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[bookmark: _Toc208563660][bookmark: _Toc100128590]Introduction
Regulation 167 of the Human Medicines Regulations 2012 allows for unlicensed medicines to be supplied when there are no licensed available medicines that can meet the needs of individual patients. If an unlicensed medicine is to be imported, a written notification to MHRA must be given at least 28 days before the date of the intended import. The unlicensed medicine must not be imported if an objection to the importation is issued by the MHRA.

This report covers the period 1st January 2025 to 31st December 2025. The data was extracted on the 20th May 2026 from the MHRA’s import notification system (INS). The INS is used to facilitate assessment of notifications of intent to import unlicensed medicines (NOIs).

All data presented in this report refers to notifications which have received a decision letter from the MHRA. Statistics regarding product types and countries of export are provided only for notifications which received no objection to importation.

Notifications most commonly correspond to up to 25 individual packs of the medicinal product notified.




[bookmark: _Toc208563661]Notifications of Intent to Import Unlicensed Medicines
[bookmark: _Toc208563662]Annual summary of notifications
Approximately 156,000 notifications were received by the MHRA in 2025. 

Of the total, approximately 129,000 (83%) notifications received no objection to importation following assessment. Whereas approximately 26,000 (17%) of the notifications were objected to by the MHRA, highlighting the critical role of the Imports team in preventing unsuitable medicinal products reaching the UK market. 

Notifications were received throughout the year at fluctuating rates, with the greatest number (18,780) received in December.

Graph 1 – Notifications of intent to import unlicensed medicines received per month in 2025



Graph 2 – Assessment decision of the notifications of intent to import unlicensed medicines in 2025

[bookmark: _Toc208563663]Most frequently notified products
The below table lists the top 100 products notified which received no objection to importation. Products have been consolidated into categories.
This list represents 102,000 NOIs of a total of 156,000 submitted in the reporting period.
Table 1 - Top 100 most frequently notified products in 2025 and NOIs received per month which received no objection to importation from the MHRA
	Product Notified
	Total NOIs
	Jan
	Feb
	Mar
	Apr
	May
	Jun
	Jul
	Aug
	Sep
	Oct
	Nov
	Dec

