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1. Generic Drug R&D Approval Trends in China
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1.1 Status of The First Generic Drug Variety Approval

1.1.1 Newly Registered Classified Varieties Approval

According to the data of Pharmacodia, there were 4 first newly registration acceptance numbers this week, involving 4

varieties, including 1 eye drops, 3 tablets.

RIS Drug name Enterprise name
number
Guangdong

. Dongyangguang
CYHS2201155 HGZ';"C;E?S‘H']TSE Pharmaceutical Co Ltd;
y Yichang Hec Changjiang
Pharmaceutical Co Ltd

Empagliflozin/
Metformin Qilu Pharmaceutical Co
Cnis2Eoes Hydrochloride Ltd
(VD)

Viwit Pharmaceutical Co
Ltd; Shan Dong
Seamountain
Pharmaceutical Co Ltd
Cspc Ouyi Pharmaceutical
Co Ltd

CYHS2200743 Bimatoprost

CYHS2202094 Palbociclib

Date

2024.06.18

2024.06.18

2024.06.25

2024.06.25

Passed/total E el
Dosage zed
number of
form . procure
declarations
ment
Orally
dlsmtegr 11 No
ating
tablet
Tablet 1/9 No
Eye 15 No
drops
Tablet 1/3 No

1.1.2 Consistency Evaluation Varieties Approval

Data source: Pharmacodia Global

According to the data of Pharmacodia, there was 1 first newly consistency evaluation number this week, involving 1 variety,

including 1 capsule.

Passed/total Centralized

(AEREPLEES Drug name Enterprise name Date DS number of  procureme
number form .
declarations nt
Chongging
CYHB2350462 Rebamipide Shenghuaxi 2024.06.21 Capsule 11 No

Pharmaceutical Ltd

1.2 Status of Other Generic Drug Varieties Approval

1.2.1 Newly Registered Classified Varieties Approval
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According to the data of Pharmacodia, there were 69 newly registration acceptance numbers this week, involving 54

varieties, including 22 tablets, 18 injections, 3 capsules, 1 granules, 1 inhalation solution, 2 dry suspensions, 4 eye drops, 3

oral solutions.

Acceptance _ Dosage Passed/total Centralized
Drug name Enterprise name Date number of  procureme
number form .
declarations nt
CYHS210026 . . Cisen
2 Teriflunomide Pharmatlz_egtlcal Co 2024.06.18 Tablet 2/6 No
t
CYHS220020 Olaparip ~ HaimenPharmain; 5y, g 18 apjer 6/8 No
3 Sinotherapeutics Inc
Nanjing King-
CYHS220057 Palonosetron Friend Biochemical L
1 Hydrochloride Pharmaceutical Co 2024.06.18  Injection 13/16 ves
Ltd
Guangzhou
Yipinhong
CYHS2201149 Argatroban Pharmaceutical Co  2024.06.18 Injection 19/27 Yes
Ltd; Kivipharm Co
Ltd
Guangdong
Dongyangguang
Galantamine Pharma}ceutical Co _Qrally
CYHS2201155 . Ltd; Yichang Hec ~ 2024.06.18 disintegrat 1/1 No
Hydrobromide - .
Changjiang ing tablet
Pharmaceutical Co
Ltd
Sitagliptin Changzhou
CYHS§20133 Phosphate Pharmaceutical 2024.06.18 Tablet 30/39 No
Monohydrate Factory
. . Jiangsu Lianhuan
CYHS220141 Moxﬁloxaqln Pharmaceutical Co  2024.06.18 Tablet 17/23 Yes
6 Hydrochloride Ltd
Sitagliptin Zhejiang Yongtai
CYHS§20144 Phosphate Pharmaceutical Co  2024.06.18 Tablet 30/39 No
Monohydrate Ltd
Hubei Merryclin
CYHSfZMGG Doxofylline  Pharmaceuticals Co  2024.06.18  Injection 20/28 Yes
Ltd
Zhejiang Guojing
Pharmaceutical Co
CYHS220176 Peramivir Ltd; Su_zhou 2024.06.18  Injection 29136 No
4 Hydrate Amerigen
Pharmaceutical Co
Ltd
Jilin Huisheng
Biopharmaceutical
CYHS220178 Calcium Co Ltd; North
3 Dobesilate China 2024.06.18  Capsule 317 No
Pharmaceutical
Company Ltd
Ipratropium .
CYHS220178 omide/Albuter . SX€MPhamM 5554 06,18 IMNalation g e Yes
6 (Suzhou) Litmited solution
ol sulfate
Tianjin Lisheng Sustained
CYHS220180 Indapamide Pharmaceutical Co  2024.06.18  Release 2/3 No
6
Ltd Tablets
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CYHS220186
5

CYHS220213
0

CYHS220215
7

CYHS230019
4

CYHS230024
6

CYHS230048
4

CYHS230048
8

CYHS230052
0

CYHS230059
3

JYHS2100031

JYHS2200004

CYHS220060
1

CYHS220068
7

CYHS220074
3

CYHS220101
4

Pentoxifylline

Ibuprofen
Arginine

Sodium
Chloride/
Potassium
Chloride/

Calcium
Chloride/

Magnesium
chloride/Sodium

Citrate/

Citric Acid/
Sodium
Bicarbonate
Empagliflozin/
Metformin
Hydrochloride
(VD)

Abiraterone
Acetate

Gadoterate
meglumine

Gadoterate
meglumine

Empagliflozin

Levofloxacin

Rasagiline
Mesylate

Dihydrocodeine
Tartrate

Olprinone
Hydrochloride
Hydrate

Oseltamivir
Phosphate

Bimatoprost

Enzalutamide
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Yantai Justaware
Pharmaceutical Co
Ltd
Wenzhou Haihe
Pharmaceutical Co
Ltd

Huiyinbi Group
Jiangxi East Asia
Pharmaceutical Co
Ltd

Qilu Pharmaceutical
Co Ltd

Jiangsu Chengkang
Pharmaceutical Co
Ltd; Shanghai
Acebright
Pharmaceuticals Co
Ltd
Hainan Poly Pharm
Co Ltd
Hainan Poly Pharm
Co Ltd
Zhejiang Nuode
Pharmaceutical Co
Ltd
China Resources
Shuanghe Limin
Pharmaceutical
(Jinan) Co Ltd
Jiangsu Nhwa
Pharmaceutical Co.,
Ltd.

