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ChangeChangeChangeChange NoticeNoticeNoticeNotice No.No.No.No. NotificationNotificationNotificationNotification datedatedatedate ImplementationImplementationImplementationImplementation datedatedatedate
CN/A/24/006CN/A/24/006CN/A/24/006CN/A/24/006 DecemberDecemberDecemberDecember 28,28,28,28, 2024202420242024 JanuaryJanuaryJanuaryJanuary 06,06,06,06, 2025202520252025

SubjectSubjectSubjectSubject :::: RationalizationRationalizationRationalizationRationalization ofofofof placementplacementplacementplacement ofofofof CertificateCertificateCertificateCertificate ofofofof QualityQualityQualityQuality (CoQ)(CoQ)(CoQ)(CoQ) ofofofof mdi SingleSingleSingleSingle UseUseUseUse AssembliesAssembliesAssembliesAssemblies inininin

shippingshippingshippingshipping boxes.boxes.boxes.boxes.

ScopeScopeScopeScope :::: ThisThisThisThis changechangechangechange willwillwillwill affectaffectaffectaffect allallallall thethethethe SingleSingleSingleSingle UseUseUseUse AssembliesAssembliesAssembliesAssemblies withoutwithoutwithoutwithout filters.filters.filters.filters.

BackgroundBackgroundBackgroundBackground

In existing system, the CoQ of Single Use Assemblies without filter are packed in each box containing

assemblies. However, in case of assemblies with sterilizing grade filter, the envelope containing all

the CoQs for the assembly lot along with the envelope containing all the CoQs of sterilizing grade

filter used in that lot are placed in one of the shipping boxes with label "Certificate of Quality Inside"

pasted on two sides of the box.

NeNeNeNeedededed forforforfor ChangeChangeChangeChange

In order to rationalize the placement of CoQs for both mdi Single use Assemblies (with and without

filter), the same shall be packed in one of the shipping boxes with label "CertificateCertificateCertificateCertificate ofofofof QualityQualityQualityQuality InsideInsideInsideInside"

pasted on two sides of the box.

HowHowHowHow DoesDoesDoesDoes ItItItIt AffectAffectAffectAffect thethethethe UserUserUserUser

From the user point of view, the changes done will have no impact on the quality of the product (as

the change is done only for the rationalization for packaging of CoQ of Single Use Assemblies).

ImplementationImplementationImplementationImplementation ofofofof ChangeChangeChangeChange

mdi Single Use Assemblies released by QA after the implementation date will have the said changes

in the packaging of Certificate of Quality for the product.

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

'info@mdimembrane.com'.
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