	ATROPINE + PRALIDOXIME INJECTION
	5166
	0
	0
	0
	0
	0
	0
	0
	0
	0
	0
	0
	5166

	QUETIAPINE FUMARATE SOLID ORAL DOSAGE FORM
	4820
	0
	0
	0
	80
	580
	0
	0
	0
	0
	2880
	1280
	0

	CANNABIS FLOS (FLOWER) 
	4540
	364
	139
	304
	172
	320
	62
	62
	144
	53
	62
	2160
	698

	ALLERGENS FOR TREATMENT AND TESTING 
	4230
	168
	23
	151
	552
	538
	396
	396
	432
	513
	387
	397
	277

	HOMOEOPATHIC MEDICINAL PRODUCTS 
	4109
	368
	225
	390
	329
	499
	180
	180
	313
	508
	454
	412
	251

	CHORIONIC GONADOTROPHIN INJECTION
	3682
	0
	172
	104
	3
	0
	200
	200
	80
	0
	145
	74
	2704

	PARENTERAL NUTRITION 
	3380
	86
	483
	98
	287
	233
	123
	123
	156
	162
	1027
	316
	286

	TESTOSTERONE CYPIONATE INJECTION
	3205
	340
	4
	0
	943
	20
	400
	400
	84
	120
	6
	0
	888

	TRIAMCINOLONE INJECTION
	3022
	0
	360
	0
	1504
	312
	97
	97
	246
	40
	264
	100
	2

	SUCRALFATE SOLID ORAL DOSAGE FORM
	2863
	160
	568
	493
	100
	195
	48
	48
	297
	212
	420
	114
	208

	PANCREATIN SOLID ORAL DOSAGE FORM
	2827
	478
	209
	299
	96
	188
	73
	73
	19
	401
	914
	40
	37

	HYOSCINE HYDROBROMIDE PATCH
	2643
	3
	40
	120
	209
	170
	254
	254
	416
	371
	392
	206
	208

	TRETINOIN CREAM
	2514
	1896
	337
	15
	1
	10
	6
	6
	20
	0
	12
	173
	38

	DESICCATED THYROID SOLID ORAL DOSAGE FORM
	2199
	99
	98
	151
	9
	46
	10
	10
	440
	34
	1160
	122
	20

	PROPRANOLOL SOLID ORAL DOSAGE FORM
	2192
	0
	0
	0
	0
	0
	0
	0
	0
	0
	0
	1832
	360

	RIFAMPICIN SOLID ORAL DOSAGE FORM
	2146
	0
	0
	0
	0
	20
	374
	374
	1143
	154
	40
	41
	0

	RIVASTIGMINE PATCH
	2004
	0
	0
	0
	0
	0
	0
	0
	0
	0
	0
	1120
	884

	QUETIAPINE SOLID ORAL DOSAGE FORM
	1851
	0
	196
	352
	983
	0
	0
	0
	0
	0
	0
	320
	0

	CANNABIS OIL 
	1819
	9
	0
	66
	228
	151
	65
	65
	533
	457
	3
	179
	63

	BISACODYL ENEMA
	1605
	800
	0
	799
	6
	0
	0
	0
	0
	0
	0
	0
	0

	PIRENZEPINE SOLID ORAL DOSAGE FORM
	1591
	0
	430
	60
	5
	160
	160
	160
	10
	216
	28
	362
	0

	HYDROQUINONE CREAM
	1458
	0
	72
	0
	0
	77
	3
	3
	20
	0
	0
	1283
	0

	DURVALUMAB INJECTION
	1440
	0
	0
	0
	1440
	0
	0
	0
	0
	0
	0
	0
	0

	CAPSAICIN CREAM
	1403
	233
	120
	3
	196
	169
	169
	169
	32
	8
	0
	304
	0

	CLONIDINE HYDROCHLORIDE PATCH
	1384
	367
	44
	200
	49
	69
	36
	36
	129
	4
	245
	41
	164

	APREPITANT SOLID ORAL DOSAGE FORM
	1358
	906
	408
	44
	0
	0
	0
	0
	0
	0
	0
	0
	0

	FLUOROURACIL CREAM
	1292
	8
	52
	0
	140
	58
	12
	12
	8
	154
	280
	0
	568

	MERCAPTOPURINE SOLID ORAL DOSAGE FORM
	1084
	0
	0
	52
	0
	568
	203
	203
	25
	0
	8
	25
	0

	ENFORTUMAB VEDOTIN INJECTION
	1039
	0
	0
	0
	0
	0
	208
	208
	0
	0
	208
	0
	415

	ORNITHINE ASPARTATE ORAL SOLUTION
	920
	0
	98
	0
	20
	14
	60
	60
	64
	8
	0
	396
	200

	ETOPOSIDE INJECTION
	830
	0
	4
	60
	4
	0
	24
	24
	140
	282
	264
	28
	0

	CHLORAMPHENICOL OINTMENT
	800
	0
	0
	0
	0
	400
	0
	0
	0
	0
	400
	0
	0

	NALOXONE HYDROCHLORIDE INJECTION
	800
	0
	0
	0
	0
	800
	0
	0
	0
	0
	0
	0
	0

	INFLIXIMAB INJECTION
	780
	322
	40
	0
	32
	280
	13
	13
	13
	12
	5
	42
	8

	TESTOSTERONE CREAM
	770
	4
	1
	160
	0
	0
	0
	0
	0
	4
	601
	0
	0

