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AMENWAULIANIYYDIEN
Ertapenem 1 gm power for concentrate for solution for infusion
1. Fewn Ertapenem 1 em power for concentrate for solution for infusion
2. auaudAnaly
2.1 gduuy HumsgUsanidedunviodunua

22 dmlsznau  Usenaumiefien Ertapenem 1 gm
2.3 NYUYUTTY Ui'ﬁﬂuﬂ’]’Uﬂxﬁ’]ﬂ%ﬁUii@Eﬂaﬂﬂi’]ﬂmﬂL“gEl
2.4 aan - yuusTytaeifesssydosndiulseneusiendifquazanuuse Tuikdn Fudueny
ivTindnuaziamziouiival fegredatay
- vunmuzusTyethaliosdesseyfen duusznoudaendidy mauus Yudueng
uagtavinanlidnou
3. AuauUAniuvaiia
nan13n3293tas1eiAan wiluluniy Finished product specification wae Drug substance
specification 1814899 1nundednFvatiuifieadu deldannzideurenmusnIsun1seImTuazen Nsens
GRGRERVGR! wilindyiduiildsrsdasoniuatuiifisuimielnininnassundaiduladsunian
UseMANSENsNaNs sEaY Soassysisen wa. 2561 asduil 6 Suray 2561 @aUssmelusainamgunn
Fuil 12 quanius 2562) wazUsenANTENseasIsUEY 1389 STy1en UUT 2) w.e. 2562 asiufl 3
nIngIAN 2562 (awixn'}ﬂlu'm‘uﬁﬂﬂmLUﬂmﬁ'uﬁ 26 NINHAU 2562)
Finished product specification:

U9 Test Items Specification
1. | Identification mwr:humuﬁiquu Finished product specification
2. | Assay 100.0-115.0% of the labeled amount of Ertapenem
3. | pH 7.0-8.0
4, | Sterility test mwﬁhumuﬁ;i:ﬁﬂu Finished product specification
5. | Bacterial endotoxins Not more than 0.35 EU/mg of Ertapenem
6. | Uniformity of dosage unit mﬁ%mumuﬁwq‘lu 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 ym Not more than 600 particles / vial
9. | Constituted solution m’a"\]ﬂi’lumuﬁ‘ixﬂu Finished product specification
10. | Degradates

- Oxazinone Not more than 1.2%
- Ring Opened Not more than 10.0%
B NN R . S— e S0 J0t2000
uwndndimenua Aunsena wwngwilanigase wagRilaniy wdynsudsain louwea
UsEEIUNTIUATS NIIUNNT nINNTS
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U9 Test Items Specification
- Total Dimers Not more than 6.3%
- Total Degradates Not more than 17.5%

Drug substances specification:

Nan13mTIT ATz wulunu raw material specification

RUBLAR:

nsfifvamsoundanmaiu (waive) Mmansiaaeuiieneisienisle Idusansenansudngrusenan
fildsuansiacne

Drug substance specification #3150131nTuiAT1¥9YBEHER drug substance n3aluiiATIEH
drug substance wasranendsasy atulaatiunis feinmsnnaiinneiasunavhdeiidmus

4. [Feoulvdun

daueafeIdudiunmaeienats nianamneiiotaiusenenanslaefiisnng yeuasideadsil

1) enasmslasuveugnungsideushiveniiedmielulssmalng wazduas (declare) unasnan
1.1. Tuddgmstunzidausiiven laun ve.2 ve.3 ne.d wie 8.2 uausnsd

- nymduenndnlulsswalneg vanene ne.2

- nsfiidugdnduienisudaussy vaneds ve.3
ad & o w ' -

- ASAUNUUENUNLINANNUSELINA MUNe0e ne.d

1.2. Awadungilon ve.1 39 8.1 203817iauss1A1 wisuswazdeaiidan1sAIUANANAINYDY

wandasinuiitunzdeu (finished product specification) uagtafivunanMueIingAy (drug
substance specification) nsﬁﬁﬁagjiw'éwmiLuﬁauuﬂamfﬂmﬁuLﬁmsé{amuuLaﬂmimwauﬁ‘t’u
(8.5) a3 finished product specification Wag/%3e drug substance specification lagveounily
neuTuusemausenmnsmdiannsetng uarliifiu 2 U i Yuusemausemnsiandidnnsedind

2) 1BNANTIUTBIUINTFIUNSHARNEN
2.1. nsflemdnlulszivalve guanfedilonanssusawnsgunsnineimunaninueiuaisn1snaty

N1SHENET GMP-PIC/S Tngniaea1u PIC/S participating authorities #38filana133UT0UIRNTFIU
GMP 909 UiNUANEATIINITEIMITUALE NTENTINAIGITUAY Fertmuntulaeiauaonndes
wagvinifiontu GMP-PIC/S Tumnmeniiauee atuanannuseunsnsavasulasiinanisiusesis
Tulszmadszmanadidnnseiind

2.2. n3dlgniudianinalszme guandediionatsiurewnnsgunsudnemuvaninaeivagisnisina

Tun1suans GMP-PIC/S lagniasenu PIC/S participating authorities %38 US cGMP v84Ussin#
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3)

loNANSANAN YL YD TIALETIAN

3.1 nan13nsIaseRguaInndndusisndusa3uvedudn (certificate of analysis of finished
product) Tugnjuiidaduseig

3.2, HansnsATIEiRunwIRgAuTesiaed Rty (certificate of analysis of drug substance) l4lu

@
vV oa

mandnejuiidadusetieisesudneuasinaningi

3.3, nansvisevangududunnuduiusseninsgumndnvasingiusiendfigy (drug substance)
U9 3.2 flusunsuanvewmdninmerdnsagy (finished product) 4o 3.1

3.4. nan13AnNY long term stability waamhqmqmaqmﬁ‘ﬁumsLﬁ'Uuli’ﬁ'uél’wﬁ'ﬂmuﬂmﬂﬁumimmi
WAE1 NIENTNATITNEY
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yesdyayardoazene
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AMANHZIANIZYDIEN
Rabeprazole 20 mg gastro-resistant tablet

Houn Rabeprazole 20 mg gastro-resistant tablet
2. AauauUAnqly
2.1 JUuuy Wusudia gastro-resistant linduuszniu

22dmuusznau Tu 1 tablet Usznausiuden Rabeprazole 20 mg
23 nurussy  ussyluwneUn evgililenviend w3 Blister pack Unatinuazussainsivasiuuas
uazATAY
2.4 287N - yuusTtusiFesEydeendiuusznauiondifyuarnnuuse Jusdn Tuduany
ivinanuaziammeiloushivel ity
- UunuzUTTYEIREnatiBeRessryTen dulsznausenddy anuuss Yudueny
uaglaviinanlTdnou
3. AuantAnunaina
nan15ns293tAs1zann1nluluaia Finished product specification wa¥ Drug substance
specification fig19899nnddfuatuifentu Jaldaanefoudenmznssunisemisuasen nsensi
anssgn adnduifuiildsedadenduatuilifisuimielnindunsgundvisulasfuninna
UsEMANTENTNAIEITAUTAY 138958 YATIE1 WA, 2561 asdufl 6 Suraw 2561 (asuszmialusnwiaan
QN Tudl 12 nuanus 2562) wazUseniansensamsIsngy (304 s2ydisnen @Uudl 2) we. 2562 a9
Fuil 3 nngAu 2562 (AeUsgnAlusvRIUNYIIUN 26 nNIAN 2562)
Finished product specification:

79 Test Items Specification

1. | Identification m%ﬁ]ﬁhum’mﬁizﬂu 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 m’mt&’mmuﬁmq’lu Finished product specification
5. | Dissolution m’.ﬁlﬁhummﬁizq‘lu Finished product specification
6. | Total degradation product Not more than 0.8%

7. | E. coli Taiwy

Drug substances specification:

U9 Test ltems Specification USP Specification BP
1. | Identification ansuauiseyly | asiarumunseyly
Drug substance Drug substance
specification specification
dop bnmso
........... A D Y V2o X1, A
uwgvdenea Aunsena wwidwdjanlyhsn wazqdilaniy wdynsugafin lnusea
U3esUNTIUNT NITUNTT NITUATT
......... QIA....... VO, . e
WndwnIudedsna waddng WnFYNSARARNS 1nnin

ASIUNTT AF3UNTT
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2. | Assay 98.0 - 102.0% of the | 90.0 - 105.0% of the

labeled amount of

Rabeprazole sodium

labeled amount of

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
- Water determination

Not more than 1.0%
Not more than 7.0%

Not more than 3.0%

NUBLR):

%9 Dissolution waz Uniformity of dosage units TWiuulenasuanssioazidennan1snsig
Fingest mndlsudeseasduaiidusianlulu coa

nstifivnsdeundsnsdiu (waive) Msasivaeudnsisisensia TWduuansenansvdngu
Fananildsueyiase

Drug substance specification #915ananludinsgvivesnin drug substance valuliaszy
drug substance Tesrinendniagy atulnatuwils Fudimsnsivisgiasuyniiadodiimun
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a. Goulvdy
favesmdesdudunnmeneenans nieuaaeiodesusesenaslaediisun swasiBondal
1. enasnsldsueyyntunadeusiveniosmielusamelng uasduns (declare) uvasuan
1.1. Tuddgynistunesdoussuen T vie.2 ve.3 ne.4 vide 0.2 wdusinsd
- nsdlifuenindslusemalng winefis ne.2
- nsdifidugniduitomsudsussy wnef vie.3
- nsdiduemidiaindsussme vneds ve.d
1.2. Astunsilou ve.1 vie 8.1 183 fiauasian wieusisandsadanismuauauaInyes
wAnAnusinuiitungidou (finished product specification) wagderimuaamnmuasingiu (drug
substance specification) n‘azﬁﬁag‘swdmmﬂﬁauLL‘U&NLLfﬂ‘ULﬁuLﬁm%ﬁaathLanmimwaur'ﬂ‘u
(8.5) 11303 finished product specification Waz/w3e drug substance specification lagvaudly
newulsemavsznIns1mddnvselind wasliiiu 2 ¥ e Juuszniaussmasadidnnseiind
2. 1BNA1TIUTOWINTTIUNSHERET
2.1. nsdlmdnlulsemdlne duandesiiionansiuseansgruninanginumdninusiuagisnisialy
NSHAREY GMP-PIC/S Tagwniaganu PIC/S participating authorities #3adiananssusasnInggIu
GMP waed1iinnuAnEnssNTEMITHaLET NTENTIESTNAY Teimustulaeiinuaonades
uazvinifieniiu GMP-PIC/S Tumnagilausyiy atuaannmuseunisnsiasasulaeiinanisiusesds
Tulsgnmalszmesiaddnvseiing
2.2. naglenthdnannssszne fuaedesilionansiuseanmsgrumnanmuvaninasiuasisnsin
Tun1sndnen GMP-PIC/S Taemuaeanu PIC/S participating authorities #1358 US cGMP 283Usine
dndn atuaiganuseumInvaey lnsfinanmssusesdsiulszniadsemasimdidnnseiind w3e
DIUNRDATN WAINANTE
3. BNANIAAANYILYRILTIIEUDTIAN
3.1 WansnsIATIeRRuA K AndusiednIagUvesndn (certificate of analysis of finished
product) lusnguiidaduse
3.2. HAMINTIVIATIVRNA I IRgRUTBIRIEIE1AYY (certificate of analysis of drug substance) Al
msmﬁmﬂﬂéuﬁéuﬁuﬁaadﬂaﬁwmﬁwﬁmmLLasﬁ:{Ném’imqﬁu
3.3. lenasvisevangmduduanuduiusseninsquniskanvesingiused @y (drug substance)
9 3.2 fugunswanvessdndusiedndagy (finished product) e 3.1
3.4. waMsAnw long term stability nasmYveguaseiivunsdsulifuddneunmuenssunisems
WasE1 NIENTNAITITNEY
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6. mMyUsziunuANENdLBY
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AMANYMZIANIZVIEN
Methotrexate 5 g/50 ml solution for Injection, 50 ml vial
Foen Methotrexate 5 ¢./50 ml solution for Injection
2. auantAmly
2.1 5Uuuy Huasaganeusmnide dmiuie

2.2 dlsznau
2.3 MYUBUTTY

Usznaumenie Methotrexate 5 gm Tuasazaieusuins 50 ml
ussglunurdmiuussendausanide via type | wazussiusiudazvInen
Uasiuuas
2.4 aa7n - vuussyfusidesszyfenndiulsenauierdrduazaiunss Jusds Juduengy
iviinanuasiaamssusiuel ety
- vuMTusUsIIENeEnioefosssydos dulssnausiendidny AuLse 'S’uf‘?umq
waglaviinanlidniou
3. AuantAiniumaina
waﬂ’lim’a’iﬁLﬂiﬂxﬁﬂmﬂﬂmﬂulﬂmm Finished product specification W& ¥ Drug substance
specification 1819893 nadssuatuiieniu FeldaaneidourenuznIsunisemIsuasen nsensa
assaigu Windusiifuiilisedsieaduatuiiiivuimielminiwssgundifulasdunian
UsENIANTENsIIENGNTAEAY 130938380 WA, 2561 asiudl 6 Surnan 2561 (asusgniAlusiwAan
YUNwIudl 12 quATWUS 2562) wagUsen1AnssvsnansIsngy 15ee szyiisnen (atuil 2) w.e. 2562 as
uit 3 nsngnAy 2562 (asszmealuswisnuunuiud 26 nsngas 2562)

Finished product specification:

49 Test Items Specification USP Specification BP
1. | Identification asumiszyly | asseshumuiiseyly
Finished product Finished product
specification specification
2. | Content of methotrexate 90.0 - 110.0 % of 95.0 - 110.0% of
labeled amount labeled amount
3. | Uniformity of dosage units m'mshumuﬁs::q'lu maashumuﬁsa:q’tu
Finished product Finished product
specification specification
4. | pH 7.0-9.0 7.0-9.0
5. | Impurities
- Methotrexate related compound B Not more than 0.3% | Not more than 0.3%
- Methotrexate related compound C Not more than 4.0% | Not more than 3.0%

......... AT T, SR L YT, VAN, e O M200a........
unvgndsreia Aunszna wwindealgassas wavdlanty indynsudlteivn Tanema
Use51UNIINNTT N3IUNS
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U9 Test Items Specification USP Specification BP

- Methotrexate related compound E free acid
- Any individual unspecified degradation
product

- Total unspecified degradation product

- The area of any other secondary peak

- The sum of the areas of any other

secondary peaks

Not more than 0.3%
Not more than 0.2%

Not more than 1.0%

Not more than 0.3%

Not more than 0.2%
Not more than 1.0%

6. | Bacterial Endotoxins Test

NMT 0.4 USP EU/mg

of methotrexate

sodium

Drug substances specification:
HanseATIziRundulUnL Raw material specification

NUBLe):
- natifeemzfuudinsiiu (waive) mansvaeuiinsizinemsla Wiuwanuenasvangusangn
filFsuoyiRce
- Drug substance specification #915u191nTuAiAs18viU8EHER drug substance n3aluilATIEn
drug substance voguanendfagy atulnatiunis dimsnsiedinsevinsuynifideiiivua
a. eulvdy
Q’Lauaswmﬁaaﬁ'uﬁmmnﬂwd'mLanms w%’auaqmaﬁaﬁ‘?}a%’U'ﬁaal,aﬂa'\ﬂmap}:ﬁﬁ'mw eazdundiil
1) ienansmsldveugetungifoushiveniesmiglulsumalng uasduns (declare) uvdwan
1.1, luddymstunsDous3uen Wun ve.2 ve.3 ve.d vie 8.2 wdusinsel
- nsdifdueniindalulsemalne wnedis e 2
- nsdfdugniudiionisutsussy mnefis ve.3
- ns@dugnidnennsnsUsana vaneiis ne.d
1.2. Auptunzidou ve.1 wie 8.1 vesefiiauesian wiouseaziBuaidanismunuanninyes
NERAuTm L AiTundeu (finished product specification) wazlaiMUAAMAMYBIIRgAY (drug
substance specification) nsfiflegseninensiasuuvauiluiiufnozfeuuuienasnisveudly
(8.5) 1w¥ou finished product specification wag/138 drug substance specification laggaunly
nouiulszmauszninsadidnnsedng uazliiiu 2 U u Julsenmadsgninsiandlianisednd
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2)

5)

6)

LNANTSUTBWINTFIUNTNERE

2.1, nsdipmdnlutszmelng duandosionansiussunasgiunsuansimumdninaisivayisnisitalu
nsHAREY GMP-PIC/S Taemuleanu PIC/S participating authorities ¥13810n@155U509U1A551Y
GMP 998t UANENSTUMTOMISUAZEN NSENTIAITIAY Faimuatulnefiniuasnades
wazviaieniu GMP-PIC/S Tumnagiiause aduaigamuseuntsnsavaeulaeinanissusesds
Julssmeuszmasiandianvseting

2.2. nsdlenidnandslsene Q’Nﬁmﬁ’fmﬁmﬂafﬁ%’“uimmmgmmiwﬁmmmwé’nmm%uaﬁﬁﬂﬁﬁﬁ
Tun1suane1 GMP-PIC/S Tagviuasenu PIC/S participating authorities ¥58 US cGMP ¥83Usuine
fudn atuargamusaunsasvaey Tasiinanisiusesiviudssmaussmnsimdiannseing vie
2IYNADATH WFINFNTE

lONASALEN YL IR TALDT I

3.1. wamimaﬁﬁLﬂﬂvﬁﬂmmwwﬁmﬁmsﬁmﬁwL%%gﬂﬁuaaémﬁm (certificate of analysis of finished

product) lusnguiidadiudioeis

3.2. Naﬂ’]wﬁ’}‘ﬂlLﬂi’]“‘ﬁﬂmﬂ'lwmﬂ@l‘U‘UENGnEJ’]EHﬂﬂJ (certificate of analysis of drug substance) il
msuanesuiidadusegiaisvesnansuarinaniagiu

3.3, lenasvisendngiuBuduanuduiusseninsgunisninvesingiudonddy (drug substance)
Yo 3.2 fusunswanvowdniusiendniagy (finished product) 4o 3.1

3.4, wannsAnwn long term stability naeavasengueseisunsdeulifudninnuamenssunisems
WAz NTENTIENTITOEY

wnasuansineiauaidugnivisndudriavdedunusmielaenss

AI8E19eN

5.1. flaupsna Aesdeiiateenagaan 3 Mty Fadumununansswazidoaldasudin
paiitvualusdenmautivhludrsiu

nsUsefunmAmeTidweY

6.1. nidaousesiiongldldlidosnin 12 e Wuaniudeey
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