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PETROLATUM, WHITE, USP

This specification 1s approved for use by all
Departments and Agencies of the Department of
Cefense.

1.2 Classificatlicn. The white petrolatum covered by this
specification shail be of the following sizes (see 6.2):
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The following documents, of the lssue

.1 Issues o .
nvitation ror bpids or regquest for prooosa-u,
cif t ent

r
ion to the extent specified herein.
SPECIFICATIONS

FEDERAL

PPP-C-186 ~ Containers, Packaging and Packing for Drugs,
Chemicals and Pharmaceutlcals.

Beneficial comments {(reccmmendations, acditions, delstions) and }
any pertinent data which may be of use in 1mDroving this docu- '
ment should be addressed to: Hq, Defense Personnel Support Cen- i

ter, ATTN: Directorate of Medical Materiel, DPSC-ATT, 2820 Scuth
20th Street, Phildelphia, PA 19101, by using the self-addressed

Qﬁandnrdiﬂaf1nn Document Imrovement Proposal (DD Form 1426)

LDurallll lloaAv iUl JULRLITIIV &l VEealTil } o &l e

appearing at the end of this document onfhy letter.
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MIL-STD-10C5% - Sampling Prccedures znd Tatles for
Inspection by Attributes.
WiL-ZTI=-22% ~ Marking for Snipment anc Storage.

(Torizs of specificatizsns and standards rejulred §, conTractars
in ccnnection with specific procurement functliong snculd Se ob-
tained from the procuring activity or &as directed by the contracet-
ing officer.)

2.2 Qther publicaticns. The following documents form a part of
this specification toc tne extent specified herein. lnless other-
wlze indicated, <he issue in effect on dace of Znvitaticn for bids
Sr reguest for proposals shall aprly.

C. S. DEDARTMENT OF EZALTH, EDUCATION, AL WELTARZ,

FOCL AND DRUG ADMINISTRATION (FDA)
Federal Food, [Crug, and Cosmetic Act and Regulations Promul-
gsated Thereunder.

(Applicazion for copies snould be addressed to the Food ané Drug
Administration, Washington, DC 20224.)

U. S. PHARMACOPEIAL CONVENTICN, INC.

The United States Pharmacopeia (USE)

(Application for ccples should be addressed to the Mack Publishing

Comrany, Easton, PA 18042.)

The Natvional Fermulary (NF).

(Acplication for copies should be addressed tc the Mack Publishing
Company, Eastcn, PA 18042.)

3. REQUIREMENTS

3.1 Material. Shall be Petrclatum, White, U3SF, and shall be ir
accordance with the tesszs, standardz, ard reguirermeniz 2f =-=s 2P,
incliuding any Supplements Or revisions theretc.

2.2 Delivery. Not mzre than 6 months shall have elapsed “rom the
date of manufacture of the finished prcduct to the date cf delivw
to the Government.

2.3 VWorkmanship. The material ang its containers shall be free
from defects which detract from their arpearance or may impair their

serviceability.

(
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4. QUALITY ASSURANCE PROVISICHS
4.1 Supplier responsibiiity for inspection. Unles§ cthfrwise
ol _ ~ -l 2 sty 1S 2 bed Y-
specified 1n tne contract or purcnrase order, pnc'buyy¢¢=r fs -esggT
sible for the performance of all inspection requirements a: scecirfled
herein. Except as cotherwilse specified in the contract c¢r order, the
) P Y o I 3 e
suppliler may use nls own or any other fac;;;ties_u,‘uarle ;3{ :ne_ge-
formance of the inspection reguirements specified nerein, unless 3-s-
3 = ~armraraen ot re - < &~ -
approved bty the Government. mhe Covernment reserves the right to per
form any of the inspectlons set forth in the specificaqion w;ere such
inspections are deemed necessary L0 assurs suppiies and services cCn-
form to prescribed requirements.

