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PDE Report for XYZ g

SUMMARY
Compound Name 1| XYZ
CAS Number 1| XXX-YY-Z

Recommended Permitted Daily Exposure (PDE) Values

Oral Parenteral Topical

PDE for Adult (50 kg body weight)

PDE for Child (10 kg body weight)

PDE for New-born (3.5 kg body weight)

PDE for Premature (0.5 kg body weight)

Basis for PDE Calculation

Point of Departure (PoD) for Oral PDE:

Critical Effects:

Point of Departure (PoD) for Parenteral/Topical PDE:

Critical Effects:

HAZARD ALERTS

Key Endpoints

Genotoxicity OYes | XINo O Unknown
Carcinogenicity OYes | KINo O Unknown
Reproductive/Developmental Toxicity OYes | XNo O Unknown
Highly Sensitizing Potential OYes | ONo XUnknown

Rist Statement(s): <this is included when any hazard is concluded as Yes to provide a brief
information on actual level of risk from the identified hazard(s)>
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AUTHOR / REVIEWER QUALIFICATIONS AND APPROVAL DETAILS

This report/monograph on “Permitted Daily Exposure (PDE) Determination of XYZ (CAS No:
XXX-YY-Z)” have been prepared, reviewed, and approved by the following. The published
data/information for determination of PDE value through hazard identification and risk
characterization process has been searched from current available and relevant scientific
databases/websites. All such information has been duly acknowledged and cited in the

Reference Section of this document.

This report/monograph has also been reviewed by the Sponsor/Sponsor’s representative. Any
changes/modifications suggested have been taken into consideration wherever appropriate.

This report is approved by the Sponsor/Sponsor’s representative for final signatures.

Prepared By (Author)
<Name and Qualifications>
Reviewed and Approved By (Expert)* Signature and Date

<Name, Qualifications and Designation>

*Curriculum vitae (CV) of the toxicologist (expert) signing this report is shared separately.

Disclaimer: The Sponsor shall be responsible for appropriately authorizing the print copy of
this document as per document control and management practices of their organization. The
Sponsor shall also ensure to withdraw/replace this document from the circulation upon its
revision/update or replacement.
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PDE / ADE RESOURCE LIBRARY

Molecule Catalog
for Available PDE/ADE Reports

A practical reference catalog of molecules for which Freyr has
existing PDE/ADE report availability, with CAS numbers for faster
identification and internal review.

Use this catalog to quickly check whether a molecule of interest
is already represented in Freyr's PDE/ADE report library before
initiating a new assessment request.

Freyr Global Regulatory Solutions and Services
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How to use this catalog

The catalog is intended as a quick screening resource for regulatory, toxicology, quality and manufacturing
teams assessing PDE/ADE support needs.

1 Search by molecule name

Review the molecule listing to locate the substance or active ingredient relevant to your product, cleaning
validation or cross-contamination assessment.

2 Confirm the CAS number

Use the CAS number shown alongside the molecule to distinguish salts, hydrates, closely related substances or
similarly named compounds.

3 Discuss report applicability

Availability in the catalog indicates an existing report resource. Final applicability, currency and project-specific
suitability should be confirmed with Freyr before use.

Note: This catalog is a reference list of available PDE/ADE report resources. It does not reproduce report conclusions or PDE
values. Project-specific requirements may still require review, update or customization.

PDE/ADE Report Library | Molecule Catalog
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Freyr ADE/PDE Reports
Name of the Molecules

Pembrolizumab
Theophylline
(+)-alpha-dihydrotetrabenazine
2 octanone
2-Amino phenol
2-Hydroxy-2-methylpropiophenone/2-Hydroxy-iso-butyrophenone
2-Nitro phenol
3,4-diaminopyridine
3-Amino Phenol
4-(BUTYLAMINO)BENZOIC ACID
4-Nitro phenol
5-Fluorouracil
7-Ethyl-10-hydroxycamptothecin (SN-38)
Abacavir Sulfate
Abaloparatide
Abemaciclib
Abiraterone acetate
Acalabrutinib
Acebrophylline
Aceclofenac
Acetaminophen
Acetazolamide
Acetic Acid
Acetyl salicylic acid
Acetylcysteine
Acrivastine
Activated Charcoal
Acyclovir
Acyclovir Sodium
Adalimumab
Adapalene
Adefovir dipivoxil
Adenine Hydrochloride
Adenosine
Adrenaline Tartrate
Afloqualone
Albendazole
Albumin
Alcaftidine
Alectinib
Alectinib hydrochloride
Alfacalcidol
Alfuzosin
Alimemazine Tartrate
Alizapride hydrochloride
Alkyl (C12-16) dimethylbenzyl ammonium chloride
Alkyl (C12-18) dimethylbenzyl ammonium chloride
Allopurinol
Almond Oil

Freyr Global Regulatory Solutions and Services
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List of Compounds
CAS No

1374853-91-4
58-55-9
85081-18-1
111-13-7
95-55-6
7473-98-5
88-75-5
54-96-6
591-27-5
4740-24-3
100-02-7
51-21-8
86639-52-3
188062-50-2
247062-33-5
1231929-97-7
154229-18-2
1420477-60-6
96989-76-3 / 179118-73-1
89796-99-6
103-90-2
59-66-5
64-19-7
50-78-2
616-91-1
87848-99-5
64365-11-3 / 7440-44-0
59277-89-3
69657-51-8
331731-18-1
106685-40-9
142340-99-6
2922-28-3
58-61-7
51-42-3
56287-74-2
54965-21-8
70024-90-7
147084-10-4
1256580-46-7
1256589-74-8
41294-56-8
81403-80-7
4330-99-8
59338-87-3
68424-85-1
68391-01-5
315-30-0
8007-69-0
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Freyr ADE/PDE Reports
Alogliptin Benzoate

Alosetron Hydrochloride
Alpha-Tocopherol (Vitamin-E)
Alprazolam
Alverine
Ambrisentan
Ambroxol Hydrochloride
Amenamevir
Amikacin Sulfate
Aminocaprioc Acid
Amiodarone
Amiodarone Hydrochloride
Amisulpride
Amitriptyline
Amitriptyline HCI
Amlodipine
Amlodipine adipate
Amlodipine Benzoate
Amlodipine besilate / Amlodipine Besylate
Ammonium Lactate
Amodiaquine Hydrochloride
Amoxicillin Trihydrate
Amphetamine
Amphetamine Sulfate & Amphetamine Aspartate
Amphotericin B
Ampicillin
Amymetacresol / Amylmetacresol
Anagrelide Hydrochloride
Anamorelin HCI
Anastrozole
Angiotensin / Angiotensin Il
Aniline
Anise Oil
Antitoxic Liver Extract
Apaxiban / Apixaban
Apomorphine
Apremilast
Aprepitant
Arformoterol
Arformoterol Tartrate
Argatroban
Argatroban Monohydrate
Arginine Hydrochloride

Aripiprazole
Arotinolol Hydrochloride
Arsenic Trioxide
Artemether
Artesunate

Ascorbic Acid USP
Asenapine

Freyr Global Regulatory Solutions and Services
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List of Compounds
850649-62-6

122852-69-1
59-02-9
28981-97-7
150-59-4
177036-94-1
23828-92-4
841301-32-4
39831-55-5
60-32-2
1951-25-3
19774-82-4
71675-85-9
50-48-6
549-18-8
88150-42-9
526216-43-3
1239916-29-0
111470-99-6
515-98-0
69 44-3 / 6398-98-7
61336-70-7
300-62-9
60 13-9/25333-81-7
1397-89-3
69-53-4
1300-94-3
58579-51-4
861998-00-7
120511-73-1
4474-91-3
62-53-3
8007-70-3
8002-47-9
503612-47-3
58-00-4
608141-41-9
170729-80-3
67346-49-0
200815-49-2
74863-84-6
141396-28-3
1119-34-2
129722-12-9
68377-92-4
1327-53-3
71963-77-4
88495-63-0
50-81-7
65576-45-6
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ADE/PDE Reports
Asenapine Maleate

Aspartame
Aspirin
Astaxanthin Oleoresin
Atazanavir Sulphate
Atenolol
Atipamezole HCI
Atomoxetine Hydrochloride
Atorvastatin
Atorvastatin Calcium
Atorvastatin calcium trihydrate
Atovaquone
Atracurium besylate
Atropine sulfate
Atropine Sulfate monohydrate
Avapritinib
Avatrombopag maleate
Avatrompopag
Avibactam
Avocado Oil
Axitinib
Azelastine Hydrochloride
Azilsartan Kamedoxomil
Azilsartan Medoxomil
Azithromycin
Azithromycin Dihydrate
Aztreonam
Baclofen
Baloxavir Marboxil
Bambuterol Hydrochloride
Baricitinib
Base form of Fluorescein
Bazedoxifene
Beclomethasone Dipropionate
Bempedoic acid
Benazepril HCI
Bendamustine
Benfotiamine
Benoxinate Hydrochloride
Benzaldehyde Dibenzyl Acetal

