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PARENTERAL PREPARATIONS
. Anthority. This standard is issued pursuant to the Federal Property and
Adminisirative Services Act of 1949, o5 amended, end ite application to
the commodities referred to herein is mandatory on all Federal agemciss.
S1. Purpose and scope. This standard de-  Standards and st the prices indicated in the Index.
The Index, which includes eumulative monthly sup-
s,ﬁbe! sterile, parentenl preparatlons in plements as issued, is for sale on a subscription
£inal containers. {for -a‘n barter or ex. < < - _ . N S - =
tinai vuvaiiaiscis, e TS basis by the Superintendent of Doecuments, U. S.
th_ngg; igte d d fOt human consumptlon- Covernment prlnhno nf!!ce w-nhinﬂnn D. C
S2. Classification. Parenteral prepara- 20:;?;‘10 copies of this specification and other
tions shall be of the following types, classes, product specifications required by activities outside
and styles: the Federal! Government for bidding purposes are
™ T a available without charge at the Gemeral Servieces
iype i—aguedus. Administration Regionai Offices in Boston, New
Class 1—Solution. York, Washington, D, C,; Atlanta, f‘hlpnm Kansas
Class 2—Suspension. City, Mo., Dallas, Denvcr. San Funcheo. Los
Angeles, and Seattle, Wash.
m__._ YY ) \ ST Ty AL e dea) Vs cncnn e b aatletilon cene ~hialea cnmloea
4dYpPE€ i1—iNviayucv A& TUCTEI UOVETIIIICIIL AU VIWUCE Ay Duwsiln Upice
Class 1—Solution, of Federal Specifications, Standards, and Hand.
Class 2—Suspension. bnoks and the Index of Federal Specifications snd
- Standards from established dutnbuuon polnts in
Type III—Emulsions. their agencies.)
N—" + 2~ _ Y. 2 b V Jo XY DU [ o7 PEUURE JESN. Y
Type 1V—Dry soiids intended for soiution DIUULGTY OlGRATTGS
- of suspension prior to injection. MIL-STD-105—Sampling Procedures
and Tables for Inspection by At
Style A—In aqueous vehicle. o
. {Copies of MRy aﬁéﬁiﬁﬁhﬁﬁi aAnd Standards
Style B—In nonaqueous vechicle. raired by contractors in connection with specific
Class 2—Suspendible procurement functions should be obtained from the
s ° . procuring activity or as directed by the contracting
Style A—In aqueous vehicle. officer.)
Style B—In nonaqueous vehicle. LR VoY WU £ Tt SUUORY . WP I T SRR SR T
° D3.4 Ulneér Puoncaiions. 1 né 1010WINg aoc-
S3. Referenced documents. uments form a part of this standard. Unless
otherwise indicated, the issue in effect on
S3.1 Specifications. The following dfocu- date of invitation for bida shall apply.
. . in-
nzent-s of kthe‘l;sg ue in effect.or! date of 1 < American Pharmaceutical Association
vitation for bids, or request Ior proposai,
______ a__ 3 Natinnal Farmunlare
form a pari of this standard: e i
deral ecification: (Application for copies should be sddressed to
Fe Specif the Mack Publishing Company, Easton, Pa., 18042.)
PPP.C.185 Containers, Packaging and U.S. Department of Health, Ed .
Packing for Drugs, Chemicals, and " o PI07 @ Dy 4 dm'f‘;‘tr”"'
n a~
Pharmaceuticals. PR ’
tiom.
plhcirites ouside the Fuderal Gorermmnt may Foderal Food, Drug, and Cosmstic Act
in copies of Feder: 5 . . .
and Handhooks as outlined under General Informa- and Regulations Promulgated There-
~— tion in the Index of Fedsral Specifications and under.
=
.
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(Application for coples should be addressed to
the Food and Drug Administration, U. S. Depart-

mearmd Al Waclth T'ldeanbiom mwmd W 1lawca WW_ooblec.
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ton, D. C., 20204.)
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Mmimum Reqmrements (as apphcable)

lAnn“n-finn fae Mn‘n shonld ha addressad ¢2

Frevmeives aly meavwesis

t.he Nutlond Imutntu of Health, Bethesds, Mary-
jand, 20014.)
U. S. Pharmacopetal Convention, Inc.
Pharmacopeia of the United States.

