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81 Piperacillin 4 gm and Tazobactam 500 mg for injection

TS INEIUIATIUINULTUNS

1. Yoen Piperacillin 400 gm and Tazobactam 500 mg for injection
2. gruantAly
2.1 JUnuy Bunaen Unanide dwmiudadvnamasnidons
2.2 dulsenau Usznousmemen Piperacillin %38 Piperacillin sodium %qamgaf"fu
Piperacillin 4 gm way Tazobactam %39 Tazobactam sodium #3©
Tazobactam acid %aaugaﬁu Tazobactam 500 mg lu 1 vial
(8n91dUvD Piperacillin #ia Tazobactam Linfiu 8:1)
2.3 AYULUTIY UsTluAWLrUTIEIaaUTAINide wasusTusidestulas
2.4 aa7n
- sey@osn dhuusznaufedifuaramuuse Yundn 5u§uawq \aviindn uaziauzilou
isuebiognetmauuuus sy
- VUNTUEUTTIREaERBIsEy TR MEeTeYnimsfn dauUsENaULAT ARG IYBIEN
waaiindn Yudueng Wedretaiau
3. aauvAnIwmaiia
nansms193As1sinan mBulumu Finished product specification wag Drug substance
specification @slsaanzileudadinauanEnTTINTEWNSLATEN NTENTIETSISUEY

3.1 Finished product specification : Piperacillin and Tazobactam for Injection

49 Test items Specifications
1 | Identification Meet the requirement
2 | Assay
- Piperacillin 90 - 110 % of labeled amount of Piperacillin
- Tazobactam 90 - 110 % of labeled amount of Tazobactam
3 | Uniformity of Dosage units Meet the requirement
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U9 Test items Specifications
4 |- Piperacillin impurity 1 Not more than 1.0%
- Piperacillin related compound A Not more than 5.0%
- Piperacillin related compound C Not more than 1.0%
- Piperacillin impurity 5 Not more than 1.0%
- Piperacillin impurity 6 Not more than 1.0%
- Any individual unspecified impurity | Not more than 1.0%
- Total impurities (not include Not more than 5.0%
Piperacillin related compound A)
5 | Bacterial Endotoxins Not more than 0.08 Endotoxin Unit/mg of a
mixture of Piperacillin and Tazobactam
6 | Particulate matter
Size > 10 Um Not more than 6000 particles/container
Size = 25 Um Not more than 600 particles/container
7 | pH 50-70
8 | Water Not more than 2.5%
9 | Constituted solution Meet the requirement
3.2 Drug substance specification :
3.2.1 Piperacillin #1884 Piperacillin monohydrate
0} Test items Specifications
1 | Identification Meet the requirement
2 | Assay 960 — 1030 microgram/mg of Piperacitlin
(on the Anhydrous basis)
3 | Heavy metals Not more than 20 ppm
4 | Ampicillin and Piperacillin related

compounds A, B, and C
- Piperacillin related compound B
- Ampicillin

- Piperacillin related compound C

- Piperacillin related compound A

Not more than 0.2%
Not more than 0.2%
Not more than 0.4%

Not more than 1.0%
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) Test items Specifications
5 | Piperacillin related compound D
- Piperacillin related compound D Not more than 2.0%
- Total impurities Not more than 3.8%
6 | Water 20-4.0%
7 | Specific rotation +155° to +175°
8 | Bacterial endotoxins Not more than 0.07 Endotoxin Unit/mg of
Piperacillin
3.2.2 Piperacillin sodium
\h) Test items Specifications
1 | Identification Meet the requirement
2 | Assay 863 - 1007 microgram/mg of Piperacillin
(on the Anhydrous basis)
3 | Piperacillin related compound A and
C Not more than 1.0%
- Piperacillin related compound C Not more than 3.5%
- Piperacillin related compound A
4 | pH 55-75
5 | Water Not more than 1.0%
6 | Bacterial endotoxins Not more than 0.07 Endotoxin Unit/mg of
Piperacillin
3.2.3 Tazobactam
) Test items Specifications
1 | Identification Meet the requirement
2 | Assay 98.0 - 102.0% of Tazobactam
(on the anhydrous basis)
3 | Residue on ignition Not more than 0.1%
4 | Heavy metals Not more than 20 ppm
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U Test items Specifications

5 | Organic impurities
- Tazobactam related compound A Not more than 1.0%
- Any other individual impurity Not more than 0.1%
- Total impurities (li5231 Tazobactam | Not more than 0.3%

related compound A)

6 | Bacterial endotoxins Not more than 0.7 Endotoxin Unit/mg of
Tazobactam
7 | Specific rotation +160° to +167°

