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81 Influenza vaccine trivalent, o.& ml prefilled syringe
®. AMUABINTS 81 Influcnza vaccine trivalent, o.& ml prefilled syringe 97U b,000 doses
. AANURTY

b.e JULUU : shusungneuUsAndedmiuandndnievieldfinliiinussglu Prefilled
Syringe

v.lo @1UUTENVU : ® dose stﬂawﬁ’aaﬁ'ﬂ%'uﬂaaﬁ’uiml‘ﬁ'wfalmjﬂjﬁmﬁmiuﬁ’wmﬁﬂ%‘mm
o.¢ mL/dose Usznauduaiuddnie lhidldinirlvaaiinidonis (inactivated, split) vosaneug Faselif

« Influenza type A virus vaccine (@1gWug A l» uiia)
- ANVictoria/e=aa/oobls (HaNe)pdmoe-like strain (A/Victoria/eRes/wobly, IVR-bng) a& mcg
- A/Croatia/e@ocemoRV/bolbm (HnN)-like strain (A/Croatia/@camoRV/ oo, X-dodA) @& mcg

« Influenza type B virus vaccine (18Wug B @ viin)
- B/Austria/em&acaa/wobe — like strain (B/Michigan/oe/wolbe, wild type) @& mcg

*yanew Trdutduldsud wugd mosesdnseundelan (WHO) (Tatiuldnialnajdmiudnlanwmiie)
dmiuggnia wolod/wolob

o MUEUTTY : TATuuTITlunTzUBNAneIUTIEIINT dmiuldadaien (single dose) nszuandn
y1ussyindunionde (Prefilled syringe) wiouduingn a1vurussgUauu (tight container) \Auigaumail
b-=°C uagliuguds

b.@ BAIMN :

- wus s Uyesssylesiluvietenisdn duUTEnauuarILIRAIALTITBILT \uTINGR
Fuduony oehadnLau

- syydesn drwvsznausiodifguazainuuse Jundn fudueny wuiindnuaziamsidoy
3 Wegadmauunussydu

o ARUANURANIUNALA

Nan1505997 15139 A asn i uluniu Finished product specification waz Drug substance
spedification A81edenadusmiuatuifieatu ddfeansdoudediniuanenssunsemsuasy
FSES I8 10 19U waztBundoihduidisurimislmininnasgundusi fuladiunia audsena
NSENTNANTITUAY 130453YRITI87 N.AlbdDo aedufl b FUIAN N.AbEoe NTBALUTTAIANTENTI
a15n9niaY Boeszyrihienen @UUT ) Nalbesl uazResnainasunnide
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Finished product specification

om.@ Definition
.o |dentification test
en.en Assay

Haemagsglutinin antigen

o Sterility

en.& Ovalbumin

oo Endotoxin concentration
a.ev Extractable volume

. pH

o.« Free formaldehyde

m.@o Total protein

miaﬂmumuﬁi:ﬂﬂu finished product specification
m’mmummﬁsxﬂu finished product specification

The lower confidence limit (P = o.«&) is not less than
@o% of the amount stated on the LA for each strain
(not less than el mcg/dose for ease strain)
m’ﬁ]ﬂi’mmuﬁizﬂu finished product specification
NMT & mcg/human dose

NMT @oo IU/human dose %58 NMT o.lo ¢/L
m?ﬁ]&i’lumuﬁ‘ixﬂu finished product specification

b - alD

NMT o.o g/l

m’mchumuﬁ‘iquu finished product specification

nugme - #te Uniformity of dosage units TLUULBNANSUARNIIHAZLEEANANIINTININATIER 1IN

PRI VIREY o A W
Alewdeseazdenidudiaulilulu coa

- NSANIANELTBURTINITAY (waive) N1TATIADUTLASILNITIENNT LA M E ULARWBNENS
wangufananInlasuayiRme

- Drug substance specification fiansananluinsesivesndn drug substance vive Tu
AA31294 drug substance vawrdnendniagy atulaatunis GadinsasandasgnaTunn
v v ado

MvaNNmUA

< 1

< Woulvdu 9
<o 81UsTlUNMvUzlnadn  Auveliaudunaudanss
<o grauaivangulasunstunzideuen iedmigludsvnalneveansensisasisuag eniiy

st dueindamundusiSuninssvsrsansnsnguiuses

14

<lo.o ludfymstunsifousiuen e ne.e, el lunsaiiuefindalulszmelne
Tnelulumuaiunsidousdesiswasiuniadensmunuauninveadndusinui dunsideul il
(finished product specification) LLaaﬂ‘l’faﬁTvmﬂQiumW’S'mqﬁu (raw material specification) M%‘@ﬂiiﬁﬁ@g}'
seiensasuutandly desuuenansnisveudlunasnsandennmsuily (©.¢) 1éhe

