
The filling process consists of final formulation, terminal sterile filtration, aseptic 

transfer, and aseptic filling. The single-use filling assembling is a sterile transfer unit 

that has been validated, installed, and sterilized in advanced, containing components 

such as a single-use mixing bag, a sterile storage bag, a high-level buffering bag (i.e., 

the filling bag), a single-use capsule filter, filling tubing, a single-use sterile connector, 

a disconnector, and a single-use filling needle. The single-use filling assembling is free 

of the cleaning and sterilization steps, and can be used immediately after being disas-

sembled and be installed in a rapid manner, for the manufacturing of different prod-

uct batches.

In addition to providing a comprehensive single-use filling solution, LePure Biotech 

can also provide customized overall solutions according to the actual needs of cus-

tomers.

Single-use Filling Assembling

Empower Biopharma with High Quality Bioprocess Solutions



Applications
Preparation, sterile filtration, and aseptic filling of final products of vaccines, monoclonal antibodies, ADC, double 
antibodies, recombinant proteins, and other drugs

Advantages
-  Provide overall solutions for single-use filling, as well as flexible solutions based on customer needs
-  Provide customized service, with the size of bag tubing designed according to operating conditions, suitable 
    for R&D, pilot, commercial manufacturing, and other links
-  Pre-rinsing of components such as tubing, connecting pieces, and filters removes visible foreign bodies or p
    articles and effectively reduces particulate matter and extractable levels
-  Manufacturing and assembling in Grade C + A environment, providing a higher cleanliness level
-  Filling needles that can be customized in a flexible manner are suitable for filling machines of different brands
-  Distribution tubing is carefully designed to ensure filling accuracy

Single-use mixing bag

Single-use mixing bags are made of multi-layer co-extruded film, which is 
safe to be used for blending of various process materials and liquids. 
There are two types: round and square bags, which can cover all the 
specifications required for R&D, pilot, and commercial manufacturing 
from 500 mL to 500 L, and can easily achieve a stable amplification and 
mixing effect. Flexible customization of electrode sensor interfaces
for pH, temperature, conductivity, and other parameters can meet 
in-place monitoring needs during formulation.

Single-use terminal sterile filtration system

Integrity test before use Integrity test after use

LePure Biotech provides a variety of combinations based on 
the final sterile filtration process of the customer, and in terms 
of design, considering the pressure resistance of upstream 
connecting tubing, sterility of downstream parts, and the 
access to sufficient space in downstream process (such as 
installing sterilizing-grade barrier filter or sterile bags of corre-
sponding volume) for exhaust and drainage, and other factors, 

according to the customer's process requirements, 
and in reference to the product batch size, tubing 
length, installation, sterilization convenience, etc., 
verifies the installation area and location of filters, 
carries out tubing assembly design, and assembles, 
and pre-rinses components such as tubing, connect-
ing pieces, and filters, so as to remove visible 
particles or particulars and effectively reduce the 
level of particulate matters and extractables.



Sterile transmission system

Single-use filling bag
The single-use filling bags are multi-layered 
co-extruded and can be safely used for the filling 
process of the final sterile drug product.

Ship-type filling mode Octopus-type filling mode

With the sterile transmission system used throughout 
the entire sterile drug product manufacturing process, 
and LePure Biotech can enhance a variety of sterile 
delivery tools, such as through-wall systems and isolator 
sterile transmission systems.

The through-wall system provides a simple, safe, and 
reliable solution for the transfer and delivery of a large 
volume of fluids among different functional rooms, 
reducing large-volume cleaning, sterilization, and other 
steps. The entire system provides aseptic delivery of 
fluids through multiple tube lines based on a stainless 
steel channel and pre-sterilized single use parts for 
multiple process demands.

Film cutting, bag preparation, assembly, and packaging 
of the filling bags are conducted in a Grade C + A 
environment, and components such as tubing, connec-
tors, and filling needles are pre-rinsed to ensure high 
cleanliness and remove visible particles and particulates. 
The discharge mode of filling bag is a factor affecting the 
instability of filling accuracy. LePure Biotech can provide 
different discharge modes according to the needs of a 
specific customer, so as to improve the filling accuracy 
and reduce waste of material and liquid. For example, 
the commonly used drainage modes include ship type 
and octopus type. In addition, the filling bag is designed 
with an inverted trapezoidal bag body, which can 
minimize liquid waste.

Rapid Transfer Port (RTP) is an ideal choice for achiev-
ing rapid transfer of isolator items. The RTP system 
consists of two parts: an alpha (α) port and a beta (β) 
port. After the β terminal part is connected to the α 
port, the operator opens the RTP door from inside the 
isolator with gloves, and then transfers the pre-steril-
ized material to inside the isolator, and during the 
process, isolation from the outside should be ensured. 
In addition, the single use β Bags also function to 
deliver sterile products or waste bags. The size, shape, 
and materials vary according to component and 
manufacturing parameters. Once assembled, the bag 
can be sterilized by gamma radiation and can be 
attached to the isolator at any time.



Order Information

Customized design based on customer needs and operating conditions.

Bulk Drug Substance mixing design Terminal sterile filtration tubing assembling drawing

Single-use filling bag design drawing
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