Freyr

Benzalkonium chloride
Benzatropine Mesilate
Benzocaine
Benzoid Acid
Benzoin Tincture
Benzydamine HCI
Benzyl Benzoate

Benzyl ether
Bepotastine Besilate

Freyr Global Regulatory Solutions and Services
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List of Compounds

85650-56-2
22839-47-0
50-78-2
472-61-7
229975-97-7
29122-68-7
104075-48-1
82248-59-7
134523-00-5
134523-03-8
344423-98-9
95233-18-4
64228-81-5
55-48-1
5908-99-6
1703793-34-3
677007-74-8
570406-98-3
1192491-61-4
8024-32-6
319460-85-0
79307-93-0
863031-24-7
863031-21-4
83905-01-5
117772-70-0
78110-38-0
1134-47-0
1985606-14-1
81732-46-9
1187594-09-7
2321-07-5'
198481-33-3
5534-09-8'
738606-46-7
86541-74-4
16506-27-7
22457-89-2
5987-82-6
5784-65-6

63449-41-2 / 8001-54-5 68424-85-1 /

68391-01-5
132-17-2
94-09-7
65-85-0
9000-72-0
132-69-4
120-51-4
103-50-4
190786-44-8
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Freyr ADE/PDE Reports
Beta Sitosterol

Beta-glucan
Betahistine
Betahistine Hydrochloride
Betamethasone
Betamethasone Acetate
Betamethasone Dipropionate
Betamethasone Disodium Phosphate
Betamethasone Valerate
Bethanechol Chloride
Bevacizumab
Bexarotene
Bezafibrate
Biapenem
Bictegravir
Bilastine
Bilastine HCI
Bimatoprost
Binimetinib
Biotin (Vitamin-B7)
Biphenyl Dimethyl Dicarboxylate
Bismuth Subsalicylate
Bisoprolol
Bisoprolol Fumarate
Bitter Fennel Fruit Oil
Bleomycin
Bmab 1000 (INN: Denosumab)
Bortezomib
Bosentan
Brexpiprazole
Brimonidine Tartarate
Brinzolamide
Brivaracetam
Brivudine
Bromfenac Sodium
Bromfenac Sodium Sesquihydrate
Bromhexine Hydrochloride
Bromopride
Brompheniramine maleate
Budesonide
Bumetanide USP
Bupivacaine Hydrochloride
Bupivacaine Hydrochloride Monohydrate
Buprenorphine hydrochloride
Bupropion Hydrochloride
Buspirone hydrochloride
Busulfan
Butamirate Citrate
Butoconazole Nitrate
Cabazitaxel

Freyr Global Regulatory Solutions and Services
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List of Compounds

83-46-5
9012-72-0
5638-76-6
5579-84-0
378-44-9
987-24-6
5593-20-4
151-73-5
2152-44-5
590-63-6

216974-75-3
153559-49-0
41859-67-0
120410-24-4
1611493-60-7
202189-78-4
202189-78-4
155206-00-1
606143-89-9

58-85-5

792-74-5
14882-18-9
66722-44-9

104344-23-2

8006-84-6

11056-06-7
615258-40-7
179324-69-7
147536-97-8
913611-97-9
70359-46-5
138890-62-7
357336-20-0
69304-47-8
120638-55-3
120638-55-3

611-75-6
4093-35-0

980-71-2
51333-22-3
28395-03-1
14252-80-3
73360-54-0
53152-21-9
31677-93-7
33386-08-2

55-98-1
18109-81-4
64872-77-1

183133-96-2
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Freyr ADE/PDE Reports
Cabotegravir

Cabozantinib
Cabozantinib Malate
Caffeine
Caffeine Anhydrous
Caffeine citrate
Calcifediol
Calcitonin salmon
Calcitriol
Calcium Carbonate
Calcium Chloride
Calcium Citrate
Calcium citrate maleate
Calcium Dobesilate Monohydrate
Calcium folinate
Calcium Gluconate
Calcium Gluconate Monohydrate
Calcium Glycerophosphate
Calcium Inositol Hexaphosphate
Calcium Lactophosphate
Calcium Pantothenate
Calcium Saccharate
Canagliflozin
Candesartan
Candesartan Cilexetil
Cangrelor
Capecitabine
Caprolactam
Capsaicin
Carbamazepine
Carbazochrome
Carbidopa
Carbidopa Monohydrate
Carbimazole
Carbocisteine
Carbon
Carboplatin
Carboprost Tromethamine
Carboxymethylcellulose Sodium
Carfilzomib
Cariprazine Hydrochloride
Carmustine
Carprofen
Carvedilol
Carvediol Phosphate
CBD — Cannabidiol
CBG — Cannabigerol
CBN — Cannabinol

Cefaclor Hydrate
Cefaclor monohydrate

Freyr Global Regulatory Solutions and Services
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List of Compounds
1051375-10-0

849217-68-1
1140909-48-3
58-08-2
58-08-2
69-22-7
19356-17-3
47931-85-1
32222-06-3
471-34-1
10043-52-4
7693 13-2 / 5785-44-4
142606 53-9 / 120250-12-6
117552-78-0
1492-18-8
299-28-5
66905-23-5
27214-00-2
7776-28-5
7546-28-3
137-08-6
5793-89-5
842133-18-0
139481-59-7
145040-37-5
163706-06-7
154361-50-9
105-60-2
404-86-4
298-46-4
69-81-8
28860-95-9
38821-49-7
22232-54-8
638-23-3
7440-44-0
41575-94-4
58551-69-2
9004-32-4
868540-17-4
1083076-69-0
154-93-8
53716-49-7
72956-09-3
610309-89-2
13956-29-1
25654-31-3
521-35-7
70356-03-5
70356-03-5
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Freyr ADE/PDE Reports
Cefadroxil

Cefadroxil Hydrate
Cefadroxil monohydrate
Cefdinir
Cefepime as Cefepime Hydrochloride L-Arginine
Cefixime
Cefixime Trihydrate
Cefodizime Sodium
Cefoperazone Sodium
Cefotaxime Sodium
Cefpirome Sulphate
Cefpodoxime Proxetil
Ceftazidime
Ceftazidime Sodium
Ceftriaxone Sodium
Cefuroxime Axetil
Cefuroxime Sodium
Celecoxib
Cenobamate
Cephalexin monohydrate
Cephalospovium Sinensis Chen.sp.nov
Cephradine
Cephradine as Cephradine L-Arginine USP
Cerebrolysin
Cetirizine Hydrochloride
Cetrimide
Cetuximab
Chamomile Extract
Chlordiazepoxide Hydrochloride
Chlorhexidine
Chlorhexidine Diacetate
Chlorobutanol hemihydrate
Chlorpheniramine maleate
Chlorpromazine Hydrochloride
Chlorthalidone
Chlorzoxazone
Cholecalciferol
Choline Fenofibrate
Ciclesonide
Ciclopirox olamine
Cilastatin
Cilnidipine
Cilostazol
Cinacalcet Hydrochloride
Cinnarizine

50370-12-2
66592-87-8
66592-87-8
91832-40-5
123171-59-5
79350-37-1
125110-14-7
86329-79-5
62893-20-3
64485-93-4
98753-19-6
87239-81-4
72558-82-8
73547-61-2
104376-79-6
64544-07-6
56238-63-2
169590-42-5
913088-55-0
23325-78-2
No CAS
38821-53-3
85760-50-5
12656-61-0
83881-52-1
8044-71-1
205923-56-4
84082-60-0
438-41-5
55-56-1
56-95-1
6001-64-5
113-92-8
69-09-0
77-36-1
95-25-0
67-97-0
856676-23-8
126544-47-6
41621-49-2
82009-34-5
132203-70-4
73963-72-1
364782-34-3
298-57-7

3ljrm

List of Compounds

1310 58-3 (Potassium Hydroxide); 64-02-

CIP 100(Potassium Hydroxide and Tetrasodium EDTA)
Ciprofibrate

Ciprofloxacin
Ciprofloxacin hydrochloride

Freyr Global Regulatory Solutions and Services

52214-84-3

85721-33-1
86393-32-0

8 (Tetrasodium EDTA)
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Freyr ADE/PDE Reports
Cisatracurium Besylate

