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SubjectSubjectSubjectSubject :::: ChangeChangeChangeChange inininin positionpositionpositionposition ofofofof 4"4"4"4" TCTCTCTC portportportport usedusedusedused inininin AseptiMixAseptiMixAseptiMixAseptiMix MIMIMIMI SingleSingleSingleSingle UseUseUseUse MixerMixerMixerMixer Bags.Bags.Bags.Bags.

ScopeScopeScopeScope :::: ThisThisThisThis changechangechangechange willwillwillwill affectaffectaffectaffect AseptiMixAseptiMixAseptiMixAseptiMix MIMIMIMI MixerMixerMixerMixer BagBagBagBag withwithwithwith 4"4"4"4" TCTCTCTC port.port.port.port. TheTheTheThe affectedaffectedaffectedaffected drawingdrawingdrawingdrawing

numbersnumbersnumbersnumbers areareareare mentionedmentionedmentionedmentioned inininin AnnexureAnnexureAnnexureAnnexure 1.1.1.1.

BackgroundBackgroundBackgroundBackground

During packaging of AseptiMix MI Single Use Mixer Bags with 4" TC port, the mixer bags are packed in

such a way that the blades of impeller are vertical to the port and directly come in contact to 4" TC

port.

NeNeNeNeedededed forforforfor ChangeChangeChangeChange

Due to direct contact of 4" TC port with the impeller, it is sometimes observed that the impeller get

damage when an excessive force is applied on the 4" TC port against the impeller. To mitigate the

damage of impeller in AseptiMix MI Single Use Mixer Bags with 4" TC port, the position of port shall be

shifted in such a way that it will not directly come in contact to the impeller.

HowHowHowHow DoesDoesDoesDoes ItItItIt AffectAffectAffectAffect thethethethe UserUserUserUser

From the user point of view, only the location of TC port will be shifted and it does not impact the

fitment of mixer bag. All product specifications including material of construction as well as other

performance specifications shall remain unchanged.

ImplementationImplementationImplementationImplementation ofofofof ChangeChangeChangeChange

mdi AseptiMix MI Single Use Mixer Bag with 4" TC port manufacture after the implementation date will

have the said changes in product.

In case you have any queries, please feel free to contact our Technical Support Team at

'info@mdimembrane.com'.
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AnnexureAnnexureAnnexureAnnexure 1111
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