<lolo luddynsd unsidouiifuen vuneds ve.e wie .o Tunsdlfidutidian
ANUTEINANTBUUIUTTY
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<. nsdlmdnluszimelng Fosdintedesusownnigrunisndnamuvaninast uazisnsudandia
(GMP) 703N5¢NTNANS1I048Y Uagvdninasiisnsnaniinlunisnanuesanamglsy (GMP PIC/S) Tumnaen
fvauerie ve nsdlenindransassve desdlvdsdesuses GMP PIC/S vaalsenudwingnannyseine
grannTemisdeiusoswinidaien Certificate of Pharmaceutical Products feanlagUssmAlnanuie
Useinagiving

<.« Indsdesuseinnsiaiinsieivedlssugkan (Certificate of Analysis of finish product) msa
fugn iU sEnaunIReIs

f
) (Y o w

<@ Intsdadusosnisesiviassinazlunanswrasndnvasansiainduirendiny (Certification

@

'
s a o

of analysis of drug substance) ﬁamaw%ﬁ’m@wémm wazusEnnaningau nssdueindimilsznaunis
W58

@5 sitauaiduniuisndufuamidoumudminglagnss

.o o819 hanUsznaun sinnsaasfunruei uss edrales o niteussyioe auy
nssuNs awfiuseeveimavesamngileghifuliliinsdle

<. Tnfedefuiuusomsuanidsuelunsdindmunogifugiifiengnislinuemiu wiensd
gvumegannsouanidsuiuenfuimunldlaglifideuls

<.« Tunneigueseniidweudaslitesnit o WWou Juaniuiidwey ENNNATIAILBUITA DI
TuUT0Iman1In3I9ATIEND1VBILTNUERER

<00 nigilulaersuluy (Original drugs) 9 aafiteyan1sAnwidrauya (Bioequivalence)
Wisuisuduenduuuu Feaenadasmuvaninusitasuuima URlugilons@nunTssdniuauastoa
uyaveINdnfneienuuInsgIuivuaTaneseIuANe) dinnuAnNenTINNNToMNSLasEUTETIUTEIme
ned woow n3adlufusesinudndusieniu winlaednandortunieluniefioatu gasifu was
AszUIUM KGN Ui UEsuLUY

«.00 n3dlilgsrduuuy (Orignal) Iuanmdngrunsinuiluansindundndnsifinunm
UaeaftuagUszdnsamiisuienduuuy waslonasfivansinendy Biosimilar Ay EMA guideline vi3e
USFDA

<.0lo LANMANGILUMAITIINYBTTngAY wiounanInTIvlieszinuamngiuvesiaeddnildly
mswanluguiiiaueve fevosanenazinan ngiu

&.omn lunsdidunzdousiuunnnii b U asdesdnuiningexanisanen Long term stability
pufiduinAslumesJousnnuans

o

o & . v = = . = P o) = o
.o N5AULUUYT multiple dose ABIUNITANET in-use stability data NANRNU eno°C VIABARGDY

Y

Auanmenalulssinelnendoutu
<o fsUUNITUdIUY cold chain system NlAunTgIY

AENTIUNTSAVIUAANANBULIAWTE
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Y

<.ob hanaanaistuduanuduiusseningumsnanvesingfvuesiaendidgy (drug substance)
fusunsnanvemansiueiendiiagu (finished product)

.00 Qma@uaau‘lﬁqﬁaEml,ﬁné’zgzmdawmﬁ’zgzywmﬂ

—nsﬁhﬂuswaﬂﬂiaﬁﬁgnﬁhaanawniﬁyﬁii¢waquwa

-nsﬁwmﬁwaqwuﬂmwﬂqmnﬂwawnmamﬁhmﬁnﬁﬁbqadamaﬁaUssﬁw%wauasﬂawuﬂaamﬁﬁﬁaﬁﬂqaﬁ
Tasuen
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nsznuRemssnwesitae Taefinearudgmangifedosiunsiden
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iwazLﬁﬂﬂqmﬁn‘ummamz
81 Piperacillin & ¢ + Tazobactam &oo mg powder for solution for injection/infusion P

®. A2IUABINT 81 Piperacillin @ ¢ + Tazobactam &oo mg powder for solution for 7
injection/infusion 91U @0,000 vial

. AENTANA
b.e JULUU : 3R
blo @UUTENBU : @ 198 Usenaumesien Piperacillin @ ¢ + Tazobactam oo mg
0.0 NUUFUTTY © 9 105TTIUNTURUTIEIERU RN deTeussTlundes vumausUTTY
Fosszylesinly auuss laviinds Yunumengenliogedaou
o.< 2an : zyfesily dauuszneudinddyuazauuse devddusen Audouns
41 Fifusnw 1aviindn amsdowihiu Sundnuas fuminengeliegedaay
a. AEUENUANIamALa
Nan15052971A5 18 A i dulunu Finished product specification Faldaanziloude
dtinauANENTINNTEMNILAYEN NTENTHE51AEY wazdunduisuiiiisumimdelmindnunsg
ndusiniulasndunils mudsenanssnsassugy Fedseyinne welbde asuil o §unau e,
b&oe UAABIHIUNNTUINTFINYNTIU

Drug substance specification (Reference USPatn) ,

Piperacillin

o.@ Definition m’s’«aﬂhum’mﬁizﬂu drug substance specification
m.lo Identification test m’s‘{lﬂhumuﬁwﬂu drug substance specification
on.en USAauddendnfigy (Assay) @oo - @omo mcg/mg (anhydrous basis)

. Water Determination v.0 - &o%

en.& Impurities
- Ampicillin, Piperacillin penicilloic acid, ATIVMIUAUAITNT o

Piperacillin related compound E and acetylated penicitloic acid of piperacillin

ANENTTUNINVUAANANUUZIANZ

j,/ / e7z—

<4 a a Qs 1y W - as Qs i
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o
ANINN ©

Relative Acceptance
Name Retention Criteria,
Time NMT (%)
Piperacillin related compound E ol ol
Ampicillin o.m® olp
Acetylated penicilloic acid of piperacillin o.one o0.&
Piperacillin penicilloic acid® 0.5 ®.0

. - e, . 4
- Piperacillinylampicillin ATIVHIUAUATITNN b
Relative Acceptance
Name Retention Criteria,
Time NMT (%)
Piperacillinylampicillin o.&& ®.0
Total impurities - on.e

o.o Optical rotation
en.e¥ Bacterial Endotoxins Test
o Sterility tests

Tazobactam
en.@ Definition

.o Identification test

an.en USHauddendnrey (Assay)
an.& Specific rotation
on.& pH

o> Water Determination(Method 1) 1aiifiu 0.0% (anhydrous form)

+o&d’ to +ead °

mwci’mmuﬁis‘lﬂu drug substance specification
| o - -

m’aﬁ]mumuwssﬁlu drug substance specification

mw&humuﬁ’ssﬁlu drug substance specification
m’sﬁ]mumuﬁisﬂu drug substance specification
(IR, HPLQO)

®c.0% — ®o.0% (anhydrous basis)

2glUTIITENIN +000° WAL —+eoe Infigamail wo’.
6.6 - b.e

0% - a.<% (Hemihydrate form)

ANIZNTIUNTTAVUAAMANYTIANTZ
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o.ed Residue on ignition

on. Organic impurities

Tl 0.0%

! -
PNFINUMUAITNN

o
M1 o
Relative Acceptance
Name Retention Criteria,
Time NMT (%)
®. Tazobactam related compound A oo ®.0
o, Any other individual impurity - 0.®
en. Total impurities - o.m

o.«¢ Bacterial Endotoxins Test
Finished Product specification
m.e Descriptions

.o Identification test

on.en USueudinendnfgy (Assay)

o.& Uniformity of dosage units

o.& Impurities

) - . "
mswmumwssﬁlu drug substance specification

m’;mhumuﬁwq‘lu finished product specification
m’m}humuﬁi%ﬂu finished product specification
(HPLO)

®0.0 - ®90.0% L.A.

ms’sﬁamumuﬁizﬂu finished product specification
(Weight Variation)

a.€.® Organic impurities : Procedure o m‘sawj'}ummsﬂumwmﬁ o

(recommended when the impurity profile includes piperacillin impurities «, &, and o)

M1379% e Organic impurities: Procedure e

Relative Acceptance
Name Retention Criteria,
Time NMT (%)
Tazobactam related compound A 0.12 1.0
Piperacillin impurity 4° 0.31 1.0
Piperacillin penilloic acid® ® 0.36 1.0
P

AMENTTUNTTATVUAAMANYMZIANE
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Relative Acceptance

Name Retention Criteria,

Time NMT (%)
Piperacillin penicilloic acid®f 0.51 5.0
Acetylated penicilloic acid of piperacillin® 0.55 1.0
Piperacillin impurity 5° 0.62 1.0
Piperacillin impurity 6° 0.67 1.0
Any individual unspecified impurity - 1.0
Total impurities” - 5.0

a.&lo Organic impurities : Procedure o

piperacillin dimer thiazolamide derivative.)

M13°99 @ Organic impurities: Procedure o

AFIaNUANsEY UM @
(recommended when the impurity profile includes piperacillin dimer ethyl ester and

Relative Acceptance
Name Retention Criteria,
Time NMT (%)
Tazobactam related compound A 0.11 0.3
Amoxicillin related compound A° 0.13 0.2
Piperacillin related compound E° 0.17 0.8
Formyl penicillamined 0.34 0.2
Ampicillin 0.45

ARENITUNTAVUAAMANYAZIANTE

2 e

7 2 il
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Relative Acceptance

Name Retention Criteria,

Time NMT (%)
Piperazinedionecarbonyl D-phenylglycine® 0.53 0.2
Acetylated penicilloic acid of piperacillinr 0.64 0.5
Piperacillin penicilloic acid, isomer 1° 0.74 0.15
Piperacillin penicilloic acid, isomer 2" 0.78 1.5
Piperacillin penilloic acid® 0.91 0.5
Piperacillin dimer ethyl ester”™ 1.3 0.2
Piperacillin dimer thiazolamide derivative” 15 0.2
Piperacillin penicillamide® 1.6 0.3
Piperacillin dimer® 1.7 0.4
Piperacillinylampicillin 1.9 0.3
Any individual unspecified impurity - 0.1
Total impurities - 4.0

en.&.en Organic impurities : Procedure e m’sﬁwhummsq‘lumiwﬁ &

(recommended when the impurity profile includes piperacillinpenicillenic acid and
piperazinedionecarbonyl D-phenylglycylglycine.)

< - "
M3 & Organic impurities: Procedure e

ﬂmznisumsﬁwuﬂqmﬁnwmzLaww
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Relative Acceptance
Name Retention Criteria,
Time NMT (%)
Piperacillin related compound E* 0.05 0.5
Tazobactam related compound A° 0.06 1.0
Formyl penicillamine* 0.12 0.2
Ampicillin 0.14 0.3
Piperazinedionecarbonyl D—phehylglycined 0.30 0.5
Piperazinedionecarbonyl D-
phenylglycylglycine® 0.36 0.2
Acetylated penicilloic acid of piperacillin’ 0.57 0.3
Piperacillinpenicillenic acid® 0.60 0.2
Ampicillin hydantoin analog” 0.65 0.3
Piperacillin penicilloic acid, isomer 1' 0.71
3.0
Piperacillin penicilloic acid, isomer 2 0.83
Piperacillin oxalylamide' 0.75 0.2
0.87
Piperacillin penilloic acids®? 1.0
0.92
Piperacillin penicillamide® 1.38 0.2
Piperacillin dimer® 1.41 0.5
|

ngy Seyeysmd Uszrunse
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Relative Acceptance
Name Retention Criteria,
Time NMT (%)
Piperacillinylampicillin® 1.54 1.0
Any individual unspecified impurity - 0.1
m.&.e Organic impurities : Procedure & ATIUMNTEY UM

(recommended when the impurity profile includes piperacillin sulfoxide and piperacillin

methyl penicilloate.)

M159% o Organic impurities: Procedure &

Relative Acceptance
Name Retention Criteria,
Time NMT (%)
Tazobactam related compound A® 0.08 1.0
Amoxicillin related compound A° 0.15 0.2
Piperacillin related compound E° 0.18 0.8
Ampicillin 0.51 0.2
Acetylated penicilloic acid of piperacillin® 0.59 0.6
Piperazinedionecarbonyl D-phenylglycine® 0.63 0.1
Piperacillin penicilloic acid, isomer 1° 0.65
Piperacillin penicilloic acid, isomer 2° 0.74 2.0
Ampicillin hydantoin analog, isomer 1" 0.78 0.2
Ampicillin hydantoin analog, isomer A 0.80

