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Substance or product, information about the specific lot of

material, who manufactured it, the container/closure system,
and how/it was stored
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Substance or product, information about the specific lot of

material, who manufactured it, the containet/closure system,
and how it was stored

Staility Study Data Message: 2.16.840.1.19027.1.12343.1.201(

Study Code: Standard
Study Purpose: The purpose of this study EX 2010PROATAR iz to confim the stabilty of BellaVie ™ (2 AMINOBUTYROLE ACID, OL) 20 mg,

Associated Messages are not displayed in the editr,

Reason Code: Annual Report
ed Releasa Tablets (Praduct 54321) pr the NOA'post approval stabiity commtments.

Study Number: Protocol Code: Starting Date:
218.8401.10927 1 12345 1 2010 5758 Commercial J7-Jul-2009
LotBatch Humber. zm«ie: Specification Code: Hanufa rerN
EiA758 Na4321-123 Bellalig ™ Specadan1 XVZ Pyamaceuficals, Inc
B4 1ain Btreet, Utapia, C4 90021 UK
Lot/Batch Size: Product Manufacturing Date: Dosage Form: Manufacturing Site;
100000 {ablet 2802000 Tahlgt Fiim Coated, Exended Release andechemie
Ruzefialaan 39234, Blankenbergs, 8370, Balgium
Assignes:
Spaciatt Pharma
100 3pring 3, Philadalonia, PA 01972, USA
Expiration Dating: Amount in Container; ContaineriClosure Code: v ContaingriClogure Description:
14 Honth 100 count Botte 100 tablets are containgd in & 600 cc, white, HOPE ot with a 28 mm continuous threading metal cap.
18-0ct-2010 (approved) Confinuous Thread, Metal
Drug Substance: Drug Substance - Lot/Batch Numbers - Manufacturing Stes:
2mqfTtablet  §308QP.13P FDA Substance Registrtion System ALPHA-AMNOBLTYRIC ACID ALPHA-ANINOBUTYRIC ACID K341 Benemine 3498 Horthumberland Drive, Paabody, WA, 01520, U3A
Microcrystalling Callulose M3345-CEL Haorui Pharma-Chem nc, 100 Menlo Park Drive, Edison, New Jersey, 08837, USA




Productq]

fstability SudwsubjectrssearchSubisct/subjsctProdud ™

Description:o

Complex-structure-to-descnbe-a-finished-dosage-form.--This-is-forthe-product-as-a-whole-as-it-is-at-the-
time-ofthis-submission,-notthe-specificlot-ofproduct-contained-inthis-report.a

41

Simple-Children:o

| Hames

Type=

Descriptions

F |,

code-m

CEa

An-ACTCODE: - ProductCode-i.e.-a-unique-identifier-
ofthe-product).y

For-FDA-mplementation,-onlythe-“displayMame™(i.e.-

the-product-name)-is-mandatory_-If-the-NDC-number-
exist-forthe-product,-is-should-be-entered-and-prefix-
with-"MN" ]

For-MDA-this-is-a-new-identifier.y

For-ongoing-studies-the-identifiermust-be-identical-to-

the-already- submitted-code. .z

ED=a

The- product-name-must-be-put-here- and-should-be-
listed-first.-A-description-ofthe-product-provided-by-
the-submitter-or-an-URI- for-additional-extermnal-
documentation.-This-is-where-the-expirationTime-
can-be-specified-as-an-expiration-date-and/or-a-
dating-period. =

CEa

An-ACTCODE: - Formiype-ofthis-product. =

[N

VL TS=

The-"approved”™or“proposed -expiration-perod-{e.g.-
24-Months-expressed-using-the-width-tag, -see-
example-code-below)-for-MDA, -arthe-existing-
expwatmn pernod-for-ongoing- studies.-This-value-

works-in-conjunction-with-the-“expirationTime"™- in-
ManufacturedMatenal™ |

)

R
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Complex-Children:o

[ Mameno
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Descriptiono

— ———

— ——

The- formulation-ofthis-product-{many,if-necessary).=

R|:




Substan cey

Istabilify Study'subjectiresearchSubisct/subjectubstance ™

Description:o

When-used-as-a-child-of"ResearchSubject™this-element- descrnibesthe-substance-on-which-the-study-is-
performed.--This-is-forthe-substance-as-a-whole-as-it-is-at-the-time-ofthis-submission, -notthe-specific-lot-
of-substance-contained-in-thisreport.--The- Preferred-Substance-Mame-must-be-used-as-listed-at-the-FDA-

Substance-Registration-System-~-Unique-Ingredient- [dentifier-(LINI[)- web-page, -
http://fdasis.nlm.nih.gov.-=
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ManufacturedMatenal]

Fstability Study/campanantss fu dyOn Saichsubhacii nstancaima nulaciura dil Al artalinslanc o

Description:o

thisrepaortis-about.o

Describesthe produced matenslusedin the stabiltystudy. - This s the spechic ol of productorsubsiance |

Simple-Children:o

Hames

Teecnptons
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STo
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Diste-ofexpiration-{based ontheprovided

expirationCode ofthe "Product™elemeni-or
the-proposed expiration-date-ofthe maters Ly

ahigh-valueis-provided the expiration-dateis-
approved-e.g., foran-annusalreportor
supplement), -and ifajowvalueis provide the-
expiration date-is-proposed-{e.g., foranew
drug-application thathasnotbeen-spproved) |

Interpretation for substances™{i.a.-
intermediates-orAPIs)+Inthe XMLcode ifa-
highwalueis-provided the retest-dateis-
approved-e.g., foran-annualupdsate), andifa-
low-value = provide the retest-dateis-
proposed-{e.g., foranewdrug-masterfile).q

This-walue-worksin-conjunction with the-

“expirationTime’™in-"Subject-Product™or
“Subject-Substance”.n

Interpretation fora product: «Inthe XML code §
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Complex-Children:o

Hama=
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Manutacturad-
Productm

Arteterence tothe manutacturerotthis-matensly|
Ifthis-documentispartofan-application ofanew
active-ingredient, thisinformation-hastobe-
provided.o

Contento

Areterence tothe containerclosuresystem.o

Adist-of-ingredients of type Manufsciuredhlatenal’.
=zpthatskind-of ‘Batch-Record™can be provided. -
Using this-elementieadsto-a recursive structure. o

Ol

om:




M'anufacturerﬂ

Jstaniity Study/companant’s fudyOn Baic hsubiaciinstanca/manuf aciuna dil Starialinstanc 2/Esh anu tacturad Producls
manutacirars
Description:o

The delsikabouta manufaciurerora manufaciunng =te Thatproducedthe “Kanufaciurediaienal .o

Simple Children:o
Hame= Typ== Deecriptions B | B= |

R [l= Azel-ofdenifersthaltused louniquelyidenifythe manuaciurer | Od WG
or-a-rmanufacturing site. v

Use-the DUNS numberasthe-priman-identifier. -Otherexamples-
can‘be-FEI'numberorsa-globalunique identifierforthe-sponsoring-
organization-assignedby lANA. - ForDUNS number, remove -
hyphensifpresent-and prefocwith 07 -and if-an-FE|-nurmberprefo::
with-an “F".--Mote: - The-gssigningAuthoity Mame foras -DUNS-
nurberis-"Dun-and Bradstreet-0-U-M-5 -Mumber'-and fora FEI-
numberis-"FOA-FEI-OID". - A-DUMNS - numberand FEInumber
exarnplke-are shown hare. - The-assigning suthorty nameis-
randatony forall-O Ds-fororganizations. -Alwaysdist the - DUMNs-
nurnberfirst-ifisting -multiple -nurbers. - ltis-the submitters-
responsibility to-ensure that the DUNS nurberid along with the-
firrn's: postalcode{ifanyjand country-match the -DUNS -number, -
postalcode-and countnyin the Dun-and Bradstreet-database 9]

<kroot="0123456789 2ssiqning Authariyhiamea="0un- and- Bradsinaal. O-U-N-5-

Wumibar -1
<kI00l="F 1238567890 35540 M0 AU NAmE="F DA FEL DI04
Atftributeso g
Footo Lz Wia| Nmo|d
Extensziono o Fo| Mol
assgningAuthontyMamen | o Na| Mol
Lisplayablen o FMa| Mo|g
nameo LMD Marme -of-the ranutacturerjormanutactunngsite).o Ha hig
gddm Alm Addrezs.o Cd W
o
Complex Children:o
[ Hameo Typea NET e v RG] FO
N sssnedEnthd Assignedentmid Une-ormany-sub-selements-of Manutacturar typecalied- U Wi

