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Jiangsu Hengrui Pharmaceuticals Co., Ltd.
Announcement in Relation to the Approval for Drug

Registration

The board of directors of the Company and all directors warrant that this
announcement does not contain any false information, misleading statement or
material omission, and accept legal liability for the truthfulness, accuracy and

completeness of the contents herein.

Recently, Jiangsu Hengrui Pharmaceuticals Co., Ltd. (VL% 1E 5t %8 %& 1% A PR
/v7l]) (the “Company”), received a notice from the National Medical Products
Administration (the “NMPA”). The NMPA approves an addition of a new indication
of the Company’s self-developed Class 1 innovative drug, Ivarmacitinib Sulfate
Tablets (SHR0302). It is indicated for the treatment of adult patients with severe

alopecia areata. The relevant information is hereby announced as follows:

I. Basic Information of the Drug

Common name of drug: Ivarmacitinib Sulfate Tablets

Dosage Form: Tablet

Specification: 4mg

Registered Category: Class 1 chemical drug

Application Number: CXHS2400089

Prescription/Non-prescription Drug: Prescription Drug

Approved indication: The treatment of adult patients with severe alopecia areata
I1. Other Information of the Drug

Alopecia areata (AA) is a chronic, immune-mediated, inflammatory,

non-scarring form of hair loss that can occur at any age and negatively affects



patients’ mental health and quality of life.['! Epidemiological data indicate that the
lifetime prevalence of alopecia areata in the global population is as high as 2%.2! The
prevalence is even higher in Asian countries/regions. In 2021, approximately 3.49
million patients in China were affected by alopecia areata, which the burden of the
disease should not be neglected.’) Currently, there are still many unmet needs among
patients with alopecia areata. The course and prognosis of alopecia areata vary from
person to person. Most mild cases recover naturally or after treatment. However,
severe alopecia areata is difficult to cure. Long-term use of glucocorticoids and
immunosuppressants not only results in significant side effects, but also presents
treatment challenges in the form of diminishing efficacy, treatment resistance, and a

[1.4.5

high relapse rate after discontinuation, etc.'**! At the same time, alopecia areata

seriously harms the patients’ work, daily life, and mental health, with a particularly
high prevalence of depression and anxiety among those with severe alopecia areata.!>”]
Therefore, there is an urgent need for innovative treatment regimens that can
effectively promote and durably maintain hair regrowth in patients with alopecia
areata, which are also safe for long-term use and convenient to administer.
Ivarmacitinib Sulfate Tablets is a highly selective JAK1 inhibitor that exerts
anti-inflammatory and immunosuppressive biological effects by inhibiting JAKI1
signaling pathways. Ivarmacitinib Sulfate Tablets has been approved for three
indications in China, namely: adults with active ankylosing spondylitis who have
shown inadequate efficacy or intolerance to one or more TNF inhibitors; adults with
moderate-to-severe active theumatoid arthritis who have shown inadequate efficacy or
intolerance to one or more TNF inhibitors; adults with moderate-to-severe atopic
dermatitis who showed inadequate efficacy or intolerance to topical treatment or other
systemic therapies. At present, oral drugs with similar targets for alopecia areata have
been approved for marketing worldwide, including Pfizer's Ritlecitinib capsules
( LITFULO® ) , Eli Lilly's Baricitinib tablets ( OLUMIANT® ) and Sun
Pharmaceutical Industries' Deuruxolitinib tablets (LEQSELVI™) | etc. However, no
JAK1 inhibitors developed by Chinese domestic companies have been approved for

marketing. According to the EvaluatePharma database, the combined global sales of



Ritlecitinib capsules and Baricitinib tablets in 2024 amounted to approximately USD
1.047 billion. To date, the total accumulated R&D investment in the Ivarmacitinib
Sulfate Tablets project is approximately RMB 1,091 million.

I1I. Risk Warning

The Company places great importance on drug R&D, and strictly controls the
quality and safety throughout the processes of drug R&D, manufacture, and sales.
However, post-approval production and sales may be subject to uncertainties.
Investors are kindly advised to make prudent decisions and pay attention to

investment risks.

Notice is hereby given.

Board of Directors of Jiangsu Hengrui Pharmaceuticals Co., Ltd.

June 30, 2025
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