ANIZNTFUNTIVUAAMANYMSIANE
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Relative Acceptance
Name Retention Criteria,
Time NMT (%)
Piperacillin sulfoxide' 0.90 0.15
Piperacillin penilloic analog, isomer 1! 0.94
Piperacillin penilloic analog, isomer 2 0.95 0.5
Piperacillin dimer™ 1.2 0.3
Any individual unspecified impurity = 0.10
m.o Bacterial Endotoxins Test 14ilAU 0.0.@ USP Endotoxin Unit/mg 483 piperacillin
o.e« Mg + tazobactam o.e® Mg
e 1 - . ; ;
a.e¥ Sterility Tests m’mmummizﬁlu finished product specification
a. Particulate Matter in Injections m’m&hummﬁssq‘lu finished product specification
en.c¢ pH &.o - a.o (@agasfIesny: <o meg/mL)
sn.@o Water Determination TailAU o.&% (Method 1)

«. Waulvdu 9

<o 81UsTUNMTULlnaiv - Austelianuiunsudause

[

A = LY Vo = = 2 o 1
<o enfiausiivangulasunstunedousn wedmiheludsenalvereinsensiasisagy
snviunsdiiluenfindneundusifuiinsensnasnsauguiuses
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= a

<lo.0 ludynstunySousuen nnedi ne.e, ne.e lunsdiduefindaluussne
lmsfiﬂsﬂ,uluﬁnma*ﬁuwmﬂaumﬁmﬁiwazLSamﬁasﬁamim‘uquqmmwmaqmﬁmﬁmﬁmuﬁ‘ﬁumLﬁaumu
finished product specification LLa%‘z’faﬁwumﬂqmmWﬁ’mqﬁu (raw material specification) M%‘aﬂizﬁ‘ﬁlaq
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<o nsflomdnlulsevalne Fosdinidedusewnnsgrumswanmaumdninast wazisnsudndia
(GMP) U99N5ENTIAEIIUEY Uazndninausiisnsadniimluniananyesanamglsy (GMP PIC/S) Tuvip
giiliauany vie nadlenidiraninasema Feslviideiuses GMP PIC/S wedlssimugkAnetan
Usemegamvisenisdosusesnaningien Certificate of Pharmaceutical Products fleeniaguszine
AnanvseUssnadTvLe

<.« fvilidesusensnsaiiasieiveslssnugnie (Certificate of Analysis of finish product)
pssfugithanyseneunsiiansan

<& indvdeiusasmInsndinneinarlunaniuaswdnvatansiadiiiusend @y Certification
of analysis of drug substance) ﬁ'ﬂﬂl@ﬂU%ﬁ%Q’Nﬁmm wazUTENHER TP gAY

&b nasduduanuduiusseningumandnvesingAusiendifey (drug substance) wag Ju
nMsuAnveIHAndngd1sagy (finish product)

. fegeiisznounsinnsunasfiunirugiiuss ednten o wiasusstos

<. fnfadefuduiusasmananidsulunsdlndmnonglidusiifiengmsldaueniu e
Usglevlvaegiae

<. Sunumenguesniidsueudedlitionnit o U o Weu tuaniufiduwou

oo n3dllildeduiuy (Original) vzsslifeyanisfinw@iauya (Bioequivalence) Wiauiisy
fugnfunuy JsaeandowmnamdninasivazuumisufiiludiionsAnwvidassaniuauardrauyanos
AR AT UNINTFIUAVUATDINDIAIUANET dnuAMLNTSINTOIMSHazBUEUsBmAlned
woox vipillususasINAnSusieiy nanlaeduanifefunielueioieatu gnas3u uasnszuaums
HAMAEIRUAUEFULUY
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a | v [VIPN v a
Tilunmsudnlujuiiauens Nvesuineuasindningiv
<ol Wunsaidunzidyugiuunnnii b U agdsldiunnmaignanisdnen Long term stability
aundudiudnlung dousnunuans
v Y a e < P a ] = « e a wa o
<.om MUBATWHDU 9 NUAALRLAN 19U HAN1TIATIZNINNBIUHUANTS ISO/IEC onobd 1
Lildwdn lnenansasiaiinseilidiunaeindninmuaugnssunsemswaseidivun Jusiu
c.oc Htaudldluenarsmdueniisuwiiuesiuwuuynile
o ¢ - ¢ = a a 9 = 9 1
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81 Epoetin alfa @coo iu powder and solvent for solution for injection

