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FEDERAL STANDARD

PARENTERAL PREPARATIONS

Authority. Thie Wrndarttu ierued ynrmmt to the hfemf ~ and
Admrnistratire S~”ec8 Act of 1949,
th 00WPL0diti68 T@jCWd tO h~dlt U

S1. Parpme and scope. This standard de
scribes sterile, parenteral preparations in
final containers, for sal% b-r, or ex-
change, intended for human consumption.

S2. C!hmMication. Parenteral prepara-
tions shall be of the foIlowing types, classe%
and styles :

Type X—Aqueous.
Claas I-Solutione
Class Muspensiom

Type 11-Nonaqueoua
Class 1401ution. .
Class Suspension.

Type III—Emulsions.
Type IV—Dry solids intended for solution

or suspension prior to injection.

Clasa 1401uble.
Style A—In aqueous vehicle. ‘
Style B-In nonaqueous vehicle.

Class suspendible.
Style A—In aqueous vehicle.
Style B-In nonaqueous vehicle.

S3. Referenced docunmta.

S3.1 Specifications. The following cbcu-

xnents of the issue in effect on da@ of in-
vitation for bids, or request for proposal,
form a part of this standard:

Federaf Specification:

PPP-C-18-ntinem, Packaging and
Packing for Drugs, Chemicals, and
Pharmaceuti*

(Activities outside the Federal Government may
obtain copiee of Federal Specification. st~nd~rda.
and Hsndhooke aa outlind under Genera! Infom-
tion in the Index of Fecimrai Specification and

as arnenckd, and W appliodicm to
sumda~ m all Foaled agenoiee.

Standarde ●nd ●t the prices lnd$catgd $n the Max.
The Index, which inclodee cumulative monthly SUP
plemente aa imued, h for eale on a subscription
basis by the Superintendent of Documents, U. S.
Government Printing Office, Washington, D. C.
20402.

(Single copies of this speMcation and other
product apecificatione required by ●ctivities outeide
the Federai Government for bidding purpoeee ●m
●vailable without charge ●t the General Seti
Administration Regional Offieee in Boston, New
York, Washington, D. C., Atimta, Chicago, Kaxuae
City. Me., Dalha, Denver, San Frar@aeq Loa
Angeles, and Seattle, Wash.

(Federal Government activities may obtain mpies
of FederaI Specifications, Standsr@ and Hand-
books ●nd the Index of Federal Specifications aad
Standards from cstabliahed distribution poiata ia
their qenciee.)

iUilita~ Standard: .

MILSTD-1 OMampling Procedures
and Tablea for Inspection by AL
tributes. .

(CoPiea of Military Specification and Stindmtis
required by contractor in connection with specific
procurement functjons ebould be obtained from the
procuring ●ctivity or ae directui by tho contractbg
officer.)

S3.2 Other lndWafbnu. The following da-
umenk form a part of thin standard. Unless
othemrise indicated, the issue in effect on
dab of invitation for bids ahdl apply.

Amtican Pharmaceutid A880ciation

National Formulary.

(APPikatiOn for co’piee should b, sddmssed to “
the Mack Publishing Company, Eaaton, P-, 18042)

U.S. Department of Health, Education,
and Welfare, Food and lhg Adminiatru-
tion:

Federal Food, Drug, and Cosmetic Aet
and Regulation PromulgaH Ther+
under.

.
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(Application for mpies should be addreaaed b
the Food and Drug Administration, U. S. Depar&
ment of Health, Education, and Welfare, Washing-
ton, D. C., 20204.)

U. S. Department of Health, Education,
and Welfare, National ltditute~ of Health:

Public Health Service Regulations—
Part 73.

Minimum Requirements (as applicable) .’

(Application for copies should b addreaaed b
tbe National Iastituti of Health, Bethes@ Mary.
had, 20014.)

U. S. Phwvnaco@d Conventionp Inc.
Pharmacopoeia of the United States.

(AppIicstion for copies should he addreaaed to
the Mack Publishing Company, Eaatan, P% 18042.)

S4. Definition

S4.1 TUPe X. Type I, aqueous parenteral
preparations, are sterile injections of txvo
classes.