	TRIAMCINOLONE, NEOMYCIN, GRAMICIDIN, NYSTATIN OINTMENT
	715
	84
	0
	48
	120
	45
	1
	1
	0
	0
	256
	160
	0

	RIFAMPICIN INJECTION
	708
	0
	0
	0
	0
	0
	0
	0
	444
	124
	120
	20
	0

	HYDRALAZINE HYDROCHLORIDE INJECTION
	704
	0
	0
	0
	0
	400
	0
	0
	280
	8
	0
	16
	0

	RIFAMPICIN + ISONIAZID SOLID ORAL DOSAGE FORM
	690
	0
	0
	0
	24
	66
	184
	184
	212
	0
	20
	0
	0

	MITOMYCIN INJECTION
	641
	0
	122
	12
	40
	8
	35
	35
	7
	50
	88
	141
	103

	CARBOPLATIN INJECTION
	555
	220
	0
	28
	0
	0
	0
	0
	0
	120
	187
	0
	0

	SODIUM THIOSULFATE INJECTION
	540
	0
	0
	0
	0
	0
	60
	60
	200
	0
	0
	220
	0

	ALBENDAZOLE SOLID ORAL DOSAGE FORM
	525
	0
	42
	80
	80
	100
	55
	55
	1
	8
	104
	0
	0

	FLUNARIZINE SOLID ORAL DOSAGE FORM
	522
	0
	274
	40
	0
	52
	20
	20
	0
	40
	0
	36
	40

	TRASTUZUMAB DERUXTECAN (DS-8201A) INJECTION
	521
	0
	0
	40
	481
	0
	0
	0
	0
	0
	0
	0
	0

	ACETYLCHOLINE CHLORIDE INJECTION
	517
	40
	56
	83
	94
	200
	0
	0
	0
	12
	0
	16
	16

	PRAZIQUANTEL SOLID ORAL DOSAGE FORM
	514
	20
	75
	53
	100
	2
	25
	25
	196
	6
	6
	6
	0

	PROGESTERONE INJECTION
	506
	0
	156
	0
	9
	18
	0
	0
	11
	12
	0
	150
	150

	PATENT BLUE
	500
	500
	0
	0
	0
	0
	0
	0
	0
	0
	0
	0
	0

	RIFAMPICIN
	496
	0
	0
	0
	0
	0
	40
	40
	376
	40
	0
	0
	0

	EPOETIN BETA INJECTION
	489
	0
	0
	0
	0
	489
	0
	0
	0
	0
	0
	0
	0

	DESFERRIOXAMINE INJECTION
	480
	0
	0
	0
	0
	480
	0
	0
	0
	0
	0
	0
	0

	AMIODARONE HYDROCHLORIDE SOLID ORAL DOSAGE FORM
	479
	0
	0
	0
	0
	0
	0
	0
	0
	0
	185
	294
	0

	PYRAZINAMIDE SOLID ORAL DOSAGE FORM
	474
	0
	0
	0
	0
	0
	75
	75
	232
	92
	0
	0
	0

	SODIUM FUSIDATE SOLID ORAL DOSAGE FORM
	468
	60
	40
	12
	20
	0
	20
	20
	12
	124
	120
	40
	0

	DESMOPRESSIN NASAL SPRAY
	458
	0
	60
	191
	5
	2
	87
	87
	0
	0
	26
	0
	0

	TRIAMCINOLONE SOLID ORAL DOSAGE FORM
	451
	0
	80
	0
	0
	144
	20
	20
	160
	0
	27
	0
	0

	QUINIDINE SOLID ORAL DOSAGE FORM
	445
	127
	16
	43
	39
	4
	8
	8
	40
	3
	43
	14
	100

	CLINDAMYCIN ORAL SOLUTION
	444
	172
	80
	75
	89
	0
	8
	8
	0
	0
	0
	12
	0

	FLECAINIDE ACETATE INJECTION
	434
	74
	0
	0
	20
	0
	0
	0
	80
	120
	0
	140
	0

	LIOTHYRONINE INJECTION
	432
	0
	0
	0
	416
	0
	0
	0
	0
	0
	16
	0
	0

	RIFAMPICIN + ISONIAZID + PYRAZINAMIDE SOLID ORAL DOSAGE FORM
	392
	0
	0
	0
	8
	0
	160
	160
	52
	12
	0
	0
	0

	LIDOCAINE FOR INHALATION
	356
	150
	50
	0
	40
	0
	32
	32
	20
	32
	0
	0
	0

	GALANTAMINE HYDROBROMIDE SOLID ORAL DOSAGE FORM
	348
	0
	0
	0
	348
	0
	0
	0
	0
	0
	0
	0
	0

	QUETIAPINE FURMARATE SOLID ORAL DOSAGE FORM
	344
	0
	0
	0
	0
	0
	0
	0
	0
	0
	0
	344
	0

	BIOTIN SOLID ORAL DOSAGE FORM
	338
	8
	130
	0
	40
	0
	52
	52
	12
	4
	40
	0
	0

	GLUTATHIONE INJECTION
	335
	11
	0
	0
	24
	0
	8
	8
	0
	240
	0
	0
	44

	ACID ALPHA-GLUCOSIDASE (ATB200) INJECTION
	334
	160
	0
	0
	0
	81
	0
	0
	0
	50
	0
	43
	0

	CALCIUM FOLINATE INJECTION
	330
	0
	0
	0
	230
	46
	20
	20
	0
	0
	14
	0
	0

	TRIAMCINOLONE HEXACETONIDE INJECTION
	328
	0
	0
	0
	0
	0
	6
	6
	0
	40
	29
	100
	147

	HYDROQUINONE + TRETINOIN + HYDROCORTISONE CREAM
	322
	4
	4
	9
	0
	9
