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o=z New drug product oo, s, e 54 ce

Water content: owsasial O digredubin ik
* A test for water content should be included when %E%%ma. e

il g The’acceptance criteria may be justified with data on the effects of hydration or

drdy Qe water absorpti
. rption on the drug product. Q \§ i ek, B
M7 *  Insome cases, a Loss on Drying procedure §/ considered adequate;

w.oéoa.&h a-detection procedure which is spegific for water (e.g., Karl Fischer .
titration) is preferred. >V, o Vslo S8k o @ L y\eben 3o
gl : Ay s Ll s W s

275\ 72 7~ Microbial limits wmu,&a wds 7 skos

ke rf\ow;: is advisable to test the drug product unless its components

=Y LS O are wmmﬁmm.%mwoa manufactyre gnd the manufacturing process 1S . -, \ysvs’
o known, through validdtior studies, not to carry a m_ms_mnmmw s N

mgrﬁv ¥ risk of microbial contamination or proliferation. C.u.,n%m%\ﬁo‘, IRV

s &% The principles discussed here may be m@%owv_o to mxoﬁ_o_:m L Rk b

et well as to new drug products. exeRiet aaby Shos I
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- dwmo::#% of dosage units
) * | This term includes both the mass of the dosage form and the content of the

momwm substance in the dosage form. a pharmacopoeial procedure should be
used.

In general, the specification should include one or the other but not both. When
weight variation is applied for new drug products exceeding the threshold

“ value to allow testing uniformity by weight variation, applicants should verify
_during drug development that the homogeneity of the product is adequate.

* Tests may be performed in-process; however, the acceptance criteria should be
included in the specification. This concept may be applied to both single-dose

Dl

and multiple-dose packages. ~ o R o
* If dispensing mmwwm?nooy Amcm.w«. as medicine droppers or a_.ommmumwm for mmw priel
@@ A @ bottles) is an integral part of the packaging, this equipment should be used—> -,- = ¢ >
T CWM “fo measure the dose. Otherwise, a standard volum¥measure should be used. LS ot
P \

— The dispensing equipment to be used is normally determined during development, 5=~ [C o
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*  Acceptance criteria for %m should be provided where applicable and the
’ p - proposed range justified.
icrobial limits
i /~ Micro .
j o’ - ¢, It is advisable to test the drug product unless it
' manufacture and the manufacturing process is

s components are tested before
known, through validation

noim%w.% N studies, not to carry a significant sk of microbial contamination or
oo tocte) E.A.._:..:.&Ec.“x Qatin ,Wr.ﬂ Loy S S
P o\9s Skip momﬁmsm fiay be an approprrate m%?omo Wi mafmn?mzm scientific Co Vb st
i i T justification, it may be possible to propose no microbial limit testing for Mw,utwro?&mm«

o s powders :.::m%a for reconstitution as oral liquids. sbnafiw gt
Lot ™~ Q«w. Acceptance criteria should be set for the total count of aerobic microorganisms, MWW\.&.CY
y e total count of yeasts and molds, and the absence of specific objectionable - il e e

/vw..v. bacteria (e.g., Staphylococcus aureus, Escherichia coli, Salmonella, = gl 5

ol Jokes Pseudomonas aeruginosa). s iplasterlo ?L_> e

R ol Microbial limits should be determined by suitable procedures, using e m ,_ 2\
iR ™ pharmacopoeial procedures, and at a sampling frequency or time pointin . LA g
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For oral liquids needing an antimicrobial preservative, acceptance criteria
for preservative content should be established. M0N0y 5 S0k

AR & s Acceptance criteria for preservative content should be based upon the

—

57w

-a3y 6 ;g
A— iz L] - L ] ) - . - - . b/ - y
o5 rmzvp: levels of antimicrobial preservative necessary to maintain B_Q.ogo_omﬂomxv? o e

Jotee
YeN

quality of the product at all stages throughout its proposed usage and shelf< /ﬁf?_ !
life. Cominkrps 9 l=o £

