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FIRUSTIGLUS bW ISUND | IvIeTOPENEM | € 105 Injecuon N1

2

TSaWENUNALI NS ZEN8HTIY
@mﬁnwm:gawwzﬁuaam Meropenem 1 ¢ for injection

1. Fewn Meropenem 1 ¢ for injection
2. aruadEvialy
2.1 sduuy Hugraunenndedumaniidiviadey
2.2 #@wlsenay  Usenaumiedinl Meropenem way sodium carbonate %damgaﬁu meropenem 1 g lu 1 vial
2.3 MAULUTI]  USITIUAIYEUTTIOIEAUT AN e wazusIuiTdoeiuwas
2.4 aansey - Sydienn dulaEneufendduaTaLusY TunEe Sumuneny Lauiinde
waztavnzlUaudiuenliogadmanuuussaioue
- UMW UIIYRdatesdeseydeniniotion idn dusznoufendduerInr LS
woEn \aviindn Yuduoiy Uivaien
3. AuauUAinIumnaile

3.1. Finished product specification : Meropenem for injection USP 40

Test iterms Specifications

.1. Identification Meet the requirement

2. Assay - _._90.0_—_@0.0% labeled amount of meropenem

:3.__C_Qme_n't of sodi;m B __ 80 - 120 % labeled amount of sodium

it_iij_njf;rmltyﬂosage Unit Meet the reguireﬁent B

o Impuriﬁe_s _ |

- Meropenem impurity | (Relative Retention Time 0.45) | NM1 0.8%

- Meropenem impurity il (Relative Retention Time 1.9) | NMT 0.6%

6. Bacterial endotoxins test NRAT 0.125 USP endotoxin unit/mg of meropenem
Tlossondying  [9o%1zo%

8. Particulate matters | Meet the requirement

9. ptl [ 73-83 )

10. Sterility test | Meet the requirernent

ﬂDdzf‘ﬁiiiﬂ"ﬁ“??“ﬁ%‘ﬂﬂmﬁr} LLELRWILYB AN

1 u193syn) Sugue WL TR e UTESWNTINNS
2 N9ENMIMSsY aaUniuud LNITUMT
3. Wil AZLSNANTR AT Tl T A e DT TUN S
4. waanghan LAINDY S iy T A AT e . NITUNT
5. wsaEmIuamTs ofustng ey R {}“’O‘ iz NITUMNT
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3.2 Drug substance specification : Meropenem

3.2.1 Meropenem: USP 40

Test items

Specifications

1. Identification
- Infrared absorption

- Ultraviolet absorption

Meet the requirement

2. Assay

—
‘ Meet the requirement
|
|

98.0 - 101.0% of anhydrous base

3. Specific rotation

5. Water determination

6. Residue on ignition

7. Acetone

(-21°) = (-17°)
4.0 - 6.0
| 11.4% - 13.4%

Not more tham 0.1%

Not more than 0.05%

| 8. Impurities

- Any of two major impurities

(relative retention time 0.45, 1.9)

- Any other impurities

- Sum of all such other impurities

Not more than 0,3%

Not more than 0.1%

Not more than 0.3%

VREIVT

%mﬁmmﬁm%%ﬂ atuleatunis %aﬁm'ﬁGmﬁmiwﬁmwmﬁﬁaﬁﬁmw

- 322 Meropenem trihydrate : EP 9. O

Test items

Specifications

. 1. Identification

- Infrared absorption

| 2. Assay

—— —

Meet the reguirement

97.5 - 102.0% (anhydrous basis)

! 3. Specific rotation
4. pH

|

| (-21°) 9 (-17)
4.0 - 60
11.4% - 13.4%

5. Water
6. Sulfated ash

7. Heavy metals

t more than 0,1%

N
| Not - more than 10 ppm

8 Bacterial endotoxm

9, Related substance

| - Impurity A :

1 wiSyn Fusug

2. YA GREERIIN

3, Wi ARUINFAIYRT
4, uneangtan RGN

5. WEINANG affaind

Less than 0.125 1U/mg

|
Not more than 0.5%

ARSI TLNNTE AR SE VLGNS YD 10"

WUHNGTIL 100 e U TEEUNTINANG
WL NS SN I LNITHANS
LASNTT YN . _.NIIUNS
e sdrugnns R AN B s NITHMT
nFursufuno g gf& == NITHUNTS

el oz

- drug substance specification #a1saunanlulinsizivesinda drug substance ialudiasis drug substance a4
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Test iterms

FIRUATIEWS W DU | IVIEropenein L ¢ 10r injection

! Specifications

Impurity B :

- Disregard limit

Unspecified impurities :

Sum of impurities other than A and B

| Not more than 0.3%
Not more than 0.1%
| Not more than 0.3%

| Not more than 0.05%

frdnednsagy aduleadunils Slimensraimseinsunnindoiismus

UHNYLNG

3.2.3 Meropenem trihydrate : BP 2016

Test items

! 1. Identification

| - Infrared absorption

S| .

