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ZINC BACITRACIN, HYDROCORTISONE, NEOMYCIN SULFATE, AND
POLYMYXIN B SULFATE OINTMENT

his speciiication is mandatory for use by all Departments and
gencies of the Departmen

Ti
A

1

< ® \-'C tv]

1.1 This specification covers Zinc Bacitracin, Hydro g,_x_‘t.igggg;

Neomycin Sulfate, and Polymyxin B Sulfate Ointment in 1/8 ce
(3.5 Grams) in tubes., Potency: 60 Months. (See 6.2).
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2.1 The following documents; of the issue in effect on date of
invitation for bids or request for proposal, form a part of this
specification to the extent specified herein:

PPP~C-00186a Containers, Packaging and Packing for
Drugs, Chemicals, and Pharmaceuticals.

MIL-STD-105 Sampling Procedures and Tables for
Inspection by Attributes.
MIL-STD-129 Marking for Shipment and Storage.,

(Copies of specification and standar
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2.2 Other publications. The following documents form a part of
this specification to the extent specified herein. Unless otherwise
indicated, the issue in effect on date of invitation for bids or
request for proposal shall apply.

U. S. DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE,
FOOD AND DRUG ADMINISTRATION

e addressed to ibe Food and Drug

Pharmacopeia of the United States.
(Application for copies should be addressed to the Mack Publishing
Company, Baston, Pa. 18042.)

3.1 Haterial. Shall be a topical and ophthalmic ointment containin
in each gram of ointment, within the designated assay limits for the
ointment, the following:

Polymyxin B (as Polymyxin B Sulfate)- - - 5000 units

Bacitracin (as Zinc Bacitracin) - - - - = LOO units
Neomycin (as Neomycin Sulfate)- - - - - = 3.5 mg
Rydrocortisone- = = = = = = = =« = =-== 10 mg
White Petrclatum (low melting) gq.s.- - - 1 gram

3.1.1 The Polymyxin B Sulfate, Zinc Bacitracin, Neomycin Sulfate,
and Hydrocortisone shall be thoroughly mixed and suspended as finely
divided particles in & base consisting of White Petrolatum.

3.1.2 Each lot of each antibiotic shall be certified by the Food
and Drug Administration (F.D.A.).
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3.2 Certification., The finished ointment shall conform to pertinent
provisions of the General Regulations for the Certification of Antibiotics
and Antibiotic-Containing Drugs, Title 21, paragraph 1lL6e.L22, except that
the ointment shall assay to contain not less than 90.0 percent and not
more than 125.0 percent of the specified amount of each antibiotic. The
assay limit for the Hydrocortisone shall be not less than 90.0 percent and
not more than 110.0 percent of the specified amount, when determined by an
appropriate, accurate, and reproducible method.

3.3 Ingredients.

3.3.1 Zinc Bacitracin, Hydrocortisone, Neomycin Sulfate, and
Polymyxin B Sulfate. The Zinc Bacitracin, Hydrocortisone, Neomycin Sulfate,
and Polymyxin B Sulfate, entering into the preparation of the ointment shall
be in accordance with the tests, standards, and requirements of the U.S.P.,
including any supplements or revisions thereto, except that the Neomycin
Sulfate shall assay to contain not less than 70,0 percent of Neomycin base,

calculated on the anhydrous basis.

3e3e2 Other ingredients. The white petrolatum, entering into the
preparation of the ointment, shall be in accordance with the tests,
standards, and requirements of the U.S.P., including any supplements or
revisions thereto, and in addition shall comply with the following:

3.3.2.1 Melting point, Shall have & melting point of not more than
Lho C., when determined as specified in L.5.1.

3.3.2.2 Moisture, Shall have a moisture content of not more than
0.3 percent when determined as specified in L.5.2.

3.h Appearance. The ointment shall be a soft, homogeneous, faintly
yellow, unctuous mass, smooth and free of grittiness, lumps, or other
unincorporated material. Shall be free of foreign matter.

3.5 The ointment shall be nonirritating to the eye and shall permit
diffusion of the active ingredients throughout the secretions of the eye.

3.6 Particle size., Particle size of the ointment, when determined
as specified in L.5.3, shall comply with the following ranges:

90 percent of the particles shall not exceed 20 microns
in any maximum dimension.

99 percent of the particles shall not exceed 35 microns
in any maximum dimension.

No particle shall exceed 80 microns in any maximum dimensiom.
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3,7 Bacterial count. The olntment shall contain no viable
microorganisms per gram, when determined in accordance with the F.D.A.
method for ophthalmic ointments.

3.8 Melting range. Melting range for the finished ointment shall
be 4L2% C. + 20 C., when determined as specified in L.5.1.

