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Dear Shareholders and Investors,

A s  w e  u n v e i l  t h e  2 0 2 3  a n n u a l  r e p o r t ,  w e  a r e  e x c i t e d  t o  p r e s e n t  you Henlius

’

 performance over the past year. 2023 was a year o f  r e m a r k a b l e  p r o g r e s s  a n d  a d v a n c e m e n t  f o r  H e n l i u s .  W e  

c o n t i n u e d  t o  b u i l d  o n  o u r s e l f - s u f f i c i e n c y  c a p a b i l i t i e s ,  a c h i e v i n g  

r e c o r d - b r e a k i n g  r e s u l t s  w i t h  a  r e v e n u e  o f  R M B 5 
 3 9 5  b i l l i o n  a n d  

a  n e t  p r o f i t  o f  R M B 5 4 6  m i l l i o n .  W e  a c h i e v e d  f u l l - y e a r  p r o f i t a b i l i t y  f o r  t h e  f i r s t  t i m e ,  f u r t h e r  e n h a n c i n g  o u r  c o m p r e h e n s i v e  s t r e n g t h  i n  R & D ,  m a n u f a c t u r i n g  a n d  c o m m e r c i a l i s a t i o n .  S o  f a r ,  t h e  C o m p a n y  h a s  l a u n c h e d  5  p r o d u c t s  o n  t h e  C h i n e s e  m a r k e t  a n d  2  p r o d u c t s  i n t e r n a t i o n a l l y ,  b e n e f i t i n g  o v e r  5 6 0 , 0 0 0  p a t i e n t s .  M o r e  

t h a n  5 0  n e w  d r u g  a p p l i c a t i o n s  h a v e  b e e n  a c c e p t e d  i n  c o u n t r i e s  a n d  r e g i o n s  i n c l u d i n g  C h i n a ,  t h e  E U ,  t h e  U n i t e d  S t a t e s ,  C a n a d a ,  S i n g a p o r e  a n d  T h a i l a n d .

�'�X�U�L�Q�J���W�K�H���\�H�D�U�����Z�H���V�W�H�S�S�H�G���X�S���R�X�U���E�X�V�L�Q�H�V�V���H�[�S�D�Q�V�L�R�Q�� � H � I � I � R � U � W � V � � � D � Q � G � � � P � D � G � H � � � F � R � Q � V � L � G � H � U � D � E � O � H � � � K � H � D � G � Z � D � \ � � � L � Q � � � K � L � J � K � � � T � X � D � O � L � W � \ � �� G � H � Y � H � O � R � S � P � H � Q � W � �

’

s  p r o d u c t  s a l e s  r e v e n u e  i n c r e a s e d  

s i g n i f i c a n t l y  t o  a p p r o x i m a t e l y  R M B 4 . 5 5 4  b i l l i o n .  W e  m a d e  
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20232022�5�0�%

�¶������RMB

’000

Revenue��3,214,730Cost of sales����(844,621)

�*��2,370,109Other income and gains����105,552Selling and distribution expenses����(1,049,292)Administrative expenses������(354,038)Impairment losses on financial assets, net������(200,791)Research and development expenses����(1,394,514)Other expenses������(65,241)Financial costs��������(105,672)
�3��(693,887)Income tax expense������(1,372) �3��(695,259)

 

�� The Group

’s total revenue increased by approximately RMB2,180.2 million or approximately 67.8% to approximately RMB5,394.9 million for the year ended 31 December 2023, compared to approximately RMB3,21437 million for the year ended 31 December 

2022. Such revenue was mainly from drug sales, R&D services provided to customers, and license income.For the year ended 31 December 2023, the Group recognized expensed R&D expenditure of approximately RMB1,11837 million, 

representing a decrease of approximately RMB27 5 8 million as compared to approximately RMB1,39 4.5 million for the year 

ended 31 December 2022. During the Reporting Period, the Group continued to deploy scientific and efficient R&D strategy, focus 

on unmet clinical needs and optimize allocation of pipeline resources.The Group

’s total profit was approximately RMB546.0 million for the year ended 31 December 2023, representing an increase of 

approximately RMB1,241.3 million in profit from a loss of approximately RMB695.3 million for the year ended 31 December 2022, 

mainly due to increasing commercial sales of the core products and expanding sales volume.
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�+�$�a�d�h�l�b�h�����W�U���V�W�X�]�X�P���E���I�R�U���L�Q�M�H�F�W�L�R�Q�����(�X�U�R�S�H�D�Q���W�U���G�H���Q�D�P�H�����=�H�U���H�S���F¨����From the beginning of 2023 to date, the marketing authorisation applications of different specifications of HANQUYOU were 

approved in Cambodia, Singapore, Thailand, Philippines and Brazil, respectively.In February 2023, the FDA has accepted the biologics4license application (BLA) for trastuzumab for injection.In July 2023, Health Canada accepted the New Drug Submission (NDS) for trastuzumab for injection.�,�,�,�������%�h�f�,�a�(�f�f���+�,�*�+�/�,�*�+�7�f��

12�+�$�a�f�,�m�+�h�$�a�*�����V�H�U�S���X���L�P���E���L�Q�M�H�F�W�L�R�Q����
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�(�I�I�L�F�L�H�Q�W���$�G�Y�D�Q�F�H�P�H�Q�W���R�Q���&�O�L�Q�L�F�D�O���6�W�X�G�\���3�U�R�M�H�F�W�V���E�R�W�K���'�R�P�H�V�W�L�F�D�O�O�\���D�Q�G���,�Q�W�H�U�Q�D�W�L�R�Q�D�O�O�\��•  I n  O c t o b e r  2 0 2 3 ,  t h e  p h a s e  3  . l i n i c a l  s t u d y  o f  H A N S I Z H U A N G  i n  c o m b i n a t i o n  w i t h  c h e m o t h e r a p y  f o r  t h e  f i r s t - l i n e  t r e a t m e n t  o f  a d v a n c e d  n o n - s q u a m o u s  n o n - s m a l l  c e l l  l u n g  c a n c e r  ( n s N S C L C )  h a s  m e t  t h e  p r i m a r y  s t u d y  e n d p o i n t  a n d  i t s  r e s u l t s  s h o w e d  t h a t  H A N S I Z H U A N G  i n  c o m b i n a t i o n  w i t h  c h e m o t h e r a p y  ( c a r b o p l a t i n - p e m e t r e x e d )  

d e m o n s t r a t e d  t h e  g o o d  e f f i c a c y  a n d  s a f e t y  i n  p a t i e n t s  w i t h  a d v a n c e d  n o n - s q u a m o u s  n o n - s m a l l  c e l l  l u n g  c a n c e r . –  P r o g r e s s  o f  d o m e s t i c  . l i n i c a l  s t u d y  p r o j e c t s :  o t h e r  p r o d u c t s •  I n  F e b r u a r y  2 0 2 3 ,  t h e  f i r s t  s u b j e c t  h a s  b e e n  d o s e d  i n  a  p h a s e  1  . l i n i c a l  t r i a l  o f  H L X 1 5 6 ( r e c o m b i n a n t  a n t i - C D 3 8  h u m a n  m o n o c l o n a l  a n t i b o d y  i n j e c t i o n )  i n  h e a l t h y  C h i n e s e  m a l e  s u b j e c t s . •  I n  F e b r u a r y  2 0 2 3 ,  t h e  p h a s e  1 b / 2  . l i n i c a l  s t u d y  o f  H L X 0 7 6 ( r e c o m b i n a n t  a n t i - E G F R  h u m a n i s e d  m o n o c l o n a l  a n t i b o d y  i n j e c t i o n )  i n  c o m b i n a t i o n  w i t h  c h e m o t h e r a p y  w a s  c o m p l e t e d  i n  M a i n l a n d  C h i n a ,  w h i c h  d e m o n s t r a t e d  g o o d  s a f e t y  a n d  t o l e r a b i l i t y  o f  H L X 0 7 6 i n  t h e  p h a s e  1 b / 2  . l i n i c a l  s t u d y  c o n d u c t e d  i n  p a t i e n t s  w i t h  a d v a n c e d  s o l i d  t u m o u r s . •  I n  A p r i l  2 0 2 3 ,  H L X 2 0 8 6 ( B R A F  V 6 0 0 E  i n h i b i t o r )  f o r  t h e  t r e a t m e n t  o f  a d u l t  L a n g e r h a n s  C e l l  H i s t i o c y t o s i s 6 ( L C H )  a n d  E r d h e i m - C h e s t e r  d i s e a s e  ( E C D )  w i t h  B R A F  V 6 0 0 E  m u t a t i o n  h a s  b e e n  o f f i c i a l l y  g r a n t e d  t h e  B r e a k t h r o u g h  T h e r a p y  D e s i g n a t i o n  b y  t h e  C e n t e r  f o r  D r u g  E v a l u a t i o n  ( C D E )  o f  t h e  N M P A . •  I n  J u n e  a n d  N o v e m b e r  2 0 2 3 ,  t h e  i n v e s t i g a t i o n a l  n e w  d r u g  a p p l i c a t i o n s 6 ( I N D )  o f  a  b i o s i m i l a r  o f  I p i l i m u m a b  H L X 1 3  ( r e c o m b i n a n t  a n t i - C T L A - 4  f u l l y  h u m a n  m o n o c l o n a l  a n t i b o d y  i n j e c t i o n )  w e r e  a p p r o v e d  b y  t h e  N M P A ,  r e s p e c t i v e l y .  I n  D e c e m b e r  2 0 2 3 ,  t h e  f i r s t  s u b j e c t  h a s  b e e n  d o s e d  i n  a  p h a s e  1  . l i n i c a l  t r i a l  o f  H L X 1 3  i n  h e a l t h y  C h i n e s e  m a l e  s u b j e c t s . •  I n  J u l y  2 0 2 3 ,  t h e  p h a s e  1 / 2  . l i n i c a l  s t u d y  o f  H L X 0 4 - O 6 ( r e c o m b i n a n t  a n t i - V E G F  h u m a n i s e d  m o n o c l o n a l  a n t i b o d y  i n j e c t i o n )  i n  p a t i e n t s  w i t h  w e t  a g e - r e l a t e d  m a c u l a r  d e g e n e r a t i o n  ( w A M D )  d e m o n s t r a t e d  g o o d  s a f e t y  a n d  t o l e r a b i l i t y ,  a n d  d e m o n s t r a t e d  i t s  p r e l i m i n a r y  e f f i c a c y . •  I n  O c t o b e r  2 0 2 3 ,  t h e  p h a s e  1  i n v e s t i g a t i o n a l  n e w  d r u g  a p p l i c a t i o n  ( I N D )  o f  H L X 4 2  f o r  i n j e c t i o n  ( a n t i b o d y - d r u g  c o n j u g a t e  t a r g e t i n g  E G F R  w i t h  n o v e l  D N A  t o p o i s o m e r a s e  I  i n h i b i t o r )  f o r  t h e  t r e a t m e n t  o f  a d v a n c e d / m e t a s t a t i c  s o l i d  t u m o u r s  w a s  a p p r o v e d  b y  t h e  N M P A ,  a n d  t h e  f i r s t  p a t i e n t  h a s  b e e n  d o s e d  i n  s u c h  t r i a l  i n  M a r c h  2 0 2 4 .  I n  N o v e m b e r  2 0 2 3 ,  t h e  p h a s e  1  i n v e s t i g a t i o n a l  n e w  d r u g  a p p l i c a t i o n  ( I N D )  o f  H L X 4 2  f o r  i n j e c t i o n  f o r  t h e  t r e a t m e n t  o f  a d v a n c e d / m e t a s t a t i c  s o l i d  t u m o u r s  w a s  a p p r o v e d  b y  t h e  F D A .  I n  D e c e m b e r  2 0 2 3 ,  H L X 4 2  f o r  i n j e c t i o n  f o r  t h e  t r e a t m e n t  o f  p a t i e n t s  w i t h  a d v a n c e d  o r  m e t a s t a t i c  E G F R - m u t a t e d  n o n - s m a l l  c e l l  l u n g  c a n c e r  w h o s e  d i s e a s e  h a s  p r o g r e s s e d  o n  a  t h i r d - g e n e r a t i o n  E G F R  t y r o s i n e  k i n a s e  i n h i b i t o r  h a s  b e e n  g r a n t e d  t h e  F a s t  T r a c k  D e s i g n a t i o n  b y  t h e  F D A . •  I n  O c t o b e r  2 0 2 3 ,  t h e  p h a s e  1  i n v e s t i g a t i o n a l  n e w  d r u g  a p p l i c a t i o n  ( I N D )  o f  H L X 4 3  f o r  i n j e c t i o n  ( a n t i b o d y - d r u g  c o n j u g a t e  t a r g e t i n g  P D - L 1  w i t h  n o v e l  D N A  t o p o i s o m e r a s e  I  i n h i b i t o r )  f o r  t h e  t r e a t m e n t  o f  a d v a n c e d / m e t a s t a t i c  s o l i d  t u m o u r s  w a s  a p p r o v e d  b y  t h e  N M P A ,  a n d  t h e  f i r s t  p a t i e n t  h a s  b e e n  d o s e d  i n  s u c h  t r i a l  i n  N o v e m b e r  2 0 2 3 .  I n  N o v e m b e r  2 0 2 3 ,  t h e  p h a s e  1  i n v e s t i g a t i o n a l  n e w  d r u g  a p p l i c a t i o n  ( I N D )  o f  H L X 4 3  f o r  i n j e c t i o n  f o r  t h e  t r e a t m e n t  o f  a d v a n c e d / m e t a s t a t i c  s o l i d  t u m o u r s  w a s  a p p r o v e d  b y  t h e  F D A . •  I n  J a n u a r y  2 0 2 4 ,  t h e  p h a s e  1  . l i n i c a l  s t u d y  o f  a  b i o s i m i l a r  o f  d e n o s u m a b  H L X 1 4  ( r e c o m b i n a n t  a n t i - R A N K L  h u m a n  m o n o c l o n a l  a n t i b o d y  i n j e c t i o n )  i n  h e a l t h y  C h i n e s e  m a l e  s u b j e c t s  w a s  s u c c e s s f u l l y  c o m p l e t e d .  T h e  r e s u l t s  o f  t h e  s t u d y  d e m o n s t r a t e  t h a t  H L X 1 4  h a s  h i g h l y  s i m i l a r  p h a r m a c o k i n e t i c s  a n d  p h a r m a c o d y n a m i c s ,  a s  w e l l  a s  c o m p a r a b l e  s a f e t y ,  t o l e r a b i l i t y  a n d  i m m u n o g e n i c i t y  t o  t h e  U S - ,  E U - ,  a n d  C N - s o u r c e d  d e n o s u m a b .  T h i s  s t u d y  m e t  a l l  o f  t h e  p r e - s p e c i f i e d  e n d p o i n t s .

5
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