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MILITARY SPECIFICATION

ZINC MC ITRAC33, HYDROCORTISONE, NEOMYCIN SULFATE, AND
POLYMYXIN B SULFATE OlllTMRfT

This specification is mandatory for use by all Deparlmsnts and
Agencies of the Department of Defense.

10 SCOPE

1.1 This specification covers Zinc Bacitracin,Hydrocortisone,
Neqcin Sulfate, and Polymyxin B Sulfate Ointment in I/a ounce
(345 or-) ti tubes. Potency: 60 Months0 (See 6.2).

2. APPLICABLE DOCUMENT

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
specificationto the extent specified hereinz

SPXIFICATIONS

Federal

~+-W186a Containers, Packaging and Packing for
Drugs, Chemicals, and Pharmaceuticals.

STANDARDS

M.litaIy

MIFSTD-10~ Sampling Procedures and Tables for
Inspection by Attributes.

MIL-STD-129 Xarking for Shipment and Storage.

-.

(Copiee of speclfication and standards required by contractors ti
connectionwith specific procurernnt functions should be obtained from
the procuring activity or as directed by the contractingofficor.)

FSC 6505
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2.2 Other publications. The folloulngdocuments form a part of
this specification to the extent specifiedherein. Unleee otherwise
indicated, the issue in effect on date of invitatim for bide or
request for proposal shall apply.

AME?ICAN PHARMACMJTICALASSOCIATION HJBLICATIOM

National ForIuul~.

(Applicationfor copies should be addressed to the Xack
Company, Easton, Pa. 18@2.)

V. S. DEPARTKENT OF HEALTH, EIXJCATION,AND WHJURE,
FOOD AND DRUG ADMINISTRATION

Federal Food, Drug, and Cosmetic Act and
Regulations PromulgatedThereumier.

(Applicationfor copies should be addressed to the Food
Administratim, Washington, D. C. 20204.)

U. S. PHARMAcOPEIAL C-TION, IMCo

Phanaacopeia of the United Statea.

(&plication for copies should be addressed to the Mack
Company, Ea8ton, Pa. 18~2e)

3* REwREmm

Publishtig

3.1 Haterial. Shall be a topical and ophthalmic ointient cmtaining
b each gram of ointment, within the designated assay Muits for the
otitient, the following:

Polym@n B (as polyTwxin B Sulfate)- - - ~~ uni~
Bacitracin (as Zinc Mcitracti) - - - - - @ ~i~
Neomycin (as l?eo~cti Sulfate)- - - - - - 3.5 mg
Hydrocortisone--------- ----- 10%
White Petrolatum (1OU melttig) q.s.- - - 1 gram

Shall be suitable for topical and ophthalmicuses

3.1.1 The PoQmyxin B Sulfate, Zinc Bacitracin,Neomycin Sulfate,
and Rydrocortisoneshall be thoroughlymixed and suspended as finely
divided particles in a base consisttig of ~ite Petroht-.

3.1.2 Each lot of each antibioticshall be certi.fiedbythe Food
~d Drug Administration (F.DoAJ-

2
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3.2 Certificaticm. The ftiished otitment 6hall cotiorm to pertinent
provisions of the General Regulations for the Certificationof Antibiotics
and Antibiotic-Contatii.ngDrugs, Title 21, paragraph U6e.422, except that
the ointment shall assay to contain not less than 90.0 percent and not
more than lZ5.O percent of the specified amount of each antibiotic. The
assay limlt for the Hydrocortisoneshall be not less than 90.0 percent and
not more than 110.O percent of the spectiied amount, when determined by an
appropriate,accurate, and reproduciblemethod.