Bright Future
Pharmaceuticals
Factory
Reyoung
Pharmaceutical Co
Ltd
Sichuan Ziren
Pharmaceutical Co
Ltd
Viwit
Pharmaceutical Co
Ltd; Shan Dong
Seamountain
Pharmaceutical Co
Ltd
Jiangxi Qingfeng
Pharmaceutical
Industry Co Ltd;

2024.06.18

2024.06.18

2024.06.18

2024.06.18

2024.06.18

2024.06.18

2024.06.18

2024.06.18

2024.06.18

2024.06.18

2024.06.18

2024.06.25

2024.06.25

2024.06.25

2024.06.25

Injection

Granules

Injection

Tablet

Tablet

Injection

Injection

Tablet

Tablet

Tablet
Tablet
Injection
Dry

suspensio
n

Eye drops

Soft
capsule

9/33

3/9

10/16

1/9

12/18

4/10

4/10

21/40

36/50

8/12

1/1

11/13

22/49

1/5

6/10

No

Yes

No

No

Yes

No

No

Yes

Yes

No

No

No

No

No

No
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CYHS220109
8

CYHS220109
9

CYHS2201142

CYHS220120
4

CYHS220124
6

CYHS2201411

CYHS220143
4

CYHS220143
6

CYHS220160
9

CYHS220170
2

CYHS220188
0

CYHS220191
8

CYHS220193
4

Cefprozil
Monohydrate

Cefprozil
Monohydrate

Regadenoson
Hydrate

Avatrombopag
Maleate

Amlodipine
Besylate/Atorva
statin Calcium
Hydrate

Sodium
Loxoprofen

Gadoxetate
Disodium

Methocarbamol

Allopurinol

Dobutamine
Hydrochloride

Sodium
Hyaluronate

Oseltamivir
Phosphate

Avatrombopag
Maleate
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Humanwell Puracap
Pharmaceuticals
(Wuhan) Co Ltd

Suzhou No 3
Pharmaceutical
Factory Co Ltd

Suzhou No 3
Pharmaceutical
Factory Co Ltd
Nanjing King-

Friend Biochemical

Pharmaceutical Co

Ltd
Beijing Continent

Pharmaceutical Co

Ltd; Nanjing Haina

Pharmaceutical Co

Ltd
Ningbo Menovo
Tiankang

Pharmaceutical Co

Ltd; Ningbo Krka
Menovo
Pharmaceutical
Company Ltd
Shandong Yikang
Pharmaceutical Co
Ltd
Brilliant
Pharmaceutical Co
Ltd Hainan
Jiangsu Dahongying
Hengshun
Pharmaceutical Co
Ltd; Nanjing Entai
Pharmaceutical

Technology Co Ltd

Chengdu Brilliant
Pharmaceutical Co
Ltd
Guangzhou Green
Cross
Pharmaceutical Co
Ltd; Chengdu
Haitong
Pharmaceutical Co
Ltd
China Resources
Sanjiu Medical &
Pharmaceutical Co
Ltd; Beijing
Huonland Medical
Tech Co Ltd
Huayi
Pharmaceutical
(Anhui) Co Ltd;
Zhejiang Brother
Pharmaceutical Co
Ltd
Chengdu Brilliant
Pharmaceutical Co

2024.06.25

2024.06.25

2024.06.25

2024.06.25

2024.06.25

2024.06.25

2024.06.25

2024.06.25

2024.06.25

2024.06.25

2024.06.25

2024.06.25

2024.06.25

Dry
suspensio
n
Dry
suspensio
n

Injection

Tablet

Tablet

Oral
solution

Injection

Injection

Tablet

Injection

Eye drops

Dry
suspensio
n

Tablet

3/6

3/6

217

3/18

11/17

2/10

212

4/24

1/3

10/24

26/56

22/49

3/18

Yes

Yes

No

No

Yes

No

No

No

No

No

Yes

No

No
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CYHS220194
0

CYHS220197
1

CYHS220198
5

CYHS220198
7

CYHS220199
8

CYHS220201
2

CYHS220201
3

CYHS220204
2

CYHS220209
4

CYHS230002
3

CYHS230006
0

CYHS230006
4

CYHS230012
1

CYHS230013
0

Nicorandil

Carboprost
tromethamine

Esomeprazole
Sodium

Esomeprazole
Sodium

Dapagliflozin
Propanediol
Monohydrate
Sitagliptin
Phosphate
Monohydrate
Sitagliptin
Phosphate
Monohydrate

Rebamipide

Palbociclib

Aminocaproic
Acid

Esmolol
Hydrochloride

Valsartan

Peramivir
Hydrate

Bromfenac
Sodium
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Ltd

Kebeiyuan (Beijing)

Pharmaceutical
Technology Co Ltd;
Shanxi Pude
Pharmaceutical Co
Ltd
Hangzhou
Minsheng
Pharmaceutical Co
Ltd