Cisplatin
Citalopram
Citalopram Hydrobromide
Citicoline
Citicoline Sodium
Citric Acid
Citric Acid 1-hydrate
Citric Acid Monohydrate
Cladribine
Clarithromycin
Clascoterone
Clidinium Bromide
Clindamycin
Clindamycin Phosphate
Clobazam
Clobetasol propionate
Clofarabine
Clomipramide Hydrochloride
Clomipramine
Clonazepam
Clonidine Hydrochloride
Cloperastine Fendizoate
Cloperastine Hydrochloride
Clopidogrel
Clopidogrel Besylate
Clopidogrel Bisulfate
Cloprestenol Sodium
Clotrimazole
Clove Oil
Cloxacillin Sodium
Clozapine
Cocaine HCl
Codeine
Codeine Phosphate
Coenzyme Q10
Colchicine
Colesevelam Hydrochloride
Colistimethate
Colistin sulfate
Conjugated Estrogens
Copper Gluconate
Copper Sulphate
Cosyntropin
Crisaborole
Crisugabalin Besilate
Cupric chloride USP dehydrate
Cupric sulfate USP pentahydrate
Cyanocobalamin (Vitamin B12)
Cyclizine HCl

Freyr Global Regulatory Solutions and Services
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List of Compounds
96946-42-8

15663-27-1
59729-33-8
59729-32-7
987-78-0
33818-15-4
77-92-9
5949-29-1
5949-29-1
4291-63-8
81103-11-9
19608-29-8
3485-62-9
18323-44-9
24729-96-2
22316-47-8
25122-46-7
123318-82-1
17321-77-6
303-49-1
1622-61-3
4205-91-8
85187-37-7
14984-68-0
113665-84-2
744256-69-7
120202-66-6
55028-72-3
23593-75-1
8000-34-8
642-78-4
5786-21-0
53-21-4
76-57-3
41444-62-6 / 52-28-8
303-98-0
64-86-8
182815-44-7
8068-28-8
1264-72-8
12126-59-9
527-09-3
7758-98-7
16960-16-0
906673-24-3
2209104-86-7
10125-13-0
7758-99-8
68-19-9
303-25-3
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Freyr ADE/PDE Reports
Cyclobenzaprine Hydrochloride

Cyclohexanone
Cyclopentolate Hydrochloride
Cycloserine
Cyclosporine
Cyproheptadine Hydrochloride
Cyproterone acetate
Cysteine Hydrochloride
Cytarabine
Dabigatran
Dabrafenib mesylate
Dacarbazine
Daclatasvir
Dalfampridine
Dantrolene Sodium
Danzol
Dapagliflozin
Dapagliflozin Propanediol Mnohydrate
Dapoxetine HydrochLoride
Dapsone
Darbepoetin alfa
Darifenacin Hydrobromide
Darolutamide
Darunavir
Dasatinib
Dasatinib Monohydrate
D-Biotin
Deferasirox
Deferiprone
Deferoxamine mesylate
Deflazacort
Delafloxacin Meglumine
Delamanid
Denosumab
Desloratadine
Desogestrel
Desonide
Desvenlafaxine Base
Deucravacitinib
Deutetrabenazine
Deutivacaftor
Dexamethasone
Dexamethasone sodium phosphate
Dexibuprofen
Dexketoprofen Trometalol
Dexlansoprazole
Dexmedetomidine Hydrochloride
Dexpanthenol
Dexpramipexole
Dextroamphetamine

Freyr Global Regulatory Solutions and Services
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List of Compounds

6202-23-9
108-94-1
5870-29-1
68-41-7
59865-13-3
41354-29-4
427-51-0
52-89-1
147-94-4
211914-51-1
1195768-06-9
4342-03-4"
1009119-64-5
504-24-5
14663-23-1
17230-88-5
461432-26-8
960404-48-2
129938-20-1
80-08-0
209810-58-2
133099-07-7
1297538-32-9
206361-99-1
302962-49-8
863127-77-9
58-85-5
201530-41-8
30652-11-0
138-14-7
14484-47-0
352458-37-8
681492-22-8
615258-40-7
100643-71-8
54024-22-5
638-94-8
93413-62-8
1609392-27-9
132471-09-3
1413431-07-8
50-02-2
2392-39-4
51146-57-7
156604-79-4
138530-94-6
145108-58-3
81-13-0
104632-26-0
51-64-9
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Freyr ADE/PDE Reports
Dextroamphetamine Saccharate & Dextroamphetamine Sulfate
Dextromethorphan
Dextromethorphan Hydrobromide
Dextromethorphan Hydrobromide Monohydrate
Dextrose Anhydrous
Dextrose Monohydrate
Dexzopiclone
Diacerhein
Diatriazoic acid dihydrate
Diatrizoic Acid Dihydrate (also known as Amidotrizoic acid
dihydrate)
Diazepam
Diazoxide
Diazoxide choline
Diclofenac
Diclofenac -K crystalline
Diclofenac sodium
Dicloxacillin Sodium
Dicycloverine hydrochloride
Didecyldimethylammonium chloride
Dienogest
Difelikefalin
Difelikefalin acetate
Diflucortolone valerate
Difluprednate
Digoxin
Dihydroergotamine Mesylate
Dill Qil
Diloxanide Furoate
Diltiazem
Diltiazem Hydrochloride
Dimethicone
Dimethyl Fumarate
Diphenhydramine
Diphenhydramine hydrochloride
Dipipanone hydrochloride
Diprophylline
Diroximel fumarate
Disodium Edetate
Disodium Fosfomycin
Disulfiram
Divalproex Sodium
Docetaxel
Docusate Sodium
Dolutegravir
Dolutegravir Sodium
Domperidone
Donepezil

Freyr Global Regulatory Solutions and Services
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List of Compounds
51-64-9 & 51-63-8

125-71-3
125-69-9
6700-34-1
50-99-7
14431-43-7 or 5996-10-1
No CAS
13739-02-1
50978-11-5

50978-11-5

439-14-5
364-98-7
1098065-76-9
15307-86-5
15307-81-0
15307-79-6
13412-64-1
67-92-5
7173-51-5
65928-58-7
1024828-77-0
1024829-44-4
59198-70-8
23674-86-4
20830-75-5
6190-39-2
8006-75-5
3736-81-0
42399-41-7
33286-22-5
9006-65-9 / 63148-62-9 / 9016-00-6
624-49-7
58-73-1
147-24-0
75783-06-1
479-18-5
1577222-14-0
6381-92-6
26016-99-9
97-77-8
76584-70-8
114977-28-5
577-11-7
1051375-16-6
1051375-19-9
57808-66-9
120014-06-4
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Freyr ADE/PDE Reports
Donepezil Hydrochloride

Dorzolamide Hydrochloride
Dosulepin
Dotinurad

Doxazocin Mesylate
Doxepin
Doxepin HCI
Doxercalciferol MDV
Doxorubicin
Doxorubicin Hydrochloride
Doxycycline Hyclate
Doxylamine Succinate

Dronedarone Hydrochloride

Droperidol
Drospirenone
Drotaverine HCI
Duloxetine
Duloxetine Hydrochloride
Dutasteride
Dydrogesterone
Ebastine
Ecabet sodium
Edaravone
Edoxaban

Edoxaban tosylate hydrate

Efavirenz
Efinaconazole
Elacestrant Dihydrochloride
Elagolix Sodium
Elemental iron
Eliglustat
Emedastine Difumarate
Empagliflozin
Emtricitabine
Enalapril Maleate
Endoxifen
Enoxaparin Sodium
Ensifentrine
Entacapone
Entecavir Hydrate/Entecavir Monohydrate
Enzalutamide
Epalrestat
Ephedrine Hydrochloride
Ephedrine Sulfate
Epinastine Hydrochloride
Epinephrine
Eplerenone
Erdosteine

Eribulin
Erlotinib Hydrochloride

Freyr Global Regulatory Solutions and Services

List of Compounds

120011-70-3
130693-82-2
113-53-1
1285570-41-0
77883-43-3
1668-19-5
1229-29-4
54573-75-0
23214-92-8
25316-40-9
24390-14-5
562-10-7
141626-36-0
548-73-2
67392-87-4
985-12-6
116539-59-4
136434-34-9
164656-23-9
152-62-5
90729-43-4
86408-72-2
89-25-8
480449-70-5
1229194-11-9
154598-52-4
164650-44-6
1349723-93-8
832720-36-2
7439-89-6
491833-29-5
87233-62-3
864070-44-0
143491-57-0
76095-16-4
112093-28-4
679809-58-6
1884461-72-6
130929-57-6
209216-23-9
915087-33-1
82159-09-9
50-98-6
134-72-5
108929-04-0
51-43-4
107724-20-9
84611-23-4

