No. Product Name Strength Indication Approvals
Jiiaca Vil e At N AE XERAE
N,
CNS #H#E
Amantadine Hydrochloride Tablets Influenza A, Parkinsonism
01 100m, o ’ . FDA
308 & LR A ¢ AR, WERELE
Aripiprazole Tablets Schizophrenia
02 N 2mg, Smg, 10m, e s ) FDA/EMA
LR A gome e i H
03 Brivaracetam Tablets 10mg, 25mg, 50mg, 75mg, Antiepileptic FDA
AITWHEK 100mg B
Duloxetine Hydrochloride Enteric Capsules Antidepressant
04 5 § 20mg, 30mg, 60m . FDA
38 T T BB BT FoATA
Entacapone Tablets Adjunctive medication for Parkinson's disease
05 200m; . FDA/EMA
b ¢ b8 78 4 1 2
Escitalopram Oxalate Tablets Antidepressant
06 Smg, 10mg, 15mg, 20m R EMA
X E R 2 A e me e AN
07 Lamotrigine ER-Tablets 25mg, 50mg, 100mg, 200mg, Antiepileptic FDA
BE-RERE 250mg, 300mg TR 2
Memantine Hydrochloride Tablets Alzheimer's Disease
08 Smg, 10m . . FDA
BB ESRN s LR 5% s o P 24
Olanzapine Tablets 2.5mg, Smg, 7.5mg, 10mg, Schizophrenia
09 . FDA/EMA
RETH 15mg, 20mg R 3
Paroxetine Tablets Antidepressant
10 10mg, 20mg, 30mg, 40m, N , FDA
VBT A eome e e FAE 25
1 Pregabalin Capsule 25mg, 50mg, 75mg, 100mg, Neuropathic pain, Epilepsy FDA
5B E 150mg, 200mg, 225mg, 300mg WEHE, W
12 Quetiapine Fumarate Tablets 25mg, 100mg, 150mg, 200mg, Schizophrenia EMA
ELRERTH 300mg KA HB
Bupropion Hydrochloride ER-Tablets Depression
13 150mg,300m, . FDA
39892 3 (U e b
Aripiprazole OD-Tablets Schizophrenia EMA:10mg,15mg
14 .
T <O A 10mg, 15mg, 20me, 30mg H 5 FDA:all Strengths
Mirtazapine OD-Tablets Depression
15 15mg, 30mg, 45m . FDA
AT 0 eomRT HAL i
Olanzapine OD-Tablets Schizophrenia
16 Smg, 10mg, 15mg, 20m s i FDA/EMA
HET O some ome e kil
L3 Ll o o o N,
Antispasmodic /Analgesic /Anti-inflammatory # % /45 /41K
Baclofen Tablets Skeletal muscle relaxants
17 10mg, 20m; X FDA
E&%H s B AL
Phloroglucinol OD-Tablets Generalized multi-system spasmodic pain
18 N _ 80m, NN . EMA
EAZE A ¢ A% R G E A
Fingolimod Capsules Multiple sclerosis
19 0.5m, . . FDA/EMA
B RABRE ¢ & % WE A
Celecoxib Capsules Anti-inflammatory, Acute pain
20 50mg, 100mg, 200mg, 400m .. FDA
A A RR vomemTmeT FRT, AHAE
. o o . . . \
Cardio-Cerebrovascular /Lipid-Lowering /Antihypertensive/ i it & /% Ji§ /[& JE
Apixaban Tablets Anti-thrombosis
21 2.5mg, Sm; . FDA/EMA
PRI K eome o te
Captopril Tablets Hypertension, Heart failure
22 12.5mg, 25mg, 50mg, 100m o o FDA
R Lilas pome e e BE. OF
Clopidogrel Tablets Anticoagulation, Anti-thrombosis
23 75m N X EMA
EAHAE N ¢ FOR ML fite
Irbesartan Tablets Cardiovascular
24 N 75mg, 150mg, 300m L FDA
JE Y48 A Bome e Ao R %
Midodrine Hydrochloride Tablets Cardiovascular
25 2.5mg, Smg, 10m; VTS FDA
BRKLEN gome e 2 i 8 P 25
Olmesartan Medoxomil Tablets Hypertension
26 . Smg, 20mg, 40m, T FDA/EMA
FED N s B
Prasugrel Tablets Anticoagulation, Anti-thrombosis
27 3 Smg, 10m, . N FDA
L r 3 D v SR, fite
Rivaroxaban Tablets Anti-thrombosis
28 N 10mg, 15mg, 20m . FDA/EMA
HRDIE K some e it 4o
Rosuvastatin Calcium Tablets Hyperlipidemia
29 Smg, 10mg, 20mg, 40m; o FDA/EMA
B RAITE A v e e e B i