Hainan Weikang
Pharmaceutical
(Qianshan) Co Ltd

Hainan Weikang
Pharmaceutical
(Qianshan) Co Ltd

Ningbo Menovo
Tiankang
Pharmaceutical Co
Ltd
Zhejiang Anglikang
Pharmaceutical Co
Ltd
Zhejiang Anglikang
Pharmaceutical Co
Ltd
Guangdong Huanan
Pharmaceutical
Group Co Ltd
Cspc Ouyi
Pharmaceutical Co
Ltd
Ningbo Zhuolun
Pharmaceutical
Technology Co Ltd;
Shandong Hualu
Pharmaceutical Co
Ltd
Shijiazhuang No 4
Pharmaceutical Co
Ltd
Anhui Jiuzhou
Fangyuan
Pharmaceutical Co
Ltd
Hunan Kelun
Pharmaceutical Co
Ltd; Hunan Huize
Biomedical
Technology Co Ltd
Guangzhou
Yipinhong
Pharmaceutical Co
Ltd; Runer Eye
Medicine
(Guangzhou) Co
Ltd

2024.06.25

2024.06.25

2024.06.25

2024.06.25

2024.06.25

2024.06.25

2024.06.25

2024.06.25

2024.06.25

2024.06.25

2024.06.25

2024.06.25

2024.06.25

2024.06.25

Sterile
powder
for
injection

Injection

Sterile
powder
for
injection
Sterile
powder
for
injection

Tablet

Tablet

Tablet

Tablet

Tablet

Injection

Injection

Tablet

Injection

Eye drops

15/39

6/13

17/21

17/21

11/34

30/39

30/39

4/17

1/3

5/7

12/23

10/14

2/4

10/16

No

No

No

No

No

No

No

No

No

No

No

Yes

No

No
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CYHS230014
1

CYHS230029
7

CYHS230029
8

CYHS230030
6

CYHS230037
4

CYHS230039
6

CYHS230041
3

CYHS230045
6

CYHS2301106

JYHS2100043

JYHS2100044

JYHS2100045

JYHS2100046

JYHS2100047

Hydrochlorothia
zide/Valsartan

Dapoxetine
Hydrochloride

Dapoxetine
Hydrochloride

Peramivir
Hydrate

Azelastine
Hydrochloride

Tafamidis
Meglumine

Potassium
Chloride

Epalrestat

Ambroxol
Hydrochloride

Enoxaparin
Sodium

Enoxaparin
Sodium

Enoxaparin
Sodium

Enoxaparin
Sodium

Enoxaparin
Sodium

Zhuhai Rundu
Pharmaceutical Co
Ltd
Shanxitongda
Pharmaceutical Co
Ltd; Jilin Shenyuan
Pharmaceutical Co
Ltd
Shanxitongda
Pharmaceutical Co
Ltd; Jilin Shenyuan
Pharmaceutical Co
Ltd
Lodays
Pharmaceutical(Hub
ei) Co Ltd
Wuhan Leadpharm
Pharmaceutical
Technology Co Ltd;
Anhui Shuangke
Pharmaceutical Co
Ltd
Nanjing Zhengda
Tianging
Pharmaceutical Co
Ltd
Hongyue
Technology
(Huzhou) Co Ltd;
Tianda
Pharmaceuticals
(Zhuhai) Co Ltd
Beijing Sl
Pharmaceutical Co
Ltd
Shanxi Bosen
Biological
Pharmaceutical
Group Co Ltd
Ppd Pharmaceutical
Development
(Beijing) Co Ltd
Ppd Pharmaceutical
Development
(Beijing) Co Ltd
Ppd Pharmaceutical
Development
(Beijing) Co Ltd
Ppd Pharmaceutical
Development
(Beijing) Co Ltd
Ppd Pharmaceutical
Development
(Beijing) Co Ltd

2024.06.25

2024.06.25

2024.06.25

2024.06.25

2024.06.25

2024.06.25

2024.06.25

2024.06.25

2024.06.25

2024.06.25

2024.06.25

2024.06.25

2024.06.25

2024.06.25

Tablet 4/6
Tablet 26/47
Tablet 26/47
Injection 22/36
Eye drops 3/7
Soft 2/2
capsule
Oral
administra 3/15
tion
Tablet 6/14
ol 14126
solution
Injection 6/9
Injection 6/9
Injection 6/9
Injection 6/9
Injection 6/9

Yes

Yes

Yes

No

No

No

No

No

No

Yes

Yes

Yes

Yes

Yes
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1.2.2 Consistency Evaluation Varieties Approval
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According to the data of Pharmacodia, there was 4 newly consistency evaluation numbers this week, involving 4 varieties,

including 1 tablet, 2 injections, 1 capsule.

Acceptance Enterprise Dosage PEBSETIGE] Centralized
Drug name Date number of
number name form . procurement
declarations
Bengbu Sterile
CYHB2350286  ASPirin/L-Lysine Fengyuan 5, 5q1q  pOWder 34 No
hydrochloride Pharmaceutical for
Co Ltd injection
. Sterile
Idarubicin AT powder
CYHB2350333 . Pharmaceuticals ~ 2024.06.21 1/1 No
Hydrochloride Company Ltd for
pany injection
Chongqing
CYHB2350462 Rebamipide Shenghuaxi 20240621  Capsule 11 No
Pharmaceutical
Ltd
Bengbu
CYHB2350474 Ibuprofen Fengyuan 2024.06.26  Tablet 10/10 Yes
Pharmaceutical
Co Ltd

Data source: Pharmacodia Global

2. Generic Drug R&D Application Trends in China

2.1 Status of Newly Registered Classified Varieties Application

According to the data of Pharmacodia, there are 110 newly registration acceptance numbers this week, involving 79
varieties, including 25 injections, 23 tablets, 7 capsules, 1 granules, 5 eye drops, 1 liniment, lemulsifiable gel, 6 oral

solutions, 1 drops, 2 inhalation solutions, 1 suspension, 3 gelatins, 1 ointment, 1 suppository, 1 film.

