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AnAnAnAn ISOISOISOISO 9001900190019001 CompanyCompanyCompanyCompany

The Hydrophobic PVDF filter has been
manufactured in a mdi facility in
compliance with ISOISOISOISO 9001900190019001 regulations
using validatedvalidatedvalidatedvalidated productionproductionproductionproduction processesprocessesprocessesprocesses.

AseptiVentAseptiVentAseptiVentAseptiVent VFVFVFVF---- γγγγ HydrophobicHydrophobicHydrophobicHydrophobic PVDFPVDFPVDFPVDF MembraneMembraneMembraneMembrane FiltersFiltersFiltersFilters

Catalog No. : IVFX0801BBRX102

Type : IVF

Pore Size : 0.2 µm

Lot Number : IV8804L

Manufacturing Date : 2024 - 12

Expiry Date : 2029 - 12

SPECIFICATIONSPECIFICATIONSPECIFICATIONSPECIFICATION

Membrane : Hydrophobic PVDF
Housing : Polypropylene
Filter Diameter : 37 mm
Effective Filtration Area (Nominal) : 10 cm²
Burst pressure : > 8 Kg/cm²
Sterilization : Can be sterilized by Gamma Irradiation upto 50 kGy

LOTLOTLOTLOT RELEASERELEASERELEASERELEASE CRITERIACRITERIACRITERIACRITERIA

100%100%100%100% IntegrityIntegrityIntegrityIntegrity TestedTestedTestedTested :::: The filter has been tested for integrity by Bubble Point Test using 50% IPA/Water
solution. Bubble point was: ≥ 18 psi (1.24 Bar)

TypicalTypicalTypicalTypical AirAirAirAir FlowFlowFlowFlow RateRateRateRate :::: 10 lpm @ 1.0 kg/cm²

MicrobialMicrobialMicrobialMicrobial ChallengeChallengeChallengeChallenge TestTestTestTest :::: Retains ≥ 107 organisms/cm² of B. diminuta ATCC 19146 challenge as per ASTM
F838 methodology.

VALIDATEDVALIDATEDVALIDATEDVALIDATED FORFORFORFOR

BacterialBacterialBacterialBacterial EndotoxinEndotoxinEndotoxinEndotoxin :::: Aqueous extracts exhibit < 0.25 EU/mL as established by Limulus Amebocyte
Lysate (LAL) test as per USP <85>.

BiosafetyBiosafetyBiosafetyBiosafety :::: Passes Biological Reactivity Tests, In Vivo for Class VI plastic as described in
USP <88>.

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).

PRECAUTIONSPRECAUTIONSPRECAUTIONSPRECAUTIONS

1. During handling, avoid contamination of outlet.
2. If pressure required to maintain the required flow becomes too high, the filter unit should be changed.

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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