Sacubitril Valsartan Sodium Tablets

Heart failure, Hypertension

30 S B 1B, b 4 24/26mg, 49/51mg, 97/103mg N EDE *FDA
31 Simv;?;f‘g;g;blets 10mg, 20mg, 40mg, 80mg Cfgiﬁil"%a;;?r FDA
3 Tlcgz;iga#blets 60mg, 90mg Antlcoagﬁul};tl;ln‘, /}rit;t:%rombosm FDA/EMA
33 Va'S;;;T;hlets 40mg, 80mg, 160mg, 320mg Hyp;fﬁ”;‘f"’/gj?r;gm FDA
34 F el;);igi;; S}]E;;;a}:—lets 2.5mg, Smg, 10mg C/iiot;&a}sg%ar FDA
Diabetes $ & &
36 A"’Fga}g;] ;‘;ets 6.25mg, 12.5mg, 25mg Tyz";i;;zges FDA
37 Lin;ﬁl);g;ﬂnﬂ"l:;l‘)lets 5mg Tyzpé i}gdiﬁat;;tes FDA
18 Linagliptin and Metformin Hydrochloride Tablets 2.5mg/500mg, 2.5mg/850mg, Type 2 ‘diabe?tes FDA
A FIT = ¥ XA 2.5mg/1000mg 288 KA
39 Sitag;g;} ;j?e“ 25mg, 50mg, 100mg Ty;%iggges EMA
0 Sitagliptin Phosphate a;:bll\;lte:formm Hydrochloride Somg/850me. 50me/1000me T}’P;J 2 dial:?s:tcs A
T 50T = B S PR
4l Metformin Hydg;;grgle;;ms;%e}i{ﬁlﬁase Tablets (I1I) 500mg, 1000mg Tyngé 27} ;iﬁal;;tes FDA
42 Metformin Hydrochloride ER-Tabl?ts (GLUMETZA) 1.0g Type 2 ‘diabc?tes NMPA
BR-_FRAMEER CEFRA) 2848 R
Anti-Infective (Antibiotics) FiR&AE (A X)
43 A’““g;g%?blm 250mg, 500mg Mj:;‘{];i;g‘;;béi";“ FDA/EMA
44 Cip“’""""‘cig%y;;g';"ﬁde Tablets 100mg, 250mg, 500mg, 750mg Qf/i;;%%z;fg“ FDA/EMA
45 Clarit;;;)ﬁngc;l;ablets 250mg, 500mg Mjg;\li;; gl;}%ﬂ;io;cs FDA/EMA
46 Lefar;%u;n ﬂ;&;;t};k ';Elblets 600mg Bac;;rigl} épr%in;\r;no(n};; f(iults) FDA
47 Lev;ﬂg‘%cg ;;Lb'“s 250mg, 500mg, 750mg Qt‘;;%ﬁ:;“;";“ FDA/EMA
49 Doxycyc%}ii;; ;I)%l;t; C&];l;i:ﬁablets 100mg Bath;i Jigzz\lf;;;ction FDA
50 Clarit;rg[g;n;;—;ablets 500mg M;i(crﬂo\l;;le@ llsarﬁ;ﬁtibéiogcs FDA/EMA
51 Doxycyclin; %;a;;igf&k;e Capsules 40mg Bactzéi ;gf;:tion FDA
52 Azithr;qngc;; ;O:I;; ?éls%pension 200mg/5mi Mjs;(o\l;j% Ear;};ﬂ;io;cs EMA
Anti-Virus #iJ5 &
53 Acg‘;;; ;a):fets 400mg/800mg ;ﬁ%‘g; FDA
54 E“jg%:_i;:;‘ets 0.5mg, Img Hz‘gt%?? FDA/EMA
55 Valag;‘;’;g;b'ets 500mg, 1000mg ;;%‘g; FDA
57 Oseﬁgg%ﬁg‘”“ 30mg, 45mg, 75mg Ant}%‘g‘;‘}; gms FDA/EMA
58 Oseltal;j\;]r ﬁ;o% (:)I:':E: %u;ﬂ?ension 360 per bottle Anti%zglgr;;a %virus FDA/EMA