%WUW(G < 9% The lowest specified concentration of antimicrobial preservative should be oW wach

v
M. « Testing for antimicrobial preservative content should no m:? o\wmﬂ ctr.«

b

amaoaa.mﬁ&ocomm,moaéEoosﬁo:mbmamoaooﬁmmamamGwcmgmm ﬂ?tsntT,\
pharmacopoeial antimicrobial preservative effectiveness test..___ $4555"7, ;on \o B

" s 1 Vs

s s 55V 0 Qeduct M Pbute G .
performed at R_ommaﬂ. & M@vudnfﬁ g Fm.. e b %8 P
When antimicrobial preservative content testing 1s performed as an in- g - )\
process test, the acceptance criteria should remain part of the specification. U

¢

Antimicrobial preservative am.oo@\m:awm should be aaBo:m:,mHa.
during Qa@_ocaoiu during scafeup, pnd throughout the mrm@..__?.
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_ remain part of the spec N
Y release testing is performed. th . . : :
whenever either the 81Sp ed, this decision should be reinvestigated

Wd.;&.
. . L

manufacturing procedure or the container/closure cesin i
system changes. ans D\

.\ ..tﬂinc&.V.
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Generally, whers ao<o_o

/ pment and stability data show evidence that extractables from NG
the container/closure Systems are consistently below level#that are demonstrated to be—> N Sat Vet

» acceptable and safe, elimination of this fest can normally be accepted. This shouldbe & Wy Focmal
P 8 Cre i ure system or fo ion changes. : 5 s

\ass @ > o
2 5 > * Where data demonstrate the need, tests and acceptance criteria for 3 ConkaTne

extractables from the container/closure system components (e.g., rubber’ alegg AU
; Vs>€ €stopper, cap liner, plastic bottle, etc.) are considered appropriate for oral vecy  ineck
,\owwvw, S solutions packaged in non-glass systems, or in glass containers with non- OGN sl
N2 7, oY glass closures. The container/closure components should be listed, and T ehals K
P, SFAQ.R data collected for these components as early in the gevelopment glegg N9\ e

s : . el
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" » P R L 2, AL O 55 (8o c\cebal), uo U
. <va,quw., * Where it is declared = . o S
vees <3 pertinent regulations, the alcohol content should be specified. It may u A AUsta ¥
o be assayed or ¢ N, TS sregwhabinn 152 o L\ AS @R S5 112 ,(mrn,
7 @8 Dissolution N {2y e e \proro
g b fd : - . . .
ety Dissolution testing and acceptance criteria for oral suspensions and dry ” .
\1 powder products for resuspension. D e ablolh JP pe =l g
4  Dissolution testing should be performed at releasé. ~ NJa¥ felese Ak c&.»M ,9*_@,,
~  This test may be performed as an in-process test when justified by product gAiRlem
y b€ p w J s}
development data. = 22(o8% Qodele X a3/ )2
p 1 €y samble O% &)
* The festing mﬁ@ﬁﬁ:&, Ba%ﬁ and conditions should bé m%mnnmoov@&m_. if ¥ 2s>e
- possible, or otherwise justified. Dissolution procedures using either - e »Q,pné.
pharmacopoeial or non-pharmacopoeial apparatus and conditions should be
\, ¢ Vvalidated. o il
N L C%u.@ Single-point measurements are normally ¢qnsidered suitable : 05 "
immediate-release dosage forms. ple- at appropriate
intervals, should be performed for modified release dosage forms. S a P
« Acceptance criteria should be se ,@.Sm observed range of variation, extend
and should take into account the dissolution profiles of the batches that #* sag\uing

showed acceptable rerformance in vivo. =
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ria and a procedure for determination of

Par  fecandieh Quantitative acceptance crite )
. particle size distribution may be appropriate for oral suspensions. o35 P2
ek P \¢ e Developmental data should be considered when determining the need for \v..n,mo %Vmw»,w

P .Q.M, either a dissolution procedure or a particle size distribution procedure -9 K-
W