(Application for copies shonld be addreazed ¢n
the Mack Publishing Company, Easton, Pa., 18042.)

S4. Definitions.

S4.1.Z Ciass 2. Cilass Z
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S4.2 Type 11. Type 11, nonaqueous paren-
teral preparations, are steriie injections of
two ciasses.

S4.2.1 Class 1. Class 1 injections contain
medicaments that are dissolved and in so-
jution.

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

S4.3 Type III. Type II1, emulsions for pa-
renteral use, are sterile injections contain-
ing liquid medicament(s) and suitable im-
miscible liquid(s) in a dispersed system(s).
One liquid is Water for Injection or aqueous
d the other liqu1u is oil or ole-

solution(s) and
s

S4.4 Type IV. Type IV, dry solids are

sterile medicaments, of two ciasses, intend-

ed for soiution or suspension prior to injec-

blvllo

2

S4.4.1 Class 1. Class 1 soluble (dry pow-
der or freeze-dried solid) medicaments are
of two styies.

S4.4.1.1 Style A. Style A medicaments
are soluble in aqueous vehicles.

S4.41.2 Style R. Style B medicaments
are soluble in nonaqueous vehicles.

[TV I B o) PPN Vo P mesmemnmdihla £ dwe

S54.4.2 Class 2. Class 2 SuUSpenuime \(\O&
nawdar) medicameanta are aof twa stvies,
powger,; mecicaments Twoe mlyies,

S4.4.2.1 Style A. Style A medicaments are
suspendible in aqueous vehicles.

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

purposes of this stanaaru,
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ie that asincola uniform. and homogeneous
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nteral produced from one
formulation, subgected to the same com-
pounding and manufacturing operation, and
filled into final containers. For Water for
Injection, that is produced on a continuous
mstulatxon process, a iot of Water for In-

..... tlant misnntibe whish
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4.5.1 Sterility lot. A sterility lot is a lot
or portxon of a lot which (a) is sterilized in

the same steruxzer joad; (b) is {fiitered
'S Ty hartaminl Lilétam Aw filta intn o
uuuubu a Utl\-bclull ARIVGAE Vi AMVLAI® sivvy
retaining eontainer, mixed and filled asepti-

cally into final containers through a single
filling apparatus or assembly in a period of
time not to exceed one working day or shift;
or (c) is subjected to some other steriliz-
ing rrocess which shall be acceptabie to the
procuring activity.

S4.5.1.1 Upon approval of the procurihg
activity, the assigning of pharmaceutical
lot (quality control) numbers without show-
ing individual load (charge) designation will
be acceptable, provided samples from each
steriiizer charge are tested and reserve

P md ol mtee ol ncsma
sampies representing e€ach SLETIlZET ChATRE
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Approval will not be granted, in any case,

i af

for intravenous solutions of 100 cc. or more.

Q452 Y.nf hnh-b or contral number. Ynt
batch. or control number is a series of num-

bers and/or letters that identifies the lot.

§$4.6 Final container. For purposes of this
standard, the term “final container’” is syn-
onymous with immediate container that is
filled with the designated material.

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

471 For those parentsrals that are

Helea vaIvI MaiTCiivea als H1- 114 &

manufactured under N.I.H. license, the date
of manufacture conforms to the definition
established by the N.I.LH.

S4.7.2 For those parenterals that are sub-
mitted to F.D.A. for certification prior to
release, the date of manufacture is the date
of the official certification notice.

S4.7.3 For all other parenterals, 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 final containers, or the date of man-

Q4.8 Ezxpiration dating period (potency

period). The expiration dating period (po-
tency period) shall be designated by the
procuring activity and represents the peri-
od beyond which the parenteral cannot be
expected, beyond reasonable doubt, to
-—tald memnnldla momcelédfa)l am bl &

yield its specific result{s) or re 1 IS Té-

quired potency.

S4.9 Eapiraiion daie. The expiration date
is the date of termination of the expiration
dating period.

