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AnAnAnAn ISOISOISOISO 9001900190019001 CompanyCompanyCompanyCompany

The Hydrophilic PVDF Membrane Capsule
filters have been manufactured in a mdi facility
in compliance with ISOISOISOISO 9001900190019001 regulations using
validatedvalidatedvalidatedvalidated productionproductionproductionproduction processesprocessesprocessesprocesses.

AseptiCapAseptiCapAseptiCapAseptiCap WWWWSSSS HydrophilicHydrophilicHydrophilicHydrophilic PVDFPVDFPVDFPVDF MembraneMembraneMembraneMembrane
CapsuleCapsuleCapsuleCapsule FiltersFiltersFiltersFilters
Catalog No. : DWS15336DDXX101
Type : DWS
Pore Size : 0.1 µm (0.2 µm + 0.1 µm)
Lot Number : DV5984L Sl.No. 234
Manufacturing Date : 2024 - 12
Expiry Date : 2029 - 12

SPECIFICATIONSPECIFICATIONSPECIFICATIONSPECIFICATION

LengthLengthLengthLength 5”
FilterFilterFilterFilter MediaMediaMediaMedia Hydrophilic PVDF Membrane
DrainageDrainageDrainageDrainage LayersLayersLayersLayers Polyester
HousingHousingHousingHousing Polypropylene
DifferentialDifferentialDifferentialDifferential PressurePressurePressurePressure < 4Kg/cm² at 30 °C
MaximumMaximumMaximumMaximum OperatingOperatingOperatingOperating TemperatureTemperatureTemperatureTemperature 80 °C @ < 2 Kg/cm²
SterilizationSterilizationSterilizationSterilization 2 Autoclaving cycles at 125 °C of 30 minutes each

LOTLOTLOTLOT RELEASERELEASERELEASERELEASE CRITERIACRITERIACRITERIACRITERIA
100%100%100%100% IntegrityIntegrityIntegrityIntegrity TestedTestedTestedTested :::: The capsule filter has been tested for integrity by Air Diffusion Flow Test and Bubble

Point Test using purified water.
Diffusion flows were: ≤ 8.0 ml/min @ 3.52 kg/cm²
Bubble point was: ≥ 70 psi (4.83 Bar).

TypicalTypicalTypicalTypical WaterWaterWaterWater FlowFlowFlowFlow RateRateRateRate :::: 2.5 lpm @ 0.70 Kg/cm² @ 27 ºC
MicrobialMicrobialMicrobialMicrobial ChallengeChallengeChallengeChallenge TestTestTestTest :::: Retains ≥ 107 organisms/cm² of Acholeplasma laidlawii (ATCC 23206).

VALIDATEDVALIDATEDVALIDATEDVALIDATED FORFORFORFOR
BubbleBubbleBubbleBubble pointpointpointpoint (50%(50%(50%(50% IPA)IPA)IPA)IPA) :::: The filter is certified/validated for integrity by Bubble point test using 50%

IPA/Water solution. Bubble point ≥ 28 psi (1.93 Bar)
AutoclavabilityAutoclavabilityAutoclavabilityAutoclavability ::::Maintains integrity after 2 autoclaving cycles at 125 °C of 30 minutes each.
BacterialBacterialBacterialBacterial EndotoxinEndotoxinEndotoxinEndotoxin :::: Aqueous extracts exhibit < 0.25 EU/ml as established by Limulus Amebocyte

Lysate (LAL) test as per USP <85>.
ExtractableExtractableExtractableExtractable withwithwithwith WFIWFIWFIWFI :::: Passes NVR test as per USP <661>.
OxidizableOxidizableOxidizableOxidizable substancessubstancessubstancessubstances :::: Passes test as per USP<1231>.
BiosafetyBiosafetyBiosafetyBiosafety :::: Passes Biological Reactivity Tests, In Vivo for Class VI plastic as described in USP

<88>.
CytotoxicityCytotoxicityCytotoxicityCytotoxicity :::: Passes Biological Reactivity Tests, In Vitro as described in USP <87>.
IndirectIndirectIndirectIndirect FoodFoodFoodFood AdditivesAdditivesAdditivesAdditives :::: Passes as per FDA 21CFR 177.1520(a)1(i).
ParticleParticleParticleParticle ReleaseReleaseReleaseRelease :::: Passes test as per USP <788>, “Particulate matter in Injections”.
FiberFiberFiberFiber ReleaseReleaseReleaseRelease :::: Complies with FDA 21CFR 210.3(b)(6).
TotalTotalTotalTotal OrganicOrganicOrganicOrganic CarbonCarbonCarbonCarbon :::: Meets USP <643> limit of 500 ppb for total organic carbon after flushing specified

volume of water for injection.
ConductivityConductivityConductivityConductivity :::: Meets USP <645> limit of 1.3 µS/cm at 25 °C for water conductivity after flushing

specified volume of water for injection.
CUSTOMERCUSTOMERCUSTOMERCUSTOMER SUPPORTSUPPORTSUPPORTSUPPORT
mdi offers its unique interdisciplinary skills to provide solutions to specific problems. Please contact our factory or the
local application specialist.
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