>N :
.my?/nvp s mox...:w_mmmo.?..ﬂ:_w:amw&, SYRCZ b e
WA « Particle size distribufion testing sh _nm be performed at release.~ PAYSN Ao
dess test when justified by product 1o J gt ©¢ e

. ozw, Cogw o ¢ ltmay be performed as an in-
“\ie~n development data. If these products have been demonstrated during

A AN Mw &> development to have consistently ra id drug release characteristics;™ 250,
s it ¥ exclusion of a particle size distribution test from the specification may
gm&f < be propos¢d. \%Nﬁ (.,w_(mvm mo%mrn,r Dpg g ‘o e HP S OBV
P . . - L
W The ﬁ.oﬁb.w& mow,,wwn_oﬁ orowth should be investigated during

?,,. ..
_om,n. 552 »\ ﬁnoacoﬂamﬁ_owam:ﬁ%omo Eﬁm mroc_aSWmEoBmEFm
$# 7 2 of these studies into account.
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mv TUZ e Gups SufeMen Bt LSva s

. ° oge ) A = ) D . . -
Redispersibili %ﬂw«w/wmww ,wwerw@ wm%u bowwu,.ﬂ %wwtw.uw ot w, wm.,r,v
Do o0 ; RO .nl For oral suspénsions which séttle on storage

oro ] S WI (produce sediment), acceptance -
criteria for redispersibility may be appropriate.

(7 U .R. : .
> : Shaking may be an appropriate procedure.
\ ¥ > . .
D A& /2 o~ The procedure (mechanical or manual) should be indicated.

wrecencal ¢ Time required to achieve resuspension by the indicated procedure should be . Svald g 0¥~
L clearly defined. ¥

,7 dovg e
mv\)vw.w( ,‘..,& * Data generated during product development may be sufficient to .wzmm@m_av_o,a \rv rm a,.o,

testing, or elimination of this attribute from the specification may be vnoﬁOmmW.X\.ﬂrwm A b

, n\%v_,.ac—cmmo»_ properties : | | acw/.v/.a Lges sk

: /.\/wmc o For relatively viscous solutions or suspensions, it may be appropriate to \ e\ WS o=p!

j u\\a“ wﬂﬁ,..v/ of include rheological properties (viscosity/specific gravity) in the . s Fanl y= .w;\ﬁ...V

P specification. - Q52 a3 ot I \la
Lo e The test and acceptance criteria should be stated. .

_— P\s
. uo,& _.m.,‘._ mw.m. Data generated aE.E.m mnoa.co” aoﬁ_ovﬁ.oa may be m:m.womoﬁ to justify- —
,vw MY skip lot festing, or elimination of this attribute from the mﬁmo_momw.os may
s : be proposed. 2 Sakw i
) P ' N Y fblw A yre
% i
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Reconstitution time! °°"°( 24 6P\ on e

) >Momwz§om criteria for reconstitution time should
33 % o powder products which require reconstitution.

< >t The choice of diluent should be justified.

Guidelines/Oral liquids

Mﬁnbsw{,i,«v

omBing dsdeo o B 2 595 o o o5

be provided for dry

W S
OV}/FW“W % BT,
n«nﬁ\)?b 2 Uﬂm _moboﬁoa.aﬁﬁm product development may be sufficient to justify
w ovnmﬁ amwsm or elimination of this mﬁm,wza from the specification may
proposed. - dokar wos V9 P

Water content

« For oral products requirin reconstitutio
. for water content should be proposed wh

]

a test and acceptance criterion
en appropriate. .

ing is generally co!
) “moisture vs. water of hydration
: cvfc.w n,  the development of the product.

nsidered sufficient if the effect of absorbed
has been adequately characterized during

Fischer titration) may

o "
AP~ 53 N In certain cases a IO Spec

ific procedure (e.g., Kar

5,

Qi\ be preferable. _
ﬂ\ﬂvwv {d%ﬂhr ﬁ&\ /Ccrwmﬁ’.

