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Raw Materials and Services to Enable mRNA and Oligo Therapeutics

江苏申基生物科技有限公司成立于����年，是一家专注于核酸药物关键技

术开发的高科技企业，公司产品主要应用于小核酸药物、mRNA疫苗/药物、

分子诊断等领域。作为全球核酸药物核心原料领域的领军企业，公司已申请

相关专利超过���项，完成了亚磷酰胺单体、帽类似物、生物酶、递送系统等

核酸药物产业链核心技术的全覆盖。公司拥有�万平研发以及GMP生产基

地，产品质量达到国际领先标准，获评“国家高新技术企业”、“国家专精特新

小巨人企业”，承担了科技部“核酸药物揭榜挂帅”等重大项目。



DEVELOPMENT HISTORY

2018
申基成立

专利获批

研发转产

资本青睐
专精特新

全面启航再获殊荣重大突破

完成核苷、修饰核苷、亚磷酰胺等
小核酸药物核心原料的研发转产

研发中心落户江苏省生命科
技园并签署合作协议，总建
筑面积达����平方米

独立研发新型帽类似物专利
获得国家专利局审批通过

完成超�亿元A+轮融资
国家“揭榜挂帅”技术攻关重大项目落地
mRNA疫苗核心原料获FDA DMF Ⅱ类备案

获评“����年江苏省专精特新中小企业”
入选����中国潜在独角兽榜单
Areterna子公司成立，完成全球布局

获评“国家专精特新小巨人企业”
获评“江苏省潜在独角兽企业”
申基宜兴工厂投产

宜兴核酸药物原料“芯片”工厂正式启动
获评江苏省企业技术中心天然核苷、修饰核苷的互相转换

生产基地交付，提供吨级以上高品质核酸原料
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FDA DMF FILINGPATENT APPROVAL

DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Food and Drug Administration 
Silver Spring, MD  20993

DMF 036997 DMF ACKNOWLEDGEMENT

JIANGSU SYNTHGENE BIOTECHNOLOGY CO., LTD.
ATTENTION: QIAN BICHANG
BUILDING B6-2, NO. 9, WEIDI ROAD
XIANLIN UNIVERSITY TOWN, XIANLIN SUBDISTRICT
QIXIA DISTRICT, NANJING CITY, CHINA

Dear Qian Bichang,

The Food and Drug Administration acknowledges receipt of the following Drug Master File (DMF) 
submission:

DMF NUMBER ASSIGNED: 036997
DATE OF SUBMISSION: JUNE 23, 2022
DMF TYPE: II
SUBJECT (TITLE):                         N1-METHYL-PSEUDOURIDINE-5'-TRIPHOSPHATE
HOLDER: JIANGSU SYNTHGENE BIOTECHNOLOGY CO., LTD.
SUBMITTED BY: JIANGSU SYNTHGENE BIOTECHNOLOGY CO., LTD. 
AGENT: SHIJIAZHUANG CREADY PHARMACEUTICAL R&D INC.

All subsequent correspondence to this DMF should be identified with the information as provided 
above.

Your DMF will be reviewed only in connection to a New Drug Application, Abbreviated New Drug 
Application, Investigational New Drug Application, Biological License Application, New Animal 
Drug Application, Abbreviated New Animal Drug Application, Investigational New Animal Drug 
Application, or DMF it is intended to support when a Letter of Authorization (LOA) is submitted to the 
DMF and a copy of the LOA is submitted in the application e.g., NDA, that references the DMF.

For information on various DMF submissions, example of letter templates and DMF Guidance for 
Industry, check the DMF website at https://www.fda.gov/drugs/forms-submission-requirements/drug-
master-files-dmfs

The holder of the DMF is responsible for compliance with 21 CFR314.420 as interpreted in “The 
Guideline for Drug Master Files” at https://www.fda.gov/drugs/drug-master-files-dmfs/guideline-drug-
master-files-dmf

Reference ID: 5010413

DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Food and Drug Administration 
Silver Spring, MD  20993

DMF 037771 DMF ACKNOWLEDGEMENT

JIANGSU SYNTHGENE BIOTECHNOLOGY CO., LTD.
ATTN: TONG KUN, GENERAL MANAGER 
BUILDING B6-2, NO. 9, WEIDI ROAD
XIANLIN UNIVERSITY TOWN, XIANLIN SUBDISTRICT
QIXIA DISTRICT, NANJING CITY - 210000, CHINA

