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Service Tenet:

We value timeliness, yet we hold authenticity in higher regard.
We adhere to standards, while we are flexible and prompt.

Synthgene Biotechnology Co., Ltd.

In April 2023, the United States Pharmacopeia (USP) released the "mRNA Vaccine Quality Analysis Methods -

For mRNA vaccines to function effectively in vivo, not only does the antigen sequence need to be optimized, but o - ) o )
Draft Guideline" (Second Edition). The second version starts from the entire life cycle of mRNA vaccines and

a delivery system capable of overcoming challenges such as extracellular barriers, endosome escape, and intra- o . . i ] ]
: L . " , . i conducts multi-dimensional evaluations to ensure their safety, efficacy, and product quality.
cellular immunity is also required. Lipid nanoparticle (LNP) delivery systems are currently the most widely used.

Synthgene Biotech formulates applicable formulations using lipids from marketed vaccines (SM102, ALC0315) Synthgene Biotech, referencing the USP draft,

has developed a complete mMRNA & LNP testing system.

mRNA testing service mRNA-LNP testing service

and self-developed novel lipids, providing advanced LNP delivery system preparation services.
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Poly A tail distribution LC-MS Encapsulated mRNA content/encapsulation efficiency RiboGreen assay

full-process assurance to meet challenges!
attentive tracking of the diverse delivery dsRNA ELISA method Lipid content HPLC-CAD
progress. needs of our DNA residue gPCR method Particle size and dispersibility (PDI) DLS
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for after-sales:

. . Plasmid purity HPLC Insoluble microparticle examination Microscopic counting method/optical obliteration method
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promp“y. Linearized plasmid purity HPLC/CGE Residual solvent examination USP<467>, ChP 0861

Nucleotide and cap analogue residue HPLC Endotoxin Gel method/dynamic colorimetric method
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2. Encapsulation Efficiency Data

mMRNA encapsulation efficiency is greater than 95%.
This methodology has been validated and can detect concentrations as low as 1 ng/ml.

Encapsulation ratio calculation standard curve
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mMRNA & LNP detection platform demonstration

CRO 1—Sequence Design and Optimization

CRO 2—mRNA Preparation

CRO 3—LNP Encapsulation

CRO 4—mRNA & LNP Detection