8 | Microbial enumeration tests and tests | Meet the requirement

for specified microorganisms

9 | pH 18-28
10 | Water
- For the anhydrous form Not more than 0.6%
- For the hemihydrates form 22-38%
B : 1. Wadi® Uniformity of Dosage units Tliuulenansuaningasid sanamsnsiinsgi

ay v oy a P o
mndildndaseaziduamudiavlilulu Coa
o e - 9 %) ) . P vl
2. nsanInngieutdan sy (Waive) msnsiaaaudmsieisienista Iduienans
s s '’ A Vo wa YV
wangumInanlasuesylifnme
3. Drug substance specification ﬂmsmwmn‘lﬁLﬂi’wﬁ‘uadﬂwam Drug substance
W3oluiins1e Drug substance Fadudnendniagy atulaatunis edinmsesieaouiiaseviasy
nite
o o
4. Jaulvdug
Alauesintfesdudiuininateianals wienasatsledesusenenaisinefiidiung
S8azIenRall
} 2594 d’! ] Q d o ] ]
4.1 wnanstasvaygadunsilsudiveniedmielulseivalng uazduns  (declare)
W ANAG

4.1.1 TuddgymsTunzifoudiiue 1aun ve.2 ve.3 ve.4 ¥39 8.2 udusnsel

i ¥
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4.1.2 TudweTunsdow ve.1 vide 0.1 veswfiaussa wiouseandeavdonis
AuANAMAYBINERSsisRiTunelou (inished product specification) wazdornvunnanw
V94INQAY (drug substance specification) nsn’iﬁagjwwhamsLﬂﬁ'auLLUaaLLfﬂmLﬁuLamsé]’amuu
onassvaunty (8.5) uwieu (finished product  specification) uaz/v3e drug  substance
specification Tngvaudlunsuiudsznadseninsaididannsedng waglifu 2 ¥ w Tuusenne
Ussmasindidnnsolind

4.2 1aNA@TIUTBWINTFIUNTHEREN

4.2.1 nsflew@Ealulsemalne dudsdadienansiusonnasgrunisdngmuvdnnge
wayIn1AiAlun1SHERLY PIC/S (Pharmaceutical Inspection Co-operation Scheme) latwtagau
PIC/S participating authorities 38 Sllonansfusssnnsgruntsnanginumdninasivasisnisiatly
NMSNARYIVEIFITNNUAMLNTTUNITOMITUAZEN NTENTHAITI T Fatmuatulnefmuaenndes
wazvinisufundninaeiuazisnmsnialunsndee PIC/S lumnaeniliaueuns atudiganuseunis
nyvaeulasdnanissusesteiulssmalsymesiandidnnselind

4.2.2 nidlgmidnanaelssina gudadediionansiuseunnsgiunisndnginiy
waninTLasIEnsiRlunsndnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tag
Mgy PIC/S participating  authorities atuanganusaun1snsivasulaeiinanissusesiieiu
Ussmausgninsimdiannseling vieonynasadn udusnsel

4.3 LONENTALNNYDITLAUDTIAN

4.3.1 HamsnIVIATIERAMAMKEnS e d 15U vendn (certificate  of
analysis of finished product) Tuaﬂiuﬁd\ﬂﬂuﬁ’m&m

4.3.2 HAN1IATIVIATIBVAUAININAUTDIRENEAY (certificate of analysis of

v a

drug substance) Mldlun1swdnejuiidaduiegisvesndnsuazindntngiv

Y

[* e ﬂ‘siﬁL‘i‘JuEnﬂEiu biological products #83n1135 COA of drug substance 84

¥ o

Qwammwhﬁu’u / nsdigntudu Sterile water for injection lsi@esdl COA of drug
substance***]
433 enasvisevangruuduaudniusseningunssinvesingiueiaeddy
(drug substance) 9 4.3.2 fujumsadnvednsnmiendnsagy (finished product) 4o 4.3.1
4.3.4 wan3Anw long term stability masnteguesitunsdeulifudninnu
ANENTTUNITOMNTUALET NTENTATITUGY
435 ﬂiiﬁlﬂumﬂa;u biological products iy vaccines, blood products ol

LBNANTTUTBITUNIHER (lot. Release) 1NNTUINGIPNARSNITUNNE NTENTIEAGITUA

) £




4.4 feEgeen
4.4.1 flauesa Fesdsiognseietnaes 3 mirpusyane sadufunuuans
swazdualdasudumudiimusludonuaudiviludneiu
4.5 MyUszununweTideey
4.5.1 vidsavdestiongldldliosnin 12 Woutuaniudwey
452 swnneiidaey sfesdnnmigluiusemannnTinngieniuiidmey
4.5.3 n3divtsanisinisguineswofidaeuiiedinsaiiaseviganim
mhegsvmsszvihmivdeieswediegs lnsfiauesian (une) szdesdifiudnamswiuiinie
svmsdannaiinnsiuasiduiiuiavevanldieiifertesdunsenaiinsesinuam nsdi
wuhelidulumuaudnuusiams mhsnenmsveanudnsiiuRnsannsaenneifngn
vaslauenimefenanivesiiauesin(e) uas/miednanlundaely