Centra
Acceptance Drug name Enterprise name Date Register ~ Dosage lized
number category form procur
ement
Wuxi Sta Pharmaceutical
CYHS2401945 Lefamulin Co Ltd; Sumitomo 554 5595 4 Tablet  No
Pharmaceuticals (Suzhou)
Co Ltd
CYHS2401944  Atosiban acetate AITER | 0Ty 20240628 4 Injection  No
Pharmaceutical Co Ltd
CYHS2401943  Atosiban acetate Hunan Kelun 20240628 4 Injection  No
Pharmaceutical Co Ltd
Fujian Boyue Medical
CYHS2401042 ~_ Lanthanum Technology CoLtd; 0510608 3 Granules  No
carbonate hydrate Hangzhou Minsheng
Pharmaceutical Co Ltd
Fujian Boyue Medical
CYHs2401041 _ Lanthanum Technology CoLtd; 50500608 3 Granules  No
carbonate hydrate Hangzhou Minsheng
Pharmaceutical Co Ltd
Oxybuprocaine M 17 D Eye
CYHS2401940 . Pharmaceutical 2024.06.28 4 No
Hydrochloride drops

Technology Co Ltd;
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CYHS2401939

CYHS2401938

CYHS2401937

CYHS2401936

CYHS2401935

CYHS2401934

CYHS2401949

CYHS2401948

CYHS2401947

CYHS2401946

CYHS2401933

CYHS2401932

CYHS2401931

CYHS2401930

CYHS2401929

CYHS2401928

CYHS2401927

CYHS2401926

Isavuconazonium
Sulfate

Amorolfine
Hydrochloride

Carbetocin

Diclofenac
Diethylamine

Lipoic acid
Lipoic acid
Valsartan

Vonoprazan
Fumarate

\onoprazan
Fumarate

Ezetimibe/Atorvast
atin Calcium
Hydrate (1)

Metoprolol Tartrate

Bromhexine
Hydrochloride

Bumetanide

Erythromycin
Ethyl Succinate

Penehyclidine
hydrochloride

Procaterol
Hydrochloride

Procaterol
Hydrochloride

Ebastine

@R www.saspinjara.com

Wuhan Wujing
Pharmaceutical Co Ltd
Haimen Pharma Inc;
Hangzhou Muyuan
Biomedical Technology
Co Ltd
Zhejiang Hengyan
Pharmaceutical
Technology Co Ltd;
Zhejiang Saimo
Pharmaceutical Co Ltd
Yunnan Pharmaceutical
Academy Biomedicine Co
Ltd; Chuxiong Hechuang
Pharmaceutical Co Ltd
Jiangsu Wangao
Pharmaceutical Co Ltd

Jiangsu Wanhe
Pharmaceutical Co Ltd

Jiangsu Wanhe
Pharmaceutical Co Ltd
Shenzhen Ausa
Pharmaceutical Co Ltd
Guangdong
Dongyangguang
Pharmaceutical Co Ltd
Guangdong
Dongyangguang
Pharmaceutical Co Ltd

Shangxi Deyuantang
Pharmaceutical Co Ltd

Beijing Yuanfang Tongda
Pharmaceutical
Technology Co Ltd;
Guangdong Sunho
Pharmaceutical Co Ltd
Fuyuan Pharmaceutical Co
Ltd

Yangzhou Zhongbao
Pharmaceutical Co Ltd
Furou Pharmaceutical

Technology (Huzhou) Co

Ltd; Zhejiang Saimo

Pharmaceutical Co Ltd
Chengdu Huayu
Pharmaceutical Co Ltd
Nanjing H&D
Pharmaceutical
Technology Co Ltd;
Wuhan Wujing
Pharmaceutical Co Ltd
Nanjing H&D
Pharmaceutical
Technology Co Ltd;
Wuhan Wujing
Pharmaceutical Co Ltd
Beijing Minkang Baicao
Medicine Technology Co

2024.06.28

2024.06.28

2024.06.28

2024.06.28

2024.06.28

2024.06.28

2024.06.28

2024.06.28

2024.06.28

2024.06.28

2024.06.27

2024.06.27

2024.06.27

2024.06.27

2024.06.27

2024.06.27

2024.06.27

2024.06.27

3

Capsule

Liniment

Injection

Emulsifi
able gel

Tablet
Tablet

Tablet

Tablet

Tablet

Tablet

Injection

Oral
solution

Injection

Tablet

Injection

Inhalatio
n
solution

Inhalatio
n
solution

Oral
solution
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No

No

Yes

No

No

No

Yes

No

No

No

No

No

No

No

No

No

No

No
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CYHS2401925

CYHS2401924

CYHS2401923

CYHS2401922

CYHS2401921

CYHS2401920

CYHS2401919

CYHS2401918

CYHS2401917

CYHS2401916

CYHB2400909

CYHB2400908

CYHB2400907

CYHB2400903

CYHB2400902

CYHS2401915

CYHS2401914

Levocetirizine
dihydrochloride

Glucosamine
sulfate

Fudosteine
Fudosteine

Calcium acetate

Ibuprofen

Ibuprofen

Levocetirizine
dihydrochloride

Levocetirizine
dihydrochloride

Leucovorin
calcium

Tadalafil

Tadalafil

Dapagliflozin
Propanediol
Monohydrate

Valproate Sodium

Valproate Sodium

Diquafosol

Tetrasodium

Dapoxetine
Hydrochloride

@R www.saspinjara.com

Ltd; Beijing China
Rescources High-Tech
Natural Pharmaceutical Co
Ltd
Anhui Kangrong
Pharmaceutical Co Ltd
Jinan Gaohua
Pharmaceutical Factory
Taikang Haien
Pharmaceutical Co Ltd
Taikang Haien
Pharmaceutical Co Ltd
Henan Hua Luo Kangrun
Pharmaceutical Co Ltd
Sichuan Yisheng Zhitong
Pharmaceutical
Biotechnology
Development Co Ltd; Taiji
Group Sichuan Taiji
Pharmaceutical Co Ltd
Beijing Hanmi
Pharmaceutical Co Ltd;
Beijing Hanmei
Biotechnology Co Ltd
Hainan Star
Pharmaceutical Co Ltd
Hainan Star
Pharmaceutical Co Ltd
Shandong Pku High-Tech
Huatai Pharmaceutical Co
Ltd; Hebei Qiankang
Medical Technology Co
Ltd
Shandong Xinhua
Pharmaceutical Company
Ltd; Jiangsu Huayang
Pharmaceutical Co Ltd
Shandong Xinhua
Pharmaceutical Company
Ltd; Jiangsu Huayang
Pharmaceutical Co Ltd
Yiling Pharmaceutical Ltd,;
Nanjing F&S Pharmatech
Co Ltd