3.3 Ingredients.

3~3*1 z~c Wcitraci-n,Wdrocortl-m, Neomycin Sulfate, and
PolyngzinB Sulfate. The Zinc Bacitracin,Hydrocortisone,Neomycin Sulfate,
and Polymyxi.nB Sulfate, entering into the preparation of the ointment shall
be in accordancewith the tests, standards, and requirementsof the U.S.P.,
includingany supplements or revisions thereto, except that the Ne~cln
Sulfate shall assay to contatinot less than 70.0 percent of Ne~cti base,
calculatedon the anhydrous basis-

3.3.2 Other ingredients. The white petrolatum, entering into the
preparationof the ointment, shall be in accordancewith the tests,
standards,and requirementsof the U.S.P., including aqy supplements or
revisionsthereto, and in addition shall canply with the following:

3.3.2.1 Melting point. Shall have a meltlng point of not more than
Mo C., when determined as specified lnb.~.l.

3*3.2.2 Moisture. Shall have a moisture content of not more than
0.3 percent when determined as specified in b.5.2.

3.b Appe=mce. The ointment shall be a soft, homogeneous, faintly
yellow, unctuous mass, smooth and free of grittiness,lumps, or other
unincorporatedmaterial. Shall be free of foreign matter.

3.5 The ointment shallbe nonirritating to the eye and shall permit
diffisionof tie active ingredientsthroughout the secxwtionsof the eye.

3.6 part~cle size. Particle size of the ointment,when detezmlned
as specified in L.5.3, shall comply with the folloulng ranges:

~ percent of the particles shall not exceed 20 microns
In any maximum di.mensicm.

99 percent of the particles ahall not exceed 35 microns
in aIIymaximumdi&m8icm.

No particle shall exceed 80 microns h any maximum dimensicm.

3
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3Q7 *cterial count. The ointment shall contain no vtible
microorganism per grin, uhen detemlned In accordancewith the F*D~A.
method for ophthalmic ointments-

3.8 Melting range. Melting range for the finished ointment shall
be 420 C. ~ 20 C., when determinedas specified in ~.~.l.

3*9 Compatibility of containers. The Inmediate container (tube)
shall not interact physically or chemicallywith the contents. The
strength, quality, purity, and appearance of the contents shall not be
affected by the immediate container,nor shall the immediati container
be altered In any manner by the contents.

3.10 Contents. Filled Immediate contatiers shall contain an
average weight of not less * 3~5 grm~ -d no one hedtite COn-
tainer shall contain less than 3.3 graJus.

3.11 Delive~. Not less than56 months of the expiration datiag
period (Pot~cy period) shall remain at the time of delive~ of the
product to the G~e-nt.

3.12 Metal particles.Shall comply with the metal particlea test
as specified b b.~.k.

3.13 Worlananship. The m~terial and ite containers shall be free
from defects which detract from their appearance or ~ Impair their
seniceability.

b. QUALITY ASSURANCE PROVISICIJS

4.1 supplier responsibUW for ~pection. Ufies$ Othemtie
specUied in the contract or purchase order, the supplier is responsible
for the performance of all tispectionrequirementsas specified herein.
Except as otheruise specified in the contract or order, the supplier
may uoe his own or any other facilities suitable for the performance of
the inspection requirements specified herein, unless disapprovedby the
Guvemment. The Governmentreserves the right to perform any of the
inspections set forth in the specificationwhere such inspectionsare
deemed necessary to assure supplies and services conform to prescribed
requirements.

~.1.l Records of exatistions and tests perfor~d by or for the
contractor shall be maintained by the contractor and made available to
the Government,upon the Government’srequest, at any time, or from time
to time, during the performanceof the contract and for a period of
5 years after delivery of the supplies to which such records relate.

4.1.2 NO company supplyixv:any tigredient(s)to the contractorwill
be considered an acceptable facility for the Ferfonmnce of any Inspection
requirements specified herein.

L

--

~nT c &ull ZkNIl hMl I
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L.2 Lot. For purposes of this specification,a lot, batch, or
control is that single,uniform, and homogeneousquantity of ointment,
produced from one formulation,subjected to the same compounding and
manufacturing operation, and filled into final containers.

h.3 sapling. Samplingshall be conducted in accordance with
MIL-STD-1OS.