QVNIP\,

(52

. ?b[%% M\b r ° [ k _
% «w,,%( N Guidelines/Parenteral Drug ,
. 7, e £ s “ g rawi
Products  Toradi st
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Pn N~
ﬁa.zzuw&? 7~ . . ‘
33275 "" Guidelines/Parenteral Drug
Products . ok o=,
(® Uniformity of dosage units wied) $1B SR Sl shge cdoﬁrmp@a@.mm N\

This term includes both the mass of the dosage form and the contefit of th aiWiV. nc.ﬂ,

moa<mmccmﬂmbommbﬁrm%mmmmmogwmr ldbk, 3K, 3
used. In general, the specification should ong or the gther but not both and 7

is applicable to powders for reconstitution. —_—

* ( When weight variation is applied for new drug products exceeding the
% Mo \G threshold value to allow testing uniformity by weight variation, applicants
“f

should verify during drug development that the homogeneity of the product
is adequate.

* |These tests may be performed in-process; the acceptance criteria should be
included in the specification.

* | This test may be applied to both single-dose and multiple-dose packages.

* | For powders for reconstitution, uniformity of mass testing is generally
considered acceptable.

@ pH

* Acceptance criteria wow.g,roca be provided where applicable and the
proposed range justified: \,

pa s>
RPN umw\\.v o B \'s) @
v e I
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; « Pyrogenicity testing may be propo

\ Guideline Parenteral Dru
) V0TS QA e, To\p 2 Y €WW‘|U\I\II &
wcabs Products

* Mno—.m—mg a/& ewcy gﬂnaf,’?; c

* All parenteral products shoul
criterion for evaluation of sterility.

d have a test procedure and acceptance

- .
v
-

o l
3 -

gs»ﬂwisv\rg

« Where data generated during development and validation justify o ’ .&.vwcﬂoa

parametric release, this approach may be proposed for terminally—" 252 V7
sterilized drug A5 e TN LL G Lot e\ L3 fs\\,c\.,cm_
it tent LTS B0 LT

Endotoxins/Pyrogens—~>
st procedure and acceptance crit

such as the limulus amoebocyte lysa

erion for endotoxins, using a procedure A =\ TA R
te test, should be included in the’

P>
" specification.

sed as an alternative to endotoxin testing

5,7 V_.DH

where justified. -~ o ¢ Voo O (e, D 2 54
?m.vaBNﬂ o:,VJQ Unvx&,t.b(armt ?\\o,mml?;\

owdl) - Parenteral products should hav
\LCF particulate matter.
™t e  This will normally include mooom,

. v : & ?
§. O v or clarity of solution, as %mq_\ ,Zﬂ.

rticulate matter ahefidn 34 P
e appropriate acceptance criteria for

tance criteria fo visible particulates

test

/

d
te
e

R |

sub-visible particula
T
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<\wweharacterized during development. In certain cases a more specific procedure
R (e.g., Karl Fischer titration) may be preferred.

~

5 wotes ¢

AN Q2 e levels o

o> o O vie W ;mn&//wn\ Ww(n,yswzxmwx,& 9

Clear \m,
Guidelines/Parenteral Drug -

Products

For oo

test procedure and acc
when appropriate.

Loss on drying is generally considered sufficient for parenteral products, if the
effect of absorbed moisture vs. water of hydration has been adequately

terals, and for parenteral products for reconstitution, a
eptance criterion for water content should be proposed

timicrobial preservative content

Acceptance criteria for preservative mp%&m%&@%@% the
imicrobi servative necess maintaiil m 1ological

Eh (‘\Wwﬁ m—mm:Q of the product at all stages throughout its proposed usage and shelf
r o 11€.
J \ -,.m m
. srL/)wo(hF ¢ _lesting for antimicrobial preservative content should normally be
2 mocvov performed at release. Under certain circumstances, in-process testing may
Yo\ qiffice in lieu of release testing where permitted. When antimicrobial

preservative content testing is performed as an In-process test, the
acceptance criteria should remain part of the specification.

Antimicrobial preservative effectiveness s
during scaleup, and throughout the shelf-life Y

O Aol 5 TONs T e <
@ Sc ol wp @ el f I fe
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Antioxidant preservative content

Release testing for antioxidant content should normally be
performed.

