ALANEULIANIEYBIET Sodium chloride 0.9% injection 100 ml

1, ﬂam Sodium chleride 0.9 % injection 100 ml
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2.1, Wuasazawlalaiild Unanide dviuindmasadon
2.2. Usznausss Sodium chloride 0.9 % Tuthdwiusseuean
2.3, ursglunvurqavanadnlaeiviunsvesarsazais 100 ml
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3.1 Finished product specification: USP

19 Test Items Specifications
1 | |dentification Meet the reguirements
2 | Wuudedfey 95.0 -105.0 % LA of Sodium chloride
3 | pH 45-70
4 | Impurities
- Iron liwnmia 2 ppm
5 | Bacterial endotoxins liinnda 0.5 USP Endotoxin Units/ml
6 | Sterility test NI
7 | Particulate matter
(3% Light Obscuration Particle Count test)
w1 > 10 Um Lidiu 25 ayne / ml MIIEIY
- 9ua > 25 Um Wiiiiu 3 aynia/ml NI
8 | Particulate matter
(38 Microscopic Particle Count test)
-uim > 10 Um Liiiu 12 synia / ml MTITNI
- 9w > 25 Um Lliiu 2eume /ml ATITHIY
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3.2 Drug substance specification: USP

E) Test ltems

Specifications

| Identification

Meet the requirements

2 | Vinwmeiddn

95.0 -105.0 % LA of Sodium chloride
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- Drug substance specification #ia1sananluirsieivasguin Drug substance wia luiiaT eyt Drug substance Totudn
erdudaguatiulratunii dimsnsiniimssinsunnitadeiidmun
a.3oulvBun
4.1 dannmensenansmsldsusugatunadoussusiiosmielussnalng wardune (declare) undandn
a.1.1 W diymstunslioud$ue .2 ne.3 ve.a ududnsd)
a.1.1.1 lunsdJueitndntulszmalne nsds ve.2)
4.1.1.2 lunsdlduenindrionisuisussy (mnede ve.3)
4.1.1.3 lunsdiduenindihainaassne (mneds ne.g)

a.1.2 lushmatunsdsuvew iiauasian wiaussazBusitentsauauann s mEnfsRituvzdou (Finished
product spectification) nstifiegseninmsidsuanilufudu sefesuuuenasnisveudly (0.5) 1 miause e
wilvriauiuuseninsia v warliiu 2 U duninfulsemausznansiaddnnseling

4.2 lunsaifendeluvsamelne fudesodidunnmdromideiusounnsgumssane samdnnusisn1sirlunwang?
Y8INTENTIAS50UEY (GMP-PIC/S) Tumsnmeniliauansaiudgenuseunsnsivaey Tasilnanisiusesisiufiauesiauas
Fuiinmnen

lunsdifiduemindrainsrszoe frdasodidiunmiemidoiuseanasgrunandamunsninasBsnisiimuns
Wamen PIC/S (Pharmaceutical Inspection Co-operation Scheme) lngwuaea1u PIC/S participating authorities aiiua1ganiu
saumsesaaeulaafinanisiusesfviulssnelszninnmiidnnseiind wieymasadnudusnsdl

4.3 NN MENLLENATTANANYNEANIL YR TTILAUDTIAN

4.3.1 wamanmvdiaseiaunmndafuvivosindn (Certificate of analysis) lusnjuiidadiusatag

4.3.2 wansnsniessinuawIngiu (Raw material) vewheddiililunsndnefuiidaiuieeiesdne.
wazgniningfiu

4.3.3 HaN13ANYIAI AT IUSEELE120987 (Long term stability) maam‘ﬁ‘nmqwmmﬁ-ﬁuwmﬁau uenans ity
(wisin) Funslouslunsdvadousumannd 2 1

4.9 ML)

4.4.1 flaveraesdsiieteetinios 5 vin Fulufunuansvasdesldasuiunuidimusiuilonuauia
vhludhasy

4.5 msUsrAuRmAmENTidtey

4.5.1 mgveseniidsaudadhitosnii 1 T unniudwey
4.5.2 smneaniidaey svsiesdsdnamiigluiusemansieeveriuiidmouresudn
4.5.3 lunsdifimiwsmnnhnsduheneiidweudedmsTlinsesinunm msswniswrvimidatamedatie
lnefneasdasdisfiudnmuinnuimienenisdamatinsreiuasniufiuisvourldtdlunsansdiessiqunmuacas
1193574 (Reference standard) lunsaliinuinetlidiulumurndnwuziows mssemsueanudnilisuinsannsaussa
pdenavesiieuas/ wiskrdnluasirely
4.5.4 freFesiunsuefunnnsdidleslndvameny vumany wiadlafiamsdeuaninrautmuslashifideuly
5. nsVssdiudszdninweesian (Price Performance)
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6. o Suhde
AuieBuseulvVig@es nidndnyqnaunuadyginounin
6.1 WusenseriigniinosnantyBelsmeua
6.2 wam3inwilia lagnstudunnunmdnguausiieg
6.3 fluamsiiessiarnnasinemaninsuwnd Wonnmhsnuiinssmssassngeiusesheniulidunnsgu
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