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Drug substance specification: Gliclazide (BP bolb&)

k) Test Items Specifications
® | Identification test AT
b | Usnasiendny ®&.0 - ®0@.0% (dried substance)
) Appearance White or almost white powder
Solubility Practically insoluble in water, freely soluble in
methylene chloride, sparingly soluble in acetone,
| slightly soluble in ethanol (%)
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U9 Test Items Specifications

& | Related substances
- Impurity F not more than o.e& %
- Unspecified impurities not more than o.@o %

- Sum of impurities other than F not more than o.wo %

D Impurity B not more than o ppm

o Loss on dying Maximum o.b& %

I~ Sulfated ash Maximum o.e %

Finished product specification: Gliclazide Prolonged-release Tablet (BP bobe)

v

UD Test Items Specifications

Identification test mi'sﬂﬁhumuﬁizﬂu Finished product specification

- Unspecified impurities

- Total impurities

@)
o | USunasiendnny «®&.0 - @o&.0% of the state amount
o Related substances

- Impurity A not more than o.&o %

- Impurity F not more than o.wo %

not more than o.bo %

not more than @.co %
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snareuld wieluentussglu Multiple-dose container
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ﬂﬂlﬁﬂ‘dm“’Lﬂ‘W’l”Fﬂ
Levetiracetam &oo mg/& mL concentrate for solution for infusion ,& mL vial
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4 : ; Ao - .
d9gn  Levetiracetam &oo mg/& mL concentrate for solution for infusion ,& mL vial
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Drug substance specification: Levetiracetam (USP &w)
U9 Test ltems Specifications

P e s

@ | Identification test A
o | USinasediny a0 — oob.0 % LA, of Levetiracetam calculated

on the anhydrous and solvent-free basis

I ——

on Impurities
- Residue on ignition not more than o.@0%
- Levetiracetam R-enantiomer not more than o.&o%

%

- Levetiracetam related compound B | not more than oc.e@0
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Test Items

Specifications

« Organic impurities

@) Pyridin--ol

) Levetiracetam acid

o) Levetiracetam related compound A
&) Individual unspecified impurity

&) Total impurities

not more than o.ocw&%
not more than o.;no%
not more than o.0&%
not more than o.0&%

not more than o.€o%

& Water determination

not more than o.&o%

Finished product specification: Levetiracetam Injection (USP &)

U9 Test ltems Specifications
® |dentification test G\‘S’Jﬁ]&i’]umuﬁ%ﬂu Finished product specification
b | USunasnendfny <o.0 — &@e0.0% of the LA. of Levetiracetam
o Organic impurities
@) Levetiracetam acid not more than o.mo%
) Individual unspecified degradation not more than o.@0%
product
o) Total impurities not more than @.00%
« pH &o - 9.0

& Bacterial endotoxins test

not more than o.es& USP endotoxin Units/mg

of Levetiracetam

>} Sterility test

s d . P
ma%mumuwisﬁlu Finished product specification

o Particulate matter in injections
- YMATUIN 2 00 Lim 3iifin o,000 B1MA
- pymALLA > o m Lilfiu oo BYMA

G\i’]ﬂﬂiﬂumuﬁ'ﬁsﬂu Finished product specification
; ol - i
msraruaanszyly Finished product specification
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¢ wilidedusosmansiasient (Certificate of Analysis [COA]) TneipaUsznaume

&0 ﬁumwuqaawsawams'gmswmmaﬂumm’mﬂm (Certificate of Analysis of Active
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<o ﬁ'uuwﬁf\a?ia%’mawamﬁmewwamnm%mmmsﬂ (Certificate of Analysis of Finished
Product) maquamwamnmmmam%ﬂ (Manufacturer) luiumwammamammaﬂmmm
mmmﬂmsummnuﬂua%ummaaimaqmmmmvmmmummmﬂm

& dNuenaILanINanTANYIAIINALY (Stability data) $maulitfesndn m qunanan lages

Usznaume

& o ANUNBNEANTIANINANTANYIANNAAITEEEEN (Long term stability data)

&lo ANuNENaNSIENINaANNAITILUTEELS (Accelerated data)
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ananeuld viefiueflussglu Multiple-dose container
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Drug substance specification: Insulin Aspart (USP &)

) Test Items Specifications

@ | Identification test AFIVEY

b | USusaendngy ®0.0 — ®@0@.0% on the dried basis
o Residue on ignition Not more than .0%

& Product-related substances

- BwaisoAsp insulin aspart

Not more than @.0%

- Total of the peaks due to AbeAsp Not more than .0%

insulin aspart, BmAsp insulin aspart,

and BenisoAsp insulin aspart

- Total of other impurities

Not more than e.¢%
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D) Test Items Specifications
& Physicochemical analytical procedures | #5939611; Not more than o.&%
for insulins, Limit of high molecular
weight proteins
b | Insulin assays NIV
o Bacterial endotoxins test Not more than @o USP Endotoxin Units/mg of

Insulin aspart

I~ Microbial enumeration tests and

Tests for specified microorganisms

The total aerobic count does not exceed moo
cfu/g, the test being performed on a portion of
about olo ¢

Loss on drying

Not more than @o.0%

Finished product specification: Insulin Aspart Injection (USP &)

D) Test Items Specifications
® | Identification test NFIU
b | USanasaendagy «&.0 - ®0&.0% of the potency stated on the

label, expressed in USP Insulin Aspart Units/mL

o Related proteins

- BowisoAsp insulin aspart

- Total of the peaks due to AwaAsp
insulin aspart, BenAsp insulin aspart,
and BenisoAsp insulin aspart

- Total of other impurities

Not more than ©.&¢%
Not more than &.0%

Not more than e.¢%

& Physicochemical analytical procedures | #59aW1U; Not more than e.&%
for insulins, Limit of high molecular
weight proteins
& Bacterial endotoxins test Not more than @o USP Endotoxin Units/@oco USP
Insulin Aspart Units
b | Sterility tests AT
& Particulate matter in injections Meets the requirements for small-volume

injections
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) Test Items Specifications
@ pH o.o-el.e, determined potentiometrically
« Zinc determination @o-co |Lg for each @oo USP Insulin Aspart Units
@o | Injections and implanted drug AT
products
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substance specification lagveunluneuiulsemalseninsiandidnnsaiing wazlihiy b U
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ANIENTTUNTAMUAAUANUUTIANE

mmﬁwﬁ"ﬁw’iﬂﬁuwﬁﬁ...9“?\3.3@.\.}1@..d.../..
..mﬂﬂfﬁ....H.WUMffﬂa..Ussmunssum's

(Wsamgila yyurdng)

|
\MS%M& “mTu)De s ’ﬁ‘gx W) | assuns

(e ANYTTN 339IND) (Wangedil aumes)




wnasildlunisiarsan (e)
mo ns@iidugnindnaneinassina guandesiionansusesnasgiunisraneinumdninasi
wazdsnasialunisudnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) lag
W89 PIC/S participating authorities atuatganiuseunisasialasiinanisusestaiu
Ussmadszmasindidnnsetind nsdifiduatubildnmulnendentvdingy dedldsuns
Susesntuuvalnaniuyalneysesnssmemi
< MilsdeTusaman1sInTIzn (Certificate of Analysis [COA]) Tnefiasusenausie
<0 dumihdeiusemaninseiingaudiendfty (Certificate of Analysis of Active
Pharmaceutical Ingredient [API])
oo dunmiidoiusesmansinreiingauieddy vesiudningiudiedy
(Supplier) |
<ol dunmiieiusomamiinseiingausenddty vesnanndndumieduiogy
(Manufacturer)
<lo dumisdafuseanansinsziinandnaisrdnsegy (Certificate of Analysis of Finished
Product) weagnannansiasiendniagy (Manufacturer) lugunswaniidfieguazldingav
seddryuntuivdiumidesusesnisinseiingiusendifisy
¢ duuend1suanIHANTANYIAINA (Stability data) S1uauliitesnda e qunisuan Inedes
Usenaueiey
& HNUNBNATUAAINANITANYIAINALGIITEEYE1 (Long term stability data)
&lo dNUNBNATUANINAAIUAIITUTEELIY (Accelerated data)
& dNunoNATUARINAANAIFITARTATY (in-use stability data) nsdhiueiidemaunsolie
enould videiduenitussglu Multiple-dose container
o. dnumdngiunisdnuidaauyavesndndueien (Bioequivalence) lanignsdindnay
AgNIIINIEWNSLave Idermunlifinunitauyavessdndamisniub
. mmg’m'?jm‘ﬁ"e)ﬁ’mummﬂWwfmqﬁvﬁ’smﬁﬁﬁfy (Active Pharmaceutical Ingredient Specification)
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Pharmacopoeia) audeimunuazannsgiuvesmsiinszilusisela ssemis desudns
vanguieninmsguvesmsliamssiiuluamudenideladeluil
lo.o. fifofmuauazuinsgiuvenisinsisiludiseivesussmanduauidnves
The International Conference on Harmonization of the Technical Requirements
for Registration of Pharmaceuticals for Human Use (ICH) %38

ololo TorimunlazIRIgNTBINTIATIETURHAR (In-house process) Midenadasiu ICH
Guidelines %3®

olo.m Foimuanazamsgumluvesnisiinmeiiimmualiludisela ssemie an
US¥NIATRINSENTIEGITUEY 1309 58Ym13181 dmFuguuuueiug (General
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qmé’n‘wmzquwmm Insulin degludec ®oo iu/@ mL solution for injection, e mL prefilled pen

Tsaneruranssunngan

doen  Insulin degludec oo iu/@ mL solution for injection, en mL prefilled pen

AnsETAN2 LY
@ jUuuy Wuansazaeldlaifid Unmannidedmivaadildfionls vssgluthnmin
dugAuviinnsauly
b. d@lsznou Usenauneden Insulin degludec oo iu/e ml WA m ml
o ANYULUTIY ussglumuzuITEeanUTATnde Tulnnansugiuiiandeuld
& R8N - spyllenn dhuusgnaufediuasaiuus Yundn 5’u§umq \avTiezn
waztaunziieudiuen Lisghednuuuussyioe
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Naﬂ’]i@]’it}ﬁLﬂ'i’wﬁﬂmﬂ'lm‘ﬂulﬂmu finished product specification @@ drug substance
specification fignsdnnundrssuatuieniu deldaanzideudediinaunmenssunisemisuaze
nagnTNEEIIAgY sinduinuildsedateuduatiuiiisunimielminiwnasgunduhiulagiu
yils MUUTZENIANTENTNEATITUGY 1389 T3YMTIET WA bEDe AUl b uAN bebe @Izl
AT MLUAIIUT oo NUAITUS o&blo) WazUsznAALAN 1389 T3YAT187 @UTUT b) WA bebls Ag
$uil NINGIAN bédlo (aqﬂsxmﬂluwvﬁﬂmmunm’i’uﬁ b NINHINY bEbb)

Finished product specification: Insulin degludec oo iu/@ mL solution for injection

UB Test ltems Specifications

®. Identification test midﬂﬁﬂum’lmﬁ’izﬂu Finished product specification

. | UTunusendagy m‘sa%chummﬁizq’lu Finished product specification

on. pH M‘S’Jﬁm"mm’mﬁi%qlu Finished product specification

<. Sterility test mawﬁumuﬁszﬂu Finished product specification
_& | Bacterial endotoxins _ rsvausaritslu Finished product specification