Antineoplastic /Thrombocytopenia i i 38 /4 i1

Anastrozole Tablets

Anticancer

59 Im, . L FDA
LA o 1 ¢ b E
Eltrombopag Olamine Tablets Thrombocytopenia
60 N 12.5mg, 25mg, 50mg, 75m = *FDA
3 94 BB ome e e /M
Letrozole Tablets Anticancer
61 2.5m, . N FDA
Sk 4 Hr ° B 25
Lenalidomide Capsule Hematologic tumor
62 Smg, 10mg, 25m, R NMPA
R TS B 2 e e me i 5
. . . O 3N W 3N
Urological /Gastrointestinal /Endocrine 3 & /7% /A 43
Bumetanide Tablets Diuretics
63 0.5mg, Img, 2m N *FDA
AR B eomeme FIR 2
Febuxostat Tablets Hyperuricemia
64 40mg, 80m, i . FDA
4 A b BT R B i
Finasteride Tablets Androgenetic alopecia, BPH
65 Img, S5m; - e e A NMPA, PIC/S
3 AR M e ome HHERRR, BAEWTIRE L
Methimazole Tablets Hyperthyroidism
66 5m, . L FDA
% Yis ¢ R A 31
Solifenacin Tablets Overactive bladder
67 Smg, 10m, ; B FDA/EMA
A A S BB S i
Tadalafil Tablets Erectile dysfunction
68 NS 2.5mg, Smg, 10mg, 20m; . FDA/EMA
ks 3 H gome e e PR fe R
Calcium Acetate Capsules Hypercalcemia adjuvant treatment
69 667m o N FDA
BREKE ¢ B 45 48 B 67T
Esomeprazole Magnesium Enteric-coated Capsules suppress gastric acid secretion
70 N 20mg, 40m; N *FDA
3B S ol 8 R e e 151 B 84
Mesalamine Extended Release Capsules Maintenance of remlssilon in fi(-iult patients with
71 3 904 vk 28 S Bk 375mg ulcerative colitis FDA
RN I G R R EARIEIT
AL
Hormone ¥ &
Medroxyprogesterone Acetate Tablets Marketed: 2mg,4mg,10mg Progestin
2
7 B F R 2R To be marketed: 2.5mg,5mg Zhg & ok NMPA, PIC/S
Estradiol Valerate Tablets Estrogen
73 N _ 1m . W NMPA, PIC/S
R B ¢ R %
Estradiol Tablets Estrogen
74 Im, . o NMPA, PIC/S
L= 5y ¢ W K
Prednisolone Tablets Glucocorticoid
75 § . 5m, . . FDA
WA H ¢ R Wk
Ophthalmic and Topical B & Fu 5 Bk F 24
Cyclosporine Ophthalmic Emulsion, 0.05% Stimulates tears, treats dry eye
76 0.05%, 0.4mL:0.2m, Ay e s FDA
R E B (D ’ ¢ (EEAW, FkETR
77 Cyclosporin Eye Drops/cyclosporine ophthalmic emulsion 0.1% Immunosuppressive Rx for dry eye SEMA
FREFEA (D (0.3ml:0.3mg) THRIE fo 0% 41 R 9 3K
Adapalene Gel Acne vulgaris
78 N 0.1% (10g,20g,30g) - NMPA
P2 b A B P vTeE FHRERE
Lidocaine Cataplasms Relief of postherpetic neuralgia
79 14g:700mg(14cm*10cm . . NMPA
R % FEER g700me( : FLT 58 %R 2
Immunosuppressive drug 4 % 3 & 24 &y
Prevent organ transplant rejection, Treat
80 Mycophenolate Mofetil Capsule 250mg ‘ ”refractory‘neplgotlcDs;:ldrome FDA
LEXTREWKE BrE. IF. CHEEAEBEEBEHEFRK
B, BT REIEEE RS 1
. ) n
Injectable J¥ 5t 7= %
81 Compound Amino Acid Injection (9AA-SF) 250ml:13.98g (Total Amino Renal insufficiency nutritional support NMPA
£ 7 R ERERK (9AA-SF) Acids) EHETAERXE
Compound Amino Acid Injection (15AA-SF) . . Hepatic encephalopathy
82 W 250ml:20g (Total Amino Acids o NMPA
£ 7 B A BIEAK (15AA-SF) g ( ids) [y
83 Compound Amino Acid Injection (18AA-V-SF) 250ml:8.06g (Total Amino Nutritional supplement NMPA
£ 7 5 % 7 5K (18AA-V-SF) Acids) and 12.5g Xylitol EARLREFRA L
Epinephrine Injection (Prefilled Syringe) Anaphylaxis, Cardiac arrest
84 W - 10ml: 1m, . . NMPA
VAR (HUER AR ¢ S B