# ../ C:a.w.w certain circumstances, where justified by developmental and
wis ,Nnmmov /\n/.% mﬂm&.:_\Q data, shelf-lifeftesting may be unnecessary and in-process
NI QMW, S testing may suffice in lieu of release testing. T R

7

™ - 4i*  When antioxidant content testing is performed as an in-process test,

) o X, o the acceptance criteria should remain ification. -
8/&”05% » If only release testing is performed, this decision should be
¥ reinvestigated whenever either the manufacturing procedure or the

container/closure system changes

7
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U O safe, elimination of this test can normall

P
e

Q:Em::mm\wmnmimg_ Drug

Produ

cts

- N Cas SAeo
Extractables Aoy oM J7 P

d stability data sh

N \
* Control of extractables from E systems is considered re _.xu |
significantly more important for parenteral products than for oral _Ecam.& Wp z

ow evidence that extractables are

evels that are demonstrated to be acceptable and Ol

y be accepted.

32> This should be reinvestigated if the cont

ainer/closure system or formulation
7 v \ev¢\ changes. Where data demonstrate the nee

e Ao el extractables from the container/closure ¢
sk O\ appropriate for parenteral products pack . |
s glass containers with elastomeric closures. This testi
- Soo  atrelease only, where justified b§ data o
LS container/closure system compohents (e
: ©2 c..v. listed, and data collected for these comp
-yt 3 process as possible. b
o.m.\,f ol \Joel IS
. ) wa (v~ X /A.V
s -0 ) 7 S

omponents are considered :
aged in non-glass systems or in J

ng may be performed 5

d, acceptance criteria for Can

btained during development. The e

-8, rubber stopper, etc.) should be
onents as early in the development
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Functionality testing of delivery systems  /q ) ORI
‘ o ® 2 i .
autoinjector 3 (. el

\

/ .
,V(.Tw . Parenteral formulations packaged in pre-filled syringes, a4 e LTy
o ¥G , o cartridges, or the equivalent should have test procedures and acceptance . vt R
oz@ Quncken  criteria related to the _oao%,m_‘.ww,mm she m%:“mﬂem%m\moa. . : .
: . ese may include oonmmmm ot syringeability, fessufe, énd seal inte .N.ra ¢
“\PP ),.0] (leakage), and/or parameters such as tip : ce, piston wm_mmmm e\R <l
. .\v\?,mw \o» | force, piston travel force, and power injector function moao.. avFelniedhr Lo’
A ,caw\vx £ ,w/v *— Under certain circumstances these tests may be performed in-process: 1/ Qorce

e~ o Data generated during product development may be sufficient to justify i

Na Jo\wves 1 . o or elimination of some or all attributes from the AT
skiy \e\ mbifﬁ/,,su wmean s et ?)—\ a Yecblvn A a

) ification.
\V/ ﬂQ?yYﬁ mﬁmou .

: nv(,h\uﬂ ~.. e w,’r;,xxnm \e\s oare ,..\rwﬂm%n\ ’ N
S5 Re Osmolarity " ?fs/,.

P ¢/~ ‘When the ity of2 oroduct is deslared s labeling, . .1oTc
ate control of its osmolarity should be performed. N
d validation may be sufficient . Grm.w.u,

Q 3

R Y <’ appropri
& xos%l . Data generated during development an )
f this procedure as an in-process control, g P
5 J hw.r\mv

P S .
, oy ] fi 0
= = c%&.\mm&o . Mﬂw m_wmommwzmwwﬂwao& calculation of this attribute A
5 cw\on.m | g
¥ g b
,WQ \C%\. N.:.vrf o vlgm
P Al
G__Em::am\ww_.wiﬁ»_ Drug

rd
..-‘II\.'\H- \“-n ﬂ’%ﬂn\'ﬂﬂf .y .vg
¢ Ra AU\ ” - T
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Guidelines/Parenteral Drug
Products el 5 e

e A L4 *° S WA m ? ﬁ. = , -
1ze distribution Seitbs & :,m Jes ?F,Loi c»b..,\M
v *  Quantitative acceptance criteria and a procedure for determjnation of particle size ==

v/n distribution may be appropriate for injectable suspensions:

Developmental data should be considered when determining the need for either a
@Eon procedure or a particle size distribution procedure.