3.9 Compatibility of containers. The immediste container (tube)
shall not interact physically or chemically with the contents. Ihe
strength, quality, purity, and appearance of the contents shall not be

affected by the immediate container, nor shall the immediate container
be altered in any manner by the contents.

3.10 Contents. Filled immediate containers shall contain an
average weight of not less than 3.5 grams, and no one immediste con-
tainer shall contain less than 3.3 grams,

3.11 Delivery. Not less than 56 months of the expiration dating
period (potency period) shall remain at the time of delivery of the
product to the Government.

3.13 Workmanship. The muterial and its containers shall be free
from defects which detract from their appearance or may impair their
serviceability.
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4.1 Supplier responsibility for inspection. Unless otherwise
specified in the contract or purchase order, the supplier is responsible

for the performance of all inspection requirements as specified herein,
Except as otherwise specified in the contract or order, the supplier
may use his own or any other facilities suitable for the performance of
the inspection recuirements specified herein, unless disapproved by the
Government. The Government reserves the r zbt to perform any of the

inspections set forth in the specification where such inspections are
deemed necessary to assure supplies and services conform to prescribed
requirements,

ds of examinstions and tests performed by or for the
___________ sl be maintained by the ccntractor and made avalilable to
the Government upon the Government's request, at any time, or from time
to time, during the performance of the contract and for a period of

5 years after delivery of the supplies to which such records relate.

1 p Yo, 2 mmny A3l oemd (o) A Ao rmmd o b ace wed V]
bel.2 No company supplyiny any ingredientis) to the coniractor will
be considered an acceptable facility for the performance of any inspection
requirements specified herein.
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L.2 Lot.
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L.3 Sampling.

For purposes of thi
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batch, or
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MIL—STD-lOS .
For visual Inspection AQL (percent Unit of
examination level defective) product
Major 5=-2 1.0 Filled tube
Minor I 2.5 Unit package
L.3.1 For raw material and end item testing. WNoncompliance with any
of the fallawine e canca far ratiantddan
Vi VT s VhdUN L w2 VAUWSUY 4Ve 40T J TV VAVile
Requirement ~ Inspection
Characteristic paragraph level# Minimum sample
End item:
- o s 'y _ _ A Y
Assay 3.[2 ) | 5=-2 )
Particle size 3.6 ( \ (Composite of L
Bacterial count 3.7 Y 7 final filled 7 5
Melting range 3.6 tubes)
Contents 3.10) ) )
Metal particles 3.12 -— 10
Label adhesion -—- PPP-C-00186a 10
Leakage .- PPP-C-00186a 10
Ravw materisl: e
Zinc Bacitracin )
Hydrocortisane ( 3,3.1
Neomycin Sulfate { -
Polymyxin B Sulfate )
White Petrolatum 3.3.2

MSufficient quantities shall be selected from each lot of raw material
to perform tests indicated in applicable test methods.,
sample to comply with test requirements shall be cause for rejection of

the lot represented.

Failure of any
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L.i Bxamination. The Zinc Bacitracin, Hydrocortiscne, Neomycin
Sulfate, and Polymyxin B Sulfate ointment shall be examined to
determine compliance with all requirenants or this specification,
Nonconrormance will be permitted to the extent indicated im L.3 and
L.3.1

L.h.l Classification of defects. Examination will be conducted
in accordance with the following classification of defects:

Categories and defects®

101. Ointment not homogeneous, not free from separation.
102. Ointment not smooth.

QOintment not free from grit.

10L. Ointment not free from foreign matter.
105, Ointment not compatible with the container.

106, Labeling not legible, not free from defacing
marks and tears.

107. Labeling not complete.

108. Tube not flexible.

201, Exterior of tube not free from contents or foreign matter.

e

202. Unit package no

A Ben . LPomene =d o e
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203. Tube not free from pitting, cracking, flaking, or peeling.

above,

o
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L.5.1 Helting range. The melting range of the white petrolatum
the manufacture of tne o1ntment, and the melting range of the
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ture content. The moisture content of the white petro~
€ ufacture of the ointment shall meet the requirements

L.5.3 Particle size. The particle size of the ointment shall be
determined microscopically.
.5.

—

1 Metsl particles test., Selec
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o:.ntment. htmde the contents of each tube,
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to ailow adequate settling of metal partlcles). Allow the ointment to

cool to room temperature without agitation. Invert each Petri dish on the
stage of a suitable microscope, adjusted to furnish about 30X magnification
and equipped with an eyepiece micromcter disc which has been calibrated at

the magnification being used. In addition to the normal illuminator, use
a Nicholas illuminator, mounted in such a way as to illuminate the inverted
Petri dish from above as well as from below. Examine the entire bottom

of tne Petri dish for metal partlcles, recording the total number exceed-

e LN =2 L mm .l P

ing 50 microns in any single dimension.

The lot is acceptable if (1) a total of not more than 50 particles
exceeding SO microns in any single dimension are found in the ten tubes;

e () not

and (2) not more than one tube is found to contain more than & partlcles.

If the lot fails the above test, repeat the test on twenty additional
tubes of ointment -rom the same lot. The total number of metal particles

tested, S ail not exceed 150, with not more than three tubes containing
more than b particles.

5. PREPARATION DELIVERY

5.1 Preparation for delivery shall be as specified herein and shall
be in accordance with all applicable paragraphs of Interim Federal
Specification PPP-C-00186a, dated 15 May 1969, and Amendment-1, dated
27 October 1969:

5.1.1 Immediate containers. Shall comply with the following
classification:

GROUP B CLaASS 1 TYPE b CLOSURE B
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5.2 Labeling. Labeling shall be in accordance with the require-
ments of the Federal Food, Drug, and Cosmetic Act, and shall include
the information required below.

5.2.1 Immediate containers. Each immediate container label shall
bear the following information. However, the information is not required

o - manldad  awaane e =l 02 VNV Ve L 38 A3,
to eppear in the sequence indicated, except where spescifically indicated:

(a) the item name de<ignated as
"ZINC BACITRACIN, HYDROCORTISONE, NEOMYCIN SULFATE,
AND POLYMYXIN B SULFATE OINTMENT"

The phrase "TOPICAL AND OPHTHALMIC® shall appear
immediately below the item name
As alternate, the F.D.A. approved and
rtified name may be used.
(b) the quantity of contents designated as
*"1/8 oz (3.5 Grams)"

Note: The official abbreviation "g." may be

used in lieu of the word grama

(c) the lot or control number

the name and address of the manufacturer. Wwhen
4k
[

mnmer P o mawm 4a tha Aoamdomandac - e

he manufacturer is not the contractor y the nams

and address of the contractor shall also appear.

When both names sre placed on the label, the
following designations shall precede the names:

"MFR" for the manufacturer and
"CONTR" for the contractor.

(e) the expiration date

(f) a

Note: Shall be listed as shown in 3,1 or as
approved and certified by the F.D.A.

the statement "Store at controlled room temperature

(5?9 - 869 F.)'!!
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5.2.2 DUnit packages. Bach unit package labsl shall bear the
following information. However, the information is not required to
appear in the sequence indicated, except where specifically indicated:
(a) the item name designated as
"ZINC BACITRACIN, HYDROCORTISONE, NEOMYCIN SULFATE,
AND POLYMYXIN B SULFATE OINTMENT
The phrase "TOPICAL AND OPHTHALMIC" shall appear
immediately below the item name
As an alternate, the F.D.A. approved and
certified name may be used.
(b) the quantity of contents designated as
"1/8 oz (3.5 Grams)"
Note: The official abbreviation "g." may be
used in lieu of the word "grams.™
—_ (c) the Federal Stock No,
(d) the lot or control number
(e) the name and address of the mamfacturer. When the
manufacturer is not the contractor, the name and
addrsss of the contractor shall alsc appsar.
When both names are placed on the label, the
following designations shall precede the names:
*MFR" for the manufacturer and
"CONTR" for the coniractor.
(£) the expiration date
(g) a list of the active ingredients and their
concentrations
Note: Shall be listed as shown in 3.1 or as
approved and certified by the F.D.A,
(See additional labeling information on page 10)
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(h) the statement "Caution: Federal law prohibits
dispensing without prescription.®

(1) the statement "Store at controlled room temperature

oo _ KO » Y\ »
\J7- T VUUT TeJe

5.2.2.1 Extended potency lines. Paragraph 3.9.8 of PPP-C-00186a
shall apply to the unit package labels.

S.3.1 Unit of issue. One tube, as specified, constitutes one unit
of issue.

£ a0 Mmdid mamlrasa Porh 1mmdd che1)l he monlbooald aen ocmasnd Pldad 4m

PRIV NS Vidd v yuhl\csc L[] DGVl Wid Vv Dimid VO yu\«suscu =20 Dyu\v Al AU 4A
5.2.5 of PPP-C~00186a.

S.L.l Intermediate package. In paragraph 5.5.3 of PPP-C-00186a,
add: "Type II Shelf-Life markings shall be shown as specified in
MIL-STD-129. Marking shall include the expiration date and the following
legend:

0 - £60 F,

"STORE AT CONTROLLED ROOM TEMPERATURE (5

\O

)An

S5.L.2 Exterior container. In paragraph 5.5.4 of PPP-C-00186a, add:
Type II Shelf-Life markings shall be shown as speciflied in MIL-STD-129.
Marking shall include the expiration date and the tfollowing legend:

o o p
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Procurement documents should specify the

Number and date of this specification

(b) the Federal Stock No.

applicable levels of packaging and packing

(see PPP=-C-00186a).

6, NOTES
6.1 Ordering data.
following:
(a)
(c)
6.2 This specification
FSN 6505-890-1568
6.
or sizes of the mmod
or those
the type
Custodians:
Avwe « MD
Arpy - MD
Navy - MS

4 -.,:. 8 P!D'
Navy - MS
Air Force - 03

which are comercially available,
which is normally procured to meet Military requirements.

\n

~mera e -
CUVEL D V 1<

ZINC BACITRACIN, HYDROCORTISONE,
NEOMYCIN SULFATE, AND POLYMIXIN B

SULFATE OINTMENT, 1/€ oz (3.5 Grams).

3 This specification does not cover all types, classes grades,
g8 of the remmnri1+v indicated hu the title of thie menif‘inn#im

Ve Vaames  a Vel AL VavEay

but is intended to cover

Preparing activiiy:
Nafamnes Qunnly Acanscay - NIM
wCICNST SUpPPLy AgChily asad

Project No. 6505-1281

Rovieow infnmnfinﬂ ie currant as

eV e vl A ViAW

of the date of this document.

For future coordination of changes
to this document, draft circulation
should be based on the information

o o T

in the current DODISS.
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STANDARDIZATION DOCUMENT IMNPROVEMENT PROPOSAL QMB Approval

INSTRUCTIONS: The purpose of this form is to solicit beneficial comments which will help achieve procure-

ment of suitable products at reasonable cost and minimum delay, or will otherwise enhance use of the document.

DaD contractoras anvemment activities orm ifacturara/ vendars who are nroanective aunnliars af tha scaduat
20 contractiers, gevemment acilvitieg, orm acturers/ vencors wno are profpective suppiiers ol the product

are invited to submlt comments to the govemmont Fold on lines on reverse side, .uple in comer, and send to
preparing activity. Comments submiited on this form do not constitute or impiy authorization to waive any
portion of the referenced document(s) or to amend contractual requirements. Attach any pertinent date which

may be of use in improving this document. If there are additional papers, attach to form and place both in an
envelope addressed to preparing activity.

DOCUMENT IDENTIFIER AND TITLE

MIL-2-36818

NAME OF ORGANIZATION AND ADDRESS CONTRACT NUMBER

MATERIAL PROCURED UNDER A

[C)OIRECT GOVERNMENT CONTRACT [ _]SUBCONTRACT

OF THE DOCUMENT CREATED PROBLEMS OR REQUIRED INTERPRETATION IN PROCUREMENT

=

. HAS ANY PAR
USE?
A. GIVE PARAGRAPH NUMBER AND WORDING.

8. RECOMMENDATIONS FOR CORRECTING THE DEFICIENCIES

2. COMMENTS ON ANY DOCUMENT REQUIREMENT CONSIDERED TOO RIGID

3. IS THE DOCUMENT RESTRICTIVE?

C1 ves {T] NO (If **Yeos*’, in what way?)

4. REMARKS

SUBMITTED BY (Printed or ryp-d name and address - Opuonan TELEPHONE NO.

DATE

D JAN ”1 426 REPLACES EDITION OF 1 JAN 06 WHICH MAY BE USED
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DO NOT CONDITION OR BASE YOUR BID/OFFER ON ANY CURRENT PROCUREMENT ON THE
INFORMATION SUBMITTED ON THIS FORM SINCE ANY CHANGES OR DELETIONS IN THE
SPECIFICATIONS MAY RENDER YOUR BID/OFFER NON-RESPONSIVE IN WHICH CASE IT
CANNOT BE CONSIDERED FOR AWARD.

Ld~1S ")

DEFENSE PERSONNEL SUPPORT CENTER
2800 South 20th t

: e { -
Philadelphia, Pa. 19101 POSTAGE AND FEES PAID z
DEFENSE SUPPLY AGENCY
. ’ \i----‘l

OPPICIAL DUSINESS
PENALTY POR PRIVATE USE $300

HEADQUARTERS, DEFENSE PERSONNEL SUPPORT CENTER
ATTN: DIRECTORATE OF MEDICAL MATERIEL, CODE ATT
2800 SOUTH 20TH STREET

PHILADELPHIA, PA. 19101

FOLD