	60
	60
	10
	12
	102
	44
	8

	CO-PHENATROPE
	320
	20
	20
	0
	80
	0
	100
	100
	0
	0
	0
	0
	0

	PEGINTERFERON ALFA-2A INJECTION
	319
	160
	60
	27
	72
	0
	0
	0
	0
	0
	0
	0
	0

	BENZTROPINE INJECTION
	316
	0
	0
	0
	0
	28
	80
	80
	0
	40
	48
	0
	40

	BUPIVACAINE INJECTION
	315
	0
	0
	0
	0
	5
	0
	0
	0
	0
	0
	290
	20

	METHOXSALEN SOLID ORAL DOSAGE FORM
	310
	2
	0
	0
	80
	40
	80
	80
	28
	0
	0
	0
	0

	SODIUM CHLORIDE INJECTION
	303
	80
	120
	20
	11
	48
	0
	0
	0
	0
	20
	4
	0

	NYSTATIN SOLID ORAL DOSAGE FORM
	302
	3
	90
	0
	12
	65
	0
	0
	0
	52
	20
	20
	40

	METHYLPHENIDATE SOLID ORAL DOSAGE FORM
	300
	0
	0
	0
	300
	0
	0
	0
	0
	0
	0
	0
	0

	BLEOMYCIN INJECTION
	300
	100
	80
	40
	0
	80
	0
	0
	0
	0
	0
	0
	0

	BELUMOSUDIL SOLID ORAL DOSAGE FORM
	296
	100
	0
	0
	96
	0
	0
	0
	100
	0
	0
	0
	0

	INDIGO CARMINE INJECTION
	290
	150
	0
	0
	0
	60
	0
	0
	0
	0
	80
	0
	0

	MIVACURIUM CHLORIDE INJECTION
	288
	0
	0
	0
	0
	0
	0
	0
	0
	0
	0
	248
	40

	TRIHEPTANOIN ORAL SOLUTION
	288
	0
	0
	0
	0
	0
	0
	0
	0
	0
	0
	288
	0

	FLUOROURACIL INJECTION
	280
	0
	0
	0
	0
	0
	0
	0
	280
	0
	0
	0
	0

	CAPECITABINE SOLID ORAL DOSAGE FORM
	280
	280
	0
	0
	0
	0
	0
	0
	0
	0
	0
	0
	0

	FLUCYTOSINE SOLID ORAL DOSAGE FORM
	274
	41
	13
	59
	8
	0
	40
	40
	8
	12
	22
	30
	1

	POTASSIUM CANRENOATE INJECTION
	268
	80
	0
	8
	0
	80
	0
	0
	0
	100
	0
	0
	0

	TAK-755 INJECTION
	255
	0
	255
	0
	0
	0
	0
	0
	0
	0
	0
	0
	0

	ELAPEGADEMASE-LVLR INJECTION
	244
	0
	36
	36
	0
	56
	0
	0
	0
	68
	0
	48
	0

	PEMETREXED INJECTION
	244
	0
	0
	54
	48
	0
	0
	0
	0
	0
	126
	16
	0

	FLUPHENAZINE INJECTION
	243
	16
	20
	0
	0
	0
	0
	0
	12
	12
	169
	2
	12

	HYDROGEN PEROXIDE
	240
	0
	40
	0
	0
	0
	100
	100
	0
	0
	0
	0
	0

	QUETIAPINE FUMARATE
	240
	0
	0
	0
	240
	0
	0
	0
	0
	0
	0
	0
	0

	ZURANOLONE SOLID ORAL DOSAGE FORM
	240
	0
	240
	0
	0
	0
	0
	0
	0
	0
	0
	0
	0

	LIOTHYRONINE SOLID ORAL DOSAGE FORM
	235
	5
	58
	0
	8
	84
	6
	6
	0
	40
	8
	0
	20

	SUCCIMER SOLID ORAL DOSAGE FORM
	233
	0
	0
	4
	2
	25
	96
	96
	10
	0
	0
	0
	0

	MYCOPHENOLATE MOFETIL SOLID ORAL DOSAGE FORM
	232
	0
	0
	0
	78
	69
	6
	6
	23
	4
	34
	2
	10

	TOLTERODINE TARTRATE SOLID ORAL DOSAGE FORM
	232
	0
	0
	0
	0
	128
	52
	52
	0
	0
	0
	0
	0

	PRALIDOXIME CHLORIDE INJECTION
	227
	0
	226
	1
	0
	0
	0
	0
	0
	0
	0
	0
	0



[bookmark: _Toc208563664]Countries of export
The below table lists the top 75% of countries of export for NOIs which received no objection to importation from the MHRA.
EEA countries make up 61% of this share, while countries with an EU mutual recognition agreement (MRA) make up a further 31%.
Table 2 – Exporting countries for NOIs received in 2025 which received no objection to importation from the MHRA 
	Exporting Country
	Number of NOIs
	Percentage of total
	Cumulative percentage

	GERMANY
	37745
	34.4%
	34.4%

	UNITED STATES OF AMERICA
	24096
	15.9%
	50.3%

	ITALY
	17798
	8.0%
	58.3%

	CANADA
	16593
	7.5%
	65.7%

	SPAIN
	14175
	7.3%
	73.0%

	AUSTRALIA
	11336
	3.8%
	76.9%

	NETHERLANDS
	8590
	3.6%
	80.5%

	FRANCE
	7483
	2.8%
	83.3%

	Remaining 25% (36 countries)
	21669
	16.7%
	100.0%




[bookmark: _Toc208563665]Importers
Of the 122 companies who submitted NOIs, 25 made up the top 90% by notification volume.
Table 3 – Importers responsible for notifications received in 2025
	Rank
	Importer Name
	Percentage of Notifications
	Cumulative Percentage

	1
	Company A
	14.3%
	14.3%

	2
	Company B
	14.0%
	28.3%

	3
	Company C
	9.7%
	38.0%

	4
	Company D
	9.1%
	47.1%

	5
	Company E
	5.9%
	53.0%

	6
	Company F
	3.6%
	56.6%

	7
	Company G
	3.3%
	59.9%

	8
	Company H
	3.2%
	63.1%

	9
	Company I
	3.0%
	66.1%

	10
	Company J
	2.7%
	68.8%

	11
	Company K
	2.4%
	71.2%

	12
	Company L
	2.2%
	73.3%

	13
	Company M
	1.9%
	75.3%

	14
	Company N
	1.9%
	77.2%

	15
	Company O
	1.8%
	79.0%

	16
	Company P
	1.6%
	80.6%

	17
	Company Q
	1.5%
	82.0%

	18
	Company R
	1.2%
	83.2%

	19
	Company S
	1.2%
	84.3%

	20
	Company T
	1.1%
	85.5%

	21
	Company U
	1.0%
	86.4%

	22
	Company V
	1.0%
	87.4%

	23
	Company W
	0.8%
	88.2%

	24
	Company X
	0.8%
	89.0%

	25
	Company Y
	0.7%
	89.7%

	
	Remaining 10% (97 companies)
	10.3%
	10.3%





[bookmark: _Toc208563666]Conclusions
Approximately 156,000 notifications of intent to import unlicensed medicines into the UK were received by the MHRA in 2025. 

Of the total, approximately 129,000 (83%) notifications received no objection to importation following assessment. Whereas approximately 26,000 (17%) of the notifications were objected to by the MHRA, highlighting the critical role of the Imports team in preventing unsuitable medicinal products reaching the UK market. 

Importation of unlicensed medicines is a valuable supply route during supply disruptions of UK licensed medicines. The imports team frequently liaises with colleagues across government and the NHS to support work to mitigate such disruptions.

Importation of unlicensed medicines is also a valuable supply route for medicines for which there is no licensed available alternative.

Guidance for UK wholesalers and manufacturers on how to import human medicines including unlicensed medicines, how to apply for a licence and how much it costs can be found here: https://www.gov.uk/guidance/import-a-human-medicine 

Guidance on manufacturing, importing, distributing and supplying specially manufactured or ordered products, including cannabis-based products for medicinal use in humans (CBPMs), known as 'specials' can be found here: https://www.gov.uk/government/publications/supply-unlicensed-medicinal-products-specials/supply-unlicensed-medicinal-products-specials

Guidance on how to submit a notification of intent to import an unlicensed medicine to the MHRA can be found here: https://www.gov.uk/government/publications/notification-of-intent-to-import-an-unlicensed-medicinal-product/notification-of-intent-to-import-an-unlicensed-medicinal-product
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