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1. SCOPE

1.1 a:
Solution,N.F.

MIL-X-37393 .
28 June 1976

‘MILITARYSPECIFICATION

XYLOMETAZOLINE HYDROCHLORIDE SOLUTION, N.F.

This specificationis auurovedfor. .
use by
of the

all Departmentsand Agencies
Departmentof Defense.

This specificationcovers Xylometszoline.Hydrochlo.ride

.1.2 Classification. The solutioncoveredby this specificationshall
‘beof the followingsizes (See 6.2):

Size 1 - 1 pint
Size 2 - 15 ml

2. APPLICABLE OOCUMENTS

,,.
2.1 Issuesof documents. The followingdocuments,of the issue in effect‘.

on date of invitationfor bids or request for proposals,form a part of this
specification.to the extent specified herein.

SPECIFICATIONS

FEDERAL

PPP-C-186 - Containers, Packaging

>.. , and Pharmaceuticals.
,,

STANDARDS

MILITARY

and Packing for Drugs, Chemicals
(See 6.3)

MIL-STD-1D5 ,- Sampling Procedures and Tables for Inspectionby
Attributes -.

MIL-STO-IZ9. -,,Marking for Shipment and Storage. ..

Beneficial connnents(recommendations, additions, deletions) and
any peitinent data which risybe of use in imPrOving this.docwent
should’be addressed to: HII,Defense Personnel Support Centei,
ATTN:-Directorate of .Medical Materiel, DPSC-ATT, 2800 South 20th
Street, Philadelphia, PA 19101, by using tbe self-addressed
Standardization Document Improvement Proposal (DD Form 1426)

appearing at the end of this document> or by letter.
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(Copies of specifications and standards required by contractors in connection
with specific procurement functions should be obtained from the procuring
activity or as directed by the contracting officer.)

I

other;ise indicated,
request for proposals

2.2 Other publications. Tbe following documents form a part of this
specification to the extent specified herein. Unless
the issue in effect on date of invitation for bids or
shall apply.

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

I Federal Food, Drug, and Cosmetic Act and Regulations Promulgated
Thereunder.

(Application for copies should be addressed to tbe Food and Drug Administration,
Washington, DC 20204.)

U. S. PHAP.MACOPEIALCONVENTION, INC.

1 The United States Pharmacopoeia.

I (Application for copies should be addressed to the Mack Publishing Company,
Easton, PA 18042.)

I National Formulary.

(Application for copies should be addressed to tbe Mack Publishing Company,
Easton, PA 18042.)

3. REQUIREMENTS

3.1 Material. Shall be Xylometazoline
and sha~ accordance with the tests,
the N.F.

Hydrochloride Solution, 0.1 percent,
standards, and requirements of,,

I 3.2 Ingredients.
-.

3.2.1 .Xylometazoline hydrochloride. The xylometazoline hydrochloride
used in the manufacture of the solution shall comply with the tests, standards,
and requirements of the N.F., solution including any supplements or revisions
thereto.

,..
3.2.2 Other..ingredients. All other ingredients used in the manufacture of

the solution shall be of U.S.P. or N.F. quality,
these compendia, they shall be of a high quality
use in the solution.

or, if not included in either of
and purity and suitable for

2
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3.3 Expirationdatirigperiod. The expirationdating period shall be not
less than 36 months.

3.3.1 Delivery. Not more than 3 months of the expiration dating period
shall have elapsed at the time of delivery to the Government.

3.4 Workmanship._ The material and its containers shall be free frOm defects
which detract from their appearanceor may impair their serviceability.

4. QUALITY ASSURANCE PROVISIONS

4.1 Supplier responsibilityfor inspection. Unless otherwise specified in
the contract or purchase order, the supplier is responsible for the performance
of all inspectionrequirementsas specifiedherein. Except as otherwise
specifiedin the contractor order, the supplier may use his own or any other
facilitiessuitable for the performance of the inspectionrequirementsspecified
herein, unless disapprovedby the Government. TIIeGovernmentreserves the
right-to perform any of the inspectionsset forth in the specificationwhere
such inspectionsare deemed necessary to assure supplies and services confO~
to prescribed requirements.

4.1.1 Records of examinationsand tests performed 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, (i) as to any expirationdated item, for the
expirationdating period specifiedby the contractor for such item, or such
longer period as may be required by regulationof any federal agency; or (ii)
as to non-dated items, for not less than 3 years after delivery of the item to
the Government.