S4.1.1 ChM8 1. Class 1 injections contain
medicaments that are dissolved and in so-
lutiom

S4.1.2 Chm 2. Chum 2 injections contain
rnedicaments that are in suspension.

S4.2 TVP8 11. Type 11, nonaqueous paren-
teral preparations, are sterile injections of
two classes.

S4.2.1 Class 1. Class 1 injections contain
medicamenb that are dissolved and in so-
lution.

S4.2.2 Ckuw 2. Class 2 injections contain
medicaments that are in suspension.

S4.3 ?’VTM111. Type 111, emulsions for pa-
mnteral use, are sterile inj ectiona contain-
ing liquid medicament (s ) and suitable im-
miscible liquid (s) in a dispersed system (s).
One liquid is Water for Injection or aqueous
solution (s) and the other liquid is oil or ole-
aginous material (s).

S4.4
sterile
ed for
tion.

2

Type IV. Type IV, dry solids are
medicaments, of tio chases, intend-
8olution or suspension prior to inj ec-

S4.4.1 Ckuw 1. Class 1 soluble (dry pow-
der or freeze-dried solid) medicaments are
Of tiO 8~1e!3.

S4.4.1.1 Style A. Style A medicamenta
are soluble in aquwus vehicles.

S4.4.1.2 Style B. Style B medics.menta
are soluble in nonaqueous vehicles.

S4.4.2 CZUSS2. Class 2 suspendible (dry
powder) medicaments are of two styles.

S4.4.2.1 StBle A. Style A medicamenti are
suspendible in aqueous vehicles.

S4.4.2.2 Style B. Style B medicaments are
suspendible in nonaqueous vehicles.

S4.5 Lot. For purposes of this standard,
a lot, batch, control, or pharmaceutical lot
is that single, uniform, and homogeneous
quantity of parenteral produced from one
formulation, subjected to the same com-
pounding and manufacturing operation, and
filled into final containers. For Water for
Injection, that is produced on a continuous
distillation process, a lot of Water for In-
jection shall not exceed that quantity which
is distilled from the still(s) into one contsin-
er during a 24hour period.

S4.5.1 Sten”[ity M. A sterility lot is a lot
or portion of a lot which (a) is sterilized in
the same sterilizer load; (b) is filtered
through a bacterial filter or filtem into a
retaining container, mixed and fi]lal asepti-
cally into final containers through a singie
filling apparatus or assembly in a period of
time not ta exceed one working day or shift;
or (c) is subjected to some other steriliz-
ing process which shall be acceptable to the
procuring activity.

S4.5.1.1 Upon approval of the procurihg
activity, the assigning of phamnaceutical
lot (quality control ) numbers without show-
ing individual load (charge ) decimation will
be acceptable, provided samples from each
sterilizer charge are tested and reserve
samples representing each sterilizer charge
are retained for future testing, as nee3ed.

“)
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Approval will not be granted, in any c.=e,
for intravenous solutions of 100 cc or more

S4.5_2 Lot, batch, or control tiumber. L&
batch, or control number is a series of num-
bem and/or letters that identifi= the 10L

S4.6 Find container. For purposes of this
standard, the term “find container?’ is syn-
onymous with immediate container that is
filled with the designated material.

S4.7 Date of manufacture. The date of
manufacture is defhmd as follows:

4.7.1 For those parenterals that are
manufactured under N.I.H. license, the date
of manufacture conforms to the definition
established by the NJ.lL

S4.7.2 For those parenterals that
mitted to F.D.& for certification
release, the date of manufacture is
of the official certification notice.

S4.7.3 For all other parenterahq

are sub-
prior to
the date

not cov-
ered by S4.7. 1 and S4.7.2, the date of manu-
facture is the date of filling or of steriliz-
ing the find containers, or the date of man-
ufacturer’s or contractor’s final quality am
proval of the final containers, which shall
be not later than one month after the date
of filling.

S4.8 E~”rtztion dating period (potency
pm”od). The expiration dating period (po-
tency period) shaIl be designated by the
procuring activi~ and represents the per-
iod beyond which the parenteral cannot be
expected, beyond reasonable doubt, to
yield its specific result (s) or retain its re-
quired potency.

