutralizing agents can be
used to thicken the gel, including amino acids, borax, potassium hydrox-
ide, sodium bicarbonate, sodium hydroxde, and polar organic amines
such as triethanclamine and lauryl and stearyl amines. Effort should be
made to minimize the incorporation of air bubbles into the gel. Maxi-
mum viscosity can generally be obtained in a pH range of § to 11.*

Propylens glycol (C_H,0.) ocours as a clear, colorless, viscous, practi-
cally odorless hiquid with a sweet taste, somewhat resembling ghycerin.
It has a specific gravity of 1.038 g/mL and is miscible with acetone,
chloroform, 856% ethanol, glycerin, and water®

Sesame oil (benne oil, gingelly oil, gingili oil, jinjili oil, teel oil) is a
clear, pale yellow-colored hquid with a slight, pleasant odor and a bland
taste. It typically consists of about 0.8% arachidic acid, 40.4% linoleic
acid, 45.4% oleic acid, 9.1% palmitic acid, and 4.3% stearic acid. It is
used as an oleaginous vehicle and solvent. The oil will solidify at about
-4%C, and has & density of about 0.918 g/cm?. It is insoluble in water and
practically insoluble 1in 85% ethanol. It 15 more stable than most fixed
oils and does not readily become rancid due to the anticeddant effect of
some of its constituents ®

Triethanolamine (TEA, Trolamine) is an alkslizing and emulsifying
agent. It occurs as a varisble mixture of alkanolamines and is a clear,
colorless to pale yellow-colored viscous liquid with a slight ammomacsl
odor. It iz miscible with water, 35% ethancl, methanol, and acetone and
is soluble in chloroform.”

REFERENCES

1. United States Pharmacopeial Convention, Inc. United States Phar-
macopeia-National Formulary. Roclkville, MD: US Pharmacopeial
Convention, Inc., Current Edition.
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acterization and evaluation. Curr Drug Deliv 2011 8(4): 40T-415.
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Sheskey PJ, Cook WG et al, eds. Handbook of Pharmaceufical Excipi-
ents. Tth ed. Washington, DC: American Pharmaceutical Association;
2012:118-123.

5. Ladyzhynsky NS. Propylene glyeol. In: Rowe RC, Sheskey Pl, Cook WG
et al eds. Hondbook of Pharmaceutical Excipients. Tth ed. Washington,
DC: American Pharmaceuticsl Association; 2012: BT2-674.

6. Cable CG. Sesame oil. Inc Rowe RC, Sheskey PJ, GQuinn ME, eds. Hand-
book of Pharmaceutical Excipients. 6th ed. Washington, D(C: American
Pharmaceutical Associstion; 2008 614515

7. Goskonda SR, Triethanclamine. In: Rowe RC, Sheskey PJ, Cook W&
et al eds. Hondbook of Pharmaceutical Excipients. Tth ed. Washington,
DC: American Pharmaceutical Association; 2012: 865-86T.
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Welcome to Safety Data Sheets Online

Safety Data Safety Data Sheets (SDSs) containing safety information for the complete catalog
Yy of USP Reference Standards are available from this online searchable index
Sheets Information is updated daily.

SDS information includes

» chemical properties

» physical, health, and environmental hazards
« protective measures

« safety precautions for handling, storing, and
transporting the chemical

Search by Reference Standard name, catalog number, or CAS number. Individual
SDS can be downloaded, saved, and printed.

SDS | Online

controller

Us (% SAFETY DATA SHEET
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1. Identification

Product identifier Cyelosporine.
Other means of identification
Catalog number 1158504
Chemical name Cyclosporin A
Synonym(s) Gyclosporin A; Giclosporin
Recommended use ‘Specified quality tests and assay use only.
Recommended restrictions  Not for use as a drug. Not for administration to humans or animals.
Manufacturerfimporter/Supplier/Distributor information
Company name U. S. Pharmacapeia
Address 12601 Twinbrook Parkway
Rockville
MD
20852:1790
us
Telephona RS Technical Services. 301-816-8120
Website waw.uSp.0rg
E-mail RSTECH@usp.org
Emorgoncy phone numbar  CHEMTREC within US & 1-800-424-9300
anada
CHEMTREC oulside US & ~ +1703-527-3867
Canada
2. Hazard(s) identification
Physical hazards Not classified.
Health hazards Acute toxicity, oral Category 4
Carcinogenicity Category 1A
‘Specific target organ toxicity, repeated Category 1 (immune system, kidney)
exposure
OSHA hazard(s) Not classified.
Label elements
E ‘Signal word Danger
Hazard statement Harmiul if swallowed. May cause cancer. Causes damage 10 organs (immune system, kidney)

through prolonged of repeated exposure.
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Tutlagdums USP 1anwun General Chapter #3%® <800> HAZARDOUS DRUGS—
HANDLING IN HEALTHCARE SETTINGS &uifhuihdelnl famadeiifunsesuiefanisufod uas
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Add the following:

«(800) HAZARDOUS DRUGS—HANDLING IN HEALTHCARE SETTINGS

(Chapter to become official July 1, 2018.)

1. INTRODUCTION AND SCOPE

This chapter describes practice and quality standards for handling hazardous drugs (HDs) to promote patient safety, worker
safety, and environmental protection. Handling HDs includes, but is not limited to, the receipt, storage, compounding, dis-
pensing, administration, and disposal of sterile and nonsterile products and preparations.

Taglusiads HAZARD COMMUNICATION PROGRAM 23119 #aail MSDS wasansiaiiiisunsne

Tdlun1sudannd uwardosaunsadnddlaieanguiifieu visil MSDS faadulumundn Globally

Harmonized System of Classification and Labeling of Chemicals (GHS)
8. HAZARD COMMUNICATION PROGRAM

Entities are required to establish policies and procedures that ensure worker safety during all aspects of HD handling. The
entity must develop SOPs to ensure effective training regarding proper labeling, transport, storage, and disposal of the HDs
and use of Safety Data Sheets (SDS), based on the Globally Harmonized System of Classification and Labeling of Chemicals
(GHS).

Elements of the hazard communication program plan must include:
s A written plan that describes how the standard will be implemented

o All containers of hazardous chemicals must be labeled, tagged, or marked with the identity of the material and appropri-
ate hazard warnings

s Entities must have an SDS for each hazardous chemical they use (29 CFR 1910.1200)

* Entities must ensure that the SDSs for each hazardous chemical used are readily accessible to personnel during each work
shift and when they are in their work areas

e
ISOBUTYL ALCOHOL

CAS Number: 78-83-1
DOT Number: UN 112

Highly flammable liquid and vapor. Causes serious eye

damage. May cause drowsiness and dizziness.

Keep away from heat/sparks/open flames/hot surfaces. No smoking.
Avoid breathing fumes/mist/vapors/spray. Wear protective gloves/

protective clothing/eye protection/face protection. IF IN EVES: Rinse cau:

tiously with water for several minutes. Remove contact lenses if present
Continue rinsing

Fill Weight: 123.45 Ibs. Lot No. 6305051700

Gross Weight: 145.60 Ibs. |I’||”|I ml“ ‘ml I‘II”"I”I‘"‘""I"H See SDS for further information
A &

Fill Date: 10/9/2013 g ! ¥ L3
dMPRlNTENTERPRISEEIE 555 N. Commons Dr. * Aurora, IL. 60504 * 800.433.4512 * www.imprinte.com ) WS H fam LU u‘lﬂ naman G H S
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About 49,900 results (0.06 sec

Extemporaneous (magistral) preparation of oral medicines for children in
European hospitals

F Brion, AJ Nunn, A Rieutord - Acta Paediatrica, 2003 - Wiley Online Library

Aim: To evaluate methods of preparation of oral medicines in European children's hospitals
when drugs prescribed are unlicensed or off-label, and to determine whether such
extemporaneously prepared medicines are available as suitable, authorized products in

Cited by 104 Related articles All 5 versions Web of Science: 39 Cite Save

Extemporaneous drug formulations

MC Mahata, LV Allen - Clinical therapeutics, 2008 - Elsevier

Background: Access to a special dosage form of a medication is essential when
administration to infants and children and selected other populations is required. Some
drugs necessary for pediatric patients are not commercially available in dosage forms
Cited by 104 Related articles Al 7 versions  Web of Science: 4% Cite Save

Evaluations of foreign accent in extemporaneous and read material
MdJ Munro, TM Derwing - Language testing, 1994 - jounals.sagepub.com

Previous research has yielded apparently contradictery evidence about whether the
utterances of second language leamers are likely to be perceived as more foreign accented
when the speech material has been read or produced extemporaneously. One difficulty with
Cited by 89 Related articles  All 3 versions Cite Save

Automatic dialect identification of extemporaneous conversational, Latin
American Spanish speech
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ANALYTICAL LETTERS, 27(6), 1159-1164 (1994)

STABILITY - INDICATING HPLC ASSAY
OF ZIDOVUDINE IN EXTEMPORANEOUS SYRUP

Key Words: Stability, AZT, Zidovudine, HPLC, Gradient, Extemporaneous

Mahasen A. Radwan*

Department of Pharmaceutics
Albany College of Pharmacy

at 17:22 01 February 2015
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