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Type Ser. No. Product name Spec. Commercial Status
1 Lumefantrine / B A 5 B2 USP Commercial
2 Emitricitabine /| & g i USP/CP. Commercial
3 Tenofovir Disoproxil Fumarate / & 8 & 14 ta = _ B ES in-house Commercial
4 Dolutegravir sodium /% &1 5 in-house Commercial
5 Zidovudine / FTE&ETE USP/EFPICP Commercial
6 Lamivudine / i3k EE USP/EPICP Commercial
T Nevirapine / & FH1 F USP/EFICP Commercial
8 Artemether [ & F & in-house Commercial
9 Efavirenz / #IEFH 1 UsSP Commercial
10 Ritonavir / FI$EH=H USPI/EP, Commercial
11 Tenofovir Alafenamide Monofumarate / S 185 1 Fif 8 E 088 in-house Commercial
12 Atazanavir Sulfate / 3L 355 iRESE: USP/EP Commercial
APls 13 Praziquantel / Btk EEEf USP/EP Commercial
14 Linezolid / FI5Em0: fF in-house Commercial
15 Tenofovir alafenamide fumarate /| = S B 7 Bn & 16 185 in-house Commercial
16 Oseltamivir Phosghate [ TR il fth 5 USP/CP Commercial
17 Abacavir Sulfate /fgs FIE+ 5 EP Commercial
18 Edoxaban tosilate monohydrate / F S il v 590 HF in-house Commercial
19 Tedizolid Phosphate / B EFHE P in-house Commercial
20 Eltrombopag olamine / 3 B/A IR 7.8 IE in-house Commercial
21 Avatrombopag Maleate / 3% &2 [ £ ghiAda in-house Commercial
22 Lopinavir / i& MLARH Usp Commercial
23 Raltegravir Potassium / i1 &1 F#l in-house Commercial
24 Molnupiravir /| ZiEiS in-house Commercial
25 Nirmatrelvir / = 5% & in-house Commercial
Type Ser. No. Product name Spec. Commercial Status
1 Darunavir / 55 5 in-house Non-Commercial
2 Rilpivirine Hydrochloride / A5 FIVL |5 bk in-house MNon-Commercial
3 Atovaguone / [ #-{% 8 in-house Non-Commercial
4 Canagliflozin / kg 4117 in-house Non-Gommercial
5 Elvitegravir / H &35 in-house Non-Commercial
6 Cobicistat /] H 5 {ib in-house Non-Commercial
7 Brivaracetam / #5777 #it in-house Non-Commercial
APls 8 Elagolix sodium / | : in-house Non-Commercial
9 Roxadustat / #i0 ] in-house Non-Commercial
10 Cabotegravir / & in-house Non-Commercial
11 Crisaborole / v VEil]% in-house Non-Commercial
12 Isavuconazomum Sulfate/ R v A in-house Non-Commercial
13 Letermovir / >{’ in-house Non-Commercial
14 Dotinurad / £ in-house Non-Commercial
15 Omadacycline Tosylate /'] Al 2 18 153 42 in-house Non-Commercial
16 Opicapone / Bt = AH in-house Non-Commercial
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Annex 3: FDA EIR

U:5. Food and Drug Administration

U.S. FOOD & DRUG

Ne
ADMINISTRATION Buiding 51 Room 4359
Spring, 1D 20993-0002

June 14, 2017

Jinliang Li, Ph.D
Chairman of the Board

Shanghai Desano Chemical Pharmaceutical Co., Ltd.
1479 Zhangheng Road

Zhangjiang High-Tech Park

Shanghai 201203, China.

Reference: Inspection Dates March 6 - 10, 2017
Location: No. 417 Binhai Road, Laogang Town, Pudong District, Shanghai, 201302 China
Dear Dr, Li:

We are enclosing a copy of the establishment inspection report (EIR) for the inspection that the U.S. Food
and Drug Administration (FDA) conducted at your premises on the referenced locale and date(s). When the
Agency concludes that an inspection is “closed” under 21 CFR 20.64(d)(3), it will release a copy of the EIR
to the inspected establishment, This procedure is applicable to EIRs for inspections completed on or after
April 1, 1997.

‘The Agency continually works to make its regulatory process and activities more transparent to the regulated
industry. Releasing this EIR to you is part of this effort. The copy being provided to you comprises the
narrative portion of the report; it may reflect redactions made by the Agency in accordance with the
Freedom of Information Act (FOIA) and 21 CFR Part 20. This, however, does not preclude you from
requesting additional information under FOIA.

If you have any questions regarding this letter, you may contact me at the above address or number: 301-
796-5339.

For more information on the U.S. FDA, please visit our website at www.fa.gov.
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