Epirubicin Hydrochloride Injection

Broad-spectrum antitumor

85 - 20mg/10ml SRV EMA
BRET W EERE ¢ I
Eribulin Mesilate Injection Antitumor
86 o wl s Img/2ml R NMPA
Ak 3L Ak ¢ gl
Insulin Glargine Injection . T1&2 diabetes
N 3ml Cartrid - . FDA
¥ R 853 0 4 i Cartridge ERE Ly
Irinotecan Hydrochloride Liposome Injection Pancreatic cancer
88 N ™ 43mg/10mL . *FDA/*EMA
558 17 3 3 BG40 AR : fdi3l
Lidocaine Injection Anesthetic
89 " 1%, 2%, 4% RN FDA
VAL iR S s JR B K 254
Methylprednisolone Sodium Succinate for Injection Anti-inflammatory, Ant.l—allcrgy,
90 N PR B3R R A 40mg Immunosuppressive PIC/S
" R, g BRI
Ondansetron Injection Antiemetic
91 “ 4mg/2ml, 8mg/4ml . *EMA
B % B A ¢ ¢ Y R
Paclitaxel (albumm-bm.md), 'powder for dispersion for Metastatic breast, NSCLC & Pancreatic cancer
92 infusion 100mg SR 3/ B T T *EMA
ERAEYBEE Y o
Progesterone Injection Progestin
93 - 1ml:10mg, 1ml:20m, X L NMPA
3t O A ¢ ¢ Bk %
Sugammadex Sodium Injection Adult neuromuscular nlockade reversal
94 " 200mg:2ml R . NMPA
A R0 40 B ¢ A B 5
Testosterone Undecanoate Injection Androgen replacement
95 N 2ml:250m; . - NMPA, PIC/S
B A ¢ 18 E B RIE T
. o v,
Weight loss, Glycemic control & &, i} #|
Semaglutide Tablets Weight loss, Reduction of blood glucose
96 3mg. 7mg. l4mg. 25m, . /
k2% 3ides e re e e ME, Tt
1 1.5ml. 2mg/1.5ml; . .
97 Semaglutide Injection Z:f; /3?:11 6 ;r:i, /;Trlrll Weight loss, Reduction of blood glucose /
EEZS )i e: %83 L ) BE, [EftE
9.6mg/3ml
5mg. 10mg. 15mg. 20mg. . .
08 Semaglutide Lyophilized Powder 3 (;Ilngg 4 (;nmgg s Onrilgg 5 Ommgg Weight loss, Reduction of blood glucose /
AT 100 120me ME, W b
99 Orforglipron Tablets 0.8mg. 2.5mg. 5.5mg. 9mg Weight loss, Reduction of blood glucose /
EWINER . 14.5mg. 17.2mg BE, [imiE
2.5mg/0.5ml, 5mg/0.5ml.
7.5mg/0.5ml. 10mg/0.5ml.
Tirzepatide Injection me/.om met.om Weight loss, Reduction of blood glucose
100 B A K AR 12.5mg/0.5ml. 15 mg/0.5ml; RE, [ /
SRCLSES 20mg/2.4ml. 40mg/2.4ml. RE, I
60mg/2.4ml
. . - Smg. 10mg. 15mg. 20mg. . .
101 Tirzepatide Lyophilized Powder 30mg. 40mg. S0mg. 60mg. Weight loss, Reduction of blood glucose /