S5. General requirements,

S§5.1 The ingredients entering into the
preparation or manufacture of the paren-
terals shall comply with the tests, stand-
ards, and requirements of the US.P. or
N.F., and the procurement document. If
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the ingredients are not monographed in the
US.P. or N.F., and standards for the
ingredients are not included in the procure-
ment document, the ingredients shall be of
a high quaii'ty and purity and suitable for
use in the parenterals (see S6.7.1.1).

S§5.2 Finished parenterals.

S5.2.1 Parenterals that are official ar-
ticles in the U.S.P. or N.F. shall comply
with the tests, standards, and requirements
of the U.S.P. or N.F., and the procurement

avmembtacmale aleal! alan Mm.d-

document. The runnwuua shall also comply
with all specifications of US.P.or N.F,

] the article, whether incorpor-
at ed in the monograph itself, in the General
Notices or in the section on General Tests,
Processes and Apparatus (see S6.7.1.2.1).

"y
'5'
.
.
-]
8

s that are not official

i1 a2 213

articles in the U.S.P. or N.F. shall comply
with all requirements of the procurement .
document (see S6.7.1.2.2).

$5.8 Parenterals that require from F.D.A.,
either a Certification or an Approved New

* Drug Application shall comply with the ap-

plicable requirements of F.D.A. and the
rrocurement document.

S5.4 Parenterals manufactured under
N.LH. license shall comply with all require-
ments of N.I.LH. and the procurement doc-

umexu..

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

S85.6 Workmanship. The materials shall
be free from any defects which detract
from their appearance or may impair their
nsefuiness.

S5.7 Labeling, packaging, and packing of
parenterals. Labeling, packaging, and pack-
ing of parenterals shall be as specified in
the procurement document ({also see

Note: Attention is directed to S6.6, S6.7,
S6.10, and S6.11 for inprocess _and
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S6.1.1 All ingredients shall conform to
the requirements of S5.1. Each ingredient,

and all inerediont te Mmbin

SReis =e: aa: ODeCUEICAIW LV

toxic {n the amoun

S6.1.2 'r’e:‘ucwa. Vehicles used in the

preparation or manufacture of parenterals
are aqueous or nonaqueous. The vehicles

shall not adversel;va-f—fe;; -t;e uIt—;;de;c'!"t.l;:r-
apeutic efficacy of the products, and shall

not interfere with the applicable tests and
assays.

11 be non-

S6.1.2.1 Aqueous vehicles. Aqueous ve-
hicle shall be Water for Injection. Sodium
Chioride Injection or Ringer’s Injection may
be used in whole or in part instead of Wa-

ter for Injection, unless otherwise specifie

in the procurement document. Aqueous ve-

a3 L PR A 11 Y Vs

hicles may contain such substances as alco-
hol, gylcerin, and propylene glycol, when
specified.

S6.1.2.2 Nonagueous vehicles. Nonaque-
ous vehicles shall be oils of vegetable origin
or other suitable nonaqueous vehicles. The
vehicles shall conform to the requirements
and intent as described in “Other Vehicies™
under “Injections” in the U.S.P.

S6.1.3 Added substances. Unless other-
wise specified, added substances, in the
quantities and propor'tions commonly used
;ommafeiauy for the Sﬁééulc TJféi)aranon.
may be included in the formulation of par-
enteral preparations to make them isotonic,
to adjust pH, or to produce a buffered
preparation. In addition, bacteriostatic
agent(s), preservative(s), solubilizer(s),
stabxhzer(a), or anhoxxdant(s) may be used

_______ _A_ L?‘!A_ PR K 1 2 2%

Pgu
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- 1l
individual monograph of the U.S.P. or N.F,,
or in the procurement document; (a) par-
ged in multiple dose con-

i
£
B
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- 1 evcmmenac
which will prevent

the growth of, or kill, micro-organisms, and
(b) parenterals packaged in single dose
containers of more than 5 milliliters shall not
contain added substance(s) that are intend-
ed to prevent the growth of, or kill, micro-

organisms. Added substances shall not ad-

in added au‘ostance(a)
n

versely affect the intended therapeutic ef-
ficacy of the products, and shall not inter-
fere with tt icable tests and assays.

