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LAY SUMMARY 
 

The MHRA granted Intrapharm Laboratories Limited Marketing Authorisations (licences) 
for the medicinal products Cyclopentolate Hydrochloride 0.5% w/v Eye Drops Solution 
(PL 17509/0012) and Cyclopentolate Hydrochloride 1.0% w/v Eye Drops Solution 
(PL 17509/0013) on 11th January 2007. These are prescription-only medicines (POM) for 
use in diagnostic eye examinations and to treat some types of eye inflammation (uvelitis, 
iritis and iridocyclitis). 
  
Cyclopentolate Hydrochloride Eye Drops Solution contains the active ingredient 
cyclopentolate hydrochloride, which belongs to a group of drugs called cycloplegics and 
mydriatic drugs. These paralyse the ciliary muscles of the eye and cause the pupil of the 
eye to dilate. 
 
These applications are duplicates of previously granted applications for Mydrilate 0.5% 
Eye Drops (PL 17509/0007) and Mydrilate 1.0% Eye Drops (PL 17509/0008), licensed to 
Intrapharm Laboratories. 
 
No new or unexpected safety concerns arose from these simple applications and it was, 
therefore, judged that the benefits of using Cyclopentolate Hydrochloride 0.5% w/v Eye 
Drops Solution and Cyclopentolate Hydrochloride 1.0% w/v Eye Drops Solution outweigh 
the risks, hence Marketing Authorisations have been granted. 
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INTRODUCTION 
 

The UK granted marketing authorisations for the medicinal products Cyclopentolate 
Hydrochloride 0.5% w/v Eye Drops Solution (PL 17509/0012) and Cyclopentolate 
Hydrochloride 1.0% w/v Eye Drops Solution (PL 17509/0013) to Intrapharm Laboratories 
Limited on 11th January 2007. The products are prescription-only medicines. 
 
The applications were submitted as simple abridged applications according to Article 10c 
of Directive 2001/83/EC, cross-referring to Mydrilate 0.5% w/v Eye Drops 
(PL 17509/0007) and Mydrilate 1.0% w/v Eye Drops (PL 17509/0008), which were 
previously owned by WB Pharmaceuticals Limited (February 1990 to December 1999) and 
Boehringer Ingelheim Limited (December 1999 to August 2001, PL 00015/0200-1) before 
the licences were transferred to Intrapharm Laboratories Limited as a Change of 
Ownership. 
 
No new data was submitted nor was it necessary for these simple applications, as the data is 
identical to that of the previously granted cross-reference products. As the cross-reference 
products were granted prior to the introduction of current legislation, no PARs were 
generated for them. 
 
The products contain the active ingredient cyclopentolate hydrochloride, which is a 
cycloplegic and mydriatic agent. Cyclopentolate Hydrochloride 0.5% w/v and 1.0% w/v 
Eye Drops Solution are indicated in diagnostic purposes for fundoscopy and cycloplegic 
refraction, and for dilating the pupil in inflammatory conditions of the iris and uveal tract. 
 
These applications for Cyclopentolate Hydrochloride 0.5% w/v and 1.0% w/v Eye Drops 
Solution were submitted at the same time and were assessed concurrently. Consequently, 
all sections of this Scientific Discussion refer to both products. 
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PHARMACEUTICAL ASSESSMENT 
 

LICENCE NO:   PL 17509/0012-3 
PROPRIETARY NAME:  Cyclopentolate Hydrochloride 0.5% w/v Eye Drops Solution 

Cyclopentolate Hydrochloride 1.0% w/v Eye Drops Solution  
ACTIVE(S):    Cyclopentolate hydrochloride 
COMPANY NAME:  Intrapharm Laboratories Limited    
E.C. ARTICLE:   Article 10c of Directive 2001/83/EC 
LEGAL STATUS:   POM  
 
1. INTRODUCTION 
These are simple, piggy back applications for Cyclopentolate Hydrochloride 0.5% w/v Eye 
Drops Solution and Cyclopentolate Hydrochloride 1.0% w/v Eye Drops Solution submitted 
under Article 10c of Directive 2001/83/EC.  The proposed MA holder is “Intrapharm 
Laboratories Limited, 60 Boughton Lane, Maidstone, Kent, ME15 9QS”. 
 
These applications cross refer to standard abridged applications for Mydrilate 0.5% w/v 
Eye Drops (PL 17509/0007) and Mydrilate 1.0% w/v Eye Drops (PL 17509/0008), which 
are currently registered in the UK.  These applications are considered valid. 
 
2. MARKETING AUTHORISATION APPLICATION FORM 
2.1 Name(s) 
The proposed names of the products are Cyclopentolate Hydrochloride 0.5% w/v Eye 
Drops Solution and Cyclopentolate Hydrochloride 1.0% w/v Eye Drops Solution. The 
products have been named in line with current requirements. 
 