Particle size distribution testing should ase. It may be
performed as an in-process test when justified by product development data.

.ﬁ:&m@woacoﬂwwmcoobaoaosmn.mﬁa during development to have consistently rapid
drug release characteristics, exclusion of particle size controls from the
. ) specification may be proposed.

DN A\ \%o/

i article size distribution testing may also be proposed in place of dissolution ﬂommbm,m
oN 9 ﬁ%ﬁ. when development studies demonstrate that particle si

: ze 1s the primary factor e wr M
N\son @ p= (influencing dissolution; justification should be provided.

o ¥
Qg owoa®  The acceptance criteria should include acceptable particle size distribution in term -

\ of the percent of total particles in given size ranges. — Lo~
&Qﬁkﬂ rfl b ° -

& N e N
The mean, upper, and / or lower particle size limits should be well defined. > "o &to
.WN\NP \#\N\

own)c
Acceptance criteria should be set based on the observed range of variation, and )\ M S 57 3 RW.M
P v»\ \ should take into account the ution profiles of d e
s ;.nuw; acceptable pe C i) : produ
ANE tential for partigle growth should be investigated during product
L »M ~ ijw%m%bgﬁ Eomﬁ Emwm_om criteria should take the results of these studies into 5
¢ wﬁv\_!..g account . v [ e i \ \p“(nvrv\‘.nc P b\.mb /r.J, L= 5 Valo
Vcrmr,,ﬁb - A\\mw.uo sso W) /émrvv.w, W digso .,W,\C,,cc o8~ o X i,
¥ . : oL o .
TSR E O G S Y Y i e VI, '
e\ ~

>IN — " \ =<3 P | ’; E ~——r
nvnum,of bbw/w,m&onfvn?&nro\»ac bfmp??vﬁ?/ Ng rﬂn?w.é) PEo g bratu 8 T
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Guidelines/Parenteral Drug
Products

For injectable suspensions which settle on storage (produce sediment),
acceptance criteria for redispersibility may be appropriate.

Shaking may be an appropriate procedure.

The procedure (mechanical or manual) should be indicated. .
Time required to achieve resuspension by the indicated procedure should

be clearly defined.
Data generated during product development may be sufficient to justify
skip lot testing, or elimination of this attribute from the specification may

be proposed.

Reconstitution time

\

Acceptance criteria for reconstitution time should be provided for all parenteral
products which require reconstitution.
The choice of diluent should be justified.

Data generated during product development and process validation may be
sufficient to justify skip lot testing or elimination of this attribute from the

specification for rapidly dissolving products.
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\ CrM\
, . u/ I\
Ogv(v\,,/@/b fhbw\ &fn,r@.#wnw,\ﬁ?
— ) \ < 2 b/YuOG £ A "N

Lo, =B AR B S NEEN G s 5T 1
* Acceptance criteria: ZzBmaom.H limits, ranges, or other suitable op =
' measures for acceptance of Sm_mmmc:m of analytical procedures. /\Mﬂfmw S\,
? Fgwcm\\ w.v»lnrmwu_“ Not superimposable with its mirror image, as applied to &w,,%ua}.?w,,
T molecules, conformations, and macroscopic objects, such as crystals. %ao%)a,v,
5 QO the term has been extended to samples of substances whose i

nnw.{w » vﬁ\ molecules are chiral, even if the macroscopic assembly of such
{

it elakednolecules is meemic, > N Vovy wie & credEre 15 an., :

. i : - . . b Wnﬂcw) . WA A
C\W “wrﬂw_ * Combination product: Ardrug product which contains more than
ona tiemer OIS drug substance.