S4.9 Expimtion data. The expiration date
is the date of termination of the expiration
dating period.

S5. General requirement%

S5.1 The ingredients entering inti the
preparation or manufacture of the paren-
terala shall comply with the tests, stand-
ards, and requirements of the U.S.P. or
N.F., and the procurement document If

Fed. Sti Nm 142a

the ingTedien& are not monographed in the
U.SP. or N.F., and standards for the
ingredients are not included in the procure-
ment documen~ the ingredients shall be of
a high quality and purity and suitable for
use in the parenterals (see S6.7.1.10)..

S5.2 Finished parenter@. “

S5.2.1 Parenterds that are official ar-
ticles in the U.S.P. or N.F. shall comply
with the tests, standards, and requirements
of the US.P. or N.F., and the procurement
documenk The pammterals shall also comply
with all specifications of the U.S.P. or N.F.,
relating to the article, whether incorpor-
ated in the monograph itself, in the”General
Notices or in the 8ection on General Tes@
Processes and Apparatus (see S6.7.1.2.1).

S5.2.2 Parenterals that are not official
articles in the U.S.P. or N.F. shall comply
with alI requirement of the procurement
document (see S6.7.1.2.2). .

S5.S Parenterals that require from F.D.&,
either a Certification or an Approved New
Drug Application shall comply with the ap-
plicab]e requirement of F.D.A. and tie
~rocurement document.

S5.4 Parenterals manufactured under
N.I.Ii. license sha~ comply with all require-
ments of N.I.H. and the procurement d-
umenk

S5.5 Parenterals shall not contain color-
ing agent (s) for the sole purpose of color-
ing the finished preparation.

S5.6 Workmawhip. The materials shall
be free fnm any defects which detract
from their appearance or may impair their
usefulness.

s5.? Labeling, packag~ng, and pckinu of
parenteraZs. Labeling, packaging, and pack-
ing of parenterals shall be as specified in
the procurement document (also see
S6.5).

Note: Attention is directed ti S6.6, s~’79 .
S6.1O, and S6.11 for inprocess .-d

s
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final product
tion.

&ting and examina-

S6. Detaii requirements.
. S6.1 Ingredients entering into the prepa-

ration of parenterals.

S6.1.1 All ingredients shall conform to
the requirement of S5.L Each ingredien~
and all ingredient ambined, shall be non-
toxic in the amounb administered.

S6.1.2 Vehic&s. ,Vehicles used in the
preparation or manufacture of parenterals
are aqueous or nonaqueous. The vehicles
shall not adversely affect the intended ther-
apeutic efficacy of the products, and shall
not interfere with the applicable tests and
assays.

S6.1.2.1 Aqueous vehicles. Aqueous ve-
hicle shall be Water for Injection. Sodium
Chloride Injection or Ringe#s Injection may
be used in whole or in part instead of Wa-
ter for Injection, unless othemvise specified
in the procurement documenL Aqueous v-
hicles may contain such substances as alc~
ho], gylcer@ and propylene glycol, when
8pecifkd.

S6.1.2.2 iVonaqueow vehicles. Nonaqu~
ous vehicles shall be oils of vegetible origin
or other suitable nonaqueous vehicles. The
vehicles shall conform to the requimnenta
and intent as described in “Other Vehicles”
under “Injmtions” ‘in the U.S.P.

S6.1.3 Added trubatances. Unless other-
wise specified, added substances, in the

. quantities and proportions commonly used
commercially for the specific preparation,
may be included in the formulation of par-
enteral preparations to make them isotonic,
to adjust pH, or to pxwduce a buffered
preparation. In addition, bacteriostatic
agent (s), presenrative(s), solubilizer(s),
8tabilizer (o ), or antioxidant(s) may be used
to increase the stability or usefulness of the
product Unless othenvise specified in the
individual monograph of the U.S.P. or N.F.,
or in the procurement document; (a) par-
enterala packaged in multiple dose con-

tainers shall contain added substance(s)
used in concentrations which will prevent
the growth of, or kill, micro-organisms, and
(b) parenterals packaged in single dose

*

containem of more than 5 milliliters shall not
contain added substance (s) that are intend-
ed to prevent the growth of, or kill, mic~
organisms. Added substances shall not ad-
versely af fed the intended therapeutic ef-
ficacy of the products, and shall not inter-
fere with the applicable tests and tssa~

S6.2 Properties of parenteraZ prepww 8
tb718.