Dear Tong Kun, 

The Food and Drug Administration acknowledges receipt of the following Drug Master File (DMF) 
submission:

DMF NUMBER ASSIGNED: 037771
DATE OF SUBMISSION: DECEMBER 27, 2022
DMF TYPE: II
SUBJECT (TITLE):                         M7(3'OMEG)(5')PPP(5')(2'OMEA)PG
HOLDER: JIANGSU SYNTHGENE BIOTECHNOLOGY CO., LTD.
SUBMITTED BY: JIANGSU SYNTHGENE BIOTECHNOLOGY CO., LTD.
AGENT: SHIJIAZHUANG CREADY PHARMACEUTICAL R & D INC.

All subsequent correspondence to this DMF should be identified with the information as provided 
above.

Your DMF will be reviewed only in connection to a New Drug Application, Abbreviated New Drug 
Application, Investigational New Drug Application, Biological License Application, New Animal 
Drug Application, Abbreviated New Animal Drug Application, Investigational New Animal Drug 
Application, or DMF it is intended to support when a Letter of Authorization (LOA) is submitted to the 
DMF and a copy of the LOA is submitted in the application e.g., NDA, that references the DMF.

For information on various DMF submissions, example of letter templates and DMF Guidance for 
Industry, check the DMF website at https://www.fda.gov/drugs/forms-submission-requirements/drug-
master-files-dmfs

The holder of the DMF is responsible for compliance with 21 CFR314.420 as interpreted in “The 
Guideline for Drug Master Files” at https://www.fda.gov/drugs/drug-master-files-dmfs/guideline-drug-
master-files-dmf

Reference ID: 5104565

DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Food and Drug Administration 
Silver Spring, MD  20993

DMF 037774 DMF ACKNOWLEDGEMENT

JIANGSU SYNTHGENE BIOTECHNOLOGY CO., LTD.
ATTN: QIAN BICHANG
BUILDING B6-2, NO. 9, WEIDI RD, XIANLIN UNIVERSITY TOWN
XIANLIN SUBDISTRICT, QIXIA DISTRICT
NANJING CITY -210000, CHINA

Dear Qian Bichang, 

The Food and Drug Administration acknowledges receipt of the following Drug Master File (DMF) 
submission:

DMF NUMBER ASSIGNED: 037774
DATE OF SUBMISSION: DECEMBER 22, 2022
DMF TYPE: II
SUBJECT (TITLE):                         GUANOSINE TRIPHOSPHATE (GTP)
HOLDER: JIANGSU SYNTHGENE BIOTECHNOLOGY CO., LTD.
SUBMITTED BY: JIANGSU SYNTHGENE BIOTECHNOLOGY CO., LTD.
AGENT: SHIJIAZHUANG CREADY PHARMACEUTICAL R & D INC.

All subsequent correspondence to this DMF should be identified with the information as provided 
above.

Your DMF will be reviewed only in connection to a New Drug Application, Abbreviated New Drug 
Application, Investigational New Drug Application, Biological License Application, New Animal 
Drug Application, Abbreviated New Animal Drug Application, Investigational New Animal Drug 
Application, or DMF it is intended to support when a Letter of Authorization (LOA) is submitted to the 
DMF and a copy of the LOA is submitted in the application e.g., NDA, that references the DMF.

For information on various DMF submissions, example of letter templates and DMF Guidance for 
Industry, check the DMF website at https://www.fda.gov/drugs/forms-submission-requirements/drug-
master-files-dmfs

The holder of the DMF is responsible for compliance with 21 CFR314.420 as interpreted in “The 
Guideline for Drug Master Files” at https://www.fda.gov/drugs/drug-master-files-dmfs/guideline-drug-
master-files-dmf

Reference ID: 5102068

DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Food and Drug Administration 
Silver Spring, MD  20993

DMF 037432 DMF ACKNOWLEDGEMENT

JIANGSU SYNTHGENE BIOTECHNOLOGY CO., LTD.
ATTENTION: QIAN BICHANG
BUILDING B6-2, NO. 9, WEIDI ROAD
XIANLIN UNIVERSITY TOWN, XIANLIN SUBDISTRICT
QIXIA DISTRICT, NANJING CITY, 210000, CHINA