4.1.1 Records of examinations and tests performed by or for the
contractor shall be maintained by the contractor and made avalliatle to
t+=e Government, cn the Government's reguest, &t any “imﬂ, er frecom
time to time, during the performance cof the contract arnd, (i) zs o
any expiration dated item, for Che expiration dating periocd specified
cy the contractor for such item, or cuch lenger perind as may be re-
qulrea by regulation of any federal agency; Or (2:1) as to ncrn-Zated
ivems, for not less than 3 years after deiivery cf the item to the
Government.

4.1.2 No comrany supplying any ingredient(s) tc the contractor
will be considered an acceptable facility for the performance ci the
inspection requirements spacified herein.

4.2 Lot. For pqrposes of this specificartion, a lct, batch. or
control is that single, uniform, and homogeneous guantity cf finished
prcduct prcduced from one formulatlon, subjected tc the same olr=
rcunding and manufacturing operation, anac filled into final ccrntainer

4,3 Sampling. Sampling sh2ll be conducted in accordance with
MIi1-0TD-105.

ABRLE I Samrling.
ror visual Inspection ' AQL (percent gnit cr
exarnination level ! defsctive’ croduce
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4.4.1 Cliassification or defects. Examination will be conduccted
in accordance with the following classification of defecrts

TABLE II. Classification of defects.

Categories Defects 1/ .
¥aler

2C2 Finished product not rree from fereign matcer.

122 Finished product not homogeneous.
Minor

201 Exterior of immediate container is not free

from contents or foreign matter.

202 Label not ¢ree form defacing marks and tears.

</ Inspecticn Is not restricted to the classifled possibie defects
listed above.

L.5 Packaging inspection. The inspection of the intermsdizte
rackage, packing and marking for shipment and storage chall be
in accordance with quality assurance provisions of the aprlicable
container specification and the marking requirements cf MIL-STD-12¢C.

4.6 Labeling inspection. Sampling shall be in accordance wi=-h
MIL-STD-105 znd the unit of product shall be the unit cf issue.
The inspecticn 1< shall be the number o units of iszue ¢ eacn
Sztcn, lot, ccntrel numoer, etc., offered for inspacticn at ~n=
time. The inspecction level for lateling chall be 3-2 and the
azcectance numtcer shall be zero.

4.7 Tests. Tests shall be performed tc determine ccmpliznce wish
all reguirements of this document and all referecnced dccumensz.
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5.2.1 Unit of issue. O0ne czn contalning 1 1o, siz2 1, cr zIne
zan containing 5 1b, size 2, as cpecifisd, censtitutes one unit of
issue.

5.2.2 Level A.

§.2.2.1 Immedlate container: =slize 1 and sice Z. The immediate
ccntainer for size 1 and size 2 snall te a ccocmmercially available
Immanddiatna Aamntadmar Aancddaran’d arranitahla Rt o TA~A ans Drug
il T L Qv O LwilvadllTl CUlem AUCL TW aceoivaidacT .)J - a4 cil'a —-F
Administration (FDA) fcor the product centained therein and shall be
of such compatibility thzt neither the contents nor the zontainer
are altered in any way by each other.

5.2.2.2 Unit package. At the option acter, a unit
package may be furnisned. I a unic ished, ezch

ckaged as specified in -185.

i

e
can shall be pa

t

£.2.2.23 Intermediate packaging. Twelve {12) units of =sizz2 1 »r
six (6) units of size 2 shall be packag as specified in £.2.14.1
cf PPP-C-18%,

5.2.2 L2wvel C. Unitz shall be packaged in standard commercial
containers of the size and kind ccmmornly used, whizn will afford
the degree of protection required for shipment and use oI the prcduct

for its intended purpose.

5.3 Packing. Packing shall be level A, B or C, as specified
(see €.1

5.3.2 Level A. Four intermecdiate pacikages (L8 uniss) of size 1
or two irtermedZate packages (12 unizs) ¢f size 2 tghall t: vacked as
specified in S.4.5 or FFP-C-186

g 2 2 T awvral N Trsier Lt mmen n 33 mdem e HE a e at A e

Jedec wevVel D, S OUl dhniverinedlidadcve dLdeEb \&#C unaivs, Ci1 S22 1L
cr two intermediate)packages (12 units; of size 2 =hall be pacrsed as
specifiled in £,4,3.€.1.1 of PPP-C-188.