S6.2.1 CZaritV of solutions. Applicable to
type I, class 1; type II, class 1; and solu-
tions of dry solids (t~ IV, class
1). Solutions of parenteral preparations
shall be clear and free from undissolved or
particulate matter within the limits permitt-
ed in the classification of defec~ and the
applicable acceptable quality level (AQL),
when examined without accessory magnifi-
cation (except for such optical correction
as may be required to establish normal +
sion) against a black backgmxnd and
against a white background with illumina-
tion from a light which at a point 25.4 cen-
timeter (10 inches) from its source, p-
tides an intensity of illumination of not less
than 100 and not more than 350 foot-candlem
Some biological products need not be clear
and entirely free from turbidih, provhd
this is characteristic of the product The
clarity standards for such products shall be
judged on an item for item basis with the
characteristic properties of the product con-
sidered in each case.

S6.2.2 Suspensions. Applicable to &pe L
class 2; type H, class 2; and suspensions
of dry solids (type IV, class 2). Suspensions
shall contain fine, evenly dispersed, pow-
der or c~stalline materials in suitable ve-
hicles. Suspensions shall be free from for-
eign matter when examined, without a-
cessory magnification, under conditions of
ordinary room lighting. If separation of the
suspensions occurs, a uniform suspension

,

4
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shall be obtained after moderate shaking
of the container for 20 seconds. The suspen-
sion shall mnain homogeneous for at lead
8 minutes. Suspensions in aqueous vehlcl~
after shaking as above, shall flow freely
without binding when the contents of the
final cxmtainero are aspirated through a 22

~gaffi 1 inch hypodermic mxde using a sui~
able hypodermic syringe. Suspensions in
nonaqueous vehicles, after shaking as
above, shall flow freely without binding
when the contents of the final containen
am aspirated through an 18 gage, 1-1/2 inch
hypodermic needle using a suitable hypo-
dermic syringa Requirement for auspen.
sions needing special treatment will be de-
scribed in the procurement document when
such is considered applicable by the procur-
ing activity.

S6.2.3 Emukionu. EnNMons shall be Sk
ble preparations suitable for parented use
Emulsions shall be free from foreign ma~
ter when exaxnined, without accessory mag-
nification, under conditions of ordinary
room lighting. The ‘~dispersed” or “intern~”
phase of the emulsions shaIl be uniformly
distributed in small globules throughout-
the body of the “dispersion medium” or
“~rn~ phse” after moderate shaking of
the container for 10 seconds. The emulsion
ehall remain hmnogeneoua for at least 10
Ininum

S6.2.4 Dry solids intended for uolution or
awpm W-or to injectiom Dry nolids in-
tended for solution or mspension prior to
injection shall be free from foreign matter
when examined, without accessory magnifi-
cation, under conditions of ordinary lighting.

S6.2-4.1 Sdrdionu of aobble dw 80&b

for injectwm Applicable to type IV, class 1.
Unless otherwise specified, solutions of dry
solids for injection shall comply with the ap-
plicable requirement in S6.2.1 when the
specified or labeled volumes of designated
vehicles are added to the containers, and
the ccmtainera are moderately shaken for
20 aeconda

.

.
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S6.2.4.2 Suspewhw of dqj #o&b for in-
jection, Applicable to type IV, &es 2. Un-
hss otherwiss specffie& suspensions of dry
adids for injection shall comply with the
applkable requirements in S6.~ when the
specified or labeled volumes of designated
veldcks are ridded to the conainers, and
the containers are moderately shaken for
20 seconds.