Cm\hcmun,\f * Degradation product: A molecule resulting from a chemical
pP?A

. change in the drug molecule brought abaut over ti
i 9 ﬂ., m L %.,,b_. " mmw ime mﬂ.a\oH .g the
actionore.g.; li , lemperature, pii, water, or by reaction with an

@Wmmwmwn:ﬂ and/or the immediate contaiper/closure system. Also called
decomposition product. @

— o
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GLOSSARY
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&y
* Delayed Release: Release of 3 drug (or drugs) at ”33;%
a time other than immediately following oral I g ey
administration. by & it
* Enantiomers: Compounds with the same Sekcrke]
molecular formula

' 1a as'the drug substance, which
differ in the spatial arrangement of atoms within
the molecule and are nonsuperimposable mirror
1mages N gasl bt e
Extended Release: Products which are

formulated to make the drug available over an
extended period after administration

.
®

@
P4 vt 0w s GLOSSARY
(‘c\?‘,d\)’ oNsse\ v‘\-\j
* Highly Water Soluble Drugs: Drugs with a dose/solubility > (RN
ik volume of less than or equa

1t0 250 ml overa pH range of 1.27
to 6.8. (Example: Compound A has as its lowest

5 1S Jowest solubility at
37+ 0.5°C, 1.0 mg/ml at pH (6.8, and is available in 100 mg,
e s\ mg, and'400 mpstrengths. This drug would be considered

5 ~  alow solubili as its dose/solubili

ty volume is greater
fips than 250 mL (400 mg/1.0 mg/ml = 400 ml).
9 . \‘!y Immediate Release: Allows the drug to dissolve in.the
o & ) winal_conmnts, with no intention %laymgﬂ
.))n\ , 2 prolonging the dissolution or absorption of the drug.

il

@
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GLOSSARY

QY | Dige ) 9™ 3 g sl
° I = . chL\*C‘l P S \stamce
Sg{)g:‘amY- (lbﬂmm
TE._EC_‘MIM ical entity defined as
€ new drug substance. NP L
* (2) Any component of the drug product which is not the s\
(Vchemical entity defined as the drug substance or an

@ exclipient in the drug product. ‘ B i
* Identified impurity: Animpurity for which ;Csutmmg‘n_no’val )
characterization has been achieved. LasrSe

* In-process tests: Tests which may be performed during
3 _—;LQ.::N_/the manufacture of either the drug substance or drug
. ,.9%  product, rather than as part of the formal battery of tests
;"ﬂ)\ yww~  Wwhich are conducted prior to @9

X CW\ A2
Q> BN = :!\p/
(65

: A
wJ\"':Q)\fo\? 5

WAVEy ;.
s sis) GLOSSARY 27z

b

5 Qo A L enin

\/‘ euknring Coaki s I{\
Modified Release; Dosage forms whose drug-release
characteristjcs of fime Qdé;ﬁ and/or locdtion are chosen s

to accomplish therapeutic or convenience objectives not
N2 “’*; & offered by tonventional dosage forms such as a solution
"o or an immediate release dosage form. Modified release
~ @solid oral dosage forms include both delaéed and
extended release drug products.

4 pds> s New drug product: A pharmaceutical product type, for

S . .

e ¢ example, tablet, capsule, solution, cream, etc., which has
', < not previously been registered in a region or Member

&b*’; :’3 4> State, and which contains a drug i lent generally, but
= >~ not necessarily, irassociation with excipients.
R
‘ .
a(wj \“3\"\’\(“-1/
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GLOSSARY

Whtmace 7 o Lol (a . .
’ °01$:3w drug suﬁancm The designated therapeutic moiety,
which has not previously been registered in a region or
Member State (also referred to as a new molecular entity or
b il new chemical entity). It may be a complex, simple ester, or
Jeess 7 a2 3alt of a previously approved drug substance.

~ Y@\« Polymorphism: The occurrence of different crystalline
9Bt forms of the same drug substance. This may include Jak .
~ 2= 7% * solvation or hydration products (also known as w393 e,

eskel :’; pseudopolymorphs) and amorphous forms: . qu L‘g‘\’(‘:;; PG g K

ew ds * Quality: The suitability of either a drug substance or drug
swwstene (product for its intended use. This term includes such
attributes as the ide&ity, stre%mh, and purity.