B A R TR

100mg. 120mg

BE, & mAE




APIs /Intermediates J& ¥ 25/ 8] 4k

MR A Registration Status

No. Product Name CAS No.
G P4 FEXHE CDE FDA EMEA
Atosiban . DMF
1 W] 4 7 90779-69-4 In preparation In preparation wc
Cetrorelix Acetate DMF
2 B BT o 3 120287-85-6 A In preparation EDMF
Etelcalcetide . DMF DMF
. 1262780-97-1 I t . .
3 A+ K 62780-97 i preparation In preparation In preparation
Leuprorelin Acetate DMF EDMF
- 14-56- I . .
! B BR 7% A B AR 53714-56-0 submitted In preparation
Semaglutide DMF
. 910463-68-2 I .
> B EHE K submitted we
Tirzepatide . DMF EDMF
6 AR Bk 2023788-19-2 In preparation In preparation In preparation
Teduglutide . DMF EDMF
. 197922-42-2 I t
! HEEK 79 ! preparation In preparation In preparation
Retatrutide . DMF EDMF
2381089-83-2 I t
8 B fh & Ak 381089-83 i preparation In preparation In preparation
Angiotensin II . DMF EDMF
¥ i Rk E I 4474-91-3 In preparation In preparation In preparation
Baloxavir marboxil DMF
10 4 5 1985606-14-1 / In preparation /
Camizestrant DMF
2222844-89-
1 ok E B 844-89-3 / In preparation /
Elacestrant Dihydrochloride DMF
. . 1349723-93- .
12 YA E A B 349723938 / In preparation /
Enarodustat
13 . 1262131-60-1 / / /
BAE &
Orforglipron calcium salt, hydrate (2:1:2) DMF
: 44-96-2
1 BT A5 KA (2:1:2) 3008344-96 / In preparation /
Rimegepant DMF
1374024-48-2 /
o i w In preparation /
Suzetrigine DMF
. 2649467-58-1 / .
16 T AR In preparation /
17 Upadacitinib 1310726-60-3 / DMF /
Zhg &R 2050057-56-0 In preparation
3,4-Difluoro-2-methoxyphenylacetic acid
18 34-ZA2-FEERLB 1558274-26-2 In-house Specification
36 I R KR 2 4 o A
(S)-3-Bromo-5-iodo-2-(1-methoxyethyl)pyridine
19 (S)-3-R-5-81-2-(1-F A HE T ¥) whwe 2641451-76-3 In-house Specification

Rme &R 2 7|5 T IR




