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#1 Piperacillin 4 gm and Tazobactam 500 mg for injection

TsawegIUIatEUINULTUNS

1. Hoen Piperacillin 400 gm and Tazobactam 500 mg for injection
2. gruantAaly
2.1 jUnuy Hussen Usanide dmiudadmimasaidond
2.2 @rnlsenau Usenausmeien Piperacillin %38 Piperacillin sodium %aauuuah“u
Piperacillin 4 gm wag Tazobactam %38 Tazobactam sodium #5©
Tazobactam acid %ﬂaugaﬁ’u Tazobactam 500 mg tu 1 vial
(9m31d1u9e Piperacillin #ia Tazobactam Winfiu 8:1)
2.3 MIUBUTTY UssluNULUTIEEaUTIrIINde uasusTytusitostuas
2.4 aa7n
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3. qauanUAnIumaila
Namim’aﬁLﬂi’wﬁﬂmmmﬂﬂﬂmu Finished product specification Wag Drug substance
specification @sléanzTusiodinnuanzNIINA1TIMNIUAZEY NTENTHANBITATY

3.1 Finished product specification : Piperacillin and Tazobactam for Injection

4o 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 im Not more than 600 particles/container
7 | pH 50-7.0
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
) Test items Specifications
1 Identification Meet the requirement
2 | Assay 960 - 1030 microgram/mg of Piperacillin
(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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U9 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
7o 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 55-175
5 | Water Not more than 1.0%
6 | Bacterial endotoxins Not more than 0.07 Endotoxin Unit/mg of
Piperacillin
3.2.3 Tazobactam
b} 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

/M




U9 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 (lais2u 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 1.8-28
10 | Water
- For the anhydrous form Not more than 0.6%
- For the hemihydrates form 2.2 -3.8%
VBN : 1. %@ Uniformity of Dosage units THlUUBNASUARIILAB BANAM INTITIATIEH

minfilduwdseazduniidudnaniiiulu coa
2. nsdiflansdouudinisiiu (Waive) msamageudinsevisienista Wiuenans
véngrusanailléFueysiidne
3. Drug substance specification #1509 0 lUAATIEVDHER Drug substance
w3aluiATIeiA Drug substance vadfndnendnsagy atulmatunil Fedfinisasivaeuiasiziasy
nnihve
4. Souledus
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swauBean
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4.1.2 ludwefunudeou ne.1 vie 8.1 veswiiaussia wieuswandusvhdonis
AuANNYBHARSIsTn Tt unzIEY (finished product specification) wagderuuaganmn
1993MQAu (drug substance specification) nsdifagszminmsilasuntasuslufinfuaedosuuy
WNaIN15aUNLY (8.5) uniou (finished product  specification) wag/#3e drug  substance
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4.2 LNANITUTDWINTFIUNTHERNEN
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avedeulneiinanissusestiviuusemausemanadiannsedng

4.2.2 n3flgnidnaneelssine gudnseadiionansiussaunnsgunisndnginiy
vdnInUITLAY IS MINALUN1SKERNEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tag
wiigau PIC/S participating  authorities atduangan1usaunisnsIvaeulnednanissusesdieiu
UsgnmeuszninsimBianysaiind vieongnaondn udausinydl

4.3 LlONANIARN MBI TLALETIAN

4.3.1 #an1595993As e mndndusiendiaguvesdnde (certificate  of

analysis of finished product) lugngufidafusaoeng

4.3.2 Han139TINATIIAUN N IRgAUTeNIad Ay (certificate of analysis of
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YV a

drug substance) Mldlunisadnenguiidadusegrwivesfudneuavindningiu
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[ vunewme) ﬂiﬁﬁLfJuEﬂﬂ?ju biological products #8n15 COA of drug substance 89

¥ a

AnAnewvintu / nsdentulu Sterile water for injection lifesil COA of drug

U

substance***]

[

4.33 nasvisendngiududuanuduiussewinsguntsndnvesingRuvosiaend dy
(drug substance) %8 4.3.2 ffugunsuanvemdndasierdniagy (finished product) 9o 4.3.1

4.3.4 nan13Anw long term stability maamﬁaqmqmaqmﬁ%umLﬁau‘ﬁﬁuﬁwﬁmm
ANENSTUNNTOMITUALET NTENTNAITITUGY

435 niiﬁl,ﬂua’mq'u biological products fdu vaccines, blood products ¢ia4il
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Infissuumsaifiunasdndeenilu cold chain system AlsuIAsTgIURIUMANINMY Good Storage
Practice (GSP) wag Good Distribution Praction (GDP)
4.6 lONATOUY
4.6.1 nsslenieualildefuwuu Orginal drugs) Festilenanswanisdne bioequivalence
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n. e1Wszyneylungy Biopharmaceutics Classification System (BCS) Class 3 vi3e 4

9. 17dfwEns3nwILAY (narrow therapeutic index drugs)

A. gfidTnuAMENTIINEIMIRAasBUsSEMATFRsitMIANY bicequivalence
v ereuiingnidu zidovudine (azidothymidine, AZT) snluguuuusiidiaudasmsdanudess
g1@1Any (modified release dosage forms) udu
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aINTazanBLas/M30139979 Tudvharanesineg asuiiukasaenadasiuenalsfiifiuen
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81 Gabapentin 300 mg Capsule

TSINEIUIATHUINULTUNS

1. Faen Gabapentin 300 mg Capsule
2. AauandAaly

2.1 Wusdiawaugaviniuuszniu

2.2 Ysgnaumesngn Gabapentin 300 mg/capsule

2.3 ussgluussdnaiin Jasfunuitu

2.4 aansey

- Fo81 druusznoums d@rdguazainuns Tundn *Yugumq laviindauazian

nzidoudsueliedrsdaauvuussydug wazaarnuuunsgnegrsliosdassey Jeen daudsenou
mmsﬁuﬁmqu@mmﬁmém
3. ruanUAnIumailn

Namim’sﬁﬁLﬂi’wﬁﬂmmmﬂﬂﬂmu Finished product specification ta¥ Drug substance
specification &sldaanuideusedinnunmsnssumsemsuasen NIENTEANGITNGY

3.1 Finished product specification : Gabapentin 300 mg Capsule

49 Test items Specifications

1 | Identification muﬁssﬂu Finished product specification
2 | Assay 90-110 % of label amount of Gabapentin
3 | Dissolution mw?iiziﬂ,u Finished product specification
4 | Uniformity of Dossage unit muﬁisﬁlu Finished product specification
5 | Organic impurities muﬁiz‘tﬂu Finished product specification

3.2 Drug substance specification: Gabapentin
Complied with drug substance specification
winewe ;1. nsdifeaveideundansiiu (Waive) msnsandeudinsgisiensia Wi
lnansvangussnanilasuoyiase
2. ¥dio Dissolution way Uniformity of dosage units Tiuuulenansuana
S1eaziBuaNan1snTIimet windldudeeasduaidusmianiilulu coa
3. Drug substance specification #9151 NTUIATIERVBIHER Drug
substance w38luliAs1e¥ Drug substance vauranedi3ogy atulmatunils Jefinsnsaasy
BATRATUNNTITE

I




4. Joulvdue
fauesensesdudunmmeneienans wiesasmefiedesusssenaslasdiionne sandons
4.1 wnanslésuoymiunafewhiuniiesmirdludszmelne uavdiuns (declare) uawdn
4.1.1 Tuddynstunsdeusiuen Tiun ve.2 .3 no.4 vie 8.2 ududinsd
4.1.2 lusvetunsifou ve.1 wie 8.1 vesnilauesim wieusieauiBeavdonts
AURuANMWIBIHARS SIS (finished product specification) WasUaMVUARAIN
109¥mgAu (drug substance specification) nsdiflegsgninnisiuasuntasudluiufueeesuuy
LONasNIsVBKALY (8.5) Nn5eu (finished product specification) wag/%38 drug substance
specification lngvaudtunsuiuuseniausznansiadidnnsednd wagliiiv 2 U o Suusenaa
Usgninsadidnnsednd
4.2 LNENTTUTBWINTFIUNTHENYD
4.2.1 nsdgmdnlulssmelne duiadesdionaisiusesninsgrunsninginiy
vinniLaEISMIARluNIHEREN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tng
w2847 PIC/S participating authorities 38 fllenansiusosInsgIunsnane I umdninueiuag
FBnnsfirlunsnaneivesdinmuamgnssunseMLasen NIENTET TN FarmunTulaed
ausenndeainfienfuvdnnusiuagISnsialunsane PIC/S lumnaenilauee aUuagn
museumMIATINeulaeinan1siusesdiviulsemalszmasandidnvseiing
4.2.2 nsdlgnindransinuseing guandesdiienansiusewnasgiunisuanginiy
mannasinagIBnsNAuNIHAReT PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tng
MBI PIC/S participating  authorities aﬁ’udwqmmmsa‘umimwaau‘[maﬁmams%’maqﬁﬁu
Usemauszninsadidnniednd vieongnasndn udusnsdl
4.3 Laﬂms@mmw‘uaq&nﬁmuaswm
4.3.1 namsnsaNATIsRauwHanSusiedniaguvesdudn (certificate  of
analysis of finished product) IuaﬂjuﬁdaLﬂuﬁﬁaé’ld

[ Y]

4.3.2 uaMIRTIINATIERAUAWINGAUTBIRIBNdATY (certificate of analysis of

drugsubstance) filglunsudnenjundaludegrvivresndneuasininingiv

u

[**vanaive) : ﬂizﬁLfJumﬂdu biological products #4135 COA of drug substance ¥84

¥V a

HAnEYINY / nsfentiudu Sterile water for injection liiffesii COA of drug

U

substance***]

4.3.3 lonasvisevangududuanuduiusseningunisndsvesingiuresiien

o w

@iy (drug substance) 99 4.3.2 fujunsudnvesndndngiendniagy (finished product) 4s 4.3.1
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4.3.4 wan13Anw¥1 long term stability maaﬂ‘daamqmaamﬁﬁumLﬂwul’iﬁ’uﬁwﬂ’mwu
ANZNTIUNITOIVNIUAZET NTENTNAITITUEY
4.3.5 nstiusngu biological products iy vaccines, blood products sieail
1N@E53UTBITUNINER (lot. Release) MNNTIANAARTATUNNG ATENTNATITRUGY
4.4 feg1een
4.4.1 flaueian dosdwnegmatilfes 1 meussytas dalufumuans
eazidunldnsuiumufidvusluidenuautivaludres
4.5 myvsgRuaunmeTidewey
4.5.1 riidsausesionglélalitiosndn 12 Woultuaniudwey
4,52 ymnaniidwey wfesddinamieluiusemamnsnieneieguiidaoy
4.5.3 nsdifiviaessnisinsguinegweiideeuiiiedmsaniiaseigann
miheswnsymildelesweiies neflauesia (une) ssdosdsenfudnausunuivie
smsdamnvieaeisendudiuiaveudlieiifstedunsasiolinseinuam nsdinuin
prlaifulumuaudnuusiants Mhesvnsreanudns isufsaimsiauesmendnanves
favermednanesiauena(iue) waz/miendsluniuiely
4.5.4 fiauosa@ane)asdiosiuildsusdleilndvaneny viedledanisidenan
Freuszmslag newtwun TaglifiGeul
| a.5.5 nsdlugideaiuinuiigungll 2-8 asrwadea deaiienaisuaniuas
fuserifisvuumafiuuazdndsendu Cold chain system fldnAsgIUmIMENINNST Good
Storage Practice (GSP) wag Good Distribution Practice (GDP)
4.6 (anasaun
4.6.1 nsdlorfiaueldldenfunuu Original  drugs)  FesditanarsuansAnun
bicequivalence asgrfitanasianuTsuisufuguuuy lagdsmsanuideadulumumdninasi
warwuIUUAlUN RN TIaNYAveIe ATy vesdUNIUANENTTNAITOIMNTULATYT NTENTI
ans1smuge Toiselunsdifimeddyresduuuutunadoudeutnm 2535 uaznuslungudd
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n. eiseyieglunagy Biopharmaceutics Classification System (BCS) Class 3 3o 4

%

'
Aal v <

%. gHAIENIINWIAY (narrow therapeutic index drugs)

A, gidTnuAENIINNMIIMTHATE U SEMATEBINNN AN bioequivalence
WU e1AuiLilagniadu zidovudine (azidothymidine, AZT) siluguuuuTiRauUansUasUased
g1d1Fey (modified release dosage forms) WHusu

4.6.2 nghdusheniidomransuar/vdaiionneuld desinans@nmeruasanin

ndansaraneas/v3aideans ludihazaieriee) asuiiulazaannassfuenansniuen
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4.7.1 nsdinamsguanadinsesiond lnensinemaninsundvieresufoing
lfnpsgu ISO/EC 17025 mamsemdinebidulumusnasgudesmusluussmaussmamen
4.7.2 nsdindnfauriorninidgnFenifviuanniemaalasdiinmnuauenssuns
ownsuaselurisavesdnyasdeasns
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soffteTldsuen
4.8 mheswnsveanuansliuinsansdndusioiidussiagnienifuAulasdninny
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FAUTUAAUANBALLANITVDY
81 Celecoxib 200 mg Capsule

TS INEIUIAYIUINULTUNS

1. Fae1 Celecoxib 200 mg Capsule
2. grussAnaly

2.1 Wuendauaugariiniuussmu

2.2 Usznausiedien Celecoxib 200 meg/capsule

2.3 ussqluussdnaiin asfunnudu

2.4 2aN32Y

- fou1 drutszneudendidyuarainuuss Yunde Sudueny wweiindnuazias

nyidousFuenlisgsdaouuuusigiue wazaainuuunseogaiesdessyy Joun diuussnou
m’mLmi’u??umquamawﬁmﬁm
3. Aruduinnamaia

Naﬂ'ﬁmaﬁﬁmﬁwﬁﬂmmwthﬂﬂmm Finished product specification e Drug substance
specification @aldaanzidousedinnuANENITNNTOMSUATEN NSENTIETETT0IEY

3.1 Finished product specification : Celecoxib 200 mg Capsule

U2 Test items Specifications

1 | Identification mu‘?‘lss‘tﬂ,u Finished product specification
2 | Assay 95-105 % of label amount of Celecoxib

3 | Dissolution muﬁ'sxq‘lu Finished product specification
4 | Uniformity of dossage unit muﬁimﬂu Finished product specification
5 | Degradation products mw?iszq’l,u Finished product specification

3.2 Drug substance specification: Celecoxib
Complied with drug substance specification
vanewg ;1. nadifieansdeundanaiiu (Waive) mansanaeuiianeisensla Wiy
wnasvdngiusenandldueyiide
2. ¥t® Dissolution wag Uniformity of dosage units Tuuu@nansueand
eanduanantsnsaiese windlfudseasdeaiusnaviilulu coa
3. Drug substance specification #3151 NIUTATIENVEWIHAR Drug
substance ¥38lUlLATIEY Drug substance veurAngd13a3U atulnatiunils Jeiinsnsiasy

AATIVRTUNNTITE
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4. Jouleduy
fauesmdestudiunnimdiaienans wievasmeiietesusenenansiaugiisiue
seandundail
a.1 wnansléFueynetunzifouhiusuiesmingluusamalng uazduns (declare)
WENAGE
4.1.1 luddynstunsdewhiue Toun ne.2 ve.3 ve.d4 vie 8.2 wdusinsed
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Uszmasmdidnnsolind
4.2 LoNaNTSUTBINTFIUNTHEREN
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wavinigufundninausiuagasnsiialunsndnen PIC/S Tuningrilausuns atuanganusouns
ardeulnsiinanssusestisiulsemauszmasmdidnnseling
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Mg PIC/S participating  authorities atudiganiuseunsnsivasulasiinanisiusesdistu
Usznausznansiadidnnseling vieonunaondn udusnsel
4.3 LONENTAMANYDILTAUDTIAN
4.3.1 #an139 3393w Rdn Sauaiedsaguvednin (certificate  of
analysis of finished product) Ium‘éuﬁﬁuﬂuﬁ’saﬂm
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drug substance) dlunsndnenjuiidadusedresiaesiidneuasinaningiu
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Storage Practice (GSP) wag Good Distribution Practice (GDP)
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1. #0811 Detemir Insulin 300 iu/3 ml penfilled Injection
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2.2 dwszneu Usgnausiemen Detemir insulin 100 iu/1 ml Tuusanng 3 ml
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3. anduAniamaila
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3.1 Finished product specification : Detemir Insulin 300 iu/3 ml penfilled

40 Test items Specifications
1 |dentification Meet the requirement
2 Assay

- Release 96.8 - 103.5%

- Shelf life 95.0 - 105.0%

of labeled amount of Insulin Detemir

3 pH

- Release 7.30 - 7.52

- Shelf life 7.25-17.56

% F




Y2 | 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 lg/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
naewme - nydifaamedeundnisiu (Waive) nsnsieaeudinsesenisle Wouenans
vangudinanilisueyise
- 891113N recombinant-human insutin ABILERINANTINSIA residual host cell

DNA uaz residual host cell protein
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