253128-41-5
183321-74-6

10
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Freyr ADE/PDE Reports
Ertugliflozin L-Pyroglutamic Acid

Erythromycin
Erythromycin Ethyl Succinate
Erythromycin Stearate
Esaxerenone
Escitalopram
Escitalopram Oxalate
Esketamine Hydrochloride
Eslicarbazepine Acetate
Esomeprazole
Esomeprazole Magnesium
Esomeprazole Sodium
Estetrol
Estradiol hemihydrate
Etamsylate
Etelcalcetide
Ethambutol Hydrochloride
Ethanol
Ethinyl Estradiol
Ethosuximide
Ethynylestradiol
Etodolac
Etoposide
Etoricoxib
Etrasimod
Etravirine
Eucalyptus Oil
Everolimus
Exenatide
Extract Liver
Ezetimibe
Famotidine
Favipiravir
Febuxostat
Fenazepamum (Phenazepam)
Fenfluramine Hydrochloride
Fenofibrate
Fenoterol hydrobromide
Fenpiverinium
Fentanyl Citrate
Ferric carboxymaltose
Ferric Citrate Hydrate
Ferrous Ascorbate
Ferrous Gluconate
Ferrous Sulphate
Fesoterodine Fumarate
Fexofenadine Hydrochloride
Fezolinetant
Finafloxacin
Finasteride

Freyr Global Regulatory Solutions and Services

List of Compounds

1210344-83-4
114-07-8
1264-62-6
643-22-1
1632006-28-0
128196-01-0
219861-08-2
33643-49-1
236395-14-5
119141-88-7
161973-10-0
161796-78-7
15183-37-6
35380-71-3
2624-44-4
1262780-97-1
1070-11-7
64-17-5
57-63-6
77-67-8
57-63-6
41340-25-4
33419-42-0
202409-33-4
1206123-37-6
269055-15-4
8000-48-4
159351-69-6
141732-76-5
8002-47-9
163222-33-1
76824-35-6
259793-96-9
144060-53-7
51753-57-2
404-86-4
49562-28-9

13392-18-2 / 1944-12-3

258329-46-3
990-73-8
9007-72-1

23383-11-1 / 334024-15-6

24808-52-4
299-29-6

7720-78-7 [/ 7782-63-0

286930-03-8
153439-40-8
1629229-37-3
209342-40-5
98319-26-7
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Freyr ADE/PDE Reports
Finerenone

Flavoxate HCI
Flecainide
Flecainide Acetate
Flibanserin
Flucloxacillin Sodium
Fluconazole
Flucytosine
Fludarabine
Fludarabine phosphate
Fludrocortisone Acetate
Flumazenil
Flumequine
Flumethasone Pivalate
Fluocinolone Acetonide
Fluorescein Sodium BP
Fluorometholone micronized
Fluoxetine Hydrochloride
Flupentixol Dihydrochloride
Fluphenazine Decanoate
Fluphenazine Hydrochloride
Flutamide
Fluticasone
Fluticasone Furoate
Fluticasone Propionate
Folic Acid
Fomepizole
Formoterol Fumarate
Formoterol Fumarate Dihydrate
Fosaprepitant dimeglumine
Fosfomycin
Fosfomycin Tromethamine
Fosinopril
Fosravuconazole
Fulvestrant
Furaginum
Furosemide
Gabapentin
Gatifloxacin
Gatifloxacin Sesquihydrate
Gefapixant Citrate
Gefitinib
Gemcitabine
Gemcitabine Hydrochloride
Gemfibrozil
Gemifloxacin
Gentamicin sulfate
Gentamycin

Gestodene
Glecaprevir

Freyr Global Regulatory Solutions and Services
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List of Compounds
1050477-31-0

3717-88-2
54143-55-4
54143-56-5
167933-07-5
1847-24-1
86386-73-4
2022-85-7
21679-14-1
75607-67-9
514-36-3
78755-81-4
42835-25-6
2002-29-1
67-73-2
518-47-8
426-13-1
56296-78-7
2413 38-9 / 51529-01-2
5002-47-1
146-56-5
13311-84-7
90566-53-3
397864-44-7
80474-14-2
59-30-3
7554-65-6
43229-80-7
183814-30-4
265121-04-8
23155-02-4
78964-85-9
98048-97-6
351227-64-0
129453-61-8
1672-88-4
54-31-9
60142-96-3
112811-59-3
180200-66-6
2310299-91-1
184475-35-2
95058-81-4
122111-03-9
25812-30-0
175463-14-6
1405-41-0
1403-66-3

60282-87-3
1365970-03-1
12
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Freyr ADE/PDE Reports List of Compounds
Glibenclamide 10238-21-8
Gliclazide 21187-98-4
Glimepiride 93479-97-1
Glipizide 29094-61-9
Glucagon 16941-32-5 / 9007-92-5

Glucosamine Hydrochloride
Glucosamine Sulfate

Glucosamine Sulfate Potassium Chloride

Glucosamine Sulfate Sodium Chloride

66-84-2
14999-43-0 / 29031-19-4
1296149-08-0 / 216699-44-4
1296149-13-7 / 38899-05-7

Glucose 50-99-7
Glucose Monohydrate 14431-43-7 / 5996-10-1 / 77938-63-7
Glutathion 70-18-8
Glyburide 10238-21-8
Glycerin 56-81-5
Glyceryl trinitrite / Nitroglycerin 55-63-0
Glycopyrrolate 596-51-0
Glycopyrronium Bromide 51186-83-5
Gonadorelin Acetate 34973-08-5
Gonadorelin Diacetate Tetrahydrate 52699-48-6
Granisetron Hydrochloride 107007-99-8
Griseofluvin 126-07-8
Guaiacol 90-05-1
Guaifenesin 93-14-1
Guarana Extract 84929-28-2
Haloperidol 52-86-8
Haloperidol deconate 74050-97-8
Heparin sodium 9041-08-1"
Hesperidin 520-26-3
Hexamidine Isethionate 659-40-5
Hexamnie Hippurate 5714-73-8
Homatropine hydrobromide 51-56-9
Hyaluronic acid 9004-61-9
Hydralazine 86-54-4
Hydrochloric Acid 7647-01-0
Hydrochlorothiazide 58-93-5
Hydrocortisone 50-23-7
Hydrocortisone Sodium Succinate 125-04-2
Hydromorphone hydrochloride 71-68-1
Hydroxocobalamin 13422-51-0
Hydroxychloroquine 118-42-3
Hydroxychloroquine sulfate 747-36-4
Hydroxyethyl Starch 9005-27-0
Hydroxyprogesterone Caproate 630-56-8
Hydroxypropyl Methylcellulose 9004-65-3
Hydroxyurea 127-07-1
Hydroxyzine hydrochloride 2192-20-3
Hyoscine butyl bromide 149-64-4
Hypromellose 9004-65-3
Ibandronate 114084-78-5
Ibandronate sodium 138844-81-2

Freyr Global Regulatory Solutions and Services
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Freyr ADE/PDE Reports
Ibrutinib

Ibuprofen
Icatibant
llaprazole Sodium
Imatinib mesylate
Imipenem
Imipramine Hydrochloride
Inclisiran Sodium
Indacaterol acetate
Indacaterol Maleate
Indapamide
Indigo Carmine API
Indomethacin
Infliximab
Inosine Pranobex
Inositol
Insulin Human
lohexol
lopamidol
lopromide
Ipidacrini hydrochloridum
Ipratropium Bromide
Ipratropium Bromide Monohydrate
Irbesartan
Irgacure 907 (2-methyl-1-[4-(methylthio)phenyl]-2-(4-morpholinyl)-
1-Propanone)
Irinotecan
Irinotecan Hydrochloride

Irinotecan hydrochloride trihydrate (Irinotecan HCI)
Iron 11l Hydroxide-Polymaltose
Iron Sucrose
Isavuconazole
Isavuconazonium Sulfate
Isoconazole
Isoniazid
Isoprenaline HCI / Isoproterenol HCI
Isosulfan Blue
Isotretinoine
Isoxsuprine Hydrochloride IP
Istradefylline
Itopride
Itopride Hydrochloride
Itraconazole
Ivabradine Hydrochloride
Ivacaftor
Ivermectin
Ixazomib
Kaolin
Keratin

Freyr Global Regulatory Solutions and Services
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List of Compounds

936563-96-1
15687-27-1
130308-48-4
172152-50-0
220127-57-1

-23-5 / 64221-86-9

113-52-0
1639324-58-5
1000160-96-2

753498-25-8
26807-65-8
860-22-0
53-86-1
170277-31-3
36703-88-5
87-89-8
11061-68-0
66108-95-0
60166-93-0
73334-07-3
90043-86-0
22254-24-6
66985-17-9
138402-11-6