‘representedManuactue’ who-produced this-product-on-

behalfofthe "Manufacturergiven here orwho-partially-
produced theproducto




Contain erq|

istability Study'component/studyOnBatchisubjedtinstance/manufacurediateriallnstance/asContent/containerd

Description:o

A-simple-structure-to-store-the-makeup-ofthe-container-closure-system.=
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Simple-Children:o

Mameo Typeo Lescriptiono Ho | Fo

Coden CEa Type-of-Container-(e.g., bottle). = Ral Mo

Desca ED:= A-verbal-Descnption-ofthe-container-closure-system-or-a-reference- | O=f Osxf
to-an-extemal- document-which-holds-this-Descnption.=

lotNumberText= | ST= The- lot-number-ofthe-production-ot-forthis-container.= O Qs

capacityQuantitys PQ= The- capacity-ofthe-container,-not-necessanly-identical-to-"quantity- | Ral Raj
ofthe-“Content™ element- (e.g.,-100-ml-bottle, -even-ifthe-quantity-of-
tablets-in-the-bottle-is-50).=

caplypeCodea | Cka The- code-forthe-used-closure-system-{e.g.,-plastic-cap).= Cral Wey:




StorageCondition€]

Istability Study/'component/studyOnBatch/com ponent2/storages/controlVar able/storageConditiong

Description:o

A-structure-to-describe-one-storage-condition. Dependent-of the-intemnal- company-definitions this-
condition-might-be-simple-(e.g.,-25%)- or-complex-(e.g.,25"- C/60%-R.H.-upright)..Complex-definitions-can-
be-made-up-of-many-control\Varables-referencing-simple-storageConditions.a

L+ ]

Simple-Children:o

| HameX Typeo Descriptiono Ho | Feo

Codez | CE= An-ACTCODE:- Storage-condition-code. = M Me:

texta ED=a A-textual-description-or-an-external- reference = Oa| Oaf:

valuez | ANY= The-condition,-e.g.-"25"-or-"25%/60%"- or-*25%/60%- upnght. "= M Me:

1

Storageq

Istability Study/component/siydyOnBatch/component?2/storages

Description:o

A-list-of-one-or-many-storage-conditions-(e.g.,.-onereference-to-"25%60%" and-one-to-“upright™—or-

alternatively-one-reference-to-“25%60% - upright™).=

2

Simple-Children:o

| Hameo Typeo Descripfiono Hz [ Fz |

coden CEa An-ACTCODE:- fixed-codewvalue, - may-be-used-for-other- Mal P
purposes-in-future-versions =

text= ED= A-textual-description-ofthis-storage-condition-or-an-extemal- O O
reference-to-a-PDF-document-to-describe this-storage-
condition.a

effectivelime= | WL _TS= The-time-the-product-is-put-on-stability-The-date the-stability- | O={ Raj
storage-is-started-forthis-condition, {e.g.-20080412- for-12t"-of-
April-2008).a

2

Complex-Children:g

ameno Typeo Descriptiono Hz | Feo

contralVanables Control\anablez| Reference-tothe-predefined-storage-conditions-{one-or-many- | Mal P
may-be-used).a

10



Testing and specifications
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Testing and specifications