Deyang Huakang
Pharmaceutical Co Ltd

Deyang Huakang
Pharmaceutical Co Ltd

China Otsuka
Pharmaceutical Co Ltd

Yantai Luyin
Pharmaceutical Co Ltd

2024.06.27

2024.06.27

2024.06.27

2024.06.27

2024.06.27

2024.06.27

2024.06.27

2024.06.27

2024.06.27

2024.06.27

2024.06.27

2024.06.27

2024.06.27

2024.06.27

2024.06.27

2024.06.26

2024.06.26

4 Drops
4 Capsule
Oral
3 .
solution
Oral
3 .
solution
Oral
3 .
solution
4 Suspensi
on
4 Suspensi
on
Oral
3 .
solution
Oral
3 .
solution
4 Injection
4 Tablet
4 Tablet
4 Tablet
Concentr
ated
3 solution
for
injection
Concentr
ated
3 solution
for
injection
Eye
4 drops
4 Tablet
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No

Yes

No

No

No

No

No

No

No

No

Yes

Yes

No

Yes

Yes

Yes

Yes

Data Source @ Pharmacodia
GLOBAL


data.pharmacodiaglobal.com

CYHS2401913

CYHS2401912

CYHS2401911

CYHS2401910

CYHS2401909

CYHS2401908

CYHS2401907

CYHS2401906

CYHS2401905

CYHS2401904

CYHS2401903

CYHS2401902

CYHS2401901

CYHS2401900

CYHS2401899

CYHS2401898

CYHS2401897

CYHS2401896

CYHS2401895

Cisplatin

Carbocysteine
Bilastine

Trazodone
Hydrochloride

Trazodone
Hydrochloride

Alfacalcidol

Roxadustat

Roxadustat

Nalfurafine
Hydrochloride

Metronidazole

Folic Acid
Topiramate

Topiramate

Olopatadine
Hydrochloride
Olopatadine
Hydrochloride

Pranoprofen

Amikacin Sulfate

Mupirocin

Compound Amino
Acid
(16AA)/Dextrose
(12.6%)
Electrolyte
Injection

@R www.saspinjara.com

Huaxia Shengsheng

Pharmaceutical (Beijing)

Co Ltd
Baoding Aihui
Pharmaceutical Co Ltd
Zhejiang Nuode
Pharmaceutical Co Ltd
Fuan Pharmaceutical
Group Ningbo Team
Pharmaceutical Co Ltd
Fuan Pharmaceutical
Group Ningbo Team
Pharmaceutical Co Ltd

Beijing Wanhui Double-

Crane Pharmaceutical
Company Ltd; China

Resources Double-Crane

Pharmaceutical Co Ltd
Anhui Xianfeng
Pharmaceutical Co Ltd
Anhui Xianfeng
Pharmaceutical Co Ltd

Hunan Kelun
Pharmaceutical Co Ltd

Hunan Hezheng
Pharmaceutical
Technology Co Ltd;
Zhejiang Saimo
Pharmaceutical Co Ltd
Hebei Aipu
Pharmaceutical Co Ltd
Sichuan Credit
Pharmaceutical Co Ltd
Sichuan Credit
Pharmaceutical Co Ltd
Jiangsu Fubang
Pharmaceutical Co Ltd
Zhejiang Saimo
Pharmaceutical Co Ltd
Shandong Ruzhi

Biomedicine Technology
Co Ltd; Zhihe (Shandong)
Da Pharmaceutical Co Ltd

Kp Pharmacy Co Ltd;
Hunan Baigihe

Pharmaceutical Research
and Development Co Ltd

Hebei Yadong
Pharmaceutical Co Ltd;
Hebei New Zhang
Pharmaceutical Co Ltd

Shandong Qidu
Pharmaceutical Co Ltd

2024.06.26

2024.06.26

2024.06.26

2024.06.26

2024.06.26

2024.06.26

2024.06.26

2024.06.26

2024.06.26

2024.06.26

2024.06.26

2024.06.26

2024.06.26

2024.06.26

2024.06.26

2024.06.26

2024.06.26

2024.06.26

2024.06.26

Injection

Oral
solution

Tablet

Tablet

Tablet

Soft
capsule
Capsule

Capsule

Orally
disintegr
ating
tablet

Gelatin

Tablet
Tablet

Tablet

Eye
drops
Eye
drops
Eye
drops

Injection

Ointment

Injection
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No

No

No

No

No

Yes

No

No

No

No

No

No

No

No

No

No

No

No

No
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CYHS2401894

CYHL2400132

CYHL2400131

CYHL2400130

CYHB2400896

CYHB2400890

CYHB2400889

JYHS2400035

CYHS2401890

CYHS2401889

CYHS2401888

CYHS2401887

CYHS2401886

CYHS2401885

CYHS2401884

Compound Amino
Acid
(16AA)/Dextrose
(12.6%)
Electrolyte
Injection
Succinylated
Gelatin
Succinylated
Gelatin
Glycopyrronium
bromide/
Neostigmine
metilsulfate
Metamucil vaginal
suppository

Phenylephrine
Hydrochloride

Phenylephrine
Hydrochloride

Thiotepa

Pantoprazole
Sodium Hydrate

Piperacillin
Sodium

Piperacillin
Sodium

Piperacillin
Sodium

Ondansetron
Hydrochloride

Ondansetron
Hydrochloride

Acetylcysteine
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Shandong Qidu
Pharmaceutical Co Ltd

Nanjing Zhengda Tianging
Pharmaceutical Co Ltd
Nanjing Zhengda Tianging
Pharmaceutical Co Ltd

Chengdu Nuohe
Shenghong
Biopharmaceutical Co Ltd

Jilin Jingzhu
Pharmaceutical Co Ltd
Nanjing Heron
Pharmaceutical Co Ltd
Nanjing Heron
Pharmaceutical Co Ltd
Esteve Pharmaceuticals
GmbH * Thymoorgan
Pharmazie GmbH * CASI
Pharmaceuticals (China)
Co., Ltd.

