Herman

Innovating Chemistry for Life - Health, Happiness & Harmony

Global
Regulatory Filings

Our DMF & CEP Approvals

Active Pharmaceutical Ingredients « Worldwide filing status

36 28 29 20+

Active Valid APIs with Global markets
US DMFs CEPs regulatory filings with filings

www.harmanfinochem.com



https://www.harmanfinochem.com

GLOBAL REGULATORY FILINGS

Innovating Chemistry for Life - Health, Happiness & Harmony

FILING STATUS
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Filing status of 59 APIs by market.

PRODUCT THERAPEUTIC CLASS oo FUROPE CANADA CHINA KOREA JAPAN TAIWAN BRAZIL AUSTRALIA ROW
DMF | CEP | ASMF
'\ Allopurinol Anti-Gout v v v () v
Benztropine Mesylate Anti-Parkinson
Bisoprolol Fumarate Anti-Hypertensive © v
Carisoprodol Anxiolytic v
Choline Fenofibrate Anti-Hyperlipidemic v
Clofazimine Anti-Mycobacterial v v
Cupric Sulfate Vitamins & Supplements
n Dapaglifliozin Anti-Diabetic
Desethyloxybutynin Hydrochloride Anti-Muscarinic
Divalproex Sodium CNS / Anti-Convulsant v v v
Efinaconazole Anti-Fungal v
Fenofibrate Anti-Hyperlipidemic v v v v v
Fenofibric Acid Anti-Hyperlipidemic
Fospropofol Disodium Anesthetic
E Glycopyrrolate Tosylate Anti-Cholinergic
g:zzggz::gg&m Bromide Anti-Cholinergic v v
| oo aroctionce)  pcrenrsic
BN Levomethadone Hydrochloride g};/)ri]?ji;:ioﬁbestinence
Lidocaine Base Anesthetic v
Lidocaine Hydrochloride Anesthetic v
Linagliptin Anti-Diabetic v v v
m Manganese Sulfate Vitamins & Supplements
Meprobamate Anxiolytic
Metformin Hydrochloride Anti-Diabetic v v v v v v
II\I/)Ietformin Hydrochloride (Process Anti-Diabetic v v v
Xleert;zirlmin Hydrochloride + 0.5% Anti-Diabetic P
Z/I:rt;c;;'lmin Hydrochloride + 1% Anti-Diabetic ©
Methadone Hydrochloride g};/)ri]?ji;:ioﬁbestinence
Methylphenidate Hydrochloride CNS / Anti-Convulsant
Methylphenidate Hydrochloride CNS / Anti-Convulsant ©

(Process II)

Methylphenobarbital

CNS / Anti-Convulsant
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PRODUCT THERAPEUTIC CLASS oo FUROPE CANADA CHINA KOREA JAPAN TAIWAN BRAZIL AUSTRALIA ROW
DMF | CEP | ASMF
'\B Neostigmine Methylsulfate Cholinergic v v v
Norepinephrine Bitartrate Adrenergic v v v v v v
n Oxiconazole Nitrate Anti-Fungal v
Oxybutynin Hydrochloride Anti-Muscarinic v v v
I(I))xybutynin Hydrochloride (Process AN EEETE v v v
ﬂ Pentobarbital Sodium CNS / Anti-Convulsant
Phenobarbital CNS / Anti-Convulsant v v v v v
Phenobarbital Sodium CNS / Anti-Convulsant v v
Phenytoin Base CNS / Anti-Convulsant v
Phenytoin Sodium CNS / Anti-Convulsant v v v v
Potassium Acetate Vitamins & Supplements v
Propofol Anesthetic v v
n R-Oxybutynin Hydrochloride Anti-Muscarinic v v
Riboflavin Phosphate Sodium Salt Vitamins & Supplements
H Sacubitril / Valsartan ngir(i)ltfs?:irnﬁiet)?sﬁtor v © v v v v v
Selenious Acid Vitamins & Supplements v
S ‘ .
St o .
(Sl:l;tra;gclgast;nl)Phosphate Monohydrate AT v v
Sitagliptin Phosphate Monohydrate Anti-Diabetic v v o v v
(Process 1)
Sodium Valproate CNS / Anti-Convulsant ()
Succinylcholine Chioride Noan-Scutar Blocking -y v
Suxamethonium Chloride (Process Neuromuscular Blocking
1)} Agent
28l Tilidine Hydrochloride Hemihydrate g}‘/’:g?ogb;“”ence
\YA Valproic Acid CNS / Anti-Convulsant v O v
Valsartan Anti-Hypertensive v
Vildagliptin Anti-Diabetic v v v v v v v
Xipamide Diuretic v
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