Dear Qian Bichang,

The Food and Drug Administration acknowledges receipt of the following Drug Master File (DMF) 
submission:

DMF NUMBER ASSIGNED: 037432
DATE OF SUBMISSION: JANUARY 5, 2023
DMF TYPE: II
SUBJECT (TITLE):                         CAP GAG
HOLDER: JIANGSU SYNTHGENE BIOTECHNOLOGY CO., LTD.
SUBMITTED BY: JIANGSU SYNTHGENE BIOTECHNOLOGY CO., LTD. 
AGENT: SHIJIAZHUANG CREADY PHARMACEUTICAL R&D INC.

All subsequent correspondence to this DMF should be identified with the information as provided 
above.

Your DMF will be reviewed only in connection to a New Drug Application, Abbreviated New Drug 
Application, Investigational New Drug Application, Biological License Application, New Animal 
Drug Application, Abbreviated New Animal Drug Application, Investigational New Animal Drug 
Application, or DMF it is intended to support when a Letter of Authorization (LOA) is submitted to the 
DMF and a copy of the LOA is submitted in the application e.g., NDA, that references the DMF.

For information on various DMF submissions, example of letter templates and DMF Guidance for 
Industry, check the DMF website at https://www.fda.gov/drugs/forms-submission-requirements/drug-
master-files-dmfs

The holder of the DMF is responsible for compliance with 21 CFR314.420 as interpreted in “The 
Guideline for Drug Master Files” at https://www.fda.gov/drugs/drug-master-files-dmfs/guideline-drug-
master-files-dmf

Reference ID: 5107952

DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Food and Drug Administration 
Silver Spring, MD  20993

DMF 037772 DMF ACKNOWLEDGEMENT

JIANGSU SYNTHGENE BIOTECHNOLOGY CO., LTD.
ATTENTION: QIAN BICHANG
BUILDING B6-2, NO. 9, WEIDI ROAD
XIANLIN UNIVERSITY TOWN, XIANLIN SUBDISTRICT
QIXIA DISTRICT, NANJING CITY, CHINA

Dear Qian Bichang,

The Food and Drug Administration acknowledges receipt of the following Drug Master File (DMF) 
submission:

DMF NUMBER ASSIGNED: 037772
DATE OF SUBMISSION: DECEMBER 22, 2022
DMF TYPE: II
SUBJECT (TITLE):                         ADENOSINE TRIPHOSPHATE
HOLDER: JIANGSU SYNTHGENE BIOTECHNOLOGY CO., LTD.
SUBMITTED BY: JIANGSU SYNTHGENE BIOTECHNOLOGY CO., LTD. 
AGENT: SHIJIAZHUANG CREADY PHARMACEUTICAL R&D INC.

All subsequent correspondence to this DMF should be identified with the information as provided 
above.

Your DMF will be reviewed only in connection to a New Drug Application, Abbreviated New Drug 
Application, Investigational New Drug Application, Biological License Application, New Animal 
Drug Application, Abbreviated New Animal Drug Application, Investigational New Animal Drug 
Application, or DMF it is intended to support when a Letter of Authorization (LOA) is submitted to the 
DMF and a copy of the LOA is submitted in the application e.g., NDA, that references the DMF.

For information on various DMF submissions, example of letter templates and DMF Guidance for 
Industry, check the DMF website at https://www.fda.gov/drugs/forms-submission-requirements/drug-
master-files-dmfs

The holder of the DMF is responsible for compliance with 21 CFR314.420 as interpreted in “The 
Guideline for Drug Master Files” at https://www.fda.gov/drugs/drug-master-files-dmfs/guideline-drug-
master-files-dmf

Reference ID: 5102621

DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Food and Drug Administration 
Silver Spring, MD  20993

DMF 037773 DMF ACKNOWLEDGEMENT

JIANGSU SYNTHGENE BIOTECHNOLOGY CO., LTD.
ATTENTION: QIAN BICHANG
BUILDING B6-2, NO. 9, WEIDI ROAD
XIANLIN UNIVERSITY TOWN, XIANLIN SUBDISTRICT
QIXIA DISTRICT, NANJING CITY, 210000, CHINA

Dear Qian Bichang,

The Food and Drug Administration acknowledges receipt of the following Drug Master File (DMF) 
submission:

DMF NUMBER ASSIGNED: 037773
DATE OF SUBMISSION: DECEMBER 23, 2022
DMF TYPE: II
SUBJECT (TITLE):                         CYTIDINE TRIPHOSPHATE
HOLDER: JIANGSU SYNTHGENE BIOTECHNOLOGY CO., LTD.
SUBMITTED BY: JIANGSU SYNTHGENE BIOTECHNOLOGY CO., LTD. 
AGENT: SHIJIAZHUANG CREADY PHARMACEUTICAL R&D INC.