S6.3 Volume in find container (t~ea 1,
11, and III). Final containem for types I, II,
and III shall contain a volume in excess of
the required (labeled) volume, The amount
of fill volume in final containem shall be
not less than that stated h the table in the
U.S.P. under “Volume in Container.” The
method for determination of volume in fi-
nal con~ners shall be performed as am “
ified in the U.&P. under “Volume in Con-
Mn&’ and the volume in container shall
comply with the requirements of the UOS.P.

S6.4 Dry aoti& in final container (t~a
IV). Find containers for ~ IV shall con-”
tain the required amount of ingredient(s).
The weight of the contxmb in final contain-
er shall comply with the Weight Variation
requirement for “sterile ~li&” as de.
scribed in the U.S.P. This requirement shall
apply to sterile solids, with or without di-
luent(s) (added substances) uxdeaa other-
wise specifid In addition. sterile solids,
with or without diluent(s) (added sub .

stances), shall comply with the applicable
xgraph Uder ‘Gmtainer Contxmt.”

Notu:
L Tbo term diluent (s), as ud in this ~ph

and in the U.S2. Weight Variation, is
synonymous with tha term ‘Added Sob=
stmwes,” u described in S6.13 of this stan&
●l, ●nd in the U.SJ. under “Injections.”

2. Type IV item monographed {n th N.F. and
nonofficial articles 8hall alao comply *tit
S6.4

S6.5 Rind containew for injectabl~. Fi-
nal containem (immediate containers) for
injechbles shall conform b the requir-
ments of PPP-C-186, when applicable, the
U.S.P. or N.F., when referenced, and the pro- .

●

6
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curement documenti The fired containers
shall be sealed by fusion or by other sui~
able means (whichever is 8pecified in the
procurement document) so that the con-
tents shall not escape or become contamin-
ated by the entrance of extraneous sub-
stance. In addition, the final con~inera
ahall maintain aterili~ of the contenh un-
til the containers 8re opened or punctured.

S6.5.1 Air in final containers. Unless oth-
erwise specified, the air in the fins] con.
tainers may be evacuated or displaced by
an inert gas. *

S6.6 Examination of final container. All
final containers shall be individually subjecti
ed to a visual and physical (ocular or suit-
able mechanical device ) examination by the
manufacturer and all final containers that
are judged to be in noncompliance with any
requirement in this standard, or other pro-
visions of the procurement document, as
can be determined by visual and physical
examinations, shall be deemed rejected. Such
rejected final containers shall not be includ-
ed with the material offered to the Govem-
menL The @e of defect and the number
of defective final containers shall be re-
cordecL

S6.7 Teds.

S6.7.1 Testin~ of ingreditmts and finished
pawnte?’w.

S6.7.1.1 Ingredients. Ingredients that are
official in the U.S.P. or N.F., shall be tested
by the methods described in the U.S.P. or
N.F., and the procurement document, and
the ingredients shall comply with S5.1. In-
gredients that are not official in the U.S.P.
or N.F. shall be tested by methods speci-
fied in the procurement document or, if not
specified therein, the nonofficial ingredi-
ents shall be tested by suitable methods to
determine their identity and compliance
with S6.1.

S6.7.1.2 Finished parenterals.

S6.7.1.2.1 Parenttn-aZs official in the VS.P.

or N.F. Each lot of parenterals that are of-
ficial in the U.S.P. or N.F. shall be tested
by methods described in the U.S.P. or N.F.,
and the procurement document to deter.
mine compliance with S5.2.1.

S6.7.1.2.2 Parenterals not official in the
U.S.P. or N.F. Each lot of parenterals that
me not official in the U.S.P. or N.F. shall
be tested by the methods described in the
procurement document or, if not described
therein, the nonofficial parenterals shall be
tested by suitable methods to determine
compliance with S5.2.2.

S6.7.2 Sterititg and pyrogen testing.

S6.7.2.1 Ted for derilit~.Each sterility
lot shall be 8terile when tded for steril-
ity in accordance with the Sampling and
Sterility Test Methods of the US.P. or N.F.,
except that each lot of parenterals manu-
factured under N.X.I?. license shall be test-
ed for sterility in accordance with the re-
quirement of the N.I.H., and each lot of
parenterals submitted to F.D.A. for certi-
fication 8hall be tested for sterility in ac-
cordance with the requirements of the
F.D.A. A certificate of sterility (see
S6.9.1 ), shall be submitted as stated in S9.1.