D. Particulate matter m’mci’mmuﬁizlﬂu Finished product specification
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o. duunenaistifuen muilne uaz/mienuwsingy AldBuiudinnuauenssimsensLazen
b, dunameienasmsldsuaygntunatousiveniesmminelulspna uazduns (declare)
WIARINER

v.0 luddgmstunzdousue Moo vise ne.m Wie Ne.e 30 oo udausns)

v.o.0 Wnsdifueniindslulsemdlne  (aneds vl vde o)
.0 lunsdifusminduensuaussy neis ne.m vie o)
w.e.m lunsadueniidhandnussnd  (vianets ne.e 50 0.b)

oo luketunsidou ve.e vie b.e veseriauesia wieuseazBuaidensniunuamuain
yoenandasinuitunzidou (finished product specification) LLas"z’J'aﬁmumqmmwmaa
FagAu(drug substance specification) n3difiegszninensasuudasdlufisdy azdoauy
LWONEI5NI5VBNALY (8.&) NN finished product specification wag/1"5e drug substance
specification Tngvannluneuiuussniaussninsadiannsedng uazluiinu b U a Ju
Uszmaszninsimdiannseling

. LNENTIUTBINTFIUNTHARNEN

.o nsdlemanluUszmAlne fdndosiionansiusemnnsgiunsnanemamaninasitazisnisi
Alun1sw@nen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Ingviuagsu PIC/S
participating authorities %3e flleNANTIUTORNATFIUNTHARLIIUMANN S ILAZ TR LY
N9KANENTBIAIINILANENTINNTOMNTUAZET NTENTNEAG1TIGY Tarmuatulneiian
aenndeuagiaiintundninamivagdnsaatumasdnen PIC/S Tumnngiaueuigatiu
dgamusaunsasaaey neiinanmssusesieiuiiuszmassmnmmdidnnsetind

o nsdiidusnintanseUssne grandesiionansiusewnasgrunsnaneInuuannM
wazdsnisiialunisuanen PIC/S (Pharmaceutical Inspection Co-operation Scheme) lag
M12897U PIC/S participating authorities aUUa1gARNTBUN1TATIALABINANTTTUTEIRIY
Usgniauszninsmdidnnseding nsdiiduatulilinvlnenienivndnge dedldsunis
Susesatiuualnsaniuyplneyssdssmein

< MldasusBWaNITIATIEY (Certificate of Analysis [COA]) Inafaslsznausmie

<o dnumiladefuseinani1sitaseningauiietdifg (Certificate of Analysis of Active
Pharmaceutical Ingredient [API])

oo duumisdefusamanisiinseiingiudiendidy veq

o @
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(Supplier)
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wnasildlunisiansan (da)

<ol dnumiideiuissmanisiinmeiingiudierdidy vesfuaandndudieduiagy
(Manufacturer)

<o dumifsdeiusemanisiiasievindndueiandniagu (Certificate of Analysis of Finished
Product) vesgudinkansausiendnsagy (Manufacturer) luunisudniidefogauazlddngiu
ieddgguaeiuiudtumisiesusesmsinseingauiedifgy

¢ duunenasuanHanAnmAmLA (Stability data) Iuaulitiesnda e quniskdn Taedes

Usznaume

&.o FNUNBNATUAAIKANTANYIAIUAWITZELETI (Long term stability data)

&lo dueNATUANIHARINAIIlUTEEELI (Accelerated data)

& dnuNenasuanINanILAsFIvazUalY (in-use stability data) nsdhdua fidemaumione
99nould videihuenitussglu Multiple-dose container

dumdngrunisanuiTaauyavesndndueion (Bioequivalence) laniznsdid1nau

parnssIMIOIMsWare Tdermualdfinundauyavesndndasiondiady
nsguvestenmuanunwingiuitendfty (Active Pharmaceutical Ingredient Specification)
wazdarvuannnwkdniasietdnsegy (Finished Product Specification)
o.o nsalduingRusend i viewanstasidusagy deusnglusiisen (Offical Pharmacopoeia)
flFE9dansiinseit Tasunsgrusgnstiosdeadulunudeimuatazinnsgiuesnis
Ansrzilushenla ssemils auUszmaveInssneEEsEY 3o9 seyssne
ol nsdiluingiuiiedfy viendndasiondnsegy Mlivsingludisien (Non-official
Pharmacopoeia) mudafmuniazannsgveansiazsiluimeila dsemis deauans
vangruieniinnsguresmaieseiiulunudenidsdolaseluil
olo.o. HdoimuanazunsgeeInisinssiludeiwesssmaiiduauidnves The
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