71868-10-5

97682-44-5

136572-09-3 / 100286-90-6

136572-09-3

8047-67-4
241479-67-4
946075-13-4

27523-40-6
54-85-3
51-30-9

68238-36-8

4759-48-2

579-56-6
155270-99-8
122898-67-3
122892-31-3
84625-61-6
148849-67-6
873054-44-5
70288-86-7
1072833-77-2
1332-58-7
68238-35-7

53858-86-9 / 9007-72-1 / 17099-81-9

14
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Freyr ADE/PDE Reports
Ketamine Hydrochloride
Ketoconazole
Ketoprofen
Ketorolac tromethamine
Ketotifen Hydrogen Fumarate
Labetalol Hydrochloride
Lacidipine
Lacosamide
Lactase
Lactic Acid
Lactoferrin
Lafutidine
Lamivudine
Lamotrigine
Lansoprazole
L-Arginine Hydrochloride, USP
L-Aspartic Acid
Latanoprost
Latanoprostene Bunod
L-Carnitine Napadisilate
L-Carnitine-L-Tartrate
L-Cysteine Hydrochloride
L-Cysteine hydrochloride monohydrate
L-Cystine dihydrochloride
Ledipasvir
Lefamulin
Leflunomide
Lenacapavir
Lenalidomide
Lenvatinib mesylate
Lercanidipine
Lercanidipine Hydrochloride
Letermovir Tablets
Letrozole
Leuprolide acetate
Levalbuterol Hydrochloride
Levetiracetam
Levobunolol Hydrochloride
Levocabastin Hcl
Levocarnitine
Levocetirizine
Levocetirizine Dihydrochloride
levodopa
Levodropropizine
Levofloxacin
Levofloxacin Hemihydrate
Levomefolate Glucosamine
Levomepromazine Maleate
Levomilnacipran
Levonorgestrel

Freyr Global Regulatory Solutions and Services
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List of Compounds

1867-66-9
65277-42-1
22071-15-4
74103-07-4
34580-14-8
32780-64-6
103890-78-4
175481-36-4
9031-11-2"

50-21-5
146897-68-9
118288-08-7
134678-17-4
84057-84-1
103577-45-3

1119-34-2

56-84-8
130209-82-4
860005-21-6

541-15-1
36687-82-8

52-89-1

7048-04-6"

30925-07-6
1256388-51-8
1061337-51-6

75706-12-6
2189684-44-2

191732-72-6

857890-39-2
100427-26-7
132866-11-6
917389-32-3

112809-51-5

74381-53-6

50293-90-8
102767-28-2

27912-14-7

79547-78-7

541-15-1

130018-77-8

130018-87-0
59-92-7

99291-25-5
100986-85-4
138199-71-0
1181972-37-1

7104-38-3

96847-54-0

797-63-7

15
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Levormeloxifene Fumarate
Levosalbutamol
Levosalbutamol Sulphate
Levosemindan

Freyr

Levosulpiride
Levothyroxine Sodium
L-Glutamic Acid
Lidocaine
Lidocaine Hydrochloride
Lifitegrast
Linaclotide
Linagliptin
Lincomycin HCL
Linezolid
Liquorice powdered Extract
Lisdexamfetamine
Lisdexamfetamine dimesylate
Lisinopril
Lisinopril Dihydrate
L-Lysine Hydrochloride, USP
L-Methylfolate Calcium
Loperamide
Loperamide Hydrochloride
Lopinavir
Loralatinib
Loratadine
Lorazepam
Lornoxicam
Losartan
Losartan Potassium
Loteprednol
Loteprednol Etabonate
Lovastatin
Loxoprofen Sodium Hydrate
L-Tyrosine
Luliconazole
Lumefantrine
Lurasidone
Lusutrompopag
Lymecycline
Magaldrate
Magnesium Aspartate
Magnesium Chloride Hexahydrate
Magnesium Citrate
Magnesium Glycerophosphate
Magnesium Oxide
Magnesium Sulfate
Magnesium Sulfate Heptahydrate
Magnesium Sulfate Trihydrate
Manganese sulfate USP monohydrate

Freyr Global Regulatory Solutions and Services

3ljrm

List of Compounds
199583-01-2
34391-04-3
148563-16-0
141505-33-1
23672-07-3
25416-65-3
56-86-0
137-58-6
73-78-9
1025967-78-5
851199-59-2
668270-12-0
859-18-7
165800-03-3
68916-91-6 / 84775-66-6
608137-32-2
608137-33-3
76547-98-3
83915-83-7
657-27-2
151533-22-1
53179-11-6
34552-83-5
192725-17-0
1454846-35-5
79794-75-5
846-49-1
70374-39-9
114798-26-4
124750-99-8
129260-79-3
82034-46-6
75330-75-5
80382-23-6
60-18-4
187164-19-8
82186-77-4
367514-87-2
1110766-97-6
992-21-2
74978-16-8
18962-61-3 / 2068-80-6
7791-18-6
3344-18-1 / 7779-25-1
927-20-8
1309-48-4
7487-88-9
10034-99-8
15320-30-6
10034-96-5

16
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Manidipine dihydrochloride 89226-75-5
Mannitol 69-65-8
Mebendazole 31431-39-7
Mebeverine hydrochloride 2753-45-9"
Mebhydrolin Napadisylate 6153-33-9
Mebicarum 10095-06-4
Mecetroniumethyl sulfate 3006-10-8"
Meclizine 569-65-3
Mecobalamin 13422-55-4
Mefenamic Acid 61-68-7
Melatonin 73-31-4
Meldonium 76144-81-5
Melitracen HCI 10563-70-9
Meloxicam 71125-38-7
Melphalan 148-82-3
Memantine 19982-08-2
Memantine Hydrochloride 41100-52-1
Menatetrenone 863-61-6
Menthol 2216-51-5
Meprobamate 57-53-4
Mepyramine 91-84-9
Mercaptopurine 50-44-2
Meropenem 96036-03-2
Mesalamine 89-57-6
Mesna 19767-45-4
Metamizole 50567-35-6
Metaraminol tartrate 33402-03-8
Metaxalone 1665-48-1
Metformin 657-24-9
Metformin Hydrochloride 1115-70-4
Methacholine Chloride 62-51-1
Methanamine Hippurate 5714-73-8
Methimazole 60-56-0
Methocarbamol 532-03-6
Methotrexate 59-05-2
Methyl prednisolone hemisuccinate 2921-57-5
Methylene Blue 61-73-4
Methylergonovine Maleate 57432-61-8
Methylphenidate HCl 298-59-9
Methylprednisolone Aceponate 86401-95-8
Metoclopramide 364-62-5
Metoclopromide Hydrochloride 7232-21-5
Metolazone 17560-51-9
Metopimazine 14008-44-7
Metoprolol 51384-51-1
Metoprolol Succinate 98418-47-4
Metoprolol Tartrate 56392-17-7
Metronidazole 443-48-1
Metronidazole Benzoate 13182-89-3
Mexiletine Hydrochloride 5370-01-4" 17
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Miconazole Nitrate
Midazolam

Mifepristone
Milnacipran Hydrochloride
Milrinone
Minocycline HCI
Minoxidil
Mirabegron
Mirtazapine
Misoprostol
Mitomycin
Modafinil
Molnupiravir
Mometasone furoate
Monsel Solution (Serric Subsulfate, also known as Monsels or basic
ferric sulphate)
Montelukast Sodium
Morphine Hydrochloride

Morphine Hydrochloride and Morphine Hydrochloride Trihydrate
Morphine Sulfate
Mosapride citrate

Moxifloxacin Hydrochloride
Moxifloxacin
Mucinac (Acetylcysteine)
Mucopolysaccharide Polysulphate
Mupirocin
Mycophenolate Mofetil
Nabumetone
N-Acetylcysteine
Nadolol
Nadroparin Calcium
Nalbuphine
Nalidixic Acid
n-Alkybenzene sulfonic acid
n-Alkylamino-propylglycine (Ampholyt 30)*
Naloxone Hydrochloride
Naloxone Hydrochloride dihydrate
Naphazoline Hydrochloride
Naphazoline Nitrate
Naproxen
Naratriptan Hydrochloride
Natamycin
NCE-SNB-101
N-Dodecyl-Beta-D-Maltoside (DDM)
Nebivolol
Nebivolol Hydrochloride
Nefopam

Nefopam HCI
Nelarabine

Freyr Global Regulatory Solutions and Services
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List of Compounds
22832-87-7

59467-70-8
84371-65-3
101152-94-7
78415-72-2
13614-98-7
38304-91-5
223673-61-8
85650-52-8
59122-46-2
50-07-7
68693-11-8
2492423-29-5
83919-23-7

