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ChangeChangeChangeChange NoticeNoticeNoticeNotice No.No.No.No. NotificationNotificationNotificationNotification datedatedatedate ImplementationImplementationImplementationImplementation datedatedatedate
CN/A/22/00CN/A/22/00CN/A/22/00CN/A/22/003333 JuneJuneJuneJune 11117777,,,, 2022202220222022 JuJuJuJulylylyly 11117777,,,, 2022202220222022

Subject:Subject:Subject:Subject: ChangeChangeChangeChange inininin thethethethe designdesigndesigndesign ofofofof septumseptumseptumseptum forforforfor samplingsamplingsamplingsampling portportportport needleneedleneedleneedle usedusedusedused inininin mdi SingleSingleSingleSingle UseUseUseUse Assemblies,Assemblies,Assemblies,Assemblies,

ASESSASESSASESSASESS SamplingSamplingSamplingSampling Systems,Systems,Systems,Systems, andandandand SingleSingleSingleSingle UseUseUseUse Components.Components.Components.Components.

Scope:Scope:Scope:Scope: ThisThisThisThis changechangechangechange notificationnotificationnotificationnotification willwillwillwill affectaffectaffectaffect thethethethe productsproductsproductsproducts withwithwithwith followingfollowingfollowingfollowing catalogcatalogcatalogcatalog numbersnumbersnumbersnumbers:::: (X(X(X(X cancancancan bebebebe anyanyanyany

alphabetalphabetalphabetalphabet orororor numeral)numeral)numeral)numeral):

• AXXXXXXXXXXXXXX

• SSXAXXXXXXXXXXX

Background:Background:Background:Background:

The sampling port is an integral part of the ASESS sampling system and the sampling port needle

allows to draw samples by piercing the sampling port septum. The design of the sampling port septum

has been improved to effect easy piercing by the sampling port needle.

NeedNeedNeedNeed forforforfor Change:Change:Change:Change:

The sampling port needle is pushed through the sampling port septum to provide an aseptic pathway

for sampling, and the force required to pierce the sampling port septum is very high and strenuous for

the user.

HowHowHowHow DoesDoesDoesDoes ItItItIt AffectAffectAffectAffect thethethethe User:User:User:User:

From the user point of view, the change shall result in easier piercing of sampling port septum without

impacting the quality of the product. All performance specifications, product attributes, material of

construction, and traceability shall remain the same.

EffectiveEffectiveEffectiveEffective Date:Date:Date:Date:

mdi sampling port septum, manufactured after the implementation date (July 17, 2022) will have the

said changes.

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

'info@mdimembrane.com'.
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