Specification
Test Acceptance Criteria Analytical Procedure Component Tests
Sterity (iological) Passed (ISP <1 Sterity
(Compendial)
Appearance (Physical Pink round, fim-coated tablet scored 58 79 one side and plain on the ofher NH401 General appearance method
(Proprigtary)
Hicrobial Limts (Biohgical & (ISP <61 Hicrabial Limis P, semugnnsa
(Compendial) 5 Els
Salmanela
Container integrty (Physical) Passed NH401 General appearance method Closure Appesrance
(Propetay) Contaner Appearance
Total Viable Asrobic Count (Binlogical) <100CFUip 2612 Ph Eur. Total Viable Aerobic count
(Compendial)
Aszay (Chemical) 90.0% 10.0% of beled clsim (n=3) NHA32 Assay
50.0% H0.0% of kbeled claim (n=3) (Propritary)
ph Meagurement Average (Chemical KRIIEE (ISP <791 pH Heasurement oH Neasurement
13hds (Compendial)
Digsolufion Average (Physical 1hr Average (n=6) i 26% - 4% 4 hr: Average is 56% - T3%; 12 br Average i LT 72% NHT72 Dissalution Profi
(Proprictary)
Digsolution (Physical) 1hr: Each tabletis 20%-40% 4 . Each tablet i S0%-75%: 12 hr: Each tabl is NLT 85% NHT72 Dissalution Profi Diesalution Hour
(Proprictary)
Impurty - Elementl (Chemical) & NH740 Elemental mpurty Etimafion Nickel
(o) Chrium
Paladium
Permeation (Physical) 11 (ISP <67 Containers Perfomance Testing Water Weight Lass
(Lanpeni) Light rarsmissin
TotalCount o Faiures (Chemical T 1in=12) Hk432 Exractebles Individual Aial Oxide Extractatles
(Proprigtary)

12




Specification]
istability StudyisubjectiEsearchSubisct/subisciOfispecifications:

Description:o

For-this-Element-the-“full”-HL7- structure-has-to-be-provided-forthe-specification =

x|

Simple-Children:n

| Hameo Typeno Lescnptiono Hz | Fo

code= Ch= An-ACTCODE:- Specificationidentifier | Oxl Mo
I.e.,the-name- and-version-ofthe-specification-{as-displayMame) =

textiz ED= URI- for-additional-documentation.= O=l Raf:

a

Complex-Children:n

| Hameo Typeo Descriptiono o o

componentz | Componentby The-testdefinition-and-acceptance-cntena-forthese-tests = Ol s

=

oTs!

AcceptanceCriterionq]
Istability Study'subject/researchSubject/subjectOfispecification'componentiestDefinition/referenceRangefs-
; Sritarignes

Istability Study'subjectresearchSubject/subjectOfispedification'componenttestDefinition/com ponenttestDefintionreferenceRangey-
; Criteri

Description:o

Describes-one-valid-specificationlimit.=

0

Simple-Children:o

| Hameo Typeo Descriptiono Ho | Fa
texta STa URI- for-additional-documentation-or-free text = Om| Oa
value-=z ANYa The-value-ofthe-crterion.= Ma| M=
interpretationCodea | CVa e.q.,-not-more-than-(NMT),- notless-than-(MLT),- ...z Ma| M=

SRRERRRRRRRRRRRR AR SRR~ .
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TestDefinitionq]
istability StudysubjectresearchSubject/subjectOfispecification/componentitestDefinitions—
oT+-

istability StudysubjectresearchSubject/subjectOfispedfication/componentitestD efinition/com ponenttestDefinitions

Description:o

This-isthe-definition-of-a-method-performed-dunngthe-study-orthe- definition-of-a-parameter-of-a-method. -
The- recursive- structure-will-not-be-implemented-furtherthan-one-level-—methods-and-method-parameters

Either-the-external- document-orthe-method-parameters-and-the-reference-range-have-to-be-provided

The- assigning-authonty-is-understood4to-bethe-study-sponsor.=

x|

Simple-Children:no

[ Hameno Typeno Descriptiono Ho | Fz

i [|= A-global-unique-identifier-forthis-TestDefinitiony Mo Mea
Attributesn 9
Roota OID-= Ma] Ma|a

texta ED= URI-for-additional- documentation- for-this-test,-(e.q.-50P- | O=| R=
or-Specification-document-for-this-method).=

x|

Complex-Children:o

[ Hameo Typeo Lescriptiona Hz | Fo
coden CDa An-ACTCODE:-Test-code.= Oa| Ma
methodCode= CE= An-ACTREASON:- Method-type. = Oa| Ma
referenceRange- 9 ReferenceRangea| The- acceptance-cntenon-forthis-parameter.a O] Ma

componentz Component/a Recursive-reference-to-JestDefinitionto-definethe- O] Ma
method-parameter- ofthis-method-(i.e.-a-test-assay-for-
which-the-next-level-can-be-the-ingredients-or-impurities)

Only-two-additional-levels-may-be-provided.a

DARRRNRRRRRRARRRRRRR R~ -y

14



Tests and results at the time intervals
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Tests and results at the time intervals

