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BM EQUIPMENT BM EQUIPMENT
Certificate of Analysis Certificate of Compliance
- Certified EN 15013485: 2016
Product Name | 6 Wells, Clear, Flat Bottom, TC | Product No. | 703001 Lot No. 092525BA01 Product Number 703001 Lot Number 0925258401
Product Name 6 Well Cell Culture Plate, flat, TC, Sterile
DOM 2025-09-25 Expiration Date Manufacture Date ©  2025-09-25 Expiration Date :  2028-08
No Ttem Inspection items/basis Result aterials:
Bobbies: Bobties e a0t allowed ot Toe bations oF fhe Tote. sad Virgin Polystyrene, meets USP Class VI requirements and have shown non-toxic according to USP Chapter
ol SF et s b S e Al T s et <88>,"Biological Reactivity Tests, in vivo", Chapter<87>,'Biological reactivity Tests, in Vitro" and/ ISO
i Bols Botsiss o 10993-5"Tests for in vitro cytotoxicity”.
Rubber mouth wire drawing: less than 1.5mm accepted, otherwise P
rejected: Sterilization:
o ghos isiticeiot aceapae foe el i wid it Products certified sterile have been validated for the proper E-Beam radiation dosage based on IS0 11137.
1 Appearance 3 Pass This validation procedure is verified to insure all sterilized product receives adequate doses of E-Beam
exceeding 0. 1mm for non scraping hands is acceptable;
c Products meet a minimum Steriity Assurance Level (SAL) of 10%.
Black spots/impusities: the bottom of the hole is not allowed, and the
side wall of each hole cannot exceed 2 0.5mm? poiats;
The top of the cover is allowed to have one not exceeding 0.5mm * oo oot
Dby e g 5 0- Product complies with the latest revision of EMA/410/01 "Note for Guidance on minimising the risk of
oo faan Ceoun o more POty transmitting animal spongif agents via human medicinal products” by virtue
[Removable black spots/impurities are not acceptable. of all bovine derived material having been processed per specific conditions of section 6.4 of EMA/410/01
2 Size Comforming to the blueprint Pass
- Spray on the product processing surface with a steam meter, and the Non-Pyrogenic:
. + test| PR
3 [Mydeopbilicity best] + s condenses inko/fih scalés L Products certfied non-pyrogenic have been tested and have met the crteria established in the Pharmacopoeia
4| Contact angle test | After TC treatment, the contact Angle does not exceed 42 degrees Pass of Ghina (Ch.P). The acceptance level for poduct s < 0.05 EU/mi
t te 1ts tact i
5 Pacvkagmg Correc packaging materials and quanity,itact pactaging Pass T T—
6 Sterilization  [Red colored irrediration tag with Certificate of Iradiation Pass The product has been tested for the attribute of Cell Attachment and Growth utilizing an attachment-dependent
7 | *Stexitity testing [ No sticroorganisms can be detected Pass mammalian cell line in a serum supplemented media, Attachment and Growth Performance.
*Endotoxin
8 Detection |<0 00EU/ml Pass RNase/DNase Testing:
Th ct has been tested and i free of any detectable RNase/DN: taminatio
9 | *Cell culture test |The cells were evealy distributed and in good condition Pass o prochuct s been Sested arid s free of ey defectable RiNase/DiNase confamnafion.
10 | *Roasetest [No Rnase detected Pass Quality Control Testing:
n “Diasaiest | No Dusss aetected Pase Representative production samples are collected and inspected in accordance with current applicable product
specifications. Inspection records are reviewed and approved by qualified personnel for product release. Key
Conclusion Pass inspections and infine tests are listed below:
Test: Results:
[Note: Only Pass or No pass is applicable in filling in Result. Viowl Alliies Pass
It riced with "*" are periodic testing items ive products Hydrophilc Test; b
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