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API Names Approval
01 | Apomorphine Hydrochloride Ph. Eur. / USP CEP 2021-135 - Rev 00
Hemihydrate
02 | Bisoprolol Fumarate Ph. Eur. [ USP RO-CEP 2020-095- Rev 00
03 Buprenorphine EP/BP/USP RI-CEP 2015-387 - Rev 00
04 Buprenorphine Hydrochloride Ph. Eur. [ USP R1-CEP 2017-228 - Rev 00
05 Carbamazepine Ph. Eur. DMF Available
06 Clonazepam Ph.Eur. CEP 2025-232/Under assessment
07 Diazepam Ph. Eur. CEP 2024-260-Rev 00
08 Dihydrocodeine Hydrogen Tartrate | Ph.Eur. DMF Available
0g | Eflornithine Hydrochloride e acopelal EMA approved EU/ASMF/00137
Monohydrate & P Active US DMF (¢ 031780)
10 | Fentanyl Ph. Eur. / USP RI-CEP 2016-018 - Rev 00
n Fentanyl Citrate Ph. Eur. [ USP R1-CEP 2016-023 - Rev 00
12 Methadone Hydrochloride Ph. Eur. [ USP CEP-2017-277-Rev 03
13 Nalbuphine Hydrochloride Non-pharmacopeial DMF Available
14 Nalmefene Hydrochloride Non-pharmacopeial Active US DMF (N2 034367)
15 Naloxone Hydrochloride Ph. Eur. [ USP CEP 2022-086 - Rev 00
16 Naltrexone Non-pharmacopeial DMF Available
o e o e Ph. Eur. / USP CEP 2016-053 - Rev 00
{77"| Naltrexone Hydrochloride Ph. Eur. CADIFA: 25351.002633/2022-17 Rev 001
Naltrexone Hydrochloride q
18 (Anhydrous) Ph. Eur. DMF Available
19 n-Butyl cyanoacrylate Non-pharmacopeial DMF Available
20 Oxycodone Hydrochloride Ph.Eur. CEP 2025-286-P01/Under assessment
Non-pharmacopeial )
2] Promedol Hydrochloride - — DMF Available
Russian pharmacopeia
22 Remifentanil Hydrochloride Ph. Eur. B
23 Sodium Oxybate Non-pharmacopeial DMF Available
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APIs UNDER
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API Names
01 | Hydrocodone Hydrogen Tartrate Ph. Eur. 125-29-1
02 | Hydromorphone Hydrochloride Ph. Eur. 71-68-1
03 | Lorazepam Ph. Eur. 846-49-1
04 | Methyl Naltrexone Bromide UspP 916055-92-0
05 | Midazolam Ph. Eur. 59467-70-8
06 | Nitrazepam Ph. Eur. 146-22-5
07 | Oxazepam Ph. Eur. 604-75-1
08 | Oxymorphone Hydrochloride USP 357-07-3
09 | Paliperidone Base UspP 144598-75-4
10 | Paliperidone Palmitate In-house 199739-10-1
11 | Pregabalin Ph. Eur. 148553-50-8
12 | Sufentanyl Ph. Eur. 56030-54-7
13 | Sufentanyl Citrate Ph. Eur. 60561-17-3
14 | Temazepam Ph. Eur. 846-50-4
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