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Fg S 4R A% BFIN | BR
1 ANDA211669 %Eﬁ@?ﬁﬂ;ﬁﬁ BRTERS 2mg/ml Meitheal | €&
2 ANDA211005 FE 2R BN R 1,000 Unit/ml Ry | 2

RIS e ¢ (AN

3 ANDA211668 NN
By JE)D SR

2mg/mL; 10mg/ml Meitheal | 3¢

1,000 units/ml, 5,000 units/ml and
10,000 units/ml in  Single-dose
Vials, 10,000 units/10 ml (1,000
units/ml) and 30,000 units/30 ml

Vials, and 50,000 units/10 ml (5,000
units/ml) and 40,000 units/4 ml
(10,000 units/ml) in Multiple-dose
Vials

4 | ANDA211007 JRRENFES |(1,000 units/ml) in Multiple-dose| A B4 | S5

175 mg/17.5 ml (10 mg/ml) and 250

Vials

5 ANDA211002 FENEHERESYE SR | mg/25 ml (10 mg/ml) Single-Dose | Meitheal | SE[E

6 | ANDA211003 | /&4 v i 50 mg per vial Meitheal | 3%[H

30mg/0.3mL; 40mg/0.4mL; 60
mg/0.6mL; 80mg/0.8mL;

! ANDA206834 R ZR BATE S 100mg/mL; 120mg/0.8mL;

Rt | 52

150mg/mL
8 | ANDA211670 | e femseghy | 2 meo2ml@ T/‘i:g(sm') Multi-Dose | \reitheal | 32z

9 ANDAZ211004 R 28893 3R 20,000 USP Units/mL AR | £




10 mg/10 ml (1 mg/ml),20 mg/20 ml

10 | ANDA211671 KT (1 mg/ml),and 50 mg/50 ml (1 Meitheal | %[
mg/ml) Single-Dose Vials
11 | ANDA212060 2N SR 5,000 Units/0.5 mL At | £ E
12 | PLASBASO00T00) eigenr e gmi g 10,000 1U (100mg)/im e | veE
13 | PLASSASIO00Z00 | v iy 8,000 1U (80mg)i08ml | Azt | Sl
14 PL43848/10003'00 BV T2 N 6,000 IU (60mg)/0.6m f ety |
15 | PLASBISR00%00 e e 4,000 1U (40mg)io.daml | fitAcity | S
16 PL4384§’10005'00 BV T2 2,000 IU (20mg)/0.2m| f ety |
17 96232.00.00 VB A 10,000 IU (100mg)/1 ml A ey | 1
18 96233.00.00 MR I A S 8,000 1U (80mg)/0.8 ml fa A ety | 7o ]
19 96234.00.00 MR I A S 6,000 IU (60mg)/0.6 ml fa A ety | 7o ]
20 96235.00.00 M I AN SR 4,000 1U (40mg)/0.4 ml @A Bt |
21 96236.00.00 VB I 2 BN S 2,000 1U (20mg)/0.2 ml @A Bty |
22 [5.4.1-2015-105059| V% T = AMTE S 10,000 IU (100mg)/1 ml @Ay | Fi gt
23 |5.4.1-2015-105060| &% 2 AhVE SR 8,000 1U (80mg)/0.8 ml @Ay | Fi gt
24 |5.4.1-2015-105061| 1&¥% 2 A0 E SR 6,000 IU (60mg)/0.6 ml A A | Hi i
25 |5.4.1-2015-105062| &% 2 AhE SR 4,000 1U (40mg)/0.4 ml A A | Hi i
26 [5.4.1-2015-105063| &K% =AMV SR 2,000 1U (20mg)/0.2 ml @A A | i
30mg/0.3mL; 40mg/0.4mL;
i - N 60mg/0.6mL; 80mg/0.8mL; R
27 2207757/16-0 M 2 0 S 100mg/1.0mL - 120mg/0.8mL: AR Ly | B2 Ph
150mg/1.0mL; 20mg/0.2mL
g (B42COKIISOR0| peuprramitai | 1000010 oomgaml | fesett | P
/0 01/DC o
84427-UK/H/5936 " U | PHIE
29 10 02/DC eV T 22 AN S 8,000 IU (80mg)/0.8ml i R AR P
84427-UK/H/5936 - N | PHE
30 10 03/DC W T B SR 6,000 1U (60mg)/0.6ml (8 A B -
84427-UK/H/5936 " U | PHIE
31 10 04/DC eV T 22 AN S 4,000 1U (40mg)/0.4ml i R B4R P
84428-UK/H/5936 - N .| PEEE
32 10 05/DC eV T 22 B 5 ¥ 2,000 1U (20mg)/0.2ml fa K B P
33 | RC/BD-002157 | FF&4M. MKl T2 — A et | EREE
34 | ANDA091489 Mﬁ@ﬁm%’iﬂf%ﬂﬁ 10mg/ml Meitheal | 2[¥
35 | ANDA091488 z“iﬁﬁﬁmgﬁ BT 10mg/ml Meitheal | 2[H
36 | ANDA205030 TSR KR IM 15units/vial; 30units/vial Meitheal | 2£[H
37 | ANDA077096 R 50mg/Sml; 150mg/15ml; Meitheal | 2/