v o o P v 4 A a =
?JWEJ)%G]@QSULUaEJuEﬂLiJaEJ’ﬂﬂaMuﬂmq NIDLUDLARNTILEDUANTN

2

4.5.4 Jiauese(

]
-

Waula

¥p &

MzUsznisiag neufvua lagh
455 nsdhugiideafiusnuiigumgll 2-8 ssmwaidua doslionansuanauariuses
Jfiszuunmafiunazdndesndu cold chain system Aldumsgrumumdninuet Good Storage
Practice (GSP) uag Good Distribution Praction (GDP)
4.6 Lonansauy
4.6.1 nsdlenfienslilyeduuu (Orgnal drugs) Hesdienansnanisfinen bioequivalence
yesgflauananyIsuiisufusduiuu TngiEnsdnwiseadulunmmdninasivasuuu joalu
Mfiny¥iauyave1aiyredinUANENTINNNTOMITUALET NTENTIAEITITNEY Foilseylu
nsdifidhenddyresedunuuiunadounoudng.2535 wasduelungudsd
n. eiiseyineglundu Biopharmaceutics Classification System (BCS) Class 3 %30 4
9. fiRuEnIs3nwIuAY (narrow therapeutic index drugs)
A, fidinnuemnITInITeIMIHasEUsEMEdein1s@nw bioequivalence
i epuRingnidu zidovudine (azidothymidine, AZT) siluguuuugiidinudasnmsyanyaess
g1d1Any (modified release dosage forms) 1Wusu
4.6.2 nsghdusheniidesararsuaz/miadeeneuld Feslinansfnwinuasanm
naINsazaNsaz/139139919 Tusvhagaiesney Asuiulazaenadostuenasniuel
4.7 fiauen (§ve) Buveslviendndygyineuasuiivun il
4.7.1 natinamsdunsielinnesiond lnensinermansmsunnduievecufifing

Nlsiumsgu ISO/IEC 17025 Namimaﬁmsww“‘lﬁLﬂulﬂmummigwuiiaﬁwum’luﬂizmﬂﬂszmmwm
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4.7.2 n3dindafusisviadgnionifviuaniiewmaalasdiinnuamenssuns
pmnauarelutinavesdygnazdearnne

4.7.3 nsdiwuilgmamnmansdndurieniondmaneystAvinauazanuasnsty
sefthofileiue

] < a‘ I a = [ s aa Qe ot L~ o o
4.8 ‘VHJ'JEJS']“?Jﬂ']i‘UBﬁﬂ’)uaﬂﬁlui‘UW‘ﬂ’ﬁmﬂNﬁﬂﬂiu%ﬂ’l‘i’lﬂﬂix’)mﬂﬂLiﬂﬂLﬁ‘UﬂUIﬂEJﬁ”Mﬂﬁu

Y
] o

AMzNsIUNMTIMISLaseluszasan 1 U newtudssmedsemasiandidnvseiind
a [ o o ¥ ) o <N ' J o o a a o @
4.9 Namnm%‘wmmLaua‘maﬂzmaﬂuasmﬂmaag"luizmwmsmmumigﬂmmuﬂmLﬂsnﬂ‘u

nsazllauntyaiuisnguaneviiednslaqludvidnsvesyanadu

. F



FIEAZIDAANAN BATANIZUDY
81 Gabapentin 300 mg Capsule

1SINYIUIATIUINULTUNS

1. Yoen Gabapentin 300 mg Capsule
2. ArusatiAnaly

2.1 Wusdiauadgardinduuseniu

2.2 Usznausiedien Gabapentin 300 meg/capsule

2.3 ussqluusstnain dostumnuiy

2.4 aaNIeY

- §oun druusznaudionddyuasainuuss Junde udueny wvfindauarias

ngifousiiueliogadniauuuussqius uaraanuuunigegalesfessyy Joun dudsenou
AnuussiuAueguAIaLTiRGR
3. aruanvAmamata

KamMsnTIiaseinun mdulusiu Finished product specification uag Drug substance
specification FdlsannsidusiedinauALENITINTEMIUALEN NTENTNEISTEY

3.1 Finished product specification : Gabapentin 300 mg Capsule

4o Test items Specifications

1 | Identification mmﬁlisq‘lu Finished product specification
2 | Assay 90-110 % of label amount of Gabapentin
3 | Dissolution muﬁiz‘qlu Finished product specification
4 | Uniformity of Dossage unit muﬁis‘lﬂu Finished product specification
5 | Organic impurities muﬁiziﬂu Finished product specification

3.2 Drug substance specification: Gabapentin
Complied with drug substance specification
winewn ;1 nsdiflaamsifeundannaiiu (Waive) mansanaeudiasgvisisnisia Wi
nansdngrusananiléuousise
2. ¥de Dissolution Wag Uniformity of dosage units Tiuutenansuans
easdeanan1snsIinset windldudvazsduaiidusiavilulu coa
3. Drug substance specification #a15191nlUTATIVRIHEN Drug
substance ¥3alUILATIEH Drug substance vasfndnedniagy atulnatunis Fafinsnsiaaey

AATIERRTUYNIITE

. T




4. Rouluduy
fauenededudunmmenaienans wienasmeiieteusesenmslaediis i saundundl
4.1 wranslésuaygetunsSewinsusnitosminelulsemellne uazduns (declare) widwdn
4.1.1 Wddgnistunsdeusduen Jur ne.2 ne.3 o6 vie 8.2 udusnsd
4.1.2 ludwatunsilou vie.1 wie v.1 vesefiauesien niouseandoaridents
PuRuAnNYBEnAaimuTiTunaTeu (finished product specification) uazdorvunnaiam
V94IngAU (drug substance specification) nsfﬁﬁagjizijmiLﬂﬁ'auLLUmLLfﬂmLﬁuLauﬁ)zﬁaaLLuu
onasn1svenily (8.5) uawseu (finished product specification) Wae/w3e drug  substance
specification Ingvaunlenauiulseniauseninsiaididnnseing warliiiu 2 ¥ o Yuusenae
Usgmnsadidnnsednd
4.2 @NESIUTWINTFTIUNTNEREN
4.2.1 nsdlowdnluussimdalneg gudndolionarssusewnnigunsnanyiniy
vdninausiuazisnnsintunssAnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tng
W81 PIC/S participating authorities %38 1LONA155UTDWINTFIUNTHAREINUVENINNSILAS
FBnshimunsnanewesdinnuANENIIINMTOMILATET NIENTHAITUAY Fatmuatulaei
Ardenpdesuazinfisuiuvdninasiuay3s msiiflumsnanen PIC/S lumneenflauenns atudign
musaunsrTIvaeulaiinanissusestisiulsznimseninsiandidnnsednd
4.2.2 nsflgmindanaseive guandesdiionalsiusswnnsgiunisnanginy
wEnINATILALITNSTIUN1SWARYT PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tag
v PIC/S participating  authorities atiuanganiuseunisnsisdeulasiinanisiusesiisiu
UsgnAsemasandidnnsednd vioengnaoadn udurnsel
4.3 lONENTAAANYDILTIAUDTIAN
4.3.1 nan1snANATBRRUAMNRERSugie1dnS3Uvelndn (certificate  of
analysis of finished product) Iumi:uﬁduﬂuﬁ’aa&m
4.3.2 NaNINTIVNATIRVAUAWINGAULBIFILd ATy (certificate of analysis of

Y a

drugsubstance) fitilunisudnejuiidadusiegnviwosindneuasindn ingiu

Y

[vanewv : nsalilugnngy biological products #8415 COA of drug substance U84

&

Ardnewintu / nsdlentudu Sterile water for injection liifiesii COA of drug
substance™**]
4.3.3 lenanvisevangududuanuduiusseningunsndavosingiuvesiie

@Ay (drug substance) 9o 4.3.2 fugunsuanvemansineiedusagy (finished product) 49 4.3.1

L, F
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4.3.4 wan13Anw long term stability maamhamqsuaamﬁ“zfuwmﬂauﬁﬁ’ue?wﬁnmu
ANIENTTUNTTOIMNTUAZEN NTENTIEIBITUAY
4.3.5 nsalluengu biological products #wdu vaccines, blood products sl
lenaEs3UTDITUNISHAN (lot. Release) IINNTAINANANTNITUNNG NTENTIENGITUGY
4.4 fveneen
4.4.1 flauesian Fesdsegaeegiaies 1 wheussytost Fafuiunuuans
seazdualdasudumuiiusluhdoauaudivhluisiu
4.5 nsUsziuauaNeTdwey
4.5.1 gnidsweudeslonglélalitesnin 12 Wewfuaniudaeu
4.5.2 ymnnafidaey wfesddinamigluiusemansnaieneieiuiidaey
4.5.3 nsdiiviesenisinsduiiegseiideeuifiedensiaiinseiaunin
miesnszhniidedoswaiogne Inediauesa ({une) sxdesdeindnnusuuiivise
snsdsnniereiuendudiuiaveumldieiifededumssnainneinuam nsdiinuiy
pilifulumuaudnuusians mhssrnisveanudvsiiuiinsannsiauesmeiding1ives
flauomaefnamvasiauena(@ue) uaz/viedudnluniiiely
4.5.4 fauare(fegioiudsunidesndmieety wiadlefinmsdenanm
$reusenslar fourmun Taglifideuly
4.5.5 nsdifugniideafuinuiigungil 2-8 ssrialdua dealienansuaniuay
Suseridissuunafiuuasdndesdu Cold chain system Aildmsgrunumdninast Good
Storage Practice (GSP) wa¢ Good Distribution Practice (GDP)
4.6 (aNa3BUA
4.6.1 nsdlerausldlyenfunuu (Original  drugs)  FesiltonarsuanisAnm
bioequivalence vostfiauesAIouisufuaduluy Tnedsmsfnudeadulunumdninus
wazwUJUAlun1sRnwidtauyavese1ailgresd1dninuANENITUNITOIMITUAZYT NTENTI
asrsnigy Yoisslunsdifihenddyuesrdunuutunsfourouln.2535 wazfuslungused
. aﬁﬁizq’i’xag”luﬂdm Biopharmaceutics Classification System (BCS) Class 3 s 4
9. gfiddwiinisinyuau (narow therapeutic index drugs)
A, BidTNNANENTIINTIMSHATETUSEMATNFBIANSAN®Y bicequivalence
Wy eauiiingniau zidovudine (azidothymidine, AZT) m’luguu:uumﬁé’muﬂaqmsﬂamﬂdaa@\’a
#1d7Agy (modified release dosage forms) sy
4.6.2 nsdhdumenfifesazmeuaz/viodeaieuld dedinansinmaunsaan

ndansavatewar/v3edeans lusvhasatenneg asudiulazaenmaesiueanalsifuen
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4.7 diawesian ({ue) Busedlvisnidndgyarneuasuiivun il
4.7.1 nsdiamsduenainseind lnsnsivermaninsunmivietesufoins
Aldnnsgu ISO/IEC 17025 mamsesTinneibidulumunasgudesmusluussmavsemesen
4.7.2 n3dindndusievinignidonifuAusintomarnlaedinamuamenssunis
pwnsuazelutnaesdygastorre
4.7.3 nsdinudymeamnmannuindusienidensdmasneUsyivinauazaruniaondy
siefUrefilisuen

<l @ <

4.8 Mile51YN15varIuanslusuRasunandunenluseRanSeniduAulaedinaiu

v
=] a

ANENSTIUATEIMNSLATElUSEEEIa 1 T ﬁ@u‘ijuﬂiﬁﬂﬁﬂﬂisﬂ'lﬂi"lﬂﬁaLﬂﬂﬂﬁ@ﬂﬂé
a LY ca o 2/ ' o < ! [J o o o o a v
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F188DUAAMAN BULIANIZYBY
81 Celecoxib 200 mg Capsule

TSINEUIATEUINULTUNS

1. Y981 Celecoxib 200 mg Capsule
2. AruuTAnalY

2.1 Wundauavgariiniuussmu

2.2 Usznaumesen Celecoxib 200 mg/capsule

2.3 ussQluwsUnaiiv Hosfunmitu

2.4 aanILy

- Hop1 danvszneufendifyuazainuuse Sundn Judueny eiindauaziay

nuoushiveliegudniauuuussqiug wasaainuuinseiegaesdesssy Jeun druuseney
ATy ALY uA ARG
3. grusudiniamaile

nansesvieszinnn mluluniu Finished product specification wag Drug substance
specification #slfaansiTeusedinauAMENITINTOMNTUALEN NSENTIEETAY

3.1 Finished product specification : Celecoxib 200 mg Capsule

UD Test items Specifications

1 | Identification muﬁss‘lﬂ,u Finished product specification
2 | Assay 95-105 % of label amount of Celecoxib

3 | Dissolution mu‘ﬁ"ﬁsqlu Finished product specification
4 | Uniformity of dossage unit muﬁs::‘lﬂ,u Finished product specification
5 | Degradation products muﬁizq‘lu Finished product specification

3.2 Drug substance specification: Celecoxib
Complied with drug substance specification
vaneg ;1 nsdifaansideundeinindu Waive) mansraaeuiiasigvisemsle Wiy
lnansvdngudnandlduouliAse
2. Wate Dissolution uag Uniformity of dosage units Toikuutenansuans
Measduanan1snsaiase mnfiliudaseasdeniduiiantilulu coa
3. Drug substance specification #3151 1N TUAATIEVBIHER Drug
substance ¥38lUliA18¥ Drug substance vaurAnendi3agy atulnatiunils Jefimsnsaadeu

AaTEviRsUNIITe
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4. Foulvduq
fiauesimdedudnamdieenans wionasaneiiodeiusoaenarslnegiisiuna
swaziduadail
a.1 wnansldsveygrtunsdouiueitedminglulssmelneg wazdune (declare)
WARINES
4.1.1 luddynstunsdeusiiue Toun ne.2 e.3 ne.4 vie 8.2 wdusnsd
4.1.2 lufwetunelion ne.1 vie 8.1 vesniauesa wieuseaziBendonis
muqu@mmwmmwamﬁm%muﬁ%umﬁau (finished product specification) uagtaMvuAAMNINYD
fngiu (drug substance specification) nsdifiagsenitamsasunvasuflufiuFnafoauy
wna1snsvanily (8.5) uawdsy (finished product specification) Wway/%3e drug  substance
specification lngvauflunsuiuusenAlsenmnsiaidiannseiind wazlaiifiu 2 U a Tuusznia
Ussmasmdiannseiind
4.2 WNANITUTBINNIFIUNTNERYD
4.2.1 nstlewdsiuussmalng gruandoailonanssusesnsg UM INERe M MMANINI
wae3snsiAlunswdnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tngniaeanu
PIC/S participating authorities %38 ﬁLanmi%'UsmmmﬁwumswﬁmEnmwé’nmm%uaﬁ%'ﬂ"ﬁﬁﬁiu
NMINERNLITDIEINNUANLNTINNMTOIMNTUALET NTENTIETITUFY Fesmustulpedimuaanndos
wavifisufundninasiuag3smsiiatunssdngn PIC/S luvsngfauetie atusganiuseuns
nageulasinansiusestsiulssnmmsemesadidnnseiing
4.2.2 nsdlgrdndnnanedsemna drinsesiiionansiusesinsgunisnineniy
wdnnaTuarIsmMsAinlun1sk@nen PIC/S (Pharmaceutical Inspection Co-operation Scheme) lag
e PIC/S participating  authorities atuanaaniusaun1insivaaulaginanisfusasiieiu
Ussmeuszmnsindidnnselind vieongnasndn udausnsdl
4.3 LoNaNsANN YRS TILAUDI I
4.3.1 uan13n339AsIeinunndnfasedisaguvesdnin (certificate  of
analysis of finished product) Tugnjufidadugoeie
4.3.2 NaMINTIANATIAUAWINAUTDIFILEATY (certificate of analysis of
drug substance) ldlunswanenguildausesafeesidneuasindnngiv
[**vunaineg ﬂﬁﬂjL‘TJumﬂéu biological products #®4n135 COA of drug substance 84

v o

ARARYINTY / nsmlenthudu Sterile water for injection lifesdl COA of drug

AV

substance**¥]
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433 lenarsusendngrubudunnuduiusseningumsudnvesingiueesing,
&y (drug substance) 4o 4.3.2 Augunisnanvewdnsiusiedniagy (finished product) 4o 4.3.1
4.3.4 namsAny long term stability aaenteyveseitunsdoulifudinny
AMZNITUNITAMITUALET NTENTENTITUGY
4.3.5 nydlueingu biological products Wy vaccines, blood products ¢asil
1NEN53UTBITUNINEAR (lot. Release) INNTHINGIMARSNTUNNE NTYNTNAITITOGY
4.4 fageen
4.4.1 fauasian fesdsingnetegiandes 1 wheussyfug Jadudunuuans
swazdealdnsuunmuiiivusluidenuautinludiey
1.5 msUseRuguAMETIdWeY
4.5.1 prfidwoudeiiongldldliosnin 12 Woutuanudaey
4.52 ymnnaiidaey sfssddinamigluiusemansnsnieneieiuiidwoy
4.5.3 n3diivuresvniniinsguiiedsenfidweuiiedmsasinszinunn
mherensasvmildeiesvefiogns Tnsfiauesia (une) wsesdenfindnmusuoudinie
swmsdwmnalieneiuenduliuiavourlidefifededumsnsalinssinunm asdiinui
pililfulunuguinuuzians mhssnsveanudndlifuinnsenmsauesmendandves
fauommedinaivesiiauesia(fue) uas/vieduanluniiialy
4.5.4 fiauasia@une)ssosiudsueilenilndvuney wieidlefinms
devanmdneysznislag Aeufvus Taghiddeuly
4.5.5 nsfhfusidoafuinuiigungll 2-8 sswnwades fesdiienansudnuas
Suseriiisruumaiivuazdndssndu Cold chain system fldasgumumdninast Good
Storage Practice (GSP) wag Good Distribution Practice (GDP)
4.6 1aNEToU
4.6.1 nsdivriaueldlyenduwuy (Original  drugs)  desilianatsuanisdnwn
bioequivalence vasiliaussAUTsuisufverfunuy TngAsnisdnudesdulunundninasd
wazwURURuNsAnwdauyaveseaniiyrasd minuAMenT TN TUATEN NTENTIENEISEY
Foilseylunsdlidhenddyrawesuuuutungdounouling 2535 wasiTueungudsil
n. giseyineglungu Biopharmaceutics Classification System (BCS) Class 3 W3e 4
9. gfifiwiinisineuau (narrow therapeutic index drugs)
A, fidinnuAzNISUNNTeNILaYEUSEMATdEYNIAnEN bicequivalence
iy erauiuiingnidu zidovudine (azidothymidine, AZT) eluguuuugidaudasnisuanydessh

o &

g1dfey (modified release dosage forms) usiu
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4.6.2 nsiusheniidasaranouay/vialenuneuld desdinanis@nwmaunsanin
wdansazanswas/viaideans ludvharanesingg asuiulazaenadesdiuenansiiuen
4.7 fiavesia (§ve) Buserlvionidndygneuasuimug i
4.7.1 nsinansduasiaiiasiesiond lnensuineneanimsuwmduievios fuiins

Alanasgm ISO/EC 17025 sansesivdiesierlidulununasgudermustulssmadsemase

4.7.2 nsdindnsusiswiatgndenfiviuaniewaialagdiinnuanenssuns

ked
<

pWNsHaz U Tad YR TaITUNY
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FIVALIDYAAMANHALIANIZVD
81 Detemir Insulin 300 iu/3 ml penfilled Injection

T59NEIUIATIUINULSUNS

1. Yae Detemir Insulin 300 iu/3 ml penfilled Injection
2. ArusTANalY

2.1 yUuwy Wuansazaneedn Ysmainae la Tudd
2.2 @ulsenau Usenaumiemiegn Detemir insulin 100 iu/1 ml TuuSunes 3 ml
v a X &4 P Y
2.3 AYUTUTTY Us39luvasnussgumiendn Usiaannite deanunsaldsauiuiinn

dmiulnen (penfilled) 17 wiaussyluvasnewiouda (prefilled
syringe penfilled)
2.4 9870
- 5gyTeen daulsznousndifguasauuse Yundn Yudueny 1aviindn uaziay
neidousnsuenlisgnanauuuu sy

- ANUUVERAUS IR WS BLRnet oefaesvy Toen danusenausied AnuasnIuuwse

(3
@

d a

WAUBIYLALAUNHGS
ad ° v o
- gaumpfifmngaudmiudaiue
v [ a4 @ . .

- UYDAULIAADUNANLALINTUILUY (Avoid freezing)

3. ruanUAnIumaiia
Han1snsIvIrzviamnmduluniu Finished product specification wag Drug substance

specification @ilavangilyusadinuAmENITUNITEIMNTUATET NTINTHATITUEY)

3.1 Finished product specification : Detemir Insulin 300 iu/3 ml penfilled

U Test items Specifications
1 Identification Meet the requirement
2 Assay

- Release 96.8 — 103.5%

- Shelf life 95.0 - 105.0%

of labeled amount of Insulin Detemir

Release 7.30 - 7.52
Shelf life 7.25 -7.56

v P




g9 | Test items Specifications
4 High molecular weight protein
- Release <0.9%
- Shelf life <1.1%
5 B3 Desamido insulin Detemir
- Release <1.0%
- Shelf life <2.3%
6 Insulin Detemir related impurities
- Release <1.7%
- Shelf life <2.2%
7 Zinc total 58.9 - 71.3 tg/ml
8 Bactericidal endotoxins < 80 IU of endotoxin

/100 U of insulin detemir

9 Sterility Meet the requirement

10 Identity of preservatives Meet the requirement

11 Metacresol

- Release 2.00 - 2.23 mg/ml

- Shelf life 1.92 - 2.27 mg/ml
12 Phenol

- Release 1.73 - 1.95 mg/ml

- Shelf life 1.67 - 1.98 mg/ml
13 Freezing point depression 0.47 - 0.57 °C

14 Particulate matter

210 Um <6000/container
> 25 Um <600/container
15 Dose accuracy +5% for dose level 50 U

3.2 Drug substance specification : Detemir Insulin
Complied with drug substance specification
wiewmg . - nsdifieansdouudinisiu (Waive) mansavaeuiiezisionisle Tduwenans
vdngrudnamildsueyisme
- t¥hu131A recombinant-human insulin ADILARINANTIIATIA residual host cell

DNA uag residual host cell protein
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4. Foulvdue
favenmdfasiudunnmeioienans wouasaneileteiusesenansiaeiiisnne TeauBandl
0.1 wnanslérsuayaetuvzdouisusites inelussmdlye uazduas (declare) widswan
4.1.1 ludWynstunsdewiiue Toun ne.2 ve.3 ve.d vie 8.2 whusinsd
4.1.2 luAmwetunudeu ne.1 vie v.1 vew fiauesia wieuswasduarifens
AUANAMA MYBINER Arusiaufitunsideu (Ainished product specification) wagdaimunamnn
roeTngiAv (drug substance specification) nsdiflagseninmsasuulauflufiufuazdouuy
lena1snisvaunla (8.5) uwdeu (finished product specification) Waw/%3e drug  substance
specification lagvaudluneuiulszniadszninsiadidnysednduazliiiu 2 T a Judsene
Ussmasimdiannseling
4.2 1ENANITTUTRWINTFIUNTHERYT
4.2.1 nsdleed@slulsemelne frdndediionansiusemmsgrumuineimuvaninos
wardSnnsfinlunswanen PIC/S (Pharmaceutical Inspection Co-operation Scheme) laginganu
PIC/S participating authorities w38 filonans¥useunasgUMIHARIMUENLNUeILAL BN STIALY
ANTNAREITIANTNILAMENTINNITOMNTUAYET NTENTNASITUGY FarmunTulasfinaiu
aonadosavinifisutundninasiuagitnsidlunisndne PIC/S Tumnnefiaueues aduaan
auseumMInsIsdeulneiinansiusasiiviuyssmadsemesimdidannsetind
4.2.2 nsflgnind1a1neeUseng uanfadliana1susesInIgIunIsHane a1y
wannaIHaLISNsAnlun1s@nen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tag
Wy PIC/S participating  authorities atiuaiganiuseunisnsivaeulaeiinanissusesdieiu
Usemeiuszninsindidnyselind vioognaondn udiusnsel
4.3 LeNaAnIAMAMIBILTIlEUDTIAN
4.3.1 Nan15nhRITiRuANEAndusidusagUveeuEn (certificate  of
analysis of finished product) Iumi:uﬁeiufﬂuﬁ’mem

[y

4.3.2 §aN1INTIVIATIRAMAIWING AU

&

(certificate of analysis of

[y

drug substance) fildlun1sndnenjuidadufeamivesinineuarindningau

e2le

[ Aunens ﬂizﬁLﬂuaﬂﬂ&jm biological products siaan1s COA of drug substance 494

Y e

AndAnenvintiu / nsdletiuiy Sterile water for injection laifeil COA of drug
substance**¥]
433 enarsvisenangiutudunnuduiusseniteiunindnvesingauveiig

d1Aey (drue substance) 19 4.3.2 AusunisnanveINdndusednsasy (finished product) 9o
o g q Y p
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4.3.4 wan13Anw long term stability maammmqmaqmﬁ%umm.ﬁauﬁﬁ’uﬁﬁﬁﬂmu
AMZNTIUNITEMITUAZET NTENTINEFITUAT
4.3.5 nsdilusngu biological products Wl vaccines, blood products el
19NE155UTBIUMIHER (lot. release) MNNTUINGIPNARNTNTUNNE NTENTINEGTUEY
4.4 §79g19eN
4.4.1 flauosian Fesdeiiegeegades 3 mitsussyiust sadudunuuans
seazidualdnsuiumuitmusiuideruaudivnludna
4.5 muszRuguAmeidemay
4.5.1 sriidweuseiongldldlifosnin 18 Weutuaniudsey
452 ywnnatidaoy asfesddinamesluiusemanImalieneiuiidmey
4.5.3 n3difivinesensvinisduiiegeiideeuiiiodinsraiinsgsinunin
miswnsazvimilidedeswesiodns Tnsfiaussia (§ue) sxdesdseniudnmusuiuiimie
My dwsrntinsgikesduffuisveualiseiAsadeslunsnsadieseiauaw asdli
wuhelifulunuandnuugions mhssisnsveanudnslijuRinsannsauesaigifngn
vesavenmedinanvesdiauenen(uns) was/viednanluaduoly
4.5.4 {lauesian(fuies)azdosiudsusiloonlndvuneiy vioideiinnis
deuanmeeusenislag neudwun laglifideuly
a.5.5 nsaifugideafiuinuiiigumgll 2-8 ssrwaldea feslinansuaniuaz
Fuseriflszuunisiivnasdndssndu Cold chain system  lduimsgrumumdninne Good
Storage Practice (GSP) way Good Distribution Practice (GDP)
4.6 tenanTduY
4.6.1 nsdefiaueldldenfunuu Orignal  drugs)  deafienansnanisinw
bioequivalence TasenilaussanUIeuisutuenduuuy Tne3snsanwideaduluaumdninns
waziuJURlunsAnwTrauyaveteaiyvesdinuANENITUNITOIMITUALEY NTENT

v & aa o ) & P~ ) = oo &
ans1saugy Tetiseylunsdindendidyresenduwuuiunzileounouln.g.2535 uwavluenlungusiail

o

n. sMszyIeglungu Biopharmaceutics Classification System (BCS) Class 3 w38 4

%, gfidfuin1s3nwuAU (narrow therapeutic index drugs)

A. efidTNuANENTIINMIIMSHATEIUSEMAINF BN AneA bicequivalence
iy epuitiiagnidy zidovudine (azidothyrmidine, AZT) eriluguuuuefisaulasmsuanuaossaend ity
(modified release dosage forms) {Wufu

4.6.2 nsalushendifesaransuaz/miadeannould desdinansinwinuasanim

nainsazansua/MInliean ludwhazaneneg asuiulasaenndasfuianalsiiuen
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4.7 glawesim (§u1e) Buverlvenidndygneunsuimug el
4.7.1 nsdiamsduamviinesiond lnsnaivermansnsunmdvioesufiims
Aldnesgru ISO/EC 17025 namsasradiasgiliifulumunmsgndefmusluussmensemasm
4.7.2 nsindnssieiindgndenifuiuanissmalagdwinnuauznssunsens
wazlutsnanvesdynasdorseiy
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