>

B PG @ e
(

§) (i
Qo

ge it GLOSSARY

(_\Amrak;vp‘ ot \: f&i

NS o DS :3"-> Racemate: A composite (solid, liquid, gaseous, or in solution) of ‘
era "™~ equimolar quantities of two enantiomeric species. It is devoid of — _ ¥ s
¥ 7 o~ optical activity. NGR A ehekion 3 7, e S ~

al ? «+~*e  Rapidly Dissolving Products: An immediate release solid oral

(al® drug product is considered rapidly dissolving when not less than

80% of the label amount of the drug substance dissolves within 15

minutes in each of the following media: (1) pH 1.2, (2) pH 4.0, and

(3) pH 6.8.

(,%F” o 9\_',? Reagent: A substance, other than a starting material or solvent,
y\ s%" which is used in the manufacture of a new drug substance.
4 % FYO% YIS Y)

ﬁ") e Solvent: An/norganic or an orgir-lic liquid used as a vehicle for the
- (}*ﬁ preparationrﬁsolutions or suspensions in the synthesis of a new

‘}ﬁj;\)‘ J,,{P:, drug substange or the manufacture of a new drug product.
':/‘ &-o&"‘“ E OF Y \th
o\ s / '\A’;., bkgt(
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* Specification: A list of 1oy
procedure Sm:' é\ LlSI-Df-tgi:sts, references o analytical i
. _ (. are numeric 1nl' appropriate acceptance criteria which
PR {egisesienn .%a i Imits, ranges, or other criteria for the
2, 0 D Wi%a’c? lgl ed. It establishes the set of criteria to which
substance or drug product should conform to be
\.B\S\JA\\A/\

S s, u@k:f GLOSS ARY

ﬁgnsidered acceptable for its intended use— "' 4 o=
ENgNe A"( tgmformance to specifications)' means that the drug
Cartara) s £ fu ﬁtar{ce and / or drug product, when tested according
o2 tothe listed analytical procedures, will meet the listed
& $~ acceptance criteria. .
\o‘:} > Specifications are critical quality standards that are
6+"» proposed and justified by the manufacturer and
s~ 7y approved by regulatory authorities. Y
0)>° ’ \/‘,W&AJ New ()(V:) . ’ \J ‘v&)\
& : ' 2/\-9) dy 550 .l:,.p..(.\ pAGwAAC
u,c&" 5% 3 59 Q@ﬁd 7’ S) éu-S\RQ“CJ kg{b(xsec‘l] @

¢ (on ~ 5V & v et Cs o

o ke
P GLOSSARY et 5
o) 3,;2»&
Moo sl o o : :
;,9“3 ?&:\:\9 Specific test: A test which is considergd to be applicable to
K 4 2 i‘" < “particular new drug substances Qr p icular new drug products
y@ﬁc’ % depending or¥their speci s and/or mten@;gi use.
,Jﬁ,j‘qp- « Specified impurity: An identifiéd or unidentified impurity that is - —

oV (Seno

- PR >0
ARy selected for inclusion in the new drug substance or new drug product &N
N Cecification and is individually listed and limited in order to assure \.g*’? V<

Q“‘CS:;"\ the quality of the substance or new drug produc A 7, 98
oL‘\ f\ &\ . 3 . . . ) . - o,oﬁ - L -~
0 P9 Unidentified impurity: An impurity which is defined solely by oyodllegs=" =y
- 9 759¢>  gqualitative analytical properties, (e.g., chromatographic refention
_q_,.s_,, "o 7

‘/&Z)’\L\} time :);\)\V‘,:\*Qﬁiv DNV v A 5w Ty \AU_&? ‘
ok~ % o Universal test: A test which is considered to be potentially o | o T
b ;:‘ applicable to all new drug s ces, or all new drug products; e.g., L\
Cagnnd appearance, identification, assay, and impurity tests. 03 _‘:\
Ja
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