S6.7.2.2 Te8t for freedom from pyrogew.
When test for freedom from pyrogens is re-
quired in the U.S.P., N.F., N.I,H. license,
or F.D.A. certification or approved New
Drug Application, or when specified in the
procurement document, each lot of paren-
teral in the final con~iner shall be sampled
and tested in accordance with the &ogen
Test in the U.S.P., N.F., N.I.H., or F.D.A.,
or procurement document, respectively.
Each lot shall comply with the applicable
test. A certificate of freedom from pyrogens
(see S6.9.2), shall be submitted as stated in
S9.1.

S6.7.2.2.1 When pyrogen testing of the
parenteral in the final tontainer is not rc+
quired or specified, and Water for Injec-
tion is employed in whole or in part sa the
vehicle, each lot of Water for Injection used -&

6
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in the pamntiral shaIl be tested in accord-
ance with the &ogen Test in the U.S.P.,
and shall comply with such txk The Water
for Injection need not be tested for freedom
from pyrogena if the parenteral in the final
container is tested for freedom fmm pyre
gens, and complies with S6.7.2.2. A certif-
icate of freedom from pyrogen9 for the Wa-
ter for Injection (see S6.9.2.1), or a certif-
icate of freedom from pyrogens for the par-
enteral in the final container (see S6.9.2)$
shaIl be submitted as stated in S9.1.

S6.7.3 FD.A. certifuatiom For parenter-
als that are certified by F. D.A., a F.D.A.
certification (see S6.9.3), for each iot shall
be submitted as stated in S9.1.

S6.7.4 NJ.H. release. For parenterals that
are released by N. I.H., a N.LH. release
(see S6.9.4), for each lot shall be submitted
as stated in S9.1.

S6.7.5 TM records. Records of all tests
performed shall be maintained for not less
than 2 years from date of delivery of the
supplies to the Government Records shall .
be available to the Government for exami-
nation upon reques~ For inprocess testing,
such test records shall include the lot num-
ber and the test findings. For parenterals
that bear an expiration date, the records
6ha]/ be maintained and shall be available
during the full potency period and for 6
months after the expiration date.

S6.8 Delive~ schedule.

S6.8.1 Potency dated parenterak requiri-

ng certification by F.D.A. or manufact~~re
under NJX. license. Delivery schedule for
potency dated parenterals that require cer-
tif ication by F. D.A. or are manufactured
under N.I.H. license shall be in accordance
with table I. Column No. 1 represents the
specified expiration dating period (potency
period), and column No. 2 represent.q the
minimum expiration dating period remain-
ing at the time that the material is deiivered

. to the Government.
. .

t-

TABLEL DeZiv~ Schedu&
Cohxnn No. 1 CoIurnn No. 2

(moath8) (months)
-.. . ...—

a
—..

2-1/8 -
6 6
9 8

12 10
18 16 “
24 21 .
80 27
36 33
48 44
80 58. . .- ---- ----- ....—

S6.802 Potency dutud parentera& other
than those compt~”ng with S6.8.1. Delivery
schedule for potency dated parentetis oth-
er than those complying with S6.8,1 shall be
in accordance with table II. Column No. 1
represents the specified expiration dating
period (potency period) and adumn No. z
represents the maximum number of months
that may elapse from the date of manufac-
ture (defined in S4.7.3), of the parenteral to
the date of delivery to the Government

TABLE 11. Delivery schedule .
Column No. 1 Column N~

(month8) (months)— . . . .—
12-

——. ----
z!.

18
24 :
80 a
36 8
48 4
60 4.

.
S6.8.3 Nonpotenc~ dated parenterals. Un-

less otherwise specified, not more’ than 6
months shall elapse fmm the date of man-
ufacture (clefined in S4.7.3), of the nonpo-
tency dated parenteral b the date of deliv-
ery to the Government.

S6.9 Certificates, certificating and r+ “
leaws. (See appendix).