All subsequent correspondence to this DMF should be identified with the information as provided 
above.

Your DMF will be reviewed only in connection to a New Drug Application, Abbreviated New Drug 
Application, Investigational New Drug Application, Biological License Application, New Animal 
Drug Application, Abbreviated New Animal Drug Application, Investigational New Animal Drug 
Application, or DMF it is intended to support when a Letter of Authorization (LOA) is submitted to the 
DMF and a copy of the LOA is submitted in the application e.g., NDA, that references the DMF.

For information on various DMF submissions, example of letter templates and DMF Guidance for 
Industry, check the DMF website at https://www.fda.gov/drugs/forms-submission-requirements/drug-
master-files-dmfs

The holder of the DMF is responsible for compliance with 21 CFR314.420 as interpreted in “The 
Guideline for Drug Master Files” at https://www.fda.gov/drugs/drug-master-files-dmfs/guideline-drug-
master-files-dmf

Reference ID: 5103947

DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Food and Drug Administration 
Silver Spring, MD  20993

DMF 039615 DMF ACKNOWLEDGEMENT

JIANGSU SYNTHGENE BIOTECHNOLOGY CO., LTD.
ATTENTION: QIAN BICHANG
BUILDING B6-2, NO. 9, WEIDI ROAD
XIANLIN UNIVERSITY TOWN, XIANLIN SUBDISTRICT
QIXIA DISTRICT, NANJING CITY, CHINA

Dear Qian Bichang,

The Food and Drug Administration acknowledges receipt of the following Drug Master File (DMF) 
submission:

DMF NUMBER ASSIGNED: 039615
DATE OF SUBMISSION: MARCH 21, 2024
DMF TYPE: II
SUBJECT (TITLE):                         ADENOSINE TRIPHOSPHATE (ATP) TRIS SOLUTION
HOLDER: JIANGSU SYNTHGENE BIOTECHNOLOGY CO., LTD.
SUBMITTED BY: JIANGSU SYNTHGENE BIOTECHNOLOGY CO., LTD. 
AGENT: SHIJIAZHUANG CREADY PHARMACEUTICAL R&D INC.

All subsequent correspondence to this DMF should be identified with the information as provided 
above.

Your DMF will be reviewed only in connection to a New Drug Application, Abbreviated New Drug 
Application, Investigational New Drug Application, Biological License Application, New Animal 
Drug Application, Abbreviated New Animal Drug Application, Investigational New Animal Drug 
Application, or DMF it is intended to support when a Letter of Authorization (LOA) is submitted to the 
DMF and a copy of the LOA is submitted in the application e.g., NDA, that references the DMF.

For information on various DMF submissions, example of letter templates and DMF Guidance for 
Industry, check the DMF website at https://www.fda.gov/drugs/forms-submission-requirements/drug-
master-files-dmfs

The holder of the DMF is responsible for compliance with 21 CFR314.420 as interpreted in “The 
Guideline for Drug Master Files” at https://www.fda.gov/drugs/drug-master-files-dmfs/guideline-drug-
master-files-dmf

Reference ID: 5355689
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In vivo CAR-T相关产品
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IVT相关产品
In vivo CAR-T Related Products

Transcription

IVT Related Products
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mix、Buffer
mix、Buffer
mix、Buffer

IVT相关产品 IVT相关产品

T� Pro RNA polymerase ���U/μL
���μL/��KU
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�����-��K
�����-���K

�����-�M
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⸺
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单组分

⸺
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�mL

�����D-�.�
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内切酶

体外转录

体外转录
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mix、Buffer
mix、Buffer

mix、Buffer

T� RNA polymerase
GMP grade
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GMP-�����-��K