S6.2.1 Clarity of solutions. Applicable to
type I, class 1; type II, class 1;: and solu-
tions of dry solids (type IV class
1\ Qn]nf;en- af n aral

sha]l be clear and free
particulate matter within th
ted in the classification of defects 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 vi-

sion) against a black background and

2387 -1 221 ~isRves

against a white background with illumina-
tion from a light which at a point 25.4 cen-
timeters (10 inches) from its source, pro-
wda an intensity of xllummat:on of not less

gb
1o
-
=
’!!
o
b
[T

i
nd entirely free from turbiditv, provided

a ww aAAWVSE
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 type I
class 2; type 1I, class 2; and suspensions
of dry solids (type IV, class 2). Suspensions
shall contain fine, evenly dispersed, pow-
der or crystalline materials in suitable ve-
hicles. Suspensions shall be free from for-

er w Ln— ----- nad Séhamre

alon add - .
Clsll llld&l-cl wiici Elmlllllcu. Wlblluub ﬂ\v‘
cessory magnification, under conditions of

ordinary room hghting. If separation of the
suspensions occurs, a uniform suspension

9
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shall be obtained after moderate shaking
of the container for 20 seconds. The suspen-
sion shall remain homogeneous for at least
8 minutes. Suspensions in aqueous vehicles,
after shaking as above, shall flow freely
without binding when the contents of the
final containers are aspirated through a 22

" gage, 1 inch hypodermic needle using a suit-

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

86.2.3 Emulsions. Emulsions shall be sta-
ble preparations suitable for parenteral use.
Emulsions shall be free from foreign mat-
ter when examined, without accessory mag-
nification, under conditions of ordinary
room lighting. The “dispersed” or “internal”
phase of the emulsions shall be uniformly

distributed in small globules throughout

the body of the “dispersion medium” or
“external phase” after moderate shaking of
the container for 10 seconds. The emulsion
shall remsain homogeneous for at least 10
minutes.

86.2.4 Dry solids intended for solution or
suspension prior to injection. Dry solids in-
tended for solution or suspension prior to
injection shall be free from foreign matter
when examined, without accessory magnifi-
cation, under conditions of ordinary lighting.

S6.2.4.1 Solutions of soluble dry solids
for injection. Applicable to type IV, class 1.
Unless otherwise specified, solutions of dry
solids for injection shall comply with the ap-
plicable requirements in S6.2.1 when the
specified or labeled volumes of designated
vehicles are added to the containers, and
the containers are moderately shaken for
20 seconds,

Downloaded from https://www.everyspec.com
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§6.2.4.2 Suspensions of dry solids for in-
fection. Applicable to type 1V, class 2. Un-
less otherwise specified, suspensions of dry
solids for injection shall comply with the
applicable requirements in S6.2.2 when the
specified or labeled volumes of designated
vehicles are mdded to the contsiners, and
the containers are moderately shaken for
20 seconds.

86.3 Volume in final container (types I,
11, and 111). Final containers for types I, II,
and III shall contain a volume in excess of
the required (labeled) volume, The amount
of fill volume in final containers shall be
not less than that stated in the table in the
U.S.P. under “Volume in Container.” 'The
method for determination of volume in fi-
nal containers shall be performed as spec-
ified in the U.S.P. under “Volume in Con-
tainer” and the volume jn container shall
comply with the requirements of the U.S.P.

S6.4 Dry solids in final container (type
IV). Final containers for type IV shall con-
tain the required amount of ingredient(s).
The weight of the contents in final contain-
ers shall comply with the Weight Variation
requirement for *“Sterile Solids” as de-
scribed in the U.S.P. This requirement shall
apply to sterile solids, with or without di-
luent(s) (added substances) unless other-
wise specified. In addition, sterile solids,
with or without diluent(s) (added sub-
stances), shall comply with the applicable
paragraph under “Container Content.”

Notes:

1. The term diluent(s), as vsed in this paragraph
and in the U.S.P. Weight Variation, is
synonymous with the term “Added Sub-
stances,” as described in SG6.1.3 of this stand-
ard, and in the U.S.P. under “Injections.”

2. Type IV items monographed in the N.F. and
nonofficial articles shall also comply with
Sé.4.

86.5 Final containers for injectables. Fi-
nal containers (immediate containers) for
injectables shall conform to the require-
ments of PPP-C-186, when applicable, the
U.8.P. or N.F., when referenced, and the pro-
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curement document. The final containers
shall be sealed by fusion or by other suit-
able means (whichever is specified in the
procurement document) so that the con-
tents shall not escape or become contami-
pated by the entrance of extraneous sub-
stances. In addition, the final containers
shall maintain sterility of the contents un-

til the containers are opened or punctured.