Hubei Aerospace Dule
Pharmaceutical Co Ltd

Zhongfu Pharmaceutical
Co Ltd; Dongyang
Xiangsheng
Pharmaceutical
Technology Co Ltd
Zhongfu Pharmaceutical
Co Ltd; Dongyang
Xiangsheng
Pharmaceutical
Technology Co Ltd
Zhongfu Pharmaceutical
Co Ltd; Dongyang
Xiangsheng
Pharmaceutical
Technology Co Ltd
Jiangsu Hechen
Pharmaceutical Co Ltd;
Hangzhou Muyuan
Biomedical Technology
Co Ltd
Jiangsu Hechen
Pharmaceutical Co Ltd,;
Hangzhou Muyuan
Biomedical Technology
Co Ltd
Shandong Heqi
Pharmaceutical Co Ltd;
Shandong Fangming
Pharmaceutical Group Co
Ltd

2024.06.26

2024.06.26

2024.06.26

2024.06.26

2024.06.26

2024.06.26

2024.06.26

2024.06.25

2024.06.25

2024.06.25

2024.06.25

2024.06.25

2024.06.25

2024.06.25

2024.06.25

4 Injection
4 Injection
4 Injection
3 Injection
4 Supposit
ory
3 Injection
3 Injection
Sterile
59 powder
for
injection
Sterile
4 powder
for
injection
Sterile
3 powder
for
injection
Sterile
3 powder
for
injection
Sterile
3 powder
for
injection
3 Film
3 Film
Inhalatio
4 n
solution
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No

No

No

No

No

No

No

No

No

No

No

No

No

No

No
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China Resources Sanjiu

Medical & Pharmaceutical
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CYHS2401883 Adapalene Co Ltd; Guangdong Cr 2024.06.25 4 Gelatin No
Shunfeng Pharmaceutical
Co Ltd
Pioglitazone Zhejiang Y'Z.Eda
Hydrochloride/Met Pharmaceutical
CYHS2401882 Y formin Technology Co Ltd; 2024.06.25 3 Tablet No
Hydrochloride Zhejiang Saimo
Y Pharmaceutical Co Ltd
Hubei Minkang Orally
CYHS2401881 Nalfurafln_e Pharmacg_utlcal _Co Ltd; 2024.06.25 4 d|S||_1tegr No
Hydrochloride Nanjing Haina ating
Pharmaceutical Co Ltd tablet
Shandong Liangfu .
CYHS2401880 Adapalene Pharmaceutical Co Ltd 2024.06.25 4 Gelatin No
Guangdong Sunho .
vancomvein Pharmaceutical Co Ltd,; S;\%Ieer
CYHS2401879 yel Shenzhen China Resources  2024.06.25 4 P No
Hydrochloride : for
Gosun Pharmaceuticals Co L
injection
Ltd
Ruxolitinib Jiangxi Kerui
CYHS2401878 Phosphate Pharmaceutical Co Ltd 2024.06.25 4 Tablet No
Chengdu Kanghong Sustaine
CYHS2401877 Mirabegron Pharmaceutical Group Co  2024.06.25 4 d Release No
Ltd Tablets
Vildagliptin/Metfor ~ Renhe Yikang Group Co
CYHS2401876 min Hydrochloride  Ltd; Hebei Renhe Yikang  2024.06.25 4 Tablet No
()] Pharmaceutical Co Ltd
Hubei Tianyao
Pharmaceutical Co Ltd,;
CYHS2401875 Famotidine Chongging Yili 2024.06.25 3 Injection No
Pharmaceutical
Technology Co Ltd
Nanjing Fengkaisi Drug Sterile
Latamoxef Development Co Ltd; powder
CYHS2401874 Disodium Harbin Reputation Scale 2024.06.25 3 for No
Pharmaceutical Co Ltd injection
CYHS2401873  Famotidine Jtiigs Snail i 2024.06.25 3 Injection  No
Pharmaceutical Co Ltd
CYHS2401872 ~ Carbazochrome — Sinopharm Group Guorui ., ) o 55 3 Injection  No
sodium sulfonate Pharmaceutical Co Ltd
CYHL2400129  Samidorphan/ CHYPREMIESLIEL €8 oo s 15 3 Tablet  No
Olanzapine Ltd
CYHL2400128 ~ Samidorphan/ Qilu Pharmaceutical Co 554 0595 3 Tablet  No
Olanzapine Ltd
CYHL2400127  Samidorphan/ CHDESIEEIIENCE  onoopay 3 Tablet  No
Olanzapine Ltd
CYHL2400126  Samidorphan/ Qilu Pharmaceutical Co— 554 0595 3 Tablet  No
Olanzapine Ltd
Shandong Hualu
Pharmaceutical Co Ltd,;
CYHB2400875 Aminocaproic Acid Guangdong Wantai 2024.06.25 3 Injection No
Kechuang Pharmaceutical
Co Ltd
Shandong Hualu
CYHB2400874 Aminocaproic Acid | narmaceutical Co Ltd; 5, 56 o5 3 Injection  No
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Guangdong Wantai

