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SubjectSubjectSubjectSubject :::: IncorporationIncorporationIncorporationIncorporation ofofofof manufacturingmanufacturingmanufacturingmanufacturing sitesitesitesite addressaddressaddressaddress onononon thethethethe CertificateCertificateCertificateCertificate ofofofof QualityQualityQualityQuality (CoQ)(CoQ)(CoQ)(CoQ) andandandand

CertificateCertificateCertificateCertificate ofofofof SterilitySterilitySterilitySterility (CoS)(CoS)(CoS)(CoS) ofofofof mdi productsproductsproductsproducts

ScopeScopeScopeScope :::: ThisThisThisThis changechangechangechange notificationnotificationnotificationnotification willwillwillwill affectaffectaffectaffect thethethethe productsproductsproductsproducts withwithwithwith followingfollowingfollowingfollowing catalogcatalogcatalogcatalog numbersnumbersnumbersnumbers:::: ((((####
cancancancan bebebebe anyanyanyany alphabetalphabetalphabetalphabet orororor numeral)numeral)numeral)numeral):

� A############## � L##############

� B############## � M##############

� C############## � N##############

� D############## � P##############

� E############## � Q##############

� F############## � R##############

� G############## � S##############

� H############## � T##############

� I############## � V##############

Background:Background:Background:Background:

To communicate the details of manufacturing site of the products, change has been done in

the Certificate of Quality (CoQ) and Certificate of Sterility (CoS) of mdi products. The address

of manufacturing site will be specified at the bottom of the CoQ/CoS of the product. This

change is only a paper change.

NeedNeedNeedNeed forforforfor Change:Change:Change:Change:

For better control on materials/intermediates (to be used in final product), the current industry

practices require procurement of materials only from the approved vendors. The vendors are

approved considering different manufacturing sites of single vendor as separate vendors for

better control and traceability. To maintain the procurement of material from approved

vendors, the customers require details of manufacturing site along with the receipt of products.

Currently, the address of corporate site is mentioned on the Certificate of Quality and

Certificate of Sterility. This makes it difficult for the customer to trace the manufacturing site.

Hence, to improve the traceability, it has been decided to incorporate the address of the

manufacturing site on the CoQ/CoS of mdi products instead of corporate site address.
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HowHowHowHow DoesDoesDoesDoes ItItItIt AffectAffectAffectAffect thethethethe User:User:User:User:

From a practical point, this change will provide additional information regarding product

manufacturing site. All performance specifications, product attributes and materials of

construction (MOC) shall remain unchanged. The Certificate of Quality (CoQ) and Certificate

of Sterility (CoS) will reflect the said changes.

ImplementationImplementationImplementationImplementation ofofofof Change:Change:Change:Change:

All mdi products having catalog numbers as mentioned above, released after the

implementation date will have the said changes. However, the available stock of mdi

products with catalog numbers as mentioned above and having corporate site address on

CoQ/CoS will be received by you till the stocks last.

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

'info@mdimembrane.com'.
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