©. AUABINTS Epoetin alfa €ooo iu powder and solvent for solution for injection
AU e,000 vial
0. AuauTATlY
©.0 FULUU : Hussenusannidedan vasasaradesvhazaieldansazanela Wild dwiu
Sadnldfivls uaz/viie Aadvasaden
.o @1uU5ENaY: o vial Usyneusmesiien epoetin alfa €000 IU
.o NYULUTTY UiiaﬂwaammsqmﬂmﬂmnL%ua
b.€ 2N
- suwam AuUsENaUMEIdIALAZAULTY TURER wauma Lasumwamtaul,awvmaum'rw
prl¥ednedalauuuussgdmd ﬂimmwmiﬁﬂwaamm 281NVUNITULUTIFOENTBYADITE WEEERIEE
duUsENOUMYIAAYRAZ AN 'Juaumq LazlavTikEn
_f¥erundaion WanAue o - @ swnwaided wasndnidsanisududs (avoid freezing)
UUUITA TR TIULUTIRE
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Drug substance specification

o.@ Descriptions mi’mmummﬁisﬂu finished product specification
oo Identification m’i’mmumuﬁisﬂu drug substance specification
an.en Peptide mapping mi’mmumuﬁisﬂu drug substance specification

o.c N-Terminal sequence analysis m’i’sﬁ]mumu‘ﬁi%ﬂu drug substance specification

on.& Biological Assay ®0.0 — evg.0%

.o Protein content 0.0 — ewo.0%

en.e7 Impurity

- Host cell derived protein m’mmumuﬁi%ﬂu drug substance specification

- Host cell and vector derived DNA m’mmum’mﬁi:ﬁﬂu drug substance specification

. Sialic acids Minimum @o mol of sialic acids/mol of erythropoietin
on.o¢ Bacterial Endotoxins Test 13itAun wo IU/@oo,000 IU of epoetin
m.e@o Dimer & related substance of higher molecular mass Not more than %
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Finished Product specification

o.@ Descriptions mmshumuﬁizulu finished product specification
.o Identification test m'ﬁ'msi’mm’mﬁizqiu finished product specification
m.m Biological Assay

- Potency in polycythaemic mice ®o.0 - eb&.0%

- Potency in normocythaermic mice ®o.o - eb&.0%

on.c pH oo - a.d
eon.& Dimer & related substance of higher molecular mass Not more than &%
on.'o Water content Not more than &% w/w

en.e¥ Particular matter
- Size z@0 Pm Not more than o,000 particles/vial
- Size 2lo& pm Not more than oo particles/vial
a.c Bacterial Endotoxins Test liifiunin bo 1U/eo,000 IU of epoetin
. Sterility Test mnmumuﬁizﬂu finished product specification
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#1 Rivastigmine «.& mg/lee hr transdermal patch
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Drug substance specification

o.@ Definition mi’mﬁi’lumuﬁwﬂu drug substance specification
oo dentification test mmmumuﬁssq‘lu drug substance specification
(IR, HPLC)

an.en USunausinendAgy .0 — ®@0b.0%L.A.

on.« Residue on ignition Liiun o.0%

en.& Organic impurities
- Phenol impurity (rivastigmine related compound C) Laitiunin o.m%
- Nor impurity? Lifunin c.e%
- Any other individual impurity Laifuni o.0%
- Total impurities Taifiunan o.¢%

VALY : a = (S)-a-[e-(Dimethylamino)ethyllphenyl dimethylcarbamate (racemic mixture is rivastigmine
related compound B)

en.5 Enantiomeric purity TiAunin o.m%

on.e) Water determination laifuna o.¢%
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Finished Product specification

o.@ Descriptions m%f\]&i’mmuﬁwﬂu finished product specification
oo [dentification test m’sﬁwi’mm’mﬁizﬂu finished product specification
an.an USUNEUAILNEFRY (Assay) ®0.0 - ©60.0%

a.@ Relate substance & degradation mmshum'mﬁi::qlu finished product specification
o.& Adhesive properties mm’«aci’mmuﬁ'ﬁ%qiu finished product specification
a.o Drug release miaﬁlﬂhumuﬁisqlu finished product specification
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Drug substance specification

o.e Definition m’mci’lumuﬁ‘isqiu drug substance specification
oo Identification test mi’gf\]mummﬁ‘isﬂu drug substance specification
an.en USIausendnfgy (Assay) ®&.0~ ©0.0%

m.& Impurities m’sﬁwhummﬁisqiu drug substance specification

Finished Product specification

m.@ Descriptions mimmumuﬁisﬂu finished product specification
m.lo |dentification test Gli’;ﬁwhum’mﬁi:’,ﬂu finished product specification
on.en USuNeusdendney (Assay) &&.0 - @o&.0%L.A.
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oD Impurities
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- Unspecified individual impurities  litiunin o.e%
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