Kechuang Pharmaceutical

Data Source @ Pharmacodia
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CYHB2400873

CYHS2401893

CYHS2401892

CYHS2401891

CYHB2400880

CYHB2400879

CYHS2401871

CYHS2401870

CYHS2401869

CYHS2401868

CYHS2401867

CYHS2401866

CYHL2400125

CYHL2400124

CYHB2400866

CYHB2400865

CYHB2400860

Tofacitinib Citrate

Monopotassium
Phosphate/
Dipotassium
Phosphate

Tafluprost

Eicosapentaenoic
acid

Dapoxetine
Hydrochloride

Dapoxetine
Hydrochloride

Tadalafil
Tadalafil

Adapalene/
Benzoyl Peroxide

Fenofibrate

Phloroglucin

Empagliflozin/
Metformin
Hydrochloride
Cariprazine
Hydrochloride
Cariprazine
Hydrochloride

Rebamipide

Tedizolid
Phosphate

Levofloxacin

Co Ltd

Jiangsu Sinomune
Pharmaceutical Co Ltd

Shandong Hualu
Pharmaceutical Co Ltd

Hubei Minkang

Pharmaceutical Group Co

Ltd; Nanjing Haina
Pharmaceutical Co Ltd
Hangzhou Zhongmei
Huadong Pharmaceutical
Co Ltd
Jiangxi Shimei
Pharmaceutical Co Ltd;
Shandong Lukang
Pharmaceutical Group
Scitech Co Ltd
Jiangxi Shimei
Pharmaceutical Co Ltd;
Shandong Lukang
Pharmaceutical Group
Scitech Co Ltd
Disha Pharmaceutical
Group Co Ltd

Disha Pharmaceutical
Group Co Ltd
Suzhou Gaomai
Pharmaceutical Co Ltd;
2y-Biopharma
Jiangsu Deyuan
Pharmaceutical Co Ltd
Hebei Chuangjian
Pharmaceutical Co Ltd;
Hebei Huide Xusheng
Pharmaceutical
Technology Co Ltd

Zhejiang Anglikang
Pharmaceutical Co Ltd

Chengdu Open
Pharmaceutical Co Ltd

Chengdu Open
Pharmaceutical Co Ltd

Deyang Huakang
Pharmaceutical Co Ltd
Nanjing Yoko
Pharmaceutical Co Ltd;
Nanjing Libowei
Pharmaceutical Co Ltd
Chengdu Haitong
Pharmaceutical Co Ltd

2024.06.25

2024.06.25

2024.06.25

2024.06.25

2024.06.25

2024.06.25

2024.06.22

2024.06.22

2024.06.22

2024.06.22

2024.06.22

2024.06.22

2024.06.22

2024.06.22

2024.06.22

2024.06.22

2024.06.22

4 Tablet
3 Injection
Eye
& drops
4 Soft
capsule
4 Tablet
4 Tablet
4 Tablet
4 Tablet
3 Gelatin
4 Capsule
Orally
disintegr
3 .
ating
tablet
Sustaine
3 d Release
Tablets
3 Capsule
3 Capsule
4 Tablet
Sterile
4 powder
for
injection
3 Injection
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Yes

No

No

No

Yes

Yes

Yes

Yes

No

No

No

No

No

No

No

No

No
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Data source: Pharmacodia Global
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2.2 Consistency Evaluation Varieties Application

According to the data of Pharmacodia, there were 11 newly consistency evaluation numbers this week, involving 8 varieties,

including 8 injections.
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Acceptance Drug name Enterprise name Date Dosage  Centralized
number 9 P form procurement
Guangzhou Baiyunshan
CYHB2450335  Clindamycin phosphate ~ Tianxin Pharmaceutical Co  2024.06.26 Injection Yes
Ltd
Guangzhou Baiyunshan
CYHB2450336  Clindamycin phosphate  Tianxin Pharmaceutical Co  2024.06.26 Injection Yes
Ltd
CYHB2450337  Lidocaine Hydrochloride PhSha“dO”g.Sheng'” 2024.06.26  Injection No
armaceutical Co Ltd
Peritoneal Dialysis Tianjin Pharmaceutical
CYHB2450338 Soluti Peace (Tianjin) 2024.06.26 Injection No
olution (Lactate) .
Pharmaceutical Co Ltd
Peritoneal dialysis Tianjin Pharmaceutical
CYHB2450339 Soluti Peace (Tianjin) 2024.06.26 Injection No
olution (Lactate) .
Pharmaceutical Co Ltd
Peritoneal dialysis Tianjin Pharmaceutical
CYHB2450340 Solution (Lactate) Peace (Tianjin) 2024.06.26 Injection No
(Low calcium) Pharmaceutical Co Ltd
Peritoneal dialysis Tianjin Pharmaceutical
CYHB2450341 Solution (Lactate) Peace (Tianjin) 2024.06.26 Injection No
(Low calcium) Pharmaceutical Co Ltd
. . Grand Pharmaceutical L
CYHB2450342 Aminophylline (China) Co Ltd 2024.06.26 Injection No
- Jiangxi Yintao "
CYHB2450343 Famotidine Pharmaceutical Co Ltd 2024.06.26  Injection No
CYHB2450334 Dyphylline Eepe Ouyg;’hftr?aceutlcal 2024.06.25 Injection No
CYHB2450333 Glycerol/Fructose/Sodium Anhui Double-Crane 2024.06.22  Injection Yes