;..>
4.1.2 No company supplyingany ingredient(s)to the contractorwill be

consideredan acceptablefacility for the performance of any inspectionrequirements
specifiedherein.

4.2 Lot. For purposes of this specification,a lot, batch, or control is
that’’single,uni-form,and homogeneousquantity of solution produced from one
formulation,subjectedto the same compoundingand manufacturingoperation, and
filled into final containers.

4.3 Sampling. Sampling shall be conducted in accordancewith MIL-STD-105.—
~,

TABLE I. Sampling.
b

For visual Inspection AQL (percent Unit of
examination level defective) product

Ma-ior s-2
-.

1.0 Filled immediate

Minor
container

11 2.s Filled immediate
centairier

3
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4.3.1 Classification of defects. Examination will be conducted in accordance
with the following classification of defects:

TABLE II. Classification of defects.

Categories Defects 1/—

Major .
101 Solution not free from foreign matter.
102 Solution has crystal formation.
103 Solution not homogeneous.

Minor
201 Exterior of immediate container is not free from

contents or foreign matter.
202 Label not free from defacing marks and tears.

1/ Inspection is not restricted to the classified possible defects listed
~bove.

4.4 Packaging inspection.. The inspection of the intermediate package,
packing and marking for shipment and storage shall be in accordance with quality
assurance provisions of the applicable container specification and the marking
requirements Of MIL-STD-129.

,..

4.5 Labeling inspection. Sampling shall be in accordance with MIL-sTD-105
and the unit of product shall be the unit of issue. The inspection lot shall ●
be the number of units of issue of each batch, lot, control number, etc.,,
offered for inspection at one time. The inspection level for labeling S~all
.be S-2 and the acceptance number shall be zero. :7,

“4.6 Tests. Tests shall be performed to determine compliance with all
requirements .ofthis document and all referenced documents.

!

5. PAcKAGING

5.1 Packaging requirements.
accordance with all applicable
specified herein.

S.2 Packaging. Packaging

S.2.1 Unit of issue. One
cont?iqiqg 15 ml, size 2, as

The requirements for packaging shall be }n
requirements of PPP.C-186 (See 6.3) and as

shall be level A or C as specified (See 6.1),.

bottle containing 1 pint, size 1, or one bottle
specified, constitutes one unit of issue.

5.2,.2 Level A. 1.- —
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5.2.2.1 Inunediat&”container: size 1 and size 2. The immediate,container
for size 1 and size 2 shall be a comme~cially available container considered
acceptable by the Food ~d. Drqg Administration (FDA) for the product contained
therein and shall be of such compatibility that neither the contents nor the
container are altered in any way by each other.

5.2.2.2 Unit packaging. At the option of the contractor, each unit, size 1
or size 2, may be packaged as specified in 5.2.5.of PPP-C-186.

5.2.2.3 Intermediate packaging. Twelve (12) units of issue of size 1 shall
be packaged as specified in 5.2.9 of.F?PP-C-186or twelve units of issue of size 2
shall be packaged as specified in 5.2.7.1 of PPP-C-186.

5.2.3 Level C. Units shall be packaged in standard commercial containers
of the size and kind commonly used, which will afford the degree of protection
required for shipment and use of the product fOr its intended PuWOse.

5.3 Packing, Packing shall be level A, 8 ‘orC as specified (see 6.1).

5.3.1 Level A. Twenty-four (24) units of issue of size 1 or four hundred
thirty-two (432) units of issue of size 2 shall be packed as specified in 5.4.4
of PPP-C-186.

5.3.2 Level B. Twenty-four (24) units of issue of size 1 shall be packed
as specified in 5.4.3.2 of PPP-c-186 or four hundred thirty-two (432) units”of
issue of size 2 shall be packed as specified in 5.4.3.1.1 of PPP-C-186.

5.3’.”3Level C. The subject commodity shall be packed in substantial
comme!”cia-iners of the type, siz’e,and kind commonly used for the purpose, -
so constructed as to insure acceptance and safe delivery by.cO~?n Or Otber
carriers, at the lowest rate, to point of delivery called for’in the contract
or pur”chaseorder.

5.4 Marking.

5.4.1 Labeling. .Labeling shall be in accordance.with the Tequir?ments Of
the F&deral Food, Drug and Cosmetic Act and shall include the information required
below;;’ ,,,.. ~: ... ,,

,5.4<1.1 Immediate container.. Each immediate container label shall bear the
follow”in~information: “-’

(a] label information in accordan&.w;.th,conunercial practice.