= 2 < T =owra? sl my - PR S R P B TR ~ - N N o . N

5.3.3 Level C TY Diect commcditr shall ne nazie?d - subsoun-
tial commer t f the rype, size, 2and kind cammonly used
fer the purs © as <o insure accerntance ind zale de-
livery bv ¢ r at the lowest rate, tc polnt
AF A2 2 - . e m - .

Ol ae_lvery act or purcnase crder.

wu
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c.

S.4.1 Lebeling. Labellpg shall b2 In acccrdance with =he regli
ments of the Feieral Fcod, Drug and Zesmetic Ac*t and snall inmoluze
the informatlion rejuired helow:

5.4.1.2 Immediate container. Zacn immediate ccntainer latel sh
bear the feollewing informaticn:

[t1]

(a) 1label infcrmation in acccrdance with commercial przcIi:
(b) the date cof manufacture prefixed by "MFD".

=.401.2 Urit rackzge. Tach unit pacxkage label shall tezr <he
Tollowing information:

(a) 1label information in accordance with commercial przectice.
() trhe National S:tocik Numbper.

CTES: (1) The National Stcck Number shall not be rrezoded
by any prefix.

Strip labeling may ce used

Label adhesion test shall not aprly.

If a uri:c package is not supplied, the Nuriocnzl
Stocs Numrer shzll apgear on the immediar:

container label

s e

2
3
4

5.4.2 Intermediate package. Each inte“mediate package shell te
marked in accordance with 5.5.3 of PPP-C-186 except that the date
of manufacture snall be shown in lieu cf the date packed.

5.4.3 Exterior container. Exterior containers shall ke marked
specified in 5.5.4 of PFP-C-186 except that the date of manufactur
£hail be shown In lieu of the dzate packed.

iatz. Frzocurement documents snoulsid soeciss —hes
umber and Jdave of tnls sceclificas=: .

Storls Numzer, ’
n of applicabtle lzvels 5° packaginz and cacoing
2 and 5.3).
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STANDARDIZATION DOCUMENT !MPROVEMENT PROPOSAL

INSTRUCTIONS: This form is provided to sclicit ben“ncm comments wnich may lmprcve this document and
enhance its use. DoD contractors. government activities, manufacturers, vendors, or other prospective users of

the documen® are invited to submit comments to the govern

wie gooument are ipviled o sunmil fommens ¢

and send to preparing activity. Attach any pertinent data wnicn may be ol use :n improving this document. If
there are additional papers. attach to form and place both in an enveiope addressed to prep:u'x..g ac.xvu

- w1l -y
response will be provided to the submittcr, wnen rame and address is provided, wit

the 1426 was received and when any appropriate action on it will be comopieted.
NOTE: This form shall not be used to submit reguests for waivers, deviations or clarificatio

_____ ments an cumeant aontracts Oam H i
requirements on current contracts. Commaents submitted on this form do not constitute or i

to waive any portion of the referenced document(s) or to amend contractual requirements.

S
]
o

1t. Fold on lines on reverse side, staple in corner,

DOCUMENT lDENl IFIER (Number) AND TITLE

MIZ-P-3764G PETRCLATUM, WHI USP

NAME OF ORGANIZATION AND ADDRESS OF SUBMITTER

B. RECOMMENDED WORDING CHANGE

C. RuASON FOR RECOMMENDED CHANGE!(S]

|

{_ VENDOR C user MANUFACTURER )
1. {J HAS ANY PART OF THE DOCUMENT CREATED PROBLEMS OR AEQUIRED 'NTERPRETATION IN PROCUREMENT
USE? [T 1s anY PART OF IT TOO RIGID, RESTRICTIVE, LOOSE OR AMBIGUOUS? PLEASE EXPLAIN ZELOW. y
A. GIVE PARAGRAPH NUMBER AND WORDING 4

<. REMARKS

SUBMIFTED B8Y (Printed or typed name and address — Opniona:) TELEPHONE NO.
i
VAL F
-‘ - -
4 EDITION OF 1 UAN 72 WILL BE USED UNTIL FXHAUSTED.
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