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AMENWUZANIZYDY)
Ertapenem 1 gm power for concentrate for solution for infusion
= s . .
Y Ertapenem 1 gm power for concentrate for solution for infusion

2. anauiAvaly
2.1 gUuuy
2.2 @uusenau
2.3 MPULUTTY
2.4 aan

Wumsgmannidodvaviedvnuaa
Usenauiesiae Ertapenem 1 gm
ussglunmuzdmiuussysdaunannide
- VuusTIANsRRsEyTesduUsEnouindduazauuse Tuiindn Judueny
lvinanuaziawmzTousiniuel fodadaiay
- vunuzUsIReteedaTyyTen drulssnausendidy anuuse Tuduey
wasiavinanlidnion
3. AuauUANIamatna
Han1snsdtasIzvinua wiluluaiy Finished product specification wae Drug substance
specification 1814839 &R Ut U EITY FeldnneITouranmENITUNITOMATHAZET NTINTIS
a5 wxqinz"{%ﬁﬁ'uﬁwﬁwéaﬁmijuaﬂ’uﬁLﬁammw?a'lmjm'wmmsgwmﬁwﬁn%’u‘lmﬁ%’wﬁqmn
UIsMANTENINasIseay 5093eysanen wa. 2561 asfufl 6 Sunau 2561 @wsgnmalusieiayun
udl 12 punus 2562) uALUIENIANSENTNAEISNAY 1309 s8yATe1 @OV 2) wa. 2562 astudl 3
nInAN 2562 (asemelusuiisanuunuiuil 26 nangias 2562)
Finished product specification:

b Test Items Specification
1. | Identification msq%mumm'ﬁ'ixu’lu Finished product specification
2. | Assay 100.0-115.0% of the labeled amount of Ertapenem
3. |pH 7.0-8.0
4. | Sterility test mn&humuﬁ‘szu’lu Finished product specification
5. | Bacterial endotoxins Not more than 0.35 EU/mg of Ertapenem
6. | Uniformity of dosage unit ﬂ‘s'li]w"mmuﬁssulu Finished product specification
7. | Water Not more than 2.30% w/w
8. | Particular matter

- size 2 10 pm Not more than 6,000 particles / vial

- size 2 25 pym Not more than 600 particles / vial
9. | Constituted solution m’mchummﬁixq‘[u Finished product specification
10. | Degradates

- Oxazinone Not more than 1.2%

- Ring Opened Not more than 10.0%
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.

U0 Test Items Specification
- Total Dimers Not more than 6.3%
- Total Degradates Not more than 17.5%

Drug substances specification:
Nan15A5I9ATIERAN MLTUlUA Y raw material specification

VUBLIG:
- nsdifiamsfouudansiiu (waive) mansaaaeuiiasieinemsla Irdulanaenansvdngiufing s
ildsueyiFsme
- Drug substance specification iansaanludiasisnuesdndn drug substance uisluliasieyt
drug substance vaagnaneFSagy atulnatunil ddinmsnsndessiasuynidodinimun
4. Jouledus
fauenadoidudiunnmdieenans niauasaeiedeiusenenanlnediisiuny measidundsil
1) enasmsldFuaynatunadousiueniodmieludsendlng uasduns (declare) unawan
1.1. luddynstunsadeushiuen 1A ne.2 ves ne.d wio 0.2 wdusnsdl
- nsdidueniindalusswalve aneis ne.2
- ns@idusmindiiensutsussy wanefis ne.3
- nsddiuenidrandisszng wineia ne.a
1.2. Mwpdunsifou ve.1 vie 6.1 e fiauesian NIBUTNYABBUANITONITATUANANNINYDY
wanSusmuAitunzdou (finished product specification) waztamvuanuAImTaLingAv (drug
substance specification) nsifiegseninamsiAsundasudludisniussdaauuuianasnsveudly
(8.5) 13y finished product specification wag/v38 drug substance specification lavvaunly
rewiulssmedsznmnsiandiannseting wasliiiiu 2 ¥ w Suusenmszmasiandidnnseiind
2) ENESTUTEMINTFINNSHERYD
2.1. nsdlemdnludszinalny Juindodienansiusennasgrumswdnsimumdninusinagisnmsitaiy
NSHANYT GMP-PIC/S Tagmiaeanu PIC/S participating authorities w3ailionansiusesinsgiu
GMP 1@ N UANENSTUNTOMITUALEN NTENTNETITUAY Tervuaiulnsdauaenadas
wasiaiieniiu GMP-PIC/S lumnaeflausine adudiganiuseumsnsivasulnsiinanisiusesiis
Tusgmadszninsiadidnnsetind
2.2. nagdlgnhidaninssne udadesdiienansiuseunnsgrumsnaneinumdninueiuassnsia
Tunsudnan GMP-PIC/S Tagwiasenu PIC/S participating authorities %38 US cGMP waaUsgine
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3.1 4an15nsIATIERANNTMNER e dnTIgUVeNEn (certificate of analysis of finished
product) lusnjufidatiumeg

3.2. HANIATIVIATIIALINWIRGAUTBRIENENAY (certificate of analysis of drug substance) Aldly
nswanesuiidadusogaisesinaneuazinaningiv

3.3, lnasvsendngiududuanuduiusseninniunisudnvesingiusnendifty (drug substance)
19 3.2 fujumsninveadndusiondnsiagy (finished product) 18 3.1

3.4. nan1sAny1 long term stability naantaseguasfitunssulifudninauauenssumsams
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AMANBUTIANITVIEN

Rabeprazole 20 mg gastro-resistant tablet

Rabeprazole 20 mg gastro-resistant tablet

Wueudia gastro-resistant wviiaduuseniu

Tu 1 tablet Usznousiesien Rabeprazole 20 mg
usTluunaln avgiiiloaviass wie Blister pack Unadinuazussyiusivasiuuas

WAEANYU

ot 1 ‘tz H a o o/ o) - s Qu
5 Uu‘U‘i'ﬁ'ﬂiﬂm‘ﬁﬁﬂﬁ‘izu‘ﬂ@ﬂ’iﬁ')ﬂﬂi%ﬂBUﬁY)Eﬂﬁ’?ﬂﬂgLLﬁ%FI'J'HJLLN JUARAR TURUBDNY

wunndnuazaansilousmivenliogadaau
- VUAYULUTIENDENRERDITEYTaeN drudsenaudiend Aty Auuse Juduany

wasauNNdn lTaau

3. AuauvaAnIumaila

nan1sns1vdtasieauniwiluluniu Finished product specification wae Drug substance
specification 819899 niadvsi1Svatuiieaiy Faldaanzifourennenssunisamisuaren nsensae
ansnsaugy Maitndushudilidedeienfuatuiifisuvivielminiuasgundusiuladfuntnnu
UsEnIAnNsENs9a1615 Uy 138338 u5187 WA, 2561 astuit 6 Suinaw 2561 (asUszmalusiviann
wunwudl 12 nuaius 2562) wazUsnAnsENsNas sy 130 seyinsen @Uudl 2) v 2562 as
Fuit 3 nsngan 2562 (asdsemalusisfaangunuiudl 26 nsngian 2562)

Finished product

specification:

U8 Test Itemns Specification

1. | Identification m‘swmumuﬁizﬂu Finished product specification

2. | Assay 95.0-105.0% of the labeled amount of Rabeprazole

3. | Loss on dying Not more than 3.0%

4. | Uniformity of dosage mi?'«)ﬂhummﬁiquu Finished product specification

5. | Dissolution mswmummﬁsquu Finished product specification

6. | Total degradation product Not more than 0.8%

7. | E. coli Taiwu

Drug substances specification:

U9 Test ltems Specification USP Specification BP

1. | Identification pmaehumissylu | asaesunuissyly
Drug substance Drug substance
specification specification
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2. | Assay 98.0 - 102.0% of the | 90.0 - 105.0% of the
labeled amount of labeled amount of
Rabeprazole sodium | Rabeprazole sodium
3. | Organic impurities

- Pyridinone analog (rabeprazole related
compound A)

- Benzimidazolol

- Mercaptobenzimidazole (rabeprazole
related compound C)

- Rabeprazole sulfone N-oxide
Rabeprazole N-oxide (rabeprazole
related compound B)

- Methoxy analog

- Rabeprazole sulfone (rabeprazole
related compound D)

- Chloro analog (rabeprazole related
compound F)

- Methoxy sulfide analog

- Rabeprazole sulfide (rabeprazole
related compound E)

- Any other individual impurity

- Total impurities

Not more than 0.15%

Not more than 0.10%
Not more than 0.10%

Not more than 0.10%
Not more than 0.15%

Not more than 0.15%
Not more than 0.8%

Not more than 0.10%

Not more than 0.10%
Not more than 0.15%

Not more than 0.10%
Not more than 1.0%

Not more than 0.2%

Not more than 0.2%

Not more than 0.2%

Not more than 0.2%
Not more than 0.2%

Not more than 0.2%
Not more than 0.7%

Not more than 0.2%

Not more than 0.2%
Not more than 0.2%

Not more than 0.2%
Not more than 1.7%

4. | Specific tests
- Loss on drying Not more than 1.0% | Not more than 3.0%
- Water determination Not more than 7.0% -
VUBLR):

Watd Dissolution waz Uniformity of dosage units Wiluuienansuanisieazidunnanisnsan
Aasen windlldudsswazideaiilufiasilulu coa
natifinangidoundnaiu (waive) msnmagauinszinensie Widuuanaenatsndngiu

s ' oy vy e
sananlasuauifcae

- Drug substance specification iansananlulinsieviuesdndn drug substance wialuinsiey
drug substance vraREIFNTIFU avulnatunie Falinsnsandmssinsunnfideninun
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L wnasmslisuayyntunsdsumiveniiesmielulsandlng uavduns (declare) wnaadn
1.1. Tuddynistunsaidousiiven 18un ve.2 18.3 ne.d vie 1.2 udusinsdl
- nsdfidusniindslulsemelng wnefis ve.2
- nsdiidusnidiiensuisussy e ne.3
- nadidusnidhandiasene wneia ne.d
1.2 Awetunsideou ve.1 ve 6.1 veseriauesian W3BNIEATBEATITENITAIVANANAINYBY
wARusin ATy (finished product specification) wazdeimuanuAMUeIIngAv (drug
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(8.5) 43D finished product specification Wag/u3e drug substance specification Tngvaunly
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3. enansnudnyNEYeIETauesIAY
3.1 wan13nsIvdiAsIviaun edndusisndusaguvedndn (certificate of analysis of finished
product) Tugnjuiidadiudesng
3.2. HaMINTINIATIRVIRUN N IngAVYBITed @y (certificate of analysis of drug substance) Al4lu
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AMANYULIANIZUBIYY
Methotrexate 5 ¢/50 ml solution for Injection, 50 ml vial
1. ‘z’jam Methotrexate 5 ¢./50 ml solution for Injection
2. auauliAnaly
2.1 suuy \Duasazaneumannde dmiuia

2.2 dusenau
2.3 MYUBUITY

UsENausmesien Methotrexate 5 gm luaisarateu3nims 50 ml

ussylunivurdmivusiauidausiAnie wia type | LATUTTYNUTUAAZYINY

Uaariuuen

- vuusTiusiessydosdulsznaumeddguazaiuuse Jundn Suduey
waufindnuasiansiiouihivelagdaiau

- wumwurusInegliesdassyydenn duusenausiendidy Anuuse Sudueng
uaztaviindnlidaiay

2.4 9a1n

3. ananUAnIamatia

nan1snsIdasreviaua wiluluany Finished product specification waz Drug substance
specification 1819893 1nIdysSuatuipafy FeldeanelouneAmuEnITUAITEIMISLAYEN NTENTH
a1515048Y ﬁaiﬂﬁ"uﬁw’fuﬁ’lﬁé’wﬁaﬁaoLﬂuaﬁuﬁtﬁauLﬁw%“a‘lmjn'jﬂmm'igmmé"uﬁﬁ'ulmﬁ'}%’wﬁamu
SEEURLUEEAERRERERERIEE FosEyianen wa. 2561 asiuil 6 Suran 2561 (assEmaluseian
uwnmauw 12 nuAUS 2562) uazUszn1ANTEMsINaIsIINgY 1389 38Yi5187 (RUUT 2) W, 2562 a9
Suit 3 nINGIAU 2562 (asse mﬂ‘luswnwmmﬂmww 26 nInf AN 2562)
Finished product specification:

12

23 Test Items

Specification USP

Specification BP

1. | Identification

3R umuATEyly
Finished product

specification

' =
asREumnsEyly
Finished product

specification

2. | Content of methotrexate

90.0 - 110.0 % of

labeled amount

95.0 - 110.0% of
labeled amount

- Methotrexate related compound B

- Methotrexate related compound C

Not more than 0.3%
Not more than 4.0%

3. | Uniformity of dosage units ﬁli’l’\)ﬂi"lﬁﬁ'll.lﬁiﬁulu msmchumuﬁ'isq'lu
Finished product Finished product
specification specification

4. | pH 7.0-9.0 7.0-9.0

Impurities

Not more than 0.3%
Not more than 3.0%

......... OHMcLJlV ,u,!:un/ @@b’fﬁﬁﬁﬂ
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U8 Test Iltems Specification USP Specification BP
- Methotrexate related compound E free acid | Not more than 0.3% | Not more than 0.3%
- Any individual unspecified degradation Not more than 0.2% .
product
- Total unspecified degradation product Not more than 1.0% .
- The area of any other secondary peak - Not more than 0.2%
- The sum of the areas of any other - Not more than 1.0%

secondary peaks

Bacterial Endotoxins Test NMT 0.4 USP EU/mg -

of methotrexate

sodium

Drug substances specification:

Han13n5 AT R MlULUR N Raw material specification

HUBWR:

- nediansdoundinsiu (waive) mssasauinsizisienisle ‘lvfuuLLamwﬂaTswaﬂﬁmmﬂma
wlm'uauumma
- Drug substance specification ﬁm‘smﬂmﬂluﬁmiwﬁﬂmﬁﬂﬁﬁ drug substance ‘M%a'f.ﬁm'i'wﬁ
drug substance vegHAREHNIIFY avulnatunis § ‘iNiJﬂ’]iﬁli'Jf\]’}Lﬂ‘S’luﬁﬂ‘iU?’lﬂW)‘U@Viﬂ’MUﬂ
Wowludu
Alauesiadastiudiunnimesianans w'sauaameua‘uaiusamaﬂaﬁimwumma swazdendil
Lanm'in'lﬂmuaummumL‘Uﬁrum'r:tua'u,waﬂ”mma'luﬂiumPﬂ,m wazd A (declare) unasnin
i ‘lua'mrgmi'uuw.,l,wumium leiwA 8.2 8.3 .4 v3e 8.2 WdnAnadl
- naddueisdelusemalng winess ve.2
- nsaidueniduiianisutsussy vaned ne.3
- nizﬁﬁLi‘Jumﬁ%ﬁwaﬂnehaﬂmvm wmaﬁa .4
1.2, ﬂ']‘ua'uummﬂu VY.l ¥39 8.1 1edefilauasnan W3aNI WA BANITONITATUANANNIND DY
wAnSusaufiunzfou (finished product specification) Ltavﬂamwumﬂmmw'uaa'maﬂu (drug
substance specification) nimwaqsumwmsma&JumlaaaLr’ﬂ'uqus.mu%ymaauumanmsnmﬁmfﬂm
(8.5) 130y finished product specification wag/v38 drug substance specification lagvauily
neuiuusznausenansimdidnnseiind uagliifu 2 ¥ m Sulszmadsznmesiandidnnseiing
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2)

4)
5)

3

LONANTIUTBNWRTFIUNSHANEN

2.1. nstlymdnlulssinalng Q’mﬁmé’aaﬁLaﬂm'ﬁ%’ma:mmgmmswﬁme;ﬂmwé’nmm&uas%%nqsﬁﬁlu
nsHARYT GMP-PIC/S Tnemuaeanu PIC/S participating authorities w3adilonansiusowinsgiu
GMP 098N UALENSIUNMIDMSUALEN NS¥NTAI51I0Y Ferimuntulaeiimudenados
wagviaieuiy GMP-PIC/S Tumnagfiauane atuargamusaumsasivasulasiinanmisiusesi
Tulszmadszmesiandlanvseing

2.2. ndpninIneRyssma Q’NﬁmﬁaaﬁLaﬂms%’usaammg']ummémmm‘swé’m,nm«fu,l,aﬁ%'ﬂﬁﬁﬁ
lunisuanen GMP-PIC/S Taawiaeenu PIC/S participating authorities %38 US cGMP vasUseing
dudn atuaraamusaunisasieaey lnsiinanssusesdeiudsznimuszmanmdidnussiing vie
B1gMaanTIN UaIUANIE

LONANIANANYALTDILEUDTIAN

3.1 HANSNTITIATISRAMATHRERS B TE 15 3UTeENER (certificate of analysis of finished
product) lugnjuiidadusmedng

3.2, HAMINTIVIATRAMAIWINAVYDIIEEIAY (certificate of analysis of drug substance) ity
msuangruiidadudotaimesiuineuasndnngiu

3.3. WnaswsonangubuduanuduiiusseniniunsuanvesingiusiendAty (drug substance)
19 3.2 Augun1sudnveandndusierdnsagy (finished product) 18 3.1

3.4. wan5Anw long term stability naaatenguateiiunzidoulifudinauanenssumsomis
WAZYT NIENTHATITNEY

wnasuansaueiduiuismduiudavofunudminelasnse

F9E19EN
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