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1. Definition

Controlled and Recorded Drugs (CDs) - some prescription medicines contain drugs that are controlled under the legislation. The CDs are listed in Order of MOH of Ukraine #360. Unlike other prescription medicines, CDs have additional safety and legal requirements for the supply, receipt, storage, dispence and disposal.   
2. Prescribing 
CDs can be prescribed to a patient only by a physician.  Vets are not allowed to prescribe CDs. A standard prescription contains the following particularities: only one Drug in prescription form, total quantity not exceeding maximum norm amount; prescription must be stored in pharmacy for 1 year except of current year. Pharmacists cannot correct other amendments (e.g. incorrect dose, form or strength). These should be corrected by the original prescriber.

3. List of drugs which need to be stored in a Controlled Drug (CD) cupboard and to be recorded in the CD Register
	INN (Trade Name)
	Toxic group
	 Drug form
	Turnover in Pharmacy

	Narcotic drug (All Names – For example Omnopon, Codein, Tramadol, Aethylmorphini hydrochlorid)
	Narcotic
	All
	F-3 (pure narcotic)

	Psychotropic drug (All Names For examples Phenobarbital, Relanium, Sibazon)
	Psychotropic
	All
	F-3 (pure psychotropic)

	Poisonous and Potent drug :

	Atropinum (and salts)  (Atropini Sulfatis)
	Poison
	powder
	F-1

	Ketaminum
	Poison
	All
	Forbidden 

	Tetracaine (Dicaine)
	Poison
	Powder
	F-1

	Trihexyphenidyl (Cyclodol, Parcopan)
	Poison
	All
	F-1

	Atracurium

Vecuronium

Pipecuronium 

Rocuronium 

Suxamethonium
	Poison
	All
	F-1

	Butorphanolum (Moradol)
	Potent
	All
	F-1

	Diphenhydraminum (Dimedrol)
	Potent
	tablets only
	F-1

	Zopiklon (Sonovan, Imovan)
	Potent
	All
	F-1

	Clonidine (Clophelin) 
	Potent
	(substances, liquid forms)
	F-1

	Metandienonum
	Potent
	All
	F-1

	Nandrolonum
	Potent
	All
	F-1

	Promethazinum (Pipolfen)
	Potent
	All
	F-1

	Drugs that contain Ephedrine (except syrups), Tramadol, Pseudoephedrine and Dextropropoxyphene in composition with other active ingredients
	Potent
	All
	F-1

	Tropicamid (Midriacil)

	Potent
	All
	Forbidden


4. Quantative control of CDs in pharmacies

Controlled Drug Accountable Officer - a person (defined as fit, proper and suitably experienced) who is appointed to ensure that systems for the safe management and use of controlled drugs are secure within their own organisation.
5. Receipt of CDs in pharmacies
· CDs should be checked on receipt. If there is any discrepancy between the product and the label, or what was ordered and the CD received, there should be a documented procedure for handling such an occurrence. 
· If CDs are delivered they should be clearly marked and separated from other medication by the supplier.
· Receipt should be recorded in the Controlled Drug Register (CDR). 
6. Storage of CDs in pharmacies
· CDs must be kept in a secure area that is locked
· CDs must to be stored in safe or cupboard
· CDs cupboard and safe must be made of steel, have a specified locking mechanism and be permanently fixed to a solid wall with bolts
·  CDs cupboards should only be used for the storage of CDs and no other medication or valuables should be stored in the cupboard  
·  Access to the CDs cupboard should be controlled. CDs cabinet keys should be kept on person by the pharmacist to prevent unauthorised access. CDs keys should be stored securely when the pharmacy is closed e.g. key safe.  
7. Controlled Drugs Register (CDR) 
The CDR must:

· be either a bound book or a computerised system 

· be separated into each class of drug (Register for Narcotic and Psychotropic Drugs or Register for Poisonous and Potent Drugs)
· have a separate page for each strength and form of that drug, with this recorded at the top of each page

· have the entries in chronological order and made on the day of the transaction or, if not reasonably practical, the next day

· have the entries made in ink or in a computerised form in which every entry can be audited

· not have cancellations or alterations

· ensure any corrections are made by a signed and dated entry in the margin or at the bottom of the page If an error is made on entry it must be cancelled by striking across the page with the words cancelled order written across and a new order made and signed head of the pharmacy.
· be kept at the premises to which it relates (for example separate registers for each set of premises) and be available for inspection at any time

· not be used for any other purpose

· be kept for a minimum of five years after the date of the last entry and then must be utilized by authorities body to  prevent its further usage.  
The following must be recorded in the register are purchased:

· date of receipt
· name and #document of supplier (e.g. wholesaler, pharmacy)

· quantity received

· quantity dispenced
· running balance
The aim of maintaining a running balance in the register is to ensure irregularities are identified as quickly as possible. The running balance of drugs remaining should be calculated and recorded after each transaction and balances should be checked with the physical amount of stock at regular intervals. 
8. Checking Controlled Drug stock and handling discrepancies

· The stock balance of all CDs entered in the CDR should be checked and reconciled with the amounts in the cupboard with sufficient frequency  to ensure that discrepancies can be identified in a timely way. It is need to report the Head of the Pharmacy about results. 
· These checks must be carried out at least once a month and preferably at each handover of keys at shift change. The balance in the CDR must be checked against the quantity of each Controlled Drug.  A balance check must also be made each time there is stock movement of a CDs.  If a discrepancy is found it should be investigated without delay.    On discovering a discrepancy, action should include:
•
 Recounting balance again 

•
 Rechecking all receipts have been recorded

•
 Rechecking the balance has been calculated correctly 

•
Stock has not been separated and stored in another area of the CDs cabinet 

•
If the discrepancy cannot be resolved, the head of the Pharmacy must be informed.   Major incidents are to be reported to the  Police. 
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Controlled Drugs Register (List 1) 
_______ ________________________________________________________________

(Name, Form, Strengs of Drug)
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Continuing List 1
	QUANTITY DISPENSED
	BALANCE AT THE END OF THE MONTH


	Day of Month
	QUANTITY DISPENSED  
OF EACH TYPE  
	TOTAl QUANTITY DISPENSED  

	

	117
	118
	119
	220
	221
	222
	223
	224
	225
	226
	227
	228
	229
	330
	331
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	