... :., . ..-.
(b) the expiration date.-. .

5
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5.4.1.2 Unit package. Each unit package label shall bear the following
information:

(a)

(b)

NOTES:

label information in accordance with commercial practice.

the National Stock Numer.

(1) The National Stock Number shall not be preceded by any prefix.

(2) Strip labeling may be used.

(3) Label adhesion test shall not apply.

(4) If a unit package is not supplied, the National Stock Number
shall appear on the immediate container label.

S.4.2 Intermediate package. Each intermediate package shall be marked as
specified in paragraph 5.5.3 of PPP-C-186. In addition, Type I shelf life
marking & specified in MIL–STD-129 shall be shown. Marking shall include the
legend:

!!~~N~~ p~Jl~T l.o~~~~~~.!,

5.4.3 Exterior container. Exterior containers shall be marked as specified
in 5.5.4 of PPP-C-186. Type I Shelf life marking as specified in MIL-STD-129
shall also be shown. Markifieshall include the leeend:

!!DONOT PERMIT TO FREEZE.”

“6..

6.1

(a)

.(b)

(c)

6.2

Natfonal-Stock Number Item Identification D~signation

6505-00-064-8672 XYLOMETAZOLINE HYDROCHLORIDE Size 1
SOLUTION, NF, 0.1%, 1 pt (473 ml)

65OS-OO-723-5O2O XYLOMETAZOLINE HYDROCHLORIDE Size 2
SOLUTION, NF, 0.1%, 15 ml

NOTES

Ordering data. Procurement documents should specify tbe following:

Number and date of this specification.

National Stock Number.

Selection of applicable levels of packaging and packing (See 5.2 and 5.3). ,

This specification covers tbe following item(s): I
Specification 1.

6
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6.3 All references to PPP-C-186 refer to Interim Federal Specification
PPP-C-00186B which is mandatory for use until superseded by a revision.

Custodians:
Army - MD
Navy - MS
Air Force - 03

Preparing activity:
Defense Supply Agency - DM

Project No. 6505-1533
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STANDARDIZATION DOCUMENT IMPROVEMENT PROPOSAL I
OMB APP,OV.]

No. 12. R25S

NSTRUCTIONS: The purpose of W. form is to s.llcit h.nefici.l comments whichwillhelpachieveprocure.
.e.tof suitable products at reasonable cost and minimum d,l. y, or will otherwise ●,.h...e use of the d.ac.rnen
kD . ..tr.ct.m. g.. emment activities,m ma.ulect.retsl.endomwhoarePto,sPectlVen.,lwllem.1theproduct
Me i.vited to submit comments to the govemme. t. Fold on line. on reverse .Id., staple m comer, and send t.
,repsri”g activity, Comments submitted o“ this form do not constitute or imply .uthorizati.a. to waive .“Y

mrtion of the referenced doc”rnen t(s) or to amend conlr wt..! requirements. Attach aw pertinent data which
nay be of use in improving this d.c:m,e. t. If there are .dditlo. al papers, attach to form and place b+tb in an
mveloim addressed to preparing actjvity.

>CUMENT IDENTIFIER ANO TITLE

MIL-X-3739 3 XYLOMETAZOLINE HYDRoCHLORIDE SOLUTION , N .F.
\MEOF ORGANIZATIONAND ADDRESS CONTRACT NUMBER

MATERIAL PROCURED UNDER A

n o,R,cTGOvERNM~N, cON,RAc, ~~ %UBCONTR4C
HAS ANY PART OF THE 00CUMENT CREATEO PROBLEMS OR REQU!REO \NTERPREThT!ON IN PROCUREMENT

USE?

A. .,”, P. RAG RAPH NLIM,, R . . . WORD,...

e. R“ECOMM.NDAT!ONS ,’0. CORRECTING ,.. DE F, C, EN C,, S

COMMENTS ON ANY OOcu MENT REQuIREMENT COnSidered 700 RIGID

,S THE DO C” MENT RESTRICTIVE!

o y., m .0 (~’.V’e$.,,i.!“..,w?)

REMARKS

JBMITTED BY (PrintedO,tymd“am.and..dd,...0.,!.,..,1 TELEPHONE NO.

DATE

-- .... . . *-
vu ,;;;;21440 ,,,. ,.., ,.3,.,0. or ! ,*N ,8 WHICH MA” ., .s,0
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