S6.9.1 Certificate of gterility. A certjfj.
CIW of sterility listing aIl sterility lot numb-
ers. shall state that samples from each
sterility lot have been tested for sterility, .
as required in S6.7.2.1, and were found to
be sterile. The certificate shall reference the
method used in determining sterility.

●

✟
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S6.9.2 Ctwtificate o~ freedom from ~ro-
oew. A certificate of freedom from pyr~
gens, ]isthg all ]ot numbers, shall stite that
final containers from each lot have been
~ted for pyrogens, as required in S6.7.2.2,
and were found to comply with such require-
ments. The certificate shall reference the
method used in determining freedom from
pyrogens.

S6.9.2.1 A certificate of freedom from
p~ogens, listing the lot number(s) of the
Water for Injection and the lot number(s)
of the finished parenteral, shall state that
the Water for Injection used in preparing
the parenteral preparation was tested
for pyrogens in accordance with U.S.P.
method and was foun3 to comply with
the requirements of the U.S.P.

S6.9.3 Certification b~ F.D.A. A coIJy of
an official F.D.A. certification of the lot
shall be submitted for parenterals that are
certified by F.D.A.

S6.9.4 Release b~ N.I.H. A copy of an
official N.I.H. release of the lot shall be sub-
mitted for parenterals that are released by
N.LH.

S6.1O Sampling. Unless otherwise speci-
fied in the procurement document, sampling
shall be in accordance with MILATD-105.

S6.1O.1 Examination shall be conducted in
accordance with the following inspection lev-
el:

For Xnspactlon
exarnimtion level

.—
Major A: ‘“ $

Typee 1, 11,
●nd 111 II

Type Iv s-3
Major B s-3
Major C 11

AQL
(percent

defective)
—.

1.0
1.0
1.0
6.0

Unit of
product-

Filled bottle
Filled bottle
Filled bottle
Filled bottle

“ Where the unit of iaeue being ●xamined is other
than “bottle”, substitute the terminology of the
unit of iaeue (Le.,
the word bottlo(s)

ampul, vial, ek ), wherever
Sppesm

S6.1O.2 Testing. Testing shall be conducted
M follows:

For end item testing (unit of product-
filieci bottle”).

A composite sample shall be utilized for
test (c).

Sampling sha~l be in accordance with the
designated inspection level in table III, un-

less otherwise indicated.

Tests

.—
(A)

-(13j-

~ TABLE III.—------ —. — —-—
Reqnire-

Characterist!c ment
pmagraph—-.

Volume ( typc*~~d~sIj – — s6.3—

fi)ntents (type IV) –s6.4-—
resting of f ifihhed prod;4—— S6.7.L2
(Assays, identities, and other
teste applicable for the item)

Fhiner In~=ti=
sizg level

——
Leae than 10 S-3
cc.

10 cc. to 100 s-2

I Icc. (incl.) _— ‘: , ‘-~

Over 100 ce. s-l I
1

(D) lStcrility**
—.

S6.7.3

~genicity*” - S6.73—
IL When required

or
b. Solvents eontairting Water’

for Injection I
● where the unit of ieaue beint ●xamined js other

than “bottle”, subatituti the terminology of tbo
unit of iaeue (i*., ●mpul, vial, ●tc.), wherwer
the word bott!e(s) ●ppears.

‘o Special sampling. U.S.P., N.F., N.I.H., F.D.L
or procurement document sample she u ap-
plicable for (D) and (E).

S6.11 Examination. The parenterak shall
be examined to determine compliance with
all requirements of this document Noncon-
formance with these requirements will be
permitted to the extent indicated in S6.1O.

S6.11.1 Cbsi~ication ot ciefecti. Exami-
nation shall be conducted in accordance
with table IV,

‘-d
i

8

Downloaded from https://www.everyspec.com



.,

.

----

extraneow color. x
solutionnot cbr -——

(ace S06201 ). x-—
Solut!on not free of=.
undissolved or par- —
ticulate matter. ~x-

Matmial not free of —
foreign amtir. x

—..—

l—- 1- –.-. —.
I
— . .