1310-45-8

151767-02-1
52-26-6
52 26-6 (base salt) / 6055-06-7
(trihydrate)
64-31-3
112885-42-4
186826-86-8
151096-09-2
616-91-1
No CAS
12650-69-0
128794-94-5
42924-53-8
616-91-1
42200-33-9
37270-89-6
20594-83-6
389-08-2
68584-22-5
139734-65-9
357-08-4
51481-60-8
550-99-2
5144-52-5
22204-53-1
143388-64-1
7681-93-8
No CAS
69227-93-6
99200-09-6
152520-56-4
13669-70-0

23327-56-2

121032-29-9
18
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Freyr ADE/PDE Reports
Neomycin B Sulfate

Neostigmine Methylsulphate
Nepafenac
Nerandromilast
Neratinib Maleate
Netarsudil Dimesylate
Nevirapine
Nicardipine HCI
Nicorandil
Nicotinamide
Nicotinic Acid
Nicoumalone
Nifedipine
Nilotinib
Nimesulide
Nintedanib
Nintedanib esylate
Niraparib
Niraparib Tosylate Monohydrate
Nirmatrelvir
Nitazoxanide
Nitrendipine
Nitrobenzene
Nivolumab
Nomegestrol acetate
Norepinephrine
Norepinephrine Bitartrate
Norethindrone Acetate
Norfloxacin
Norketotifen Hydrogen Fumarate
Nortriptyline Hydrochloride
Nystatin
Obeticholic Acid
Octoxynol 40
Octreotide acetate
Ofloxacin
Olanzapine
Olaparib
Olmesartan
Olmesartan Medoxomil
Olopatadine Hydrochloride
Omadacycline Tosylate
Omarigliptin
Omeprazole
Ondansetron

Ondansetron Hydrochloride/Ondansetron hydrochloride dihydrate
Opicapone Capsules
Orciprenaline Sulphate

Freyr Global Regulatory Solutions and Services
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List of Compounds
28002-70-2

51-60-5
78281-72-8
1423719-30-5
915942-22-2
1422144-42-0
129618-40-2
54527-84-3
65141-46-0
98-92-0
59-67-6
152-72-7
21829-25-4
641571-10-0
51803-78-2
656247-17-5
656247-18-6
1038915-60-4
1613220-15-7
2628280-40-8
55981-09-4
39562-70-4
98-95-3
946414-94-4
58652-20-3
51-41-2
108341-18-0
51-98-9
70458-96-7
930765-16-5
894-71-3
1400-61-9
459789-99-2
9002-93-1 / 9036-19-5
79517-01-4
82419-36-1
132539-06-1
763113-22-0
144689-24-7
144689-63-4
140462-76-6
1075240-43-5
1226781-44-7
73590-58-6
99614-02-5

103639-04-9

923287-50-7
5874-97-5
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Orforglipron
Orlistat
Ornidazole
Orphenadrine Citrate
Oseltamivir Phosphate
Osilodrostat Phosphate
Osimertinib
Osimertinib Mesylate
Ospemifene
Otilonium Bromide
Oxaliplatin
Oxaprozin
Oxcarbazepine
Oxybutynin Hydrochloride
Oxycodone
Oxymetazoline Hydrochloride
Oxymetholone
Oxymorphone Hydrochloride
Oxytocin
Ozenoxacin

P3 COSA CIP 72-Citric acid monohydrate, Formic acid

P3 COSA CIP 95-Sodium hydroxide, Trisodium nitrilotriacetate

P3 COSA PUR 84-Ethylenediaminotetra -acetic acid, octanoic acid,
Isononanoic acid

P3 COSA PUR 85-Tetrasodium ethylendiamino-tetraacetat, Sodium
edetate, Isononanoicacid,Alcohols, C12-18, ethers with polyethylene

glycol mono-Bu ether

Paclitaxel
Palbociclib
Paliperidone
Paliperidone Palmitate
Palonosetron Hydrochloride
Pamidronic Acid
Panax Ginseng Elfa®
Pancreatin
Pantoprazole
Pantoprazole Sodium
Pantoprazole sodium sesquihydrate
Pantothenic acid (Vitamin B5)
Papaverine Hydrochloride
Para Chloro Aniline
Paracetamol

Paramomycin
Parecoxib

Freyr Global Regulatory Solutions and Services

REFERENCE CATALOG
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List of Compounds
2212020-52-3 / 2418057-20-4
96829-58-2
16773-42-5
4682-36-4
204255-11-8
1315449-72-9
1421373-65-0
1421373-66-1
128607-22-7
26095-59-0
61825-94-3
21256-18-8
28721-07-5
1508-65-2
76-42-6
2315-02-8"
434-07-1
357-76-8
50-56-6
245765-41-7
5949-29-1 (Citric acid monohydrate), 64-

18-6 (Formic acid)
1310-73-2 (Sodium hydroxide), 5064-31-
3 (Trisodium nitrilotriacetate)
60-00-4 (Ethylenediaminetetraacetic
acid), 124-07-2 (octanoic acid), 26896~
18-4 ( Isononanoic acid)
64-02-8 (Tetrasodium
ethylenediaminetetraacetate / Sodium

edetate), 26896-18-4 (Isononanoic acid),
146340-16-1 (Alcohols, C12-18, ethers
with polyethylene glycol mono-Bu
ether)
33069-62-4
571190-30-2
144598-75-4
199739-10-1
135729-62-3
40391-99-9
50647 08-0 / 84650-12-4
8049-47-6
102625-70-7
138786-67-1
164579-32-2
79-83-4
61-25-6
106-47-8
103-90-2
7542-37-2

198470-85-8
20
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Freyr ADE/PDE Reports List of Compounds

Paricalcitol 131918-61-1

Paroxetine 61869-08-7

Paroxetine HCl 78246-49-8

Paroxetine Hydrochloride Hemihydrate 110429-35-1

Pazopanib 444731-52-6

Peficitinib Hydrobromide 1353219-05-2

Pefloxacin Mesilate Dihydrate 149676-40-4

Pembrolizumab 1374853-91-4

Pemetrexed 137281-23-3

Pemetrexed disodium heptahydrate 357166-30-4

Pemetrexed Disodium, 150399-23-8
Penicillamine 52-67-5
Pentamidine Isethionate 140-64-7

Pentosan Polysulfate Sodium

140207-93-8 / 37319-17-8

Peppermint Oil 8006-90-4
Perampanel 380917-97-5
Perindopril Arginine 612548-45-5
Perindopril Erbumine 107133-36-8
Peroxyacetic acid 79-21-0
Pertuzumab 380610-27-5
Phenibutum 1078-21-3
Pheniramine maleate 132-20-7
Phenobarbital/Phenobarbitone 50-06-6
Phenol 108-95-2
Phenoxymethylpenicillin (penicillin V) 87-08-1
Phentermine Hydrochloride 1197-21-3
Phenylephrine 59-42-7
Phenylephrine Hydrochloride 61-76-7
Phenytoin Sodium 630-93-3
Phloroglucinol dihydrate 6099-90-7
Pholcodine Monohydrate 6254-99-5
Phytonadione 84-80-0
Pibrentasvir 1353900-92-1
Pidotimod 121808-62-6
Pilocarpine Hydrochloride 54-71-7
Pimavanserin Tartrate 706782-28-7
Pinaverium Bromide 53251-94-8
Pioglitazone 111025-46-8
Pioglitazone Hydrochloride 112529-15-4
Piracetam 7491-74-9
Pirfenidone 53179-13-8
Piroxicam 36322-90-4
Pitavastatin Calcium 147526-32-7
Pitofenone hydrochloride 1248-42-6
Pizotifen Malate 5189-11-7"
Plazomicin 1154757-24-0
Plecanatide 467426-54-6
Polidocanol 3055-99-0 / 9002-92-0

Polishing elektrolyte HE 111T (Henkel)-Phosphoric acid (50-100%),

Mixture — ingle CAS b
Citric acid monohydrate (<2,5%), sulphuric acid (25-50%) IXture = no single number