GMP-�����-���K
GMP-�����-�M

单组分

T� Pro RNA polymerase
mix

��×Transcription Buffer

��×Transcription Buffer

 Inorganic Pyrophosphatase
GMP grade

Murine RNase Inhibitor
GMP grade

DNaseI, GMP grade �U/μL
 ��� μL/���U

 � mL/�KU
� mL/��KU

 GMP-�����-�.�K
 GMP-�����-�K

 GMP-�����-��K
单组分
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IVT相关产品 IVT相关产品
核苷酸 核苷酸

修饰核苷酸
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IVT相关产品 IVT相关产品
修饰核苷酸 修饰核苷酸

N4-Acetyl-CTP 100mM Sodium Solution

纯度：＞��%

规格货号
CTPAC���-�.�
CTPAC���-�
CTPAC���-��
CTPAC���-���
CTPAC���-���

���μL
�mL
��mL
���mL
���mL
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IVT相关产品 IVT相关产品
修饰核苷酸 修饰核苷酸

S

R
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IVT相关产品 IVT相关产品
修饰核苷酸

帽类似物

帽类似物
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IVT相关产品 IVT相关产品
帽类似物 帽类似物

纯化
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帽类似物中间体 帽类似物中间体
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帽类似物中间体 帽类似物中间体
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酶相关产品 酶相关产品
蛋白酶

酶法加帽

其他酶

逆转录酶

DNA合成相关酶

——

——

�����-�K
�����-��K

���μL/�KU
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�� U/μLBst Plus DNA Polymerase
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RNase R(��U/μL)
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SAM S-adenosylmethionine
��mM Solution
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试剂盒相关产品 试剂盒相关产品
体外转录试剂盒

转染试剂盒

脂质盲盒

质控试剂盒

Antibody LNP Conjugation Kit

�����-����

�����-����

�����-����

T� Pro Co-transcription RNA Synthesis Kit (C����), �� reactions

T� Pro Co-transcription RNA Synthesis Kit (C����), �� reactions

T� Pro Co-transcription RNA Synthesis Kit (C����), �� reactions

LNP Screening Box 
for Prophylactic Vaccine

LNP Screening Box for Skin

LNP Screening Box for Muscle

LNP Screening Box for T-Cell

LNP���-��

mRNA Capping Rate Pretreatment Kit(LC-MS) ����� ��T/���T

��T/���T

��T/���T

��T/���T

��T/��T

��T/��T

QC����

QC����

QC����

QC����

QC����E.coli Host Cell DNA Residue Detection Kit (�G) 

E.coli Host Cell DNA Residue Detection Kit  

E.coli Host Cell RNA Residue Detection Kit

E.coli Host Cell Protein Residue Detection Kit

E.coli Host Cell Protein Residue Detection Kit(Plasmid) 

LNP���-��

LNP���-��

LNP���-��

�×� well strip

�×� well strip

�×� well strip

�×� well strip

Antibody LNP Conjugation Kit �����
�×RXN
�×RXN



21/ 22
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In vivo CAR-T相关产品
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BCMA-CAR mRNA with N�-Me-pUTP(�'CAP)

FAP-CAR mRNA with N�-Me-pUTP(�'CAP)

Claudin ��.�-CAR mRNA with N�-Me-pUTP(�'CAP)

EGFR-CAR mRNA with N�-Me-pUTP(�'CAP)

GPC�-CAR mRNA with N�-Me-pUTP(�'CAP)

TROP�-CAR mRNA with N�-Me-pUTP(�'CAP)
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In vivo CAR-T相关产品

CD��-CAR mRNA with N�-Me-pUTP(�'CAP)

CD��-CAR mRNA with N�-Me-pUTP(�'CAP)

CD��-CAR mRNA with N�-Me-pUTP(�'CAP)
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CAR-mRNA standards CircRNA Standards

Ab-LNP Standards
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In vivo CAR-T相关产品
Ab-LNP Standards

CD�-LNP(Fluc)

CD�-LNP(Fluc)
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Cap Analogs

5’-modified oligonucleotide 
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R1, R2 = H, OMe, F, OMOE, OTBDMS...
R3 = A, G, C, U, T Base

R2 = H, OMe, F, OMOE, OTBDMS...
R3 = A, G, C, U, T Base

• 5’-Capped oligos  • • 5’-UnCapped oligos •