Xx’xx—.. i. . .——.

I

IXxxx
.—

L——
.—

.

a

I .-—
I

i

x ix

—- —-

Xx

Major A:
101 Material not fma of

I I

X:X1X
;

Xhx’xxh x.x.x
102

— .- -... ----8 —-—. .— .- —-.
I I

It i
103

— —— -.1

x I
104

I

.— —— .

‘x x x x
Major B: c * ‘—
151 Odor not free of

oil rancidity. x x x
-

162 Suspension d- not
b“ remain homogena.

k“ oas (we S.6.202). x

~ ~“

x

16S Emulsion dou not
- .—

mrnain homogen~
ma (H s.61L9). x

UU Syrin~bilky ad
.—

saltabh (see
8JML2). x x;

Afajw C: I
,—— o—

I
l?l Dry solid not fma of

I
!

foreign rrmtbr
(see S6Z4). i

I

X _ Inspection ~ mppli~
xx m Jnspe:tion when reconstituted (we lerel S4).

S7. Change When a Federal agency con-
siders that this standani does not provide
for its essential needs, written request for
changing or adding to the standard, SUP
ported by adequate justification, shall be
sent to the Administration. This justification
shall explain wherein the standard does not
provide for essential needs. The request
shall be sent in duplicate to the General
Services Administration, Federal Supply
Service, Standardization Division, Washing-
ton, D. C., 20406. The Administration will
determine the appropriate action to be tak-

. .—- en and will notify the agency.

xx

xx

x

xx< I

x ●

S8. Conflict with referenced apedfica.
tiom Where the requirement statxd in
this standard conflict with any requirement
in a referenced specification, the require-
ments of the standard shall apply. Nature
of conflict between the standani and the
referenced specification shall be submitted
in duplicate to the General Servhx?s Ad-
ministration, Federal Supply Servjce, Stand-
ardization Division, Washington, D. C.,
20406.

S9. Appendix. It 1s mandatory that cer-
tificates, certifications,
waded as indicated.

and rele&es be for-

.
9-. .-. . . .

L
%.
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89.1 Sub?nkuh of Ce”ficatas, c&ifioa-
tionu, and rekm$.

S9.1.1 Procurunwnt by Def ewe Perwn-
nel Suppwt Center. Certificate, certifica-
tions and rekuma that are requi~d in this
otandard, or required in the procurement
document of the Defense Personnel Support
Center, shall be submitted aa follows:

(a) For inspection at m“gk The contrac-
tor shall furnish required docu-
ment(s) to ,the quality assurance
representative for forwarding to
the Technical Operation Division,
Directorate of Medical Materiel,
Defense Personnel Support Center,
2800 South 20th Stree~ Philadel-
phi~ Pa 19101, Attention: Qual-
ity Control Branch

(b) For inspection at destination. The

S9.L2

contractor shall f onvard required
document(a) directly to the above
(a) addreaa. One copy of docu-
ment (s) shaIl be forwarded with
shipment to the consignee.

Procurement bV other rrdim”tiea.
Certificates, certifications, and releases that
are required in this standard, or in the pro-
curement document of any other procuring
activim, shall be forwarded as indicated by
that activity.

),--

In the use of this 6hnd@ the procuring
activity shall deaigna~, as a minimum the
type, cl=, and s~le as applicable, of par-
enteral (see SS2), the expiration dating
period (po@ncy period), when applicable
(see S4.8), the labeling, packaging, and pack-
ing required (see S6.7), and the submission
of certificates, certification, and rekaaea,
when applicable (see S9.1.2).

Copies of this standard required by con-
tractor in connection with specific procure-
ment functions should be obtained from the
procuring activi~ or as directed by the con-
tracting officer.

CUS!IVDXANS:
Army-MD
Na~—BuMed
Air Force-03

Review wtivitiea:

~my—MD
Navy-BuMed
Air Force-03

Prepating aetivitv:

Defense Supply Agency-DM

Review information is current m of the
date of this document. For future cooniina-
tion of changes to this documen~ draft cir-
culation should be based on the info-tion
in the current DODISS.

.
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