For visual lnspect~on ? AQL (percent Unit of
examination level defective) product

Yajor s-2 1.0 Filled tube

Minor II 2*5 Unit package

&.3.l For raw material and end item testing. Noncompliancewith any
of the following is cause for rejection.

.

Characteristic

End Item$

Assay
Particle size
Bacterial count
Melting range
Contents
Metal particles
Label adhesion
Leakage

Raw material.:

Zinc Bacitracin
Hydrocortisone
Neoqycin Sulfate
Po@qxin B Sulfate
White Petrolatum

)

Requirement
paragraph

3.2
3.6
3*7
3.6
3.10\

---
---

3*3*1

3.3.2

Inspection
level~

I S-2

1

(Compositeof
final filled
tubes)

6
---

~p-c-oo186a
ppp<-~186a

*

Unimum sample

\

5

10
10
m

Where possible, the same sample shall be used for two (2) or more tests.

~ufficient quantitiessml be selected from each lot of raw material
to perform tests indicatedin applicable test methods. Failure of any
sample to comply with test requirements droll be cause for rejection of
the lot represented.

5
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401J tiamination. The Zinc Bacitracti,~drocortisone, Neo~cti
Sulfate, and Poly~in B Sulfate ointment shall be examined to
determine compliance with all requirementsof this apecificatia~
Nonconformance will be permitted to the extent indicated In k.3 and
11.3*1

h.h.l Classification of defects. Examinationwill be conducted
in accordancewith the folloulng classificationof defects:

Categories and defects*

HQ or

1010 Ointment not homogeneous,not free from separation.

102● Ointment not smooth.

103● Ointment not free from grit.

10&. Ohtment not free from foreign =ttero

10S. Ointment not compatiblewith the contatie?.

106● Labeling not legible, not free from defacing
marks and tiara.

107● Labeling not complete.

108● Tube not flexible.

Minor

201. Exterior of tube not free from contents or foreignmatter.

202. Unit package not free from stainso

203. Tube not free from pitting, cracking, flaktig, or peeling.

*Inspection is not restricted to the classifiedpossible defects

above.

listed

6
.—
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4.5 Tests.

L.5.1 Melting range. The melting range of the white petrolatum
used in the manufacture of the ointment, and the melting range of the
otitment shall meet the requirements specified in 3.3.2 and 3.8,
respectively,when determtied by the U.S.P. class II procedure.

h.5.2 Moisture content. The moisture content of the white petro-
latum used in the manufacture of the ointment shall meet the requirements
specified In 3.3.2.2 when determined by the U.S.P. TitrL”etricMethod
for moisture determination.

iJ.5e3Particle size. The particle size of the ointment shall be
determined microscopically.

4.50& Metal particles test. Select ten tubes of the finished
ointment. Extrude the contents of each tube, as completely as possible,
into a separate glass, Petri dish, 60 by 15 mm, and heat at 800 to
850 C. for at least 2 hours (a higher temperaturemay be used, if necessary
to allow adequate settling of metal particles). Allow the ointment to
cool to room temperaturewithout agitation. Invert each Petri dish on the
stage of a suitable ucroscope, adjusted to furnish about 30X magnification,
and equipped with an eyepiece micrometer disc which has been calibratedat
the magnificationbeing used. Xn addition to the normal illuminator,use
a Nicholas illuminator,mounted in such a wa> as to illuminate the Inverted
Petri dish from above as well as from below. Examine the entire bottom
of the Petri dish for metal particles, recording the total number exceed-
ing SO microns in any single dimension.

The lot is acceptable if (1) a total of not more than SO particles
exceeding SO microns in any stigle dimension are found in the ten tube6;
and (2) not more than one tube is found to contain more than 8 particles.

If the lot fails the above test, repeat the test on twenty additional
tubes of ointment from the same lot. The total number of metal particles
exceeding SO microns is any shgle dimension, from the thirty tubee
tested, shall not exceed 150, with not more than three tubes containing
more than 6 particles.

