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7. eazdonquinuunanizeaiagiasduiiunidinie

g1 Ertapenem 1 ¢ powder for concentrate for solution for infusion (IV,IM)

g1u7u 684 laues

7.1. Haen Ertapenem 1 g powder for concentrate for solution for infusion (IV,iM)

7.2. qrussniavaly

& 7 =4 o x4 o 1
7.2.1 Juuy . mswandedivn dwdudadhwasadassiviedadandaile
7.22 drudszneau:  Useneaudeshe Ertapenem 1 g lu 1 viat
&
7.23 mwugussy ¢ usIgluNtusuTIendnusinenide
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7.3 auaNUAMIamAlia

wansnTvlirssinantwduluanu finished product specification uaz drug substance

N . = 3 = 5 et ol [T P 2 =4 ] g .
specification #ionsBsnadusinuiae iy wldsansidounsdinnuanznssunisemisuasen

ASEMTNENSIIRNEY Weinndudduldiboatiuatuiifieuvivdelminiunmsgndusiidula

frFuvil sasEnensEnsIsEE1TagY (Fae seysnen wa. 2561 asfuil 6 Sunau wa. 2561

(@suszmelusfosgunuiuil 12 nuanius we. 2562) uasmanlssmensevsnansInge Fee

spyimen (U 2) astuil 3 nangiau wa. 2562 (awszmaluseisampuneiudl 26 nsngieu

WA, 2562) waglsunsfusesnndrlinnuaaenssuniismisiaseuds agrniausisssenaudiae
7.3.1 Finished product specification:

19 e AMANYLY
1 | ldentification Meet the requirements
2 | Assay 100.00 —~ 115.00 % of the Labeled amount of
Ertapenem (Shelf-life)
3 | Bacterial Endotoxins haitfiu 0.35 EU/me (release and end of shelf life)
4 | Degradates
- Oxazinone “Lailfiu 0.7% (Release), laitfiy 1.2% (Shelf-life)
- Ring-Opened Asivu 5.3% (Release), T3ty 10.0% (shelf life)
- Total Dimers “lshifin 6.3% (Release), Liiifiu 6.3% (shelf tife)
- Any Unspecified -LilAu 0.29% (Release and Shelf-life)
- Total Degradates ity 12.3% (Release), Taiviiu 17.5% (shelf life)
5 | Particulate matter 7 n3198U (release, annually and end of shelf
life)
Stage |

Max. 6000 particles/vial > 10 Plm

atde..... %’V"@"——- ..... Usesunssums
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Max. 600 particles/vial > 25 m
Stage Ik
Max. 3000 particles/vial > 10 [lm
Max. 300 particles/vial > 25 Um
6 | Sterility test m57967U (Release and end of shelf life)
7 {pH 7.0-8.0 (Release)
8 | Uniformity of dosage unit mi’:i}mumuﬁsw’lu Finished product
Specification (n539H release)
9 | Water ~lailfiu 2.309% w/w (release)
7.3.2 Drug substance specification:
1o wadie AeudinuMy
1 | Identification Meet the requirements
2 | Assay 96.0-101.5% labeled amount of ertapenem
3 | Impurity Profile |

- Ring-Opened “laiviu 1.4 %

- Oxazinone “laitiu 0.2 %

- ProMABA -laiviiu 0.6 %

- Total Dimers Ly 1.3 %

- Other individuat impurities (each) | -liviiu 0.1 %

- Total Impurities laidu 3.1 %

4 | Palladium -lsiviu 10 ppm
5 | Sodium 3.9 - 5.4%
6 | Water 15.5 - 19.0% w/w
VNBLNG

W9 Uniformity of dosage units Wa¥ Dissolution Tuuutenasuanssisasidonnanis

= . PRI < <} o
a9 msevt vnillaudeseasideambudnastilulu coa

=t ol a b
nsdinvanzilouudinaiu (wave) msnsivinseisenisia duuansenansvingu

FanamlaFueyiRme
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aj -y = LY t ot x4 e -
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