2.2 Strength, pharmaceutical form, route of administration, container and pack sizes 
The products contain cyclopentolate hydrochloride, equivalent to 0.5% w/v and 1.0% w/v 
of cyclopentolate hydrochloride, respectively. They are to be stored in dropper container 
made of low density polyethylene with a cap, in a pack size of 5ml for both strengths. The 
proposed shelf-life (2 years unopened and 28 days after opening) and storage conditions 
(Avoid freezing, store in refrigerator [2-8 degrees C], and keep container in outer carton) 
are consistent with the details registered for the cross-reference products.  
 
2.3 Legal status 
On approval, the products will be subject to a medical prescription.   
 
2.4 Marketing authorisation holder/Contact Persons/Company 
The proposed Marketing Authorisation holder is Intrapharm Laboratories Limited, 60 
Boughton Lane, Maidstone, Kent, ME15 9QS. 
 
The QP responsible for pharmacovigilance is stated and his CV is included.   
 
2.5 Manufacturers 
The proposed manufacturing sites are consistent with those registered for the cross-
reference products and evidence of GMP compliance has been provided.   
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2.6 Qualitative and quantitative composition 
The proposed compositions are consistent with the details registered for the cross-reference 
products.   
 
2.7 Manufacturing process 
The proposed manufacturing process is consistent with the details registered for the cross-
reference products and the maximum batch size is stated.   
 
2.8 Finished product/shelf-life specification 
The proposed finished product specification is in line with the details registered for the 
cross-reference products.  
 
2.9 Drug substance specification 
The proposed drug substance specification for each product is consistent with the details 
registered for the cross-reference products.   
 
2.10 TSE Compliance 
No materials of animal or human origin are included in the product.  
 
3. EXPERT REPORTS 
The applicant has included detailed expert reports in Module 2 of the application. Signed 
declarations and copies of the experts’ CVs are enclosed in Module 1.4 for the quality, 
non-clinical and clinical experts. All are considered to have sufficient experience for their 
responsibilities.   
 
4. PRODUCT NAME & APPEARANCE  
See 2.1 for details of the proposed product names. The appearances of the products are 
identical to the cross-reference products. 
 
5. SUMMARY OF PRODUCT CHARACTERISTICS  
The proposed SmPCs are consistent with the details registered for the cross-reference 
products.   
 
6. PATIENT INFORMATION LEAFLET/CARTON  
PIL 
The patient information leaflet has been prepared in-line with the details registered for the 
cross-reference products.   
 
Carton and blister 
The proposed artwork is comparable to the artwork registered for the cross-reference 
product and complies with statutory requirements. In line with current legislation the 
applicant has also included the name of the product in Braille on the outer packaging and 
has included sufficient space for a standard UK pharmacy dispensing label. 
 
7. CONCLUSIONS  
The data submitted with the applications are acceptable. Marketing Authorisations should 
be granted. 
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PRECLINICAL ASSESSMENT 
 
No new preclinical data have been supplied with these applications and none are required 
for applications of this type. 
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CLINICAL ASSESSMENT 

 
As these are duplicate applications to Mydrilate 0.5% w/v Eye Drops (PL 17509/0007) and 
Mydrilate 1.0% w/v Eye Drops (PL 17509/0008), no new clinical data have been supplied and none 
are required. 
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OVERALL CONCLUSION AND RISK BENEFIT ASSESSMENT 

 
QUALITY 
The data for these applications are consistent with that previously assessed for the 
cross-reference products and as such has been judged to be satisfactory.   
 
PRECLINICAL  
No new preclinical data were submitted and none are required for applications of this type. 
 
EFFICACY 
Cyclopentolate hydrochloride is a well-known drug and has been used as a cycloplegic and 
mydriatic agent for many years. These applications are identical to previously granted 
applications for Mydrilate 0.5% w/v Eye Drops (PL 17509/0007) and Mydrilate 1.0% w/v 
Eye Drops (PL 17509/0008), which were approved on February 1990.   
 
No new or unexpected safety concerns arise from these applications. 
 
The SPC, PIL and labelling are satisfactory and consistent with those for the cross-
reference products. 
 
RISK BENEFIT ASSESSMENT 
The quality of the product is acceptable and no new preclinical or clinical safety concerns 
have been identified. The applicant’s products are identical to the cross-reference products 
which have been licensed in the UK since 1981. Extensive clinical experience with 
cyclopentolate hydrochloride is considered to have demonstrated the therapeutic value of 
the compound. The risk benefit is, therefore, considered to be positive. 
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STEPS TAKEN FOR ASSESMENT 

 

1 The MHRA received the marketing authorisation application on 18th May 2005. 
 

2 Following standard checks and communication with the applicant the MHRA 
considered the application valid on 13th June 2005. 
 

3 Following assessment of the application the MHRA requested further 
information on 21st July 2005 and 21st April 2006.  
 

4 The applicant responded to the MHRA’s requests, providing further information 
on 31st March 2006 and 12th May 2006 
 

5 The application was determined on 11th January 2007 
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STEPS TAKEN AFTER ASSESSMENT 

 
Date 
submitted 

Application 
type 

Scope Outcome 
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