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

§6.6 Exzamination of final containers. All
final containers shall be individually subject-
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 Govern-
ment. The type of defect and the number
of defective final containers shall be re-
corded.

ao.l l e3ts.

S6.7.1 Testing of ingredients and finished
parenterals.

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-

Pem ol b ama wmab LEL82.1.Y1 .. AL _ YT O T
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 S5.1.

S6.7.1.2 Finished parenterals.

86.7.1.2.1 Parenierals official in the U.S.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
US.P. or N.F. Each lot of parenterals that
are 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

complxance with S5.2.2.

to determine

S6.7.2 Sterility and pyrogen testing.

86.7.2.1 Test for sterility. Each sterility
lot shall be sterile when tested for steril-
fty in accordance with the Sampling and
Sterility Test Methods of the U.S.P. or N.F_,

except that each lot of parenterals manu-
factured under N.I.H, license sghall he teat.

ed for sterility in accordance with the re-
quirements of the N.I.LH., and each lot of
parenterals submitted to F.D.A. for certi-
fication shall be tested for sterility in ac-
cordance with the requirements of the
F.D.A. A certificate of sterility (see
S$6.9.1), shall be submitted as stated in $9.1.

86.7.2.2 Test for freedom from pyrogens.
When test for freedom from pyrogens is re-
quired in the U.S.P., N.F., N.LLH. license,
or F.D.A. certification or approved New
Drug Application, or when specified in the
procurement document, each iot of paren-
teral in the final container shall be sampled
and tested in accordance with the Pyrogen
Test in the U.S.P.,, N.F.,, N.ILH,, or F.D.A,,
or procurement document, respectively.
Each lot shall comply with the applicable
test. A certificate of freedom from pyrogens
(see $6.9.2), shall be submitted as stated in
S9.1.

S$6.7.2.2.1 When pyrogen testing of the
parenteral in the final container is not re-
quired or specified, and Water for Injec-
tion is employed in whole or in part as the
vehicle, each lot of Water for Injection used



in the parenteral shall be tested in accord-
ance with the Pyrogen Test in the U.S.P.,
and shall comply with such test. The Water
for Injection need not be tested for freedom
from pyrogens if the parenteral in the final
container is tested for freedom from pyro-
gens, and compiies with 86.7.2.2. A certif-
icate of freedom from pyrogens 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),
shall be submitted as stated in S9.1.

S6.7.3 F.D.A. certification. For parenter-
als that are certified by F.D.A., a F.D.A.

certification (see S6.8.83), for each lot shall

be submitted as stated in S9.1.

$6.7.4 N.1.H. release. For parenterals that
are released by N.LLH., a N.LH. release
(see S6.9.4), for each lot shall be submitted
as stated in S9.1.

S6.7.5 Test 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

te available to the Government for exami-
nation upon request. For inprocess testing,
such test records shall inciude the lot num-
ber and the test findings. For parenterals
that bear an expiration date, the records
shall be maintained and shall be available
during the full potency period and for 6

months after the expiration date.
S6.8 Delivery schedule.

S6.8.1 Potency dated parenterals require-
ing certification by F.D.A. or manufacture
under N.U.H. license. Delivery schedule for
potency dated parenterals that require cer-
tification by F.D.A. or are manufactured
under N.ILH. license shall be in accordance
with table I. Column No. 1 represents the
specified expiration dating period (potency
period), and column No. 2 represents the
minimum expiration dating period remain-
ing at the time that the material i3 delivered

i to the Government,

e
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TABLE 1. Delivery Schedule

Column No. 1 Column Neo, 2
(months) {months)

- . 2-172

[} 1

9 8

12 10

18 16 -

24 21

30 27

86 33

48 44

80 56

86.8.2 Polency dated parenterals other
than those complying with S6.8.1. Delivery
schedule for potency dated patentzra!s oth-

blimen dhhman el 2 PR W TEE W

e Wil wios€ COMmpIying wxm DO 6 i snail pe
in accordance with table II. Column No. 1
represents the apecified expiration dating
period (potency period) and column No. 2
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 Il. Delivery schedule

Column No. 1 Column No. 2
(months) (months)
R U R
18 2
24 3
30 s
38 3
48 4
80 4

S6.8.3 Nonpotency dated parenterals. Un-

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

S§6.9 Certificates, certifications and re-
leases. (See appendix).