450mg/45ml; 600mg/60ml




38 | ANDA206190 (R NS PR IR 20mg/ml Meitheal | 3% [
39 | ANDA205696 IR RS RE IR 100mg/ml Meitheal | 3&[H
40 | ANDA201166 | EHhEeFE+E BEE S 4mg/vial Meitheal | 2:[H
41 | ANDA210334 Eﬁ@ﬁiiﬁ};%%@ 10mg/ml Meitheal | 2&[H
42. | ANDA210333 i %%E‘&L AR ;%/Tg/r?wlnzll(é %g/%zr)]lz’ﬁg?mla?:g Meitheal | &[H
Bulk Package
43 | ANDA212958 VE I & oK 3.5 mgvial Meitheal | 3% [
42 | ANDA211001 S %ﬁ?;}%ﬁiiﬁ%ﬁ 25 mgS/i\;igalle'ilB% sleOS/ irzgllgS;Nial, 25 |
45 | ANDA206189 I3 Y S 100 mg/5 mL(20 mg/mL) Meitheal | 2% [
46 | ANDA212061 FF 2SR 5,000 Units/mL Single-Dose Rty | £ E
47 | 5380-MEE-0820 | & T Rk 5l 0.4ml: 40mg (4000 IU) ey ety gﬁ
48 | ANDA212130 | 35 F g & 22 B g 500mg/vial Meitheal | 2&
49 | ANDA215196 | jEitfhm A EE | ° %?rﬂfg’;i;agﬁ,lkopgzakzggia' i R | 2
50 | ANDA215197 | VESTHEER G HER 500mg/vial; 1g/vial @A ey | £ H
51 | ANDA208485 i3 Y S 500 mg/25 mL (20 mg/ ml) FsfaE g | EH
52 | ANDA214996 | EE#ERINJE B 7o v Bk 250mcg/0.5ml Fuar | EH
53 ANDA212803 o S K B 20 mg/2 ml. 40 mng];|/4 ml. 100 mg/10 Meitheal | 22
54 | ANDA212802 | emmmiighy |02 m9/mb %8.3 mgg omr:ﬁ Lmglsmll-\reitheal | [
55 | ANDA212804 | T DURRET jgﬁﬁ gl 5 mg/10 ml. 10 mg/10 ml Meitheal | 3 [
56 | ANDA214514 | SALBEHIRBRIE 5 200 mg/10m| Meitheal | %[
57 | ANDA212806 it I v R SR 0.4 mg/5 mL(0.08mg/ml) F R | £H
58 | ANDA213130 | S4FZ SN (10mg /m5|f)) rg?n/slgn'[‘) oseVials | Meitheal | [
59 | ANDA091602 VES H AR S e 250mg/vial Meitheal | 5[
60 | ANDA213623 eI PAEbr it S 500mg/vial Meitheal | Z%[H
61 | ANDA213786 S RIS = 350mg/vial Meitheal | 2%[H
62 | ANDA212959 T S b P A ¥ 50mg/vial Meitheal | 2%[H
63 | ANDA214516 TS AR S Heme 200mg/vial Meitheal | %[
64 | ANDA213460 SR EFNT 100mg/vial Meitheal | 3%[H
65 | ANDA214020 S HE IR 50mg/vial Meitheal | 2%[H
66 | ANDA212960 | vESIHERZELS 50mg/vial Meitheal | 2[H
67 | ANDA213463 LA PR 5 0.5 mg/vial Single-Dose Vials Meitheal | 3&[F

(Dactinomycin), USP




68 | ANDA213461 FUERIEF SR 20mg/20mL Meitheal | [
Se sz oo |50 mg/mL, 100 mg/mL A2 500 mg/5 '

A e Mg JEEL S S B

69 | ANDA214507 | P4 SRR IE BEy: 51 mLDose Vials Meitheal | 2%[H

70 | ANDA215381 S KR S5 50 mg/Vial and 100 mg/Vial R Mty | 35 E

Sy 60 mg/10 mL (6 mg/mL) . -

71 | ANDA212127 EMEEZRER IR Single-dose Vial Meitheal | 2:[H

72 | ANDA212128 T S P BT AL 100 mgSingle-Dose Vial. Meitheal | 3£[H

200 mg/5.26 mL (38 mg/mL), 1
R I B gram/26.3 mL (38 mg/mL), and 2 . :
73 | ANDA212129 | hPE2 75 PE AR 5K gram/52.6 mL (38 mg/mL) Meitheal | 2%[H
Single-Dose Vials

74 | ANDA215860 | VESFFHPEFCHIMEAEN | 40 mg per Vial (Single-Dose Vial) | fi ity | 5 H

75 | ANDA214504 TR AARER 40 mg/vial Single-Dose Vial. Meitheal | 2%[H
Py T .