~.1 prep~ation for delivery shall be as 8pecified herein and shall
be in accordancewith all applicable paragraphs of Interim Federal
Specification ppp<-ooM6a, dated 15 HaY 1%9, and Amendment-1,dated
27 October 1969:

5.1.1 Immediatecontatiers. Shall CCXJT@y with the following
classification$

GROUP B CLASS 1 TXPEb CUIHJREB

7
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5.2 Labeling. Labeling shall be in accordance with the requtie-
mants of the Federal Food, Drug, and Cosmetic Act, and ehall include
the information required below.

5.2.1 hedlate containers. Each Immediate container label shall
bear the follouing Information. However, the information is not required
to appear in the sequence indicated, except where specifically Indicated:.

(a) the item name designated aa
‘ZINC RACITRACIN,HYDROCORTISONE,NEOMXCIN SULFATE,
AND POLYMYXIN B SULFATE OINTMENTW

The phrase “TOPICAL AND OPHTHALKICM shall appear
Immediatelybelow the item name

As an alternate, the F.D.A. apprwed and
certified name may be used.

(b) the quantity ofcontento designated as
“M oz (3.5 Grams)”

Note: The official abbreviation ‘g.R may be
used in lieu of the woml “grams.”

(c) the lot or control number

(d) the name and address of the manufacturer. When
the manufacturer is not the contractor, the name
and addresa of the contractor shall also appear.

When both names are placed on the label, the
following designationsshall precede the names:

‘~~ for the manufacturerand
NcO~” for the contractor.

(e) the expiration date

(f) a list of the active ingredientsand their
concentrations

Note: Shall be listed as shown in 3.1 or as
approved and certified by the F.D.A.

(g) the statement “Store at controlled room temperature
(59° -86° F.).”

—

8
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5.2.2 Unit packages. Each unit package label shall bear the
following information. However, the information is not required to
appear in the sequence indicated, except where specifically indicated:

(d

(b)

(d

(d)

(e)

(f)

(d

the item name designated as
‘ZINC BACITMCIN, HYDROCORTEONE, NEOMYCIN SULFATE,
AND POLYMYXIN B SULFATE OINTMENT

The phrase “TOpIcAL AND OPHTHAW.ICn Shall appear
tiediately below the item name

As an alternate, the F.D.A. approved and
certified name may be used.

the quantity of contents designated as
‘ii/8oz (3.5 Grams)n

Note: The official abbreviation “g.” may be
used in lieu of the word ‘grams.”

the Federal Stock No.

the lot or control number

the name and address of the manufacturer. men the
manufacturer is not the contractor, the name and
address of the contractor shall also appear~

When both names are placed on the label, the
following designations shall precede the namess

‘MFRm for the manufacturer and
~CON’TRmfor the contractor~

the expiration date

a list of the active lngredient6 and their
concentration

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)

L-
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(h) the statement “Caution: Federal law prohibits
dispensing without prescriptions

(i) the statement ‘Store at controlled room temperature
(~~ -860 F.).”

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

5.3 Packagtigandpacklng.

5.3.1 Unit of issue. One tube, as specified, constitutesone unit
Of i6SUe.

5.3.2 Unit package. Each unit shall be packaged as specifiedin
5.2.5 of ppp-c-@OM6a.

5.3.3 Procedure code. Procedure code No. 15 of ppp<-00186a
applies.

~.h Marking.

~.b.l htermediate package. In paragraph~.~.s of ppp<-~~86a,
add: ‘Type II Shelf-LLfemarkings shall be shown as specified h
MIL-STD-129. Marking shall include the expirationdate and the following
legend:

5.h.2 =terior container. In paragraph5.5.1+of ppp-C-00186a,add:
Type II Shelf-Life marktigs shall be shown as specified in ~L-S~-129.
Marking shall include the expiration date antithe following legend:

‘STORE AT CONTROLLED ROOM TEM?EtATURE (59° - 86° F.).”

10
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6, NOTES

6.1 Ordering data. Procurementdocuments should specify the
following:

(a) Number and date of this specification
(b) the Federal Stock No.
(c) applicablelevels of packagtig and packing

(see Ppp-C-00186a).