Specification Sampling Intervals: Months
Test Acceptance Criteria Analytical Procedure 0 1 3 6 9 15
Seriity Passed USP <71 Sterilty Passed Passed Passed
Appearance Passed H401 General appearance method Passed() Passed(s) Passed(S) Passed(S) Passed() PIF(E)
Micrabial Limts HA USP <61 Microbial Limts Passed Passed Passed
P agrugnosa Passed USP <61 Microbial Limts Passed Passed Passed
5. 8Ureus Passed USP <61 Microbial Limis Passed Paased Paased
Saimonela Passed USP <61 Microbial Limis Paased Paased Paased
Container Integrty Passed iH401 General appearance method Passed Passed Passed Passed Passed Passed
Closure Appearance Passed I\H401 General appearance Passed(3) Fassed(3) Passed(3) Passed(3) Passed(3) Passed(3)
Container Appearance Passed iH401 General appearance method Passed(3) Fassed(3) Passed(3) Passed(3) Passed(3) Passed(3)
Total Viable Aerobic Count NNT 200 CFUlg 2612 Ph, Eur, Total Viable Aerobic count 2 18 2
hssay NT90%_LC 432 Assay 102.183) 1003) 10200 1024) 1033%) 103209
NHT 110 %_LC
pH Heasurement Average NLT 3.3 pH USP <791> pH Heasurement 413 412 41 412 (3] a7
NNT 45 pH
pH Measurement NLT 3.3 pH USP <791 pH Measurement 41303) 4116) 4106) 412) 4088) 4078)
NNT 45 pA
Dissalufion Average NLT 26 % NK772 Dissolution Profile T406) T44(6) T386) TL4(5) T526) T36(E)
Dissalufion HA NK772 Dissolution Profile A HA A NA HA A
Dissalufion Hour NLT 20 % NH772 Dissolution Profile 7210) 33 75903) T4E(3) TAT(3) TG
Impurty - Elemental [ NH740 Elemental Impurty Estimation A & NA
Hickel HNT 25 g 740 Elemental Impurty Estimation 194 03 213
Chromium HNT 25 g 740 Elemental Impurty Estimation 125 198 198
Palladium HNT 10 g 740 Elemental Impurty Estimation 43 66 64
Permeation Passed USP <B71> Containers Performance Testing Passed Passed Passed Passed Passed Passed
Water Weight Loss NNT25% ISP <B71> Containers Performance Tesfing 20403) 23 2103) 20103) 21303) 2003
Light Transmission NLT 250 nm ISP <B71> Containers Performance Tesfing 38.3) B[ 360.3) 376.(3) 368(3) 38503)
NNT 450 nm
Total Count of Failures NHT 1 count NH432 Extractables 0 0 0 1
Iniviual Akal Oxide Extractzbies Passed Nh432 Extractaties Passed(12) Passed(12) Fassed(12) PF(12)
16
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Testingq

Istahbility Study'com ponent/studyOnBatch/component1/testing =

Description:o

This-is-a-representation-of-“pulling-a-sample-fromthe-climatic-chamber” =

4 §

Simple-Children:o

Mameo Typeo Descrnptiono Ho | Fo

codea CE= An-ACTCODE:- pauseDescription. e Mo
something-done-with-the-sample,-e.q., -freeze-sample.=

titlea STa A-titlethat-labels-a-collection-of-relatedtests-across- M =

: i

texta ED= A-textual-description-or-an-external-reference. = Q=) Oa

effectivelimes VL TS= The- date the-sample-was-scheduledto-be-pulled-fromthe- Ha| Mo
chamber-and-tested-(use-150-8601-notation).=

a

Complex-Children:o

Namen Typeno Lescrnptiono Hz | F=

componentz | Component1q A-reference-tothe-tests-performed-with-this-sample. = (R

performera Performeriz | A-list-of-alltesting-sites-involvedinthis-testing.= Mz M

17



Test]

/S TEDINTy Sy COMDONaLs U dy O Sic Voo an & /125 INg Campanani st

o
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Description:o

Representstionofatestpedomiedonesample ]

lt-appliesthesame-scheme-asin-TestDefintion”, thers-might-be-parameters fora testwhich-are-
represented bythe "Component2™reference.o

