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«lo.lo Finished product specification USPae H318agiduneiail

No. Test items Specifications
@. | Identification mwmumuﬁisﬂu Finished product specification
. | Assay c&.&-e0&.0% LA
e. | Dissolution test
- Test @ - NLT @o% (Q) of the labeled amount of atorvastatin
(CaaHaeFNWOg) is dissolved in @& min.
- Test o - NLT &% (Q) of the labeled amount of atorvastatin
(CanHaeFNuO4) is dissolved in emo min.
- Test e - NLT ®0% (Q) of the labeled amount of atorvastatin
(CanHaeFNWOe) is dissolved in eno min.
& | Uniformity of dosage units mmmumuﬁizﬂu Finished product specification
&. | Impurities

&.@ Organic Impuirities

- Atorvastatin pyrrolidone analog NMT o.&%

- Atorvastatin related compound H NMT @.0%

- Atorvastatin epoxy pyrrolooxazin NMT o.&%
o-hydroxy analog

- Atorvastatin epoxy pyrrolooxazin NMT o.¢%
e-hydroxy analog (if present)

- Atorvastatin epoxy THF analog NMT o.lb&%

- Atorvastatin related compound D

NMT o.en&% or 0.¢% if atorvastatin epoxy THF analog is
integrated together

- Any other unspecified degradation | NMT o.0%
product
- Total degradation products NMT &.0%

&b Elememtal impurities

Meet the requirements (Wuuunan13n329ATIEY 130
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<00 JUuuU iushuunzneulnanide dumdy

<.0.lo @ulsznou Usznauaie insulin human sliadadaunsigindneie
N32UIUNIT recombinant DNA & A213u3gn3uiia monocomponent Usenausiedugdula
(soluble insulin human) ¥88ag mo way isophane insulin 5088z eo lasdusutuAIIUTUTY
eoo IU/ml Tuu3uns eo ml

Lom AMTULUTI] UITluATuEEIEnUs1AaInIlauuy multiple doses
U315 oo ml uarussduatesiuua
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@b Finished product specification USP&o ﬁi’mau’?}‘aﬂﬁqg

No. Test items Specifications
®. | Identification #529rUn N2yl Finished product specification
. | Assay «&.0-e0&.0% of the potency stated on the label, expressed in

USP Insulin Human Units/mL

o. | Zinc Determination o.0b-o0.0& Mg for every @oo USP Insulin Human Units

Product-related substances and | NMT en.0%
Impurities
- Physicochemical Analytical

Procedures for Insulins

& | Soluble Insulin Human Content | The percentage of soluble insulin human is in the range Lz&,
Method @, where L is the percentage of soluble insulin human staged on
the product label

o. | pH o.0-0.@
Bacterial endotoxins NMT <o USP Endotoxin unit/@oo USP Insulin Human Units
. | Sterility test Meet the requirements
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(certification of analy5|s of finished product) ¥@sengunisnandaguu
yiai] wamim’;mLﬂs%mmmwmuwmu finished product specification
%ﬂlé}’ﬂmmﬁawﬁaﬁwﬁm'\uﬂmuﬂsimmimmmau&n Uszimelng
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NAREN MUVENINTLaEIENNTAlUAIRERET PIC/S (Pharmaceutical Inspection Co-operation
Scheme) Inaniae91u PIC/S participating authorities ®383lenanIiuTBININTFIUNNINARLIAL
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