Specifications

Meet the requirement

-
| 2. Assay

| 97.5 - 102.0% (anhydrous basis)

| 3. Specific rotation
4. pH
Sowse
| 6. Sulfated ash

(-21°) = (-17°)

1 EE = ———— T —— 1D

4.0 -6.0
11.4% - 13.4%

| Not more than 0.1%

7. Heavy metals

Not more than 10 ppm

8. Bacterial e__ndotoxm

| 9. Related substance

- Impurity A

- Impurity B :

- Unspecified impurities :

- Disregard limit

- Sum of impurities other than A and B

- drug substance specification W13 NLUTAS 181

| Less than 0.125 1U/mg

Not more than 0,5%
Not more than 0.3%
Not more than 0.1%
Not more than 0.3%

Not more than 0.05%

drdnendniagy aduleatunis fdnnsanalsziasunidefis s
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4.1.1 Wédynstunsdeusiue 18un ve.2, ne.3, ne.4 vis 0.2 udwsnsc

¢.1.2 ufvotunsidounn vie. 1 wde o1 veseniiauosan wisusazduniidonsrmunLAnN YD
wanSua AT unsdeuly (finished product specification) uagdoimuprunwingdiu (drug
substance specification) n3diviagsvuitanisdsuilawlufiufudowuudiunenasmsveudle (.
5) wmdou finished product specification Wag/v38 drug substance specification lngvauslunouy
Ussmedszmasiadianvsedng wazlihu 2 9 o Sudssmaszmesandidnmseiing

4.2. 19NEIIUTOININTFIUATHEREN

4.2.1 nsdlenfindeluussivalng AHARAIONANTTUIBILINTEIUNSHARLIM AN BN AU 56N
PICs (Pharmaceutical inspection Co-operation Scheme) laswtia91u PIC/S participating authorities
Y50 HoNaNsTUTBININTHIUNTINE R IR TUNA NN T NS AF LN 1S MBI 98 TN LA e NS TUANS 89S
waze nIEMTNATINEY FrimuntulasinusenadowuasindioufundnnasiinsialunssEnen
PIC/S Tumnmeniauows adudgenusaunisasiaaeulnedaanisduseseiul sy neUssningian
Sudnwsedind

4.2 2. nsaldugndndrannaaUss e ANARRBatleNa 135U WIRIgIUNTSHARE PN ENNIEN SN
NA®ET PICs (Pharmaceutical inspection Co-operation Scheme) lagviuiaau PIC/S participating
authorities atuaganusauNsaTIREaUlnsiinansTusesieiulsenmssninsiaBidnnsedng wie
91gRARATN WAILANSL

4.3, 1ONASAMN MUDIETLAUDI AT

4.3.1.wamwmimeﬁ@zumwmémﬁwm‘mﬁm%agwm@mﬁ@ (certification of analysis of finished product)
Tugnuiidudusogs

4.3 25amermvieszinunmIagiuuesiieddi (certification of analysis of drug substance) Hl9lunns
w?mma;'uﬁa'aLif.uﬁaaéwﬁjﬂfum%mémmLLawEmém*?man

= o

4.3 3wnavisevanguiudunrwdiiussswingunisinuesingiuvessaend iy (drug substance) $o

q T

(%

4.3.2 AugunsHanvedndnsiedniagy (finished product) 4 4.3.1
4.3.418M5ANW1 long term stability naonv10 gueInTiuns Ul U tnauAmenIsunsoTmM S LaLE
N9ENIEAEITUAY
4.4. fpg1ee
4.4.1fiugsen dosdimegveedialios 3 niisussatne faduiuvunanseas Sealsasuthunud
fvualuiade guaudniludiesy
4.5, nMaUseiunmun e idsey
4.5.1.07dswsuraadlogldlilidonndt 1 ¥ uannSudweu
4.5.2.8nIRTidanay %ﬁaﬂmﬁwLmnmmffhﬁma@mamimafgmﬁsﬁméu%amu
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fegeen Tneauosin ((une) a FosdndiuBnaiusuuiindlesenisdwsainsyiiandy
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4.5.4 favesian ({ue) ardestuiduuenilndwunory viadofnnisdendnindudsenisla deutwun
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