21
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Freyr ADE/PDE Reports List of Compounds
Poloxamer 188 06-11-9003
Polycarbophil Calcium 9003-97-8
Polyethylene Glycol 25322-68-3
Polymixin B Sulfate 1405-20-5
Polyvinyl Alcohol 9002-89-5
Pomalidomide 19171-19-8
Posaconazole 171228-49-2
Potassium acetate 127-08-2
Potassium Bicarbonate 298-14-6
Potassium chloride 7447-40-7
Potassium Citrate 866-84-2
Potassium Clavulanate 61177-45-5
7778-77-0
Potassium Dihydrogen Phosphate/Monobasic Potassium Phosphate
Potassium Glycerophosphate 1319-69-3
Potassium hydroxide 1310-58-3
Potassium iodide 7681-11-0
Potassium Phosphate 7778-53-2 (Tribasic)
Potassium phosphate Dibasic 7758-11-4"
Potassium phosphate Monobasic 7778-77-0
H#REF! 7778-80-5
Povidone lodine 25655-41-8
Pralidoxime (PAM) lodide 94-63-3
Pralidoxime chloride 51-15-0
Pramoxine Hydrochloride 637-58-1
Prasugrel Hydrochloride 389574-19-0
Pravastatin sodium 81131-70-6
Praziquantal 55268-74-1
Predinol Mesylate 6856-31-1
Prednicarbate 73771-04-7
Prednisolone Acetate 52-21-1
Prednisolone Sodium Phosphate 125-02-0
Pregabalin 148553-50-8
Prilocaine 721-50-6
Primidone 125-33-7
Procainamide hydrochloride 614-39-1
Procaine Hydrochloride 51-05-8
Prochloroperazine Maleate 84-02-6
Prochlorperazine edisylate 1257-78-9
Procyclidine Hydrochloride 1508-76-5
Progesterone 57-83-0

Potassium hydroxide: 1310-58-3;
ProKlenz 120 (Potassium Hydroxide, Tetrasodium EDTA and Sodium Tetrasodium EDTA: 64-02-8; Sodium

Hydroxide) hydroxide: 1310-73-2
Promethazine 60-87-7
Promethazine Hydrochloride 58-33-3
Propafenone Hydrochloride 34183-22-7
Propamidine Isethionate 140-63-6
Propane-1-ol 71-23-8

22
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Freyr ADE/PDE Reports
Propane-2-ol
Propantheline Bromide
Proparacaine Hydrochloride
Propiomazine maleate
Propiverine
Propranolol
Propranolol Hydrochloride
Propylene glycol
Propylthiouracil
Protamine Sulphate
Pseudoephedrine Hydrochloride
Pumilio Pine Oil
Pyrantel Pamoate
Pyrazinamide
Pyridostigmine Bromide
Pyridoxine Hydrochloride
Pyrilamine Maleate
Pyrimethamine
Pyrizinamide
Quetiapine
Quetiapine Fumarate
Quifenadini hydrochloridum
Quinidine Sulfate Dihydrate
Quinine dihydrochloride
Rabeprazole
Rabeprazole sodium
Racecadotril
Racepinephrine
Racepinephrine Maleate
Ractopamine Hydrochloride
Raloxifene
Raltegravir
Ramelteon
Ramipril
Ranibizumab
Ranitidine
Ranitidine Hydrochloride
Ranolazine
Rasagiline
Rasagiline Hemitartrate
Recombinant Chorionic Gonadotropin, r-HCG
Regorafenib
Relugolix
Remdesivir
Repaglinide
Resmetirom
Retinol (Vitamin A)

Revefenacin

Freyr Global Regulatory Solutions and Services

List of Compounds

67-63-0
50-34-0
5875-06-9"
3568-23-8
60569-19-9
525-66-6
318-98-9
57-55-6
51-52-5
9009-65-8
345-78-8
8000-26-8
22204-24-6
98-96-4
101-26-8
58-56-0
59-33-6
58-14-0
98-96-4
111974-69-7
111974-72-2
10447-38-8
6591-63-5
60-93-5
117976-89-3
117976-90-6
81110-73-8
329-65-7
36199-53-8
90274-24-1
84449-90-1
518048-05-0
196597-26-9
87333-19-5
347396-82-1
66357-35-5
66357-59-3
95635-55-5
136236-51-6
136236-52-7
177073-44-8
755037-03-7
737789-87-6
1809249-37-3
135062-02-1
920509-32-6
68-26-8
864750-70-9

23
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Freyr ADE/PDE Reports

Revefenacin Trihydrate

rHu FSH (Folitropin Alfa)
Ribavirin
Ribociclib
Ribociclib Succinate
Riboflavin
Riboflavin sodium phosphate
Rifampin
Rifapentine
Rifaximin
Risedronate sodium/Risedronic Acid
Risperidone
Ritonavir
Rituximab
Rivaroxaban
Rivastigmine Hydrogen Tartrate
Rizatriptan Benzoate
Rocuronium Bromide
Roflumilast
Romiplostim
Ropivacaine
Ropivacaine Hydrochloride
Rosuvastatin
Rosuvastatin Calcium
Rufinamide
Ruxolitinib
Sacubitril
Sacubitril valsartan co crystal
Sacubitril Valsartan Sodium
Safinamide
Safinamide Methansulfonate
Salbutamol
Salbutamol Sulfate
Salbutamol Sulfate inhalation
Salcaprozate Sodium
Salicylic Acid
Salmeterol Xinafoate
Sarecycline
Sarecycline HCI
Sarpogrelate HCI
Satranidazole
Saxagliptin
Scandium
SCO-267
Secnidazole
Selenious acid USP

Selexipag
Semaglutide

Freyr Global Regulatory Solutions and Services
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List of Compounds
NA (Revefenacin trihydrate typically

shares the CAS number of its free base
form)
146479-72-3
36791-04-5
1211441-98-3
1374639-75-4
83-88-5
130-40-5
13292-46-1
61379-65-5
80621-81-4
115436 72-1/105462-24-6
106266-06-2
155213-67-5
174722-31-7
366789-02-8
129101-54-8
145202-66-0
119302-91-9
162401-32-3
267639-76-9
84057-95-4
98717-15-8
287714-41-4
147098-20-2
106308-44-5
941678-49-5
149709-62-6
936623-90-4
936623-90-4
133865-89-1
202825-46-5
18559-94-9
51022-70-9
51022-70-9
203787-91-1
69-72-7
94749-08-3
1035654-66-0
1035979-44-2
135159-51-2
56302-13-7
361442-04-8
7440-20-2
1656261-09-4
3366-95-8
7783-00-8
475086-01-2

910463-68-2
24
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Sertraline hydrochloride

Setmelanotide acetate
Setraline
Sevelamer Carbonate
Sevoflurane
Sildenafil
Sildenafil citrate
Silodosin
Silver Sulfadiazine
Simethicone
Simvastatin
Sincalide
Sitafloxacin Hydrate
Sitagliptin
Sitagliptin phosphate
Sitagliptin Phosphate Monohydrate
Sodium acetate anhydrous
Sodium Acid Citrate
Sodium Adenosine Triphosphate
Sodium Alginate
Sodium Ascorbate USP
Sodium Azide
Sodium Benzoate
Sodium Bicarbonate
Sodium Carboxy Methylcellulose
Sodium Chloride
Sodium Citrate
Sodium Citrate Dihydrate
Sodium Cromoglycate
Sodium Dihydrogen Phosphate Dihydrate
Sodium dodecilbenzenosulfonate
Sodium Feredetate
Sodium Fluoride
Sodium Glycerophosphate
Sodium glycerophosphate Pentahydrate
Sodium hyaluronate
Sodium Hyaluronate Ophthalmic
Sodium Hydroxide
Sodium hypochlorite
Sodium Lactate
Sodium Lauryl Sulphate
Sodium Metabisulphite
Sodium Nitroprusside
Sodium Phosphate (Dibasic Sodium Phosphate Anhydrous)

Sodium Phosphate (Monobasic Sodium Phosphate Monohydrate)
Sodium Picosulfate
Sodium Polystyrene Sulfonate
Sodium Sulfate
Sodium Thiosulfate

Freyr Global Regulatory Solutions and Services
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79559-97-0

920014-72-8
79617-96-2
845273-93-0
28523-86-6
139755-83-2
171599-83-0
160970-54-7
22199-08-2
8050-81-5
79902-63-9
25126-32-3
127254-12-0
486460-32-6
654671-78-0
654671-77-9
127-09-3
18996-35-5
987-65-5
9005-38-3
134-03-2
26628-22-8
532-32-1
144-55-8
9004-32-4
7647-14-5
68-04-2
6132-04-3
15826-37-6
13472-35-0
25155-30-0
15708-41-5
7681-49-4
1334-74-3
1086343-58-9
9067-32-7
9067-32-7
1310-73-2
7681-52-9
72-17-3
151-21-3
7681-57-4
14402-89-2
7558-79-4

10049-21-5
10040-45-6
25704-18-1; 9080-79-9
7757-82-6

7772-98-7
25
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Sodium Thiosulfate Pentahydrate