6.2 This specificationcovers the following item:

FSN 650+890-1568 ZXNC BACITIUCIN, HYDROCORTISONE,
NEOMYCIN SULFATE, AND POLYMYXXN B
SULFATE OINTMINT, l/~ oz (3.5 Grams).

6.3 This specificationdoes not cover all types, classes grades,
or sizes of the commodity indicatedby the title of this specification,
or those which are commerciallyavailable, but is intended to cover
the type which is normally procured to meet Military requlremenb.

Custodians: Preparing activity:
~-m Defense Supply Agency - DM
Navy - M
Air Force - 03 Project No. 6505-1281

Review activities: Review informationis current as
Army-m of the date of this document.
Blavy= IS For future coordinationof changes
Air Force -03 to this document,draft circulation

should be based on the information
in the current DODISS.

la
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STANDARDIZATION DOCUMENT IMPROVEMENT PROPOSAL OMB APPKNd
tdO, 22-R2SS”

INSTRUCTIONS: The purposeOf WIS fOM’I ~fI to aol~cit b*neficl@l comment- which will help ●chke Procur-
ement of auit~bleproducts●ttomsonsbl.co~tsndrnin~rnurndalsytofwill otherwi.e erhnce use of the document
DoD contractors, government ●ctivities, or menufactureW vendor. who ●re prospective ●uppliera of the product
●reinvitedto~~bmitcomments to the government. Fold on Une. on reverse side, staple in comer, ●nd send to
preparingactivity.Comments submitted on t~itform do not constitute or imply ●uthorization to waive ●ny
portion of the referenced document(s) or to amend contractual requirements. Attach ●ny pertinent data which
rnsy be of use in improving this document. If there ●e additional pepers, ●ttach to fom and place both hi an

envelope addressed to preparing ●ctivity.

30 CUMENT IDENTIFIER AND TITLE

MIL-Z-36818
dAME OF ORGANIZATION ANO ADDRESS CONTRACT NUMBER

MATERIAL PROCURED UNDER A

n DIRECT aOVSRNMCNT CONTRACT ~ StJaCoNTRAc”

1. HAS ANY PART OF THE DOCUMENT CR EATCO PROBLEMS OR REQUIRED INTERPRETATION IN PROCUREMEW

uSE7

A. GIVE PARAGRAPH NUMOEn AND WORDING.

8. RECOMMENDATIONS FOR CORRECTING THE DEFICIENCIES

COMMENTS ON ANY DOCUMENT REQUIREMENT CO NSIDCREO TOO RIGID

IS THE DOCUMENT RESTRICTIVE?

l-] YES ~~ No {If c.ye~~~, jn tid W-Y?)

REMARKS

UBMI TTED BY (printed or typed name and ●ddra.a - Opt fcma/) TELEPHoNE NC).

OATC

—— — -—

REP LACE5 EDITION OF 1 JAN 00 WHICH MAV DE USED
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CAUTION

NO~lC~TO BIDDERSfOFFERORS

DONOTCONDITIONORBASEYOUR BID/OFFER ON ANY CURRENT PROCUREMENT ON THE

INFORMATIONSUBMITTED ON THIS FORM SINCE Am CHANGES OR DELETIONS IN THE

SPECIFICATIONS MAY RENDER YOUR BID/OFFER NON-RESPONSIVE IN WHICH CASE IT

CANNOT BE CONSIDERED FOR AWARD.

2800 South 20th Street

Philadelphia, Pa. 19101 1/●osTAOC AMD PRCS ●AID
OCPCMSCWPPLY AQKMCY A

Defense Supply Agency w

OPFICIALSUSINt~S
●ENALTY PoRPRIVATC USCSSOO

PQ~p
DEFENSE PERSONNEL SUPPORT CENTER

W

HEADQUARTERS, DEFENSE PERSONNEL SUPPORT CENTER
ATTN : DIRECTORATE OF MEDICAL MATERIEL, CODE ATT
2800 SOUTH 20TH STREET
PHILADELPHIA, PA. 19101
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