Chloride Pharmaceutical Co Ltd

Data source: Pharmacodia Global Global

2.3 Generic Drug Supplement Application

(AEESLEIIEE Drug name Enterprise name Date DS HERIEETeT
number form type
Avibactam Pfizer Ireland Pharmaceuticals Sterile Supplementar
JYHB2400326  Sodium/Ceftazidi _ 2024.06.28 powder for °uPPlementary
Ltd;Acs Dobfar SPA S application
me injection
oy Sustained
JYHB2400325  Methylene blue ~ COSMO SPaBridgingPharma 555 6 95 Rejease  SUPPlementary
Ltd application
Tablets
Sodium Chloride/
Potassium
Chloride/
CYHB2400918  Calcium Chloride/ Shijiazhuang No 4 2024.06.28 Injection ~ SuPPlementary
M . Pharmaceutical Co Ltd application
agnesium
chloride/

Sodium Citrate/
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Citric Acid/
Sodium
Bicarbonate

Diphenhydramine

Hefei Chuangxin Medicine
Technology Co Ltd; Huang
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Supplementary

S0 Hydrochloride Shan C-King Pharmaceutical AU LS ekl application
Co Ltd
CYHB2400916  Flumazenil ~ “iangsuNhwaPharmaceutical ), 05 55 jpjection ~ SuPPlementary
Co Ltd application
CYHB2400915  Flumazenil ~ “iangsuNhwaPharmaceutical 5,4 g6 55 jpjection ~ SuPPlementary
Co Ltd application
Chongging Sandaweiye Supplementar
CYHB2400914  Sodium Citrate Pharmaceutical Limited 2024.06.28  Injection ppiementary
application
Company
Shenzhen Lrw Biological R:ci:egallggv Supplementar
CYHB2400910 lodine[l-125] Engineering Technology Co  2024.06.28 q PP licati y
Ltd see application
source
Cefotaxime Harbin Pharmaceutical Group Sterile Supplementar
CYHB2400921 ; Co Ltd General Pharm 2024.06.28 powder for SUPPEmenary
Sodium NP application
Factory injection
Cefotaxime Harbin Pharmaceutical Group Sterile Supplementar
CYHB2400920 i Co Ltd General Pharm 2024.06.28 powder for SUPPEmentary
Sodium NP application
Factory injection
Harbin Pharmaceutical Group Sterile Supplementar
CYHB2400919 Ceftazidime Co Ltd General Pharm 2024.06.28 powder for >uPPlementary
S application
Factory injection
JYHB2400324 " nenoxymethylpen Sandoz Gmbh 20240627  Tablet ~ SuPplementary
icillin Potassium application
JYHB2400323 " nenoxymethylpen Sandoz Gmbh 20240627  Tablet ~ SuPplementary
icillin Potassium application
. Sterile
JYHB2400322 ~ Cefuroxime e e 2024.0627 powder for SuPplementary
Sodium SPA;Glaxosmithkline Ag P application
injection
Shandong Xinhua
CYHB2400909 Tadalafil Pharmaceutical Company Ltd; 504 g 97 papley ~ SuPPlementary
Jiangsu Huayang application
Pharmaceutical Co Ltd
Shandong Xinhua
CYHB2400908 Tadalafil Pharmaceutical Company Ltd; 5054 g o7 Tapler ~ SuPPlementary
Jiangsu Huayang application
Pharmaceutical Co Ltd
Dapagliflozin Yiling Pharmaceutical Ltd; Supplementar
CYHB2400907 Propanediol Nanjing F&S Pharmatech Co  2024.06.27 Tablet ppiementary
application
Monohydrate Ltd
CYHB2400906  Desloratadine SEREED Sl Tmel apagEay o0 SUIREmENEy
Pharmaceutical Co Ltd solution application
CYHB2400905 Ribavirin Hubei Merryclin 2024.06.27 Injection  SuPplementary
Pharmaceuticals Co Ltd application
AR Pfizer Ireland Pharmaceuticals it Supplementar
JYHB2400326  Sodium/Ceftazidi ; 2024.06.28 powder for °uPPlementary
me Ltd;Acs Dobfar SPA injection application

Note: Due to space limitations, only the first 20 data are displayed. If you want to view more data, please visit Pharmacodia
database-China Registration module
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 Pharimacodia
GLOBAL

Pharmacodia Global Database

Pharmacodia Global Database currently includes Worldwide Drugs (W-Drugs) , RD-Gates, W-Regulatory and
Customized Services. The database contain 50+ sub-databases including Drug Data, Global Approval, China
Registration, Target information, Clinical Trials, Synthetic routes, US Orange Book, Japanese Orange Book,

Dissolution Data, Patents and Reference etc. All the sub-databases are update timely and in real time manner.

https://www.pharmacodiaglobal.com/

Pharmacodia Global Data and Services:
) W-Drugs @ Targets Patents W-Regulatory "Fo World approval
=) 61,000+ 2,900+ 14,000,000+ 39,000+ 4 ) 700,000+
China registration Drug Labels Clinical trial ﬂ CMC Related @l FDA Orange Book
234,000+ 143,000+ 505,000+ &N 73,000+ =l/ 47,000+
Japan Orange Book China Generic Sales License in / out News
3,800+ @ 9,000+ 3,800+ 12,000+ Real-time update

Pharmacodia Global Database Fast Tips:

B Patent and literature report in research field M Clinical trial information under research B The synthetic route of drugs
B Pre-clinical experimental data of drugs M The global competition pattern M Market sales data of approved listed
M Registration of generic drugs in China M China generic information M China reference product list
M National Drug Procurement (NRDL) new feature M Medical insurance catlog M Registration information of raw material
M Information of APIs B API DMF status (US/EU/China/Japan) B Formulation and excipients information
M Drug BE guidance and BCS classification M Relevant policies and regulations B New public opinion

Contact Us

India: Global:

Email: sachin.marihal@saspinjara.com Email: global@pharmacodia.com

aravind.p@saspinjara.com bo.bi@pharmacodia.com
WhatsApp:

[=]
4

Aravind P Sachin M Technical support
+91 9619076286 +91 9538033363 +86138 11465766  [[J@ @I Pharmacodiaglobal-India

FOR FREE TRI US TODAY
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