S6.9.1 Certificate of sterility. A certifi-
cate of sterility listing all sterility lot num-
bers. shall state that samples from each
sterility lot have been tested for sterility,

as required in 86.7.2.1, and were found to

be sterile. The certificate shall reference the
method used in determining sterility.
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56.9.2 Certificate of freedom from pyro-
mmasa A mowdilionbs ol Pemandocem Fonen mzrea
yenoe. n Tl uilLaws Ul liTtcuuvil uvuin pyi
eona lietine all Int nuimhare ahall atata that
5‘!!9’ l‘““l“ A SV ll\.lllw‘ﬂ' DiaERi Dveave wiiaA WV
final containers from each lot have been

tested for pyrogens, as required in S6.7.2.2
and were found to comply with such requxre—
ments, The certificate shall reference the
method used in determining freedom from
pyrogens.

$6.9.2.1 A certificate of freedom from
pyrogens, listing the lot number(s) of the
Water for InJectxon and the lot number(s)

of the finished parenteral, shall state that
A YXloboo Lae Tmiamdlaw wtand (e ccamacmion~s
LI YYALTL 1Vl A4jTLilvua ustu i picyariug
the parentersl preparation was tested
for pyrogens in accordance with U.S.P.

method and was founi to comply with
the requirements of the U.S.P.

$6.9.3 Certification by F.D.A. A copy 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 by 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.

$6.10 Sampling. Unless otherwise speci-
fied in the procurement document, sampling
shall be in accordance with MIL-STD-105.

$6.10.1 Examination shall be conducted in
accordance with the following inspection lev-

AMNY

For Inspection ARbL Unit of
examination | level (percent roduct®
defective) P
Major A: : -
Types 1, Ii,
and IIT e ¢ 1.0 Filled bottle
Type IV S-3 1.0 Filled bottle
Major B S-3 1.0 Filled bottle
Major C i1 6.0 Filied botiie

thnn “bottle”, substitute the t.erminolog_y of the
unit of issue (i.e., ampul, vial, etc.), wherever
the word bottle(s) appears.

NN A N MY __2 _ ”m _1 _ T _ 11 1 - 3 Ry
DL.1V.& 1 esitng. 1esung snall pe conauciea
as follows:

For end item testing (unit of product—
filled bottle®).
A composite sample shall be utilized for
test (C).
Sampling shall be in accordance with the
1

designated inspection level in table III, un-
less otherwise indicated.
TasLe IIL
- Require-
Tests Charseteristie ment
paragraph
(A) |Volume (types I, I1, and Iil) ~ | S6.3°
(B) |Contents (type 1V, "S6.4
"(C) " |Testing of finished product 86712
(Assays, identities, and other
tests applicable for the item)
Container | Insnection
size I level
Less than 10 | 53
o i
10 ¢ec. to 100 S-2
ce. (inel.) l - ..z
Over 100 ce. | S-1
(D) |Sterility®s S6.12
(E) |Pyrogenicity*® T 8672
s When required
or
b. Solvents containing Wazeri
for Injection i

® Where the unit of issue being examined is other
than *“bottie”, substitute the terminoiogy of the
anit of issue (i.e., nmnul vial, ete, ), wherevar

the word bottle(s) appears. T

*® Special sampling. U.S.P,, N.F., N.LH, F.D.A,

or procurement document sample size as a
plicable for (D) and (E).

v

S6.11 Ezxamination. The parenterals shall
be examined to determine comphance with
all requirements of this document. Noncon-
formance with these requirements will be

permitted to the extent indicated in S6.10.