Sodium Valproate
Sodium Zirconium Cyclosilicate
Sofosbuvir
Solifenacin
Solifenacin Succinate
Solithromycin
Solriamfetol Hydrochloride
Somatostatin
Sorafenib tosylate
Sotalol HCI
Sparsentan
Spectinomycin Sulphate
Spiramycin
Spirnolactone
Squalene QOil
Stavudine
Streptokinase
Strontium
Succinyl Chloride Injection USP 20 mg/ml
Succinylcholine
Sucralfate
Sufentanil Citrate
Sulfacetamide sodium monohydrate
Sulfadimidine Sodium
Sulfadoxine
Sulfamethoxazole
Sulfasalazine
Sulindac
Sulphacetamide
Sumatriptan Succinate
Sunitinib Malate
Suzetrigine
Tacrolimus
Tacrolimus Monohydrate
Tadalafil
Tafamidis
Tafamidis meglumine
Tafenoquine Succinate
Tafluprost
Tamsulosin
Tamsulosin Hydrochloride
Tantalum
Tapentadol hydrochloride
Tapinarof
Tartaric Acid
Taurine
Tavaborole
Tedizolid
Tedizolid Phosphate
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10102-17-7

1069-66-5
17141-74-1
1190307-88-0
242478-37-1
242478-38-2
760981-83-7
178429-65-7
38916-34-6
475207-59-1
959-24-0
254740-64-2
23312-56-3
8025-81-8

52-01-7
111-02-4
3056-17-5
9002-01-1
7440-24-6
543-20-4
306-40-1
54182-58-0
60561-17-3
6209-17-2
1981-58-4
2447-57-6
723-46-6
599-79-1
38194-50-2
144-80-9
103628-48-4
341031-54-7
2649467-58-1
104987-11-3
109581-93-3
171596-29-5
594839-88-0
951395-08-7
106635-81-8
209860-87-7
106133-20-4
106463-17-6
7440-25-7
175591-23-8
79338-84-4

87-69-4

107-35-7
174671-46-6
856866-72-3

856867-55-5
26
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Tegaserod Hydrogen Maleate

Tegoprazan/Tegoprazan (hemi-tartrate)
Teicoplanin
Telmisartan
Temazepam

Temozolomide
Temsirolimus
Tenofovir Alafenamide Fumarate
Tenofovir Alafenamide Hemifumarate
Tenofovir Disoproxil Fumarate
Tenoxicam
Terazosin HCI Dihydrate
Terbinafine
Terbinafine Hydrochloride
Teriparatide
Terizidone
Terlipressin Acetate
Tertiary Butyl chloride
Testosterone
Tetrabenazine
Tetrasodium EDTA
Tezacaftor
THC —Tetrahydrocannabinol
Theophylline
Thiamine
Thiamine chloride
Thiamine hydrochloride
Thiocolchicoside
Thyme aqueous extract
Tibolone
Ticagrelor
Tigecycline
Timolol Hemihydrate
Timolol Maleate
Tioconazole
Tiotropium Bromide
Tiotropium bromide monohydrate
Tirofiban hydrochloride
Tirofiban hydrochloride monohydrate
Tiropramide Hydrochloride
Tizanidine Hydrochloride
Tobramycin
Tobramycin Sulfate
Tocilizumab
Tofacitinib Citrate
Tofisopam Tablets
Tolfenamic Acid
Tolperisone Hydrochloride
Tolteridone Tartarate
Tolvaptan
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189188-57-6

942195-55-3
61036-62-2
144701-48-4
846-50-4
85622-93-1
162635-04-3
1392275-56-7
1392275-56-7
202138-50-9
59804-37-4
70024-40-7
91161-71-6
78628-80-5
52232-67-4
25683-71-0
914453-96-6
507-20-0
58-22-0
58-46-8
13235-36-4
1152311-62-0
1972-08-3; 6465-30-1
58-55-9
70-16-6
59-43-8
67-03-8
602-41-5
84929-51-1
5630-53-5
274693-27-5
220620-09-7
91524-16-2
26921-17-5
65899-73-2
136310-93-5
411207-31-3
150915-40-5; 142373-60-2
150915-40-5
53567-47-8
64461-82-1
32986-56-4
49842-07-1
375823-41-9
540737-29-9
22345-47-7
13710-19-5
3644-61-9
124937-52-6

150683-30-0
27
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Topiramate
Torsemide
Tramadol
Tramadol Hydrochloride
Trametinib dimethyl sulfoxide
Tranexamic acid
Tranylcypromine
Tranylcypromine Sulfate
Trastuzumab

Trastuzumab (Herceptin-Biosimilar)
Travoprost
Trazadone

Trazodone Hydrochloride
Trelagliptin Succinate
Tretinoin
Triamcinolone Acetonide
Triazolam
Triclabendazole
Trifluridine
Triheptanoin oral liquid 100% w/w
Trihexyphenidyl hydrochloride
Trimebutine Maleate
Trimetazidine
Trimetazidine Dihydrochloride
Trimethobenzamide Hydrochloride
Trimethoprim
Trimipramine
Triplolidine HCI
Triprolidine
Trofinetide
Tropicamide
Trospium Chloride
Troxerutin
Tryptic Soy Broth
Tulathromycin
Tween20
Tylosin
Ubidecarenone
UDP 6-azido-6-deoxy-GalNAc ammonia salt
Ulipristal acetate
Umeclidinium Bromide
Upadacitinib Hemihydrate
Uranium
Urapidil
Ursodeoxychlolic Acid
Valacyclovir
Valacyclovir Hydrochloride
Valbenazine Tosylate
Valganciclovir
Valproic acid
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97240-79-4

56211-40-6
27203-92-5
36282-47-0
1187431-43-1
1197 18-8; 701-54-2
155-09-9
13492-01-8
180288-69-1
180288-69-1
157283-68-6
19794-93-5
25332-39-2
1029877-94-8
302-79-4
76-25-5
28911-01-5
68786-66-3
70-00-8
620-67-7
52-49-3
34140-59-5
5011-34-7
13171-25-0
554-92-7
738-70-5
739-71-9
550-70-9
486-12-4
853400-76-7
1508-75-4
10405-02-4
7085-55-4
it is a mixture of multiple ingredients
217500-96-4
9005-64-5
1401-69-0
303-98-0
1202854-87-2
126784-99-4
869113-09-7
2050057-56-0
7440-61-1
34661-75-1
128-13-2
124832-26-4
124832-27-5
1639208-54-0
175865-59-5

99-66-1 )8
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Valsartan

Vamorolone
Vancomycin
Vanzacaftor
Vaprisol
Varenicline Tartrate
Vasopressin
Vecuronium Bromide
Velpatasvir
Venetoclax
Venlafaxine
Venlafaxine Hydrochloride
Verapamil
Verapamil Hydrochloride
Vericiguate
Vibegron
Vigabatrin
Vigabatrin Powder
Vilanterol
Vilazodone
Vilazodone HCI
Vildagliptin
Vinblastine Sulfate
Vincristine
Vincristine sulfate
Vinorelbine Tartrate
Virgin Linseed Oil
Vitamin D3
Vitamin D3 (Cholecalciferol) — 50,000 IU
Vitamin K1
Voglibose
Vonoprazan
Voriconazole
Vortioxetine
Vortioxetine Hydrobromide
Vosoritide
Voxilaprevir
Voxilaprevir hydrobromide
Vutrisiran
Wheat Dextrin
Xanomeline Tartrate
Ytterbium
Yttrium
Zaltoprofen
Zavegepant Hydrochloride
Zidovudine
Zinc Chloride
Zinc gluconate
Zinc Oxide
Zoledronic Acid
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List of Compounds

137862-53-4
13209-41-1
1404-90-6
2374124-49-7
168626-94-6
375815-87-5
11000-17-2
50700-72-6
1377049-84-7
1257044-40-8
93413-69-5
99300-78-4

52-53-9
152-11-4
1350653-20-1
1190389-15-1
60643-86-9
68506-86-5
503068-34-6
163521-12-8
163521-08-2
274901-16-5
143-67-9

57-22-7
2068-78-2
125317-39-7
8001-26-1
67-97-0
67-97-0
84-80-0
83480-29-9
881681-00-1
137234-62-9
508233-74-7
960203-27-4
1480724-61-5
1535212-07-7
1535212-07-7
1867157-35-4
9004-53-9
152854-19-8
7440-64-4
7440-65-5
74711-43-6
1414976-20-7
30516-87-1
7646-85-7
04-02-4468
1314-13-2
118072-93-8
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List of Compounds
Zoledronic Acid Monohydrate

165800-06-6

Zolmitriptan 139264-17-8
Zolpidem Tartrate 99294-93-6
Zonisamide 68291-97-4
Zopiclone 43200-80-2
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