


VMMC & Safdarjung Hospital,
Ministry of Health & Family Welfare,

5) 7L
‘ T - -
M - Government of India, New Delhi.
SAFDARIANG HOSPITAL .

Proprietary statement: This document contains information. It is provided to the hospital staff only. Do
not share verbally or otherwise without written consent of the Medical Super’inter}dent, VMMC &

Safdarjