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1.5. Mmaneasuamaudanly

1.51. qmﬁuﬁ'ﬁﬂm Parenteral dosage form fn1suanHa/N1595323 Universal test aasalull

L) Test Acceptance criteria

1. | Identification complied to all requirement of all specified

procedures in the test on Reference monograph

2. | Assay complied to specific test of Finished product.

(Shelf-life COA only)

3. | Elemental Impurities analysis Complied to finished product specification or
/Related substance specific test
:'C:doziiﬁ“i“”E:“fd‘f::‘f}\;“ - (Foamenunalaidninnndi Reporting threshold)
USP<2325,<2535,<2232>, BP supplementary chapter v | VIRELYR : 191159529 heavy metal 16 aufisTuasurimun
Q:,EP genaral et 5.20) mudsgmAlussRITIRUNY

4 | Particulate matter Complied to finished product specification or

specific test

5 | Sterility test Complied to finished product specification or

specific test

6 | Bacterial Endotoxins Complied to finished product specification or

specific test

1.5.2, ﬂmauﬂ'ﬁmm Active Pharmaceutical ingredient n15uaminNa/n159339 Universal test sasoluil

Test

Acceptance criteria

Description/Appearance

Complied to Active pharmaceutical ingredient

specification
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) Test Acceptance criteria
Identification complied to all requirement of all specified
procedures in the test on Reference monograph
3. | Assay complied to specific test of Active :
pharmaceutical ingredient
(Shelf-life COA only)
4. | Residual solvent uch qsc (s ¢), uspaz Complied to Active pharmaceutical ingredient
<467>,EP general text 5.4, BP appendix VIl L, JP17 or SpeCIﬁC test

supplement! p.2634-40)

2. gruanUAnIunaiia
wam‘sm'nsﬁmiﬂxﬁﬁ}mmmﬂulﬂmn finished product specification Wag Specification of Active
pharmaceutical ingredient (AP) f§1983991nLndas13uatuiisafu daldannsidourodinay
ANZNIIUNITDMSUATY NSENTNAG1IGY Taindadifuildsadafenduatiufiiisuimielm
nhamsgunduiiulasmdunis sudseniansensisaisisage Ses seysisen we. 2561 astuil
6 Suen w.A. 2561 (awszmAlusiefionylunwriudl 12 nuaius 2562) uag seyssen @IUA2) e
2562 aviuil 3 sngneu 2562 (asUszmelussRTamyunwiuil 26 nsngieu 2562)

2.1 Finished product specification

99 | Test Items Specifications (USP43)
1 Identification
el tofrespeiia fo e davaand. o
uv Correspond to the standard
2 | Assay 90.0 - 120.0% of the labeled amount
of Meropenem
3 | Content of Sodium 80.0 - 120.0 of the labeled amount of
sodium
4 | Uniformity of dosage units <905> Meet the requirements:

- The acceptance value(AV) of the first
10 dosage units is less than equal to
L1% (L1=15.0)

- If the acceptance value is >L1% , test
the next 20 units. The requirements
are met if the final acceptance value
of the 30 dosage units is <L.1%, and
no individual content of any dosage
unit is less than {1-(0.01XL2)IM nor
more than [1+0.01)L2)IM, (L2 = 25.0)
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98 | Test ltems

Specifications (USP43)

Organic impurities

- Meropenem open ring NMT 0.8 %
- Meropenem dimer NMT 0.6 %
- Any individual unspecified impurity NMT 0.10 %
- Total unspecified impurities NMT 1.0 %
- Total impurities NMT 2.0 %

6 Bacterial endotoxin

Meet the requirements

T Constituted solution

At the time of use : meet the
requirement
The solid dissolves completely, leaving
no undissolved matter
The constituted solution is not
significantly less clear than an squal
volume of the diluent of if purified
water contained in a similar vessel and
examined similarly .
The constituted solution is free from
particulate matter

Loss on drying

9.0% - 12.0%

9 Particulate matter

> 10 lm NMT 6000/container
2 25 UWm NMT 600 /container

10 | pH 73-83
11 | Sterility test Meet the requirements
12 | Labeling Meet the requirements

2.2 Specification of Active pharmaceutical ingredient (API):

(A) Meropenem

1) Specification of API

Acceptance criteria USP 43

1 Identification (USP)

A. Infrared absorption

Complied with the standard

B. Ultraviolet absorption

Complied with the standard

2 | Assay 98.0% - 101.0 % of Sterile Meropenem
(On anhydrous basis)
or
PERSINNTIIMUAT R BRLasAUAN YIS WY
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92 Specification of API Acceptance criteria USP 43
78.0% - 84.0% of Meropenem with Sodium,
carbonate sterile

3 | Specific rotation Between -17° and -21°
4 |pH 4.0 - 6.0
Water content (Method | or 114 % - 13.4 %
Methed la or Method 1c<921>
Residue on ignition Not more than 0.1%
Limit of Acetone (USP39-42) Not more than 0.05%
8 | Organic impurities
- Meropenem open ring Not more than 0.3%
- Meropenem dimer Not more than 0.3%
- Any individual unspecified Not more than 0.05%
impurity
- Total impurities ,excluding Not more than 0.3%

meropenem open ring and

meropenem dimer

9 | Bacterial endotoxin Where the label states that meropenem is
sterile or that is must be subjected to further
processing during the preparation of injectable
dosage form, the level of bacterial endotoxins
is such that the requirement under the
relevant dosage form monograph is which

Meropenem is used can be met

Or Not more than 0.125 EU/mg or meropenem

10 | Sterility Meet the requirements

nu8Lwe NMT = not more than

* 1778 Dissolution wag Uniformity of dosage units Ikuuienansuanisisazdananis
asRased mndlldudereassendidusuavidluly coa

- nydifvanzidouudenisiiu (waive) nsnsavasuiinseisienisle IHEuwanaonans
wangudananfildueyiRdne

- Drug substance specification ﬁmim'\mﬂ'lu’bLﬂﬁxﬁmaaﬁmam drug substance %39 U
AATIEY drug substance vaagdneduTagU atulaatiunils Felinsansdnsedasuyn
Wadadifvun

3. MsUssiuA1UsEansnInAe51A1 (Price Performance)

WaLDEAMNENATT 1509 N13UsEluAUSEANSAMEaTIAT (Price Performance)
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4. BNETTN G UNITANINTAN

1)

2)

4)

5)

6)

1 ﬂd'tii]

enasiidlunsiansanganmelfiioehduenaswiomssymnoauenasaudiiy felud
dwnenansiiiuegn nMwlve wag/v3en T8y
wueme: lunsdiildenduuuuardasdionarsuansdavsldvaseniiiiunisiusesain

drfnnuangnssamsesuare) kanvieiuiifeusdd denissets doaldifisuminuen
susulunneeildlumssnuniniu wasiinsssyfermudsunstdonliluenansiiuen
dunenasianItanIULRAINYBIN UL UTTY (WeeTuaznaBsen) ssiildtunsideuly
dumvetunadeusinuet (W el s 8.1) asunamih wieuseasdeaandnvusans
wpapdnirguuardoimunuinsgiuvesisnisinsiesien (Finished Product Specification and
Analytical Procedures) flunsifeuld Insdesdredainfueniivsenmansensasansisugususes
violminisema

waneme: nsdinogsswinveidsuulamdleitiinsgiuasdormununsgulvasando
mm‘fﬁﬁmﬁ:ﬂizmm%’usaqﬁaﬁ?ﬁwwﬁwqﬂ@iaiwﬁmmﬂmsﬂsmmimwﬁuasm Trwuudundn
vouludsuwlasmenislunsifousiiue (wuu ne. 9) wia dundvsudluddsuwassenis
Tunziousiuen (v 8.5) smiauiuiie
dunluddynistunadeushiuen (W ne.2 vie ve.3 v ve.4 vie 8.2 udusnsdl)

4.1.1.n3dlewanluUsEmelng (e.2)

4.1.2 ns@ieniditemsudiussgiulsanalne (ne.3)

4.1.3. 038 e MR INAUTENA (N8.9)

wureing: nsdifinnsidsulawdlegiuoygiauazaniuiings Wuuudnurdvoudly
Waruwasmenslunsdeudiiuen (wuu ne. 9) wie duurdeesudludsunlasienisly
naeushiusifeafudiuoyyauaranuiingn Wy o.0)
fuumiidesusenspunndne s udninaeiisnsialunisuanen (Good Manufacturing
Practices (GMP)) /PICs (Pharmaceutical Inspection Co-operation Science) lagni2841u PIC/S
participating authorities 2UUa1gANNTBUNIIATINABY TNansTusesieTulsenimUseningian
Sidnnsetind Tumnafifedtestuanitaue Usznoudae
5.1. dwumiideiusewminsgrumsninemundninusiisnisialunismintngausenddy

(Certificate of GMP Active Pharmaceutical Ingredient (API))
5.2. dwumisdefuseanmsgiunsnanemamdninasiismsialunsuannansusiendisagy

(Certificate of GMP Finished Product)
lunsdidugwindnindresemea fudndosdidnumladosusondnfus (Certificate of
pharmaceutical products, CPP) nanisdaiusssnissmune (Certificate of free sales, CFS) v
wangiiauey atuangamuseunisasasulaeiinasusesdieiulszmensenmnsa
wnsgvesdeimungunwiRgRusae @Ry (Active Pharmaceutical Ingredient Snecification)
wagnanTasiedn3agy (Finished Product Specification)
7.1 dwunninsgiudngAudlae 1d1Aty (Active Pharmaceutical Ingredient Specafcatron) hae

1asgrundndusiend1593U (Finished Product Specification) Tnese ATERERER

(Pharmacopoeia) ﬁ’lﬂﬁm@mm's’aLﬂswv‘vﬁmammsmuamauaamauﬁu‘lﬂmmamwumuau
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1esgureInsiaTeilud ineiladsemils muUsEAnsENsIEsITgY L?aq 2y
#1318
7.2. @1 drug monograph wmwxaﬁ'smﬁﬁm (Active Pharmaceutical Ingredient) Wazndnse
EJ’}??’]L%Q?[J (Finished Product)
7.3. ﬂ'ifﬁﬁ"fmqﬁuﬁ";mﬁ’}ﬁ'mv (Active Pharmaceutical Ingredient Specification) #Sanansausian
ﬁ’lﬁi}gﬂ (Finished Product Specification) MUiﬁﬂﬂluﬁﬁ’lm (Non-official pharmacopoeia)
fwanmanguienfinasguresmyieneidulunadenielaseluil
7.3.1 idefmusuazinasgrureamsianeiluhsevesssmaiifuandnyes The
International Conference on Harmonization of Technical Requirements Tor
Registration of Pharmaceuticals for Human Use (ICH) %38

7.3.2 dafmunuaznmsguYeInsIASIEVHAR (In-house process) Midanndaariu ICH
Guidelines %38

7.3.3 defmuanazainasgunluvesmsiinmgiitmualilusmg fsele drnemis
AIUUTENIANTENTNEAG1TUEY Soa FEYANSIEN ﬁm%’ugﬂuwmﬁeu*] (General
requirement for dosage form)

wuene: Tanvuaguainingiudiundifey (Active Pharmaceutical Ingredient

Specification) wagnan fai1d11593U (Finished Product Specification) A758148991n#151

Weatuuazatuiieafu snduudnsdidmefitermuauasinesgiuresmsiinneiians

Tngfusendny vie nandtueierduiagy

8) duumisdeiusawmanisnaey (Certificate of Analysis (CoA)) Inespausznausie

8.1. dumitiesusewansliaseiingausiendifty (Certificate of Analysis of Active
Pharmaceutical Ingredient (API)) lngfasusenausie
8.1 1dwumivdsiusesmamsiaswingiiudiend iy vesuaningiudenddny

(Supplier)
8.1.2. 4 uMis@asuTBINanITIATIE
(Manufacturer)

8.2. dumisdeiusemanisiinsigindniueiendniagy (Certificate of Analysis of Finished
Product) veinanninsdmmiendiagy (Manufacturer)

8.3. ienastudumudniussgningunsuinesingiufend ey (drug substance) uag Junis
wAnYsHEn i NSagU (finished product) Malunsrdneguitdaey

9) duunenasuaniuanisAinmauaa (Stability data) ,

9.1. duulenaIUARINANTANYIAILAITISEEEE (Long term stability data) $7uau 3 JUNTS
R

9.2. duunenansuansmanisinwruawihluan1Is (Accelerated stability data) $1uam 3 §u
NSHEAR

9.3. dwenansuanInanIsAnwikansiteansanulanenld 1 %0 /A unaniuszansna
msinw (nsdlenwlin) (G1d)
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9.4, nydhiueniidasazats ATeansneuld Wdnunenaswanisfinwmmiuasiandinisazats
way/v3e 13979 / vaalaly lumvhasatunieg asuduwazdennaosnuienalsnniug (In
use stability data)

10) dwmildesusowdndasienduiagu (Certificate of Pharmaceutical Product) lawizentihidun

Tuusenelng

11) diumangiauanyavewdngdineien (Bioequivalence) Ingnan1iAny A NaNYavBINGRT M9

81 (Bioequivalence) 1ulumudanivun ASEAN Guidelines for the Conduct of Bioavailability

and Bioequivalence Studies #3e gilon1sAnwAsydvSrauardanyavenaningien nsensa

as15igy TnsanndunTomisauAnuiiauyaildfunssusesann dwnausnenssunisems
wazen atutlaquu (nsdilaildensuiuu)
12) dnumisdefusssunasgrunsufiRnumdninueiisnsinluiesjiRinas (Good Laboratory

Practices (GLP) lunsdifivhmsAinudauyaiisneuszme

13) dwmddeduseanmsgrumsiivinviuasnseaeemunaninaeiisnisintunafuinuuas
n3¥wY1 (Good Storage Practice / Good Distribution Practice (GSP/GDP))

14) flauesimAesdeinaggtegntey 3 mhuussyine

15) dumladeiusennasgufesu§iims 1SO/EC 17025 Tusrenmseniiaue (i)

16) dnuenansuandayanisiasunsussylu Green book ¥esnsHINEIMAnINISUIWE (H13)

17) dwnenansuaniteyanslasunsussqlu Orange book %84 US.FDA. %38 European Medicines

Agency (8141)

18) nsellallderfunvudosuansnisdinunienddn (Clinical trial) vosenluuseimalnefivansdananis
pdlinueETEUiBUAUERULLULaERRLW UM TENSIMSUmE (§13)
19) MIBUTHIILETIUNTNUUUSEAIARMY ATTUMITWAIMTY UL WA (FBanausiasesssaingae

msdaasumMseeveslsenelng we. 2559 viesessindug fidenadostulsenia (513

5. Reulvdu

1) ewodliongwdelivosnit 1Y Tunniuiidweus

2) swnavmstanidasuliuiguinsumgmazdesduumilidoiusesnanisiinsey (Certificate
of Analysis (CoA))

3) fueasfeadilubusensudsusislenlndvunangviadlainnsidenanmrsufvuasusuu
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