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FORMULA NUMBER: 1418

FORMULA NAME: Emetine Hydrochloride 30—mg/mL Sterile Injection
DOSAGE FORM: Injection, Solution

FORMULA (Rx):

Ingredients For: 100 mL Lot# RPh Initials
Emetine Hydrochloride 39

Sodium Hydroxide 10% Aqueous Solution gs

Hydrochloric Acid, Diluted [10%] as

Water, Sterile for Injection [Preservative—free] ds 100 mL

SYNONYMS:

USE/TYPE: CATEGORY:

Human Use Amebicide

Sterile Preparation AntiProtozoal

NOTES:

This preparation should be prepared in a laminar flow hood in a cleanroom or via isolation barrier technology by a validated
aseptic compounding pharmacist using strict aseptic technique. This is a high-risk preparation.

SPECIALIZED EQUIPMENT:
pH Meter Sterilizing Filter
METHOD OF PREPARATION:
1. Calculate the required quantity of each ingredient for the total amount to be prepared.
2. Weigh and/or measure each ingredient accurately.
3. Dissolve the emetine hydrochloride in about 90—-mL of sterile water for injection.
4. Add a 10% solution of sodium hydroxide or hydrochloric acid to adjust the pH to the range of 2.7 to 3.3.
5. Add sufficient sterile water for injection to volume and mix well.
6. Filter through an appropriate sterile 0.22—um filter into sterile vials.

7. Package and label.



Emetine Hydrochloride 30—mg/mL Sterile Injection
Formula # 1418 — Page 2

LABELING:
For Injection Only For Office Use
Keep Out of Reach of Children Pregnant Women Must Not Handle this Medicine

PRESERVATION, PACKAGING AND STORAGE:

Sterile Container Protect from Light and Moisture
Keep Refrigerated — Refrigerate Upon Receipt Do Not Use After
STABILITY:

The stated stability advised for each formula should be followed; otherwise, if a program of sterility testing is NOT in place, ther
the following beyond use dates can be used:

Risk Level Room Temperature 20 to 25° C Refrigeration 2to 8° C Freezer —-25to -10° C
Low 48 hours 14 days 45 days
Medium 30 hours 9 days 45 days
High 24 hours 3 days 45 days

If a program of sterility IS in place, a beyond use date of 14 days when stored in a refrigerator can be used.
ENDOTOXIN ASSESSMENT:

USE:
Emetine hydrochloride injection has been used in the treatment of amebic infections.

STANDARD OPERATING PROCEDURE FOR QUALITY CONTROL.:
Quality—control assessments include weight/volume, physical observation, pH, specific gravity, osmolality, assay, color, clarity,
particulate matter, sterility and pyrogenicity.

REGULATORY CONTROL:



10.

11.

12.
13.
14.

15.
16.

17.
18.

Emetine Hydrochloride 30—mg/mL Sterile Injection
Formula # 1418 - Page 3

REFERENCES:

United States Pharmacopeial Convention Inc. United States Pharmacopeia 31-National Formulary 26. Chapter <797>,
Rockville MD; 2008.

. Allen Loyd V Jr. Particulate Testing for Sterile Products. International Journal of Pharmaceutical Compounding. 2(1);

1998:78.

Okeke Claudia C, Barletta Frank, Newton David W, Allen Loyd V Jr. Evolution of the United States Pharmacopeia Chapter
<1206>: "Sterile Preparations — Pharmacy Practices". International Journal of Pharmaceutical Compounding. 5(4); 2001:265
Allen Loyd V Jr. Quality Assessment for Injectable Solutions. International Journal of Pharmaceutical Compounding. 3(5);
1999:407.

Rahe Hank. Overview of Chapter <797> "Pharmaceutical Compounding — Sterile Preparations": The Potential Impact for
Compounding Pharmacists. International Journal of Pharmaceutical Compounding. 8(2); 2004:89.

Kastango Eric S. Quality—Control Analytical Methods: USP Chapter <797> Compounded Sterile Preparations Sterility
Requirements and Their Relationship to Beyond-Use Dating. International Journal of Pharmaceutical Compounding. 8(5);
2004:393.

Kupiec Thomas C. Quality—Control Analytical Methods: Microbial Testing Aspects of USP <797> for Compounded Sterile
Preparations. International Journal of Pharmaceutical Compounding. 9(1); 2005:47.

. Allen Loyd V Jr, Okeke Claudia C. Basics of Compounding for the Implementation of United States Pharmacopeia Chapter

<797> Pharmaceutical Compounding—-Sterile Preparations, Part 1. International Journal of Pharmaceutical Compounding.
11(3); 2007:230.

Ashworth Lisa D. Quality Control: Standard Operating Procedures——An Essential Tool for Developing Quality Preparations.
International Journal of Pharmaceutical Compounding. 11(3); 2007:226.

Allen Loyd V Jr, Okeke Claudia C. Considerations for Implementing United States Pharmacopeia Chapter <797>
Pharmaceutical Compounding——Sterile Preparations, Part 3: Risk Levels. International Journal of Pharmaceutical
Compounding. 11(5); 2007:404.

Allen Loyd V Jr. Emetine Hydrochloride 30—-mg/mL Injection. International Journal of Pharmaceutical Compounding. 11(1);
2007:68.

USP-Pharmacists' Pharmacopeia. 1st Ed. US Pharmacopeial Convention, Inc, Rockville MD; 2005:137, 408-413, 683.

Osol A. (Ed). Remington's Pharmaceutical Sciences. 16th Ed. Mack Publishing Company, Easton PA; 1980:1166.

Niazi SK. Handbook of Pharmaceutical Manufacturing Formulations. Volume 6-Sterile Products. CRC Press, Boca Raton FL
2004:192.

Rowe RC, Sheskey PJ, Owen SC. Handbook of Pharmaceutical Excipients, 5th Ed. Pharmaceutical Press, Chicago;
2006:328-329, 683-684, 802-806.

Reynolds JEF. Martindale: The Extra Pharmacopoeia. 28th Ed. Pharmaceutical Society of Great Britain, London; 1982:1415.
The United States Pharmacopeial Convention. USP-Pharmacists' Pharmacopeia. 2nd Ed., Rockville MD; 2008:797-807.
Gilman AG, Rall TW, Nies AS, et. al. Goodman & Gliman's The Pharmacological Basis of Therapeutics. 8th Ed. Pergamon
Press Inc EImsford NY, Elmsford NY; 1990:1001.



Emetine Hydrochloride 30—mg/mL Sterile Injection
Formula # 1418 - Page 4

More information about this formula and its components available at the formula section of www.CompoundingToday.com

The International Journal of Pharmaceutical Compounding Inc., the parent of CompoundingToday.com, does not sponsor or
initiate clinical investigations nor does it represent any agency, corporation or private individual.

While a great deal of effort has been expended to ensure the accuracy of the formulations contained here, IJPC accepts no
liability for loss or damage arising from reliance on the information. Compounding pharmacists using this formula take full
responsibility for the formulations and hold IJPC and its officers, directors and employees harmless from any claim arising from
use of or reliance on information contained therein.
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