= |

Simple Children:o

Hama=

Type=

T

7

titlen

ECo

Alemative name ofthe measured resull.-Anexampleuseizto-
identify “specified unknowns”, since allofthese-results pointto-
the =ame-specification{i.e., "definition™L.q]

This-attribute can-be-usedtoidentify “specifiedunknowns’, since-
gll-ofthese results-pointto the samespecification fie.,-
“definition™).o

texin

Elm

Atextualdescnption-oran-extemalreterence. - Thisiswherelab-
comments-andfornotebook referencecanbespecified.n

[T

effecive LIMes

WL TSz

Atesting-date thatis-mandatory-onthefirstlevel. On the second-
level, anullFlayourhasto be provided where-no-actualresultis-
avaieable.o

valuen

AlYD

-ForPOdata type, eStabilty supporsthe Tollowing HuE ey
termns-when -appropriate:]

1

MI-—Mo- Informationy]

M&-—MotApplicable{see-exampla

MaN — Temporarily-Unavailabley

TRC-—Trace"]

UME---unknown]

1

Toreport-PQ-data thatislessthan the dimit-of-detection - [LO0)-or
limiit- of-gquantitation{L 00}, e Stabilty-supports the method of
reporting it-as-a-5Tdatadn thefomat-of <0 .02 wher0.02 isthe-
LODorLC4Q. Itis recommended thatthe LODvalueisreportedn-
the<text>tagas-adate comment{see-example below).q

1

When the submitterelectsto-report-a face value of thistype of-
dats, the-datacan-bereported nomally. Reporingassuch, Itis
essentislto-documentthatthenature of-datain the-<text=tag
[zeeexample below) ]

o

Complex-Children:o

Hama=

Type=

T

pefomen

PerfomerZo

Areference foatesting sie.o

defintiono

Defintiono

Heterence to-a spacheation forthistest.o

componenta

Component

Fecursive referencedoaTest .o

AHAH"
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1

Use the NCI Thesaurus code list posted at
http://evs.nci.nih.gov/ftpl1/FDA/Stability

NCIt St ~ NCIt Subset Preferred Term

-1 NCIt Cc ~ NCIt Preferred Term

~ |NCIt De ~ Stability Preferred Term

110
111
112
113
114
115
116

C96074
Ca6074
Ca96074
Ca6074
Ca6074
Ca6074
Ca6074

117 C36074

118
119
120
121
122
123
124
125
126

Ca6074
C96074
Ca6074
Ca96074
Ca6074
Ca6074
Ca6074
Ca96074
Ca6074

127 C96074

128
129
130
131
132
133
134
135
136

C96074
Ca6074
Ca96074
Ca6074
C96074
Ca6074
Ca96074
Ca6074
Ca6074

137(C96074

138
139
140
141
142
143
144
145
146

Ca6074
Ca96074
Ca6074
C96074
Ca6074
Ca96074
Ca6074
Ca6074
Ca6074

147 C96074

148
149
150
151
152
153
154
155
156

Ca6074
Ca6074
C96074
Ca6074
Ca96074
Ca6074
Ca6074
Ca96074
Ca6074

157 C96074

Stability Product Form Terminology
Stability Product Form Terminology
Stability Product Form Terminology
Stability Product Form Terminology
Stability Product Form Terminology
Stability Product Form Terminology
Stability Product Form Terminology
Stability Product Form Terminology
Stability Product Form Terminology
Stability Product Form Terminology
Stability Product Form Terminology
Stability Product Form Terminology
Stability Product Form Terminology
Stability Product Form Terminology
Stability Product Form Terminology
Stability Product Form Terminology
Stability Product Form Terminology
Stability Product Form Terminology
Stability Product Form Terminology
Stability Product Form Terminology
Stability Product Form Terminology
Stability Product Form Terminology
Stability Product Form Terminology
Stability Product Form Terminology
Stability Product Form Terminology
Stability Product Form Terminology
Stability Product Form Terminology
Stability Product Form Terminology
Stability Product Form Terminology
Stability Product Form Terminology
Stability Product Form Terminology
Stability Product Form Terminology
Stability Product Form Terminology
Stability Product Form Terminology
Stability Product Form Terminology
Stability Product Form Terminology
Stability Product Form Terminology
Stability Product Form Terminology
Stability Product Form Terminology
Stability Product Form Terminology
Stability Product Form Terminology
Stability Product Form Terminology
Stability Product Form Terminology
Stability Product Form Terminology
Stability Product Form Terminology
Stability Product Form Terminology
Stability Product Form Terminology
Stability Product Form Terminology

C42888
C42589
Ce0897
CB0957
Ce0934
C42590
C42591
C25158
C45414
C42592
C42893
C423594
C42678
Ce0ga4
C42595
C42596
C42897
Ce0a91
C42599
C42598
C42300
C28944
C42901
C42902
C42903
Ca7540
C42997
C42904
C42905
C45413
C42306
C42907
C42908
C43525
CB0927
Ce0928
C48624
C42679
C42763
Ce0992
CB0995
C17423
C423909
Cia4aa4
C42310
C42911
C42912
C42913

Aerosol Foam Dosage Form

Aerosol Spray Dosage Form
Augmented Cream Dosage Form
Augmented Lotion Dosage Form
Augmented Ointment Dosage Form
Bead Dosage Form

Block Dosage Form

Capsule Dosage Form

Cement Dosage Form

Chewable Bar Dosage Form

Chewable Tablet Dosage Form
Chewing Gum Dosage Form

Cigarette Dosage Form

Cloth Dosage Form

Coated Capsule Dosage Form

Coated Pellet in Capsule Dosage Form
Coated Tablet Dosage Form
Concentrated Dosage Form
Concentrated Injectable Solution Dosage Form
Concentrated Solution Dosage Form
Cone Dosage Form

Cream Dosage Form

Crystal Dosage Form

Delayed Release Capsule Dosage Form
Delayed Release Granule Dosage Form

A foam tha Aerosol, Foam

A spray th: Aerosol, Spray

A cream tk Cream. Augmented

A lotion th: Lotion, Augmented

An ointmer Qintment, Augmented

A solid in t Bead

A solid or ¢ Block

A solid cor Capsule

A base corCement

A bar desicBar, Chewable

A tablet de Tablet, Chewable

A semi-sol Gum, Chewing

A solid cor Cigarette

A solid cor Cloth

A capsule Capsule, Coated

A capsule Capsule, Coated Pellets
A tablet wt Tablet, Coated

A solution Concentrate

A concentr Injection, Solution, Concentrate
A concentr Solution, Concentrate

A solid witl Cone

A semi-sol Cream

A solid tha Crystal

A capsule Capsule, Delayed Release
A solid cor Granule, Delayed Release

Delayed Release Granule for Suspension Dosage A pharmac Granule for Suspension, Delayed Release

Delayed Release Particle Tablet Dosage Form

A tablet coTablet, Delayed Release Particles

Delayed Release Pellet in Capsule Dosage Form A capsule Capsule, Delayed Release Pellets

Delayed Release Tablet Dosage Form
Dental Liner Dosage Form
Dentifrice Gel Dosage Form
Dentifrice Paste Dosage Form
Dentifrice Powder Dosage Form
Disc Dosage Form

Dosage Form for Solution

Dosage Form for Suspension
Dosage Form Mot Applicable
Douche Dosage Form

Dressing Dosage Form

Drop Solution Dosage Form

Drop Suspension Dosage Form
Drug Delivery System

Effervescent Granule Dosage Form
Effervescent Powder Dosage Form
Effervescent Tablet Dosage Form

Electrically Controlled Extended Release Patch CA patch thi Patch, Extended Release, Electrically Controlled

Elixir Dosage Form
Emulsion Dosage Form

A tablet thi Tablet, Delayed Release
A resinous Liner, Dental

A gel inten Gel, Dentifrice

A paste of Paste, Dentifrice

A powder ¢ Powder, Dentifrice

A flat, circi Disc

A substancFor Solution

A substancFor Suspension

An indicati Mot Applicable

A substanct Douch

A substanctDressing

A solution Solution/Drops

A suspens Suspension/Drops
Modern tec Drug Delivery System
A granule « Granule, Effervescent
A powder ¢ Powder, Effervescent
A tablet coTablet, Effervescent

A solution Elixir
A semi-sol Emulsion

~ | Stability Definition