26 | ANDA204843 &E%iﬁ bR v 5 200 meg/2 mL (100 meg/mL) Meitheal | 22

W Single-Dose Vial

77 | ANDA214505 AL RER 5 mg/ Vial. 20mg/ Vial Meitheal | 2% [

78 | ANDA214856 | {Ri%MHETSK 300mg/3ml (100mg/ml) @Ry | £E

79 | ANDA215195 | JE:§tH IR HE R 750mg/vial At | £E

BERGHIR, 27 LA T AFIINE 24 BUE B RBUR AP EZ 8 (D s,

I=RUN TR/
5 S % AFR A A% FRHWE | FEAN |BxE
1 | Ez5#E H20143002 WIERFEREY | R — 2024.01.01 | A Bt | R HE
2 | EZ5#E H20143003 mﬁ}ﬁ%%&% VES) 0.4ml: 40mg 2024.01.01 | A Bt | R HE
W (40001U)
3 | [Ez45#E H20150008 I T2 kL2 — 2025.01.14 | fiE ARy | A
4 | EZEs H20153024 | ik T 25N ST | 55 %'SQ'I‘U 2025.01.16 | A Betn | HE
5 | [Hz5#EF H20153091 MIEFZRE | R — 2025.03.11 | A Betn | R HE
6 | 27T H20153092 mjﬁ?i%&% VESTF) %f(ggll:u 2025.03.11 | {4 B4y | A E
7 | E25uET H32024293 280 kL2 — 2025.07.23 | fEA By | HE
8 | EZms H20163484 %ﬂ?;wf% V571 O'(Ggg:):ofggg 2024.01.01 | fe Az pe | o
9 | EZ#k= H20191005 ﬁwﬂﬁ?gﬂﬁf% V5 %fsr)glfu 2025.03.11 | f# et | I
10 | EZjiE H20194077 ﬁmﬁimﬁj VEGT %‘S’%’I’U 2025.03.11 | A By | A E
O.3m|:
11 | EZ#ET H20201000 | AT A0SR | S5 | 7500AXa | 2025.01.16 | A Btr | HE
U
12 | [EZi#ET H20213494 | KRS | VES | 10ml:10mg | 2026.06.15 | fd A& et | 1 IE




13 | [EZiET H20213495 | K JuAEHH | VESF | 20ml:20mg | 2026.06.15 | fid A AR | HIE
14 | E 2585 H20213496 | KAAVESR | {555 | 50ml:50mg | 2026.06.15 | {i# A Bty | i E
" ik 2SNV EST |
15 | EZj#E5 H20213568 E"J‘H}fg%&% VRS 1 0.5ml:2.5mg | 2026.06.29 | fa A tn |
5ml:10mg(
- TR i e | ¥ .
16 | [ #51E5 H20203700 Ve VEH | cogpyrony | 2025-12.20 | fAcleth | HhiE
012 it)
17 | EZ5#ET H20223221 | RSB I E | FS57 | 50mg 2027.04.11 | fg R ety | HHE
18 | EZjHET- H20223206 | & ELRESE | ESSF | 10ml:20mg | 2027.04.07 |{g# A Bty | HE
19 | EZHET H20213017 | FVHFESR | ST | 10ml:60mg | 2026.01.11 |{g itz | E
25mg (%
S WS ERRORIA |, . .. | C16H21CI2 .
20 | [EZHET H20213019 T M | 303 -HoL | 2026:01.11 | fEiERIZS | i
i
100mg (1%
e HES R RIA | .. | C16H21CI2 .
21 | EZ#ET H20213020 ST T | (300 - noy | 20260111 | fEEHIZ |
it)
- » 50mg (§%
N S 11 7Sy .
22 | EZ5WT H20213965 EW@;{;% TR | im0 | C20H21NT | 2026.12.30 | stz | o
o7 ih)
Nasizn INESS
23 | EZ4#ET H20223317 E%%—%f%% FESTF | 500mg | 2027.05.17 |figkdZg | R E
H
24 | HZAHET H20227141 | KJAESTR | 55| 5ml:bmg | 2026.06.15 | f@# & fy | HE
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