QR 11 1 Clneesfirntson af Adofor Wewa

WV hded VWO IVWEKWIF V] WOSTULVW. LuAAlilI~
nation shall be conducted in accordance

with table IV, '

-
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C TABLE IV. Classification of defects
- ) | Emual-
Aqueous ' Nonaqueous } sion Dry solids
(type I) (type II) | (type (type 1V)
. ! 1)
nn _
Solution 8 “':n | Soiution| s sion! -{ Solable E Suspendibie
- v MO e 1) {class 2)
(clams 1)’ iee3) (e“!.nwnu)iw,.,,. (elass 1) | ¢ 2)
R - ' e on- ! ! Nemo-
Aqueons qgeony  £90C0DS, Layeons
PARTIS L (atyls | VUYL (style
LAy A B
Major A: T - . "
101 Material not free of ' ' '
extraneous color. X x X N X » X ' XX xx xx_ xx
102 Solution not clear ~ | . "" T -
(see S.6.2.1), x x ; xx xx
103 Solution not free of = _ B
undissolved or par-
ticulate matter. b ©.4 X
104 Material not free of = !
foreign matter. X X X X Xx XX XX xx
Major B: [
151 Odor not free of T
ofl rancidity. - X X X
152 Snspension does not
~—- remain homogene-
— ous (see S.6.2.2). X X xx X
. 163 Emulsion does not B
remain homogene- :
ous (ses S.62.3). X
154 Syringability not
suitablie (see
8822), - X X p.& ¢ X
Major C: =
171 Dry solid not free of ! i
foreign matter : !
(see S8.2.4). ] ! X | x x =
X = Inspection as supplied. '
XX = Inspe:tion when reconstituted (use level S-3).

S7. Changes. When a Federal agency con- S8. Confliet with referenced specifica-
siders that this standard does not provide tions. Where the requirements stated in
for its essential needs, written request for this standard conflict with any requirement
changing or adding to the standard, sup- in a referenced specification, the require-
ported by adequate justification, shall he ments of the standard shall apply. Nature
sent to the Admlmstration. This justification of conflict between the standard and the
shall explain wherein the standard does not referenced specification shall be submitted
provide for essential needs. The request in duplicate to the General Services Ad-
shall be sent in duplicate to the General ministration, Federal Supply Service, Stand-
Services Administration, Federali Supply  ardization Division, Washington, D. C.,
Service, Standardization Division, Washing- 20406.
ton, D. C, 20406, The Admz.:zst.atze.. will 89. Appendix. It is mandatory that cer-
etermine the appropriate action to be tak-  yificates, certifications, and releases be for-

= en and will notify the agency. warded as indicated.

i
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89.1 Submission of certificctes, certifica~
tions, and releases.

89.1.1 Procurement by Defense Person-
nel Support Center. Certificates, certifica-
tions and releases that are required in this
standard, or required in the procurement
document of the Defense Personnel Support
Center, shall be submitted as follows:

() F

S/ ==s

renresentative for forwa.rdinsr to
the Technical Operations Division,
Directorate of Medical Materiel,
Defense Personne] Support Center,

amkisa Da 10TNY B Ahmchloem s rc=d
piia, ra. 171iVi, ALtelilivili. Quil-
itv Contral Rransh
B%] NFWEiva Wi AFa Wmiswars
(h) For inensctson nt destinntinm e
L2} fror wngpechion al cesinalion. ine
contractor shsall forward required

document(s) directly to the above
(a) address. One copy of docu-
ment(s) shall be forwarded with
shipment to the consignee.

89.1.2 Procurement by other activities.
Certificates, certifications, and releases that
are required in this standard, or in the pro-
curement document of any other procuring

m—adloota_ L 1Y L. & 2._a__3

acuvivy, snall oe forwarded as mmcaceu ny
h

[
<
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of certxfxcatm. certxfncatmns, and releases,
when applicable (see S9.1.2).

Copies of this standard required by con-
tractor in connection with specific procure-
ment functions shouid be obtained from the

22
U

mmamssmla s oabled am mn Almandad he $ha anem
procuring activity or ifeCLea Uy wis Ton-

trartine afficer

a BB LAl Waaslwae

CUSTODIANS:

Preparing aciivity:
Defense Supply Agency—DM

Review information is current as of the
date of this document. For future coordina-
tion of changes to this document, draft cir-
culation shouid be based on the information

2 b accmemamdi TINNIQQ
Ml T CQUILTUV LUJA oM.

—

-



