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El'mfcju Smooth muscle relaxants 31U7U 5 518113
1. Alfuzosin hydrochloride 10 mg prolonged-release tablet (GPU 652046)
2. Dutasteride 500 mcg + tamsulosin hydrochloride 400 mcg capsule (GPU 1288896)
3. Dutasteride 500 mcg soft capsule (GPU 255558)
4. Finasteride 5 mg film-coated tablet (GPU 260977)
5. Tamsulosin hydrochloride 400 mcg prolonged-release tablet (GPU 956120)
El'ma:&l Antineoplastic drugs MU 2 578013
6. Oxaliplatin 150 mg/30 mL concentrate for solution for infusion (GPU 665980)
7. Pomalidomide 4 mg capsule (GPU 1003638)
El'ma:&l Miscellaneous drugs 97U7U 11 3189019
8. Denosumab 60 mg/1 mL solution for injection (pre-filled syringe) (GPU 739669)
9. Diacerein 50 mg capsule (GPU 202287)
10. Glucosamine sulfate 1.5 ¢/3.95 g powder for oral solution (GPU 995774)
11. Glucosamine sulfate 500 mg capsule (GPU 696203)
12. Hyaluronate sodium 20 mg/2 mL solution for injection (prefilled syringe) (GPU 904104)
13. Ibandronic acid 150 mg film-coated tablet (GPU 204794)
14. Ibandronic acid 3 mg/3 mL solution for injection (prefilled syringe) (GPU 204815)
15. Risedronate sodium 35 mg film-coated tablet (GPU 208524)
16. Sevelamer carbonate 800 mg film-coated tablet (GPU 687196)
17. Zoledronic acid 4 mg/5 mL concentrate for solution for infusion (GPU 210033)
18. Zoledronic acid 5 mg/100 mL solution for infusion (GPU 1050703)
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GPU 318N1581 sen1sdoyaiidosds *
1. USB 30 2. wnansiidesiuridsTududaya
CD daya wuunasy API-GMP FP-GMP COA BE Ju 9
1 652046 |Alfuzosin hydrochloride 10 mg prolonged-release tablet / / PIC/S PIC/S / /
2 1288896 |Dutasteride 500 mcg + tamsulosin hydrochloride 400 mcg / / PIC/S PIC/S / /
capsule
3 255558 |Dutasteride 500 mcg soft capsule / / PIC/S PIC/S / /
4 260977 |Finasteride 5 mg film-coated tablet / / WHO PIC/S / / Form-I
5 956120 [Tamsulosin hydrochloride 400 mcg prolonged-release tablet / / WHO PIC/S / /
578015853 Antineoplastic drugs 31U 2 518015
A10U GPU 378N1587 srensdayaiifiosds *
1. USB v30 2. wnansiidesiuvidsTududoya
CDdoya | uuuWedu | API-GMP FP-GMP COA BE 3 9
6 665980 |Oxaliplatin 150 mg/30 mL concentrate for solution for infusion / / PIC/S PIC/S /
7 1003638 [Pomalidomide 4 mg capsule / / WHO PIC/S / /
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1. USB 30 2. wnansiidesiuidsTududaya
D doya | uuuWedu | API-GMP FP-GMP COA BE 5 9

8 739669 |Denosumab 60 meg/1 mL solution for injection (pre-filled syringe) / / PIC/S PIC/S / Biosimilar
9 202287 |Diacerein 50 mg capsule / / PIC/S PIC/S / / Tously
10 995774  |Glucosamine sulfate 1.5 ¢/3.95 ¢ powder for oral solution / / PIC/S PIC/S / /
11 696203 |Glucosamine sulfate 500 mg capsule / / PIC/S PIC/S / /
12 904104 |Hyaluronate sodium 20 mg/2 mL solution for injection (prefilled / / PIC/S PIC/S /

syringe)
13 204794 |lbandronic acid 150 mg film-coated tablet / / PIC/S PIC/S / /
14 204815 |lbandronic acid 3 me/3 mL solution for injection (prefilled / / PIC/S PIC/S /

syringe)
15 208524 |Risedronate sodium 35 mg film-coated tablet / / PIC/S PIC/S / /
16 687196 |Sevelamer carbonate 800 mg film-coated tablet / / PIC/S PIC/S /
17 210033 |Zoledronic acid 4 meg/5 mL concentrate for solution for infusion / / WHO PIC/S / USP/BP/EP
18 1050703 |Zoledronic acid 5 mg/100 mL solution for infusion / / PIC/S PIC/S / USP/BP/EP
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2. nansinNWEs (E1udazsensiuiadwans1iunnIs9019u) Useneusmgenalstoyasig 4 fadl

- wuunasy nuneds wuunesueazBeneaue (file U8 1)
- API-GMP: GMP gl Lonansuanssnmsgnu GMP vasinaningauiiedfay (AP) lnededlasuiusewnnsgiu GMP vise WHO-GMP vide PIC/S visaliieui (file o 6.1)

- API-GMP: WHO 318l Lanansuansannsgiy GMP vesinanngaudiedidty (AP) Tnededldsususeaunsgiu WHO-GMP vise PIC/S viseliiaumi (file 9 6.1)

o a o o

- API-GMP: PIC/S 1884 lananshansnnsgiu GMP vaaguaningaudiendidsy (AP) Inesaalasususesnsgiu PIC/S wiaiisuni (file ¥ 6.1)

- FP-GMP: PIC/S vnefie lenansuansnnsgiu GMP vasinaningavendnsag (finished product) tnedesliiususesnasgiu PIC/S wiewieuwi (file 1o 6.2)
- COA mngdis enanssusessimsginunwingauieddguasedniogy (file To 12.1-12.4)

- BE: nsdllallendunuusndiienansuansindnis@ne Bioequivalent apwmdndusinanaiiisuivendunuy (file 4o 14)

- Form-l : 1onansfiuanatian1snsiaias1est polymorphism vesiaend@ftyen Finasteride wagaadu polymorphism form-l (file 98 12.1 508U 9)

A A

- ausld : 57911581 Diacerein 50 mg capsule Honansiinansdously 5 vaudldnsil (file 9o 3 Wsodu 9)
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1. ¥ msusnwilsadeiden (degenerative joint diseases) loiuA lsadasaidenuaslsaduiiisitosiunisidenvestosionszgn (osteoarthritis and related diseases)
2. lusamernisuievinliormsvedsa wu 113 Uan mssniau uazmsinuvestostediy

3. Mifednudeiedusyezen owwasms suduluvedlsauazuntioanszqneeuiindels

0. Wiouuummssnwdnsugiaeilsl nevausswiantsinuiaeiau viefidesialal aunsavhmssnudeiBnisinde savoms sdaidsuderoues

5. TSnwlsadeidendwiuiireniiverula anunsaldonguednunissniauililyaiiosess (NSAIDs) Ineannzgnsidymmussuuimlauasasnidon

¢ [ a o

- USP/BP/EP : lanz318m3e1 Zoledronic acid inj. 57601591 17 -18 : 4uuLenans Pharmacopoeias lan1gvtil monograph le198en153nsnenann1ningausiedidey (API) lnedl
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PardyatanIMuANIINTITIATIERRITe impurity TufiedAey (file U9 8.1, 8.2)

- Biosimilar : l2W1¥518A1581 Denosumab inj. nsaldlvefunuudetionaisnistungsideunsesuseadu Biosimilars product Useneusae 1. lag Thai-FDA uay 2. 1ag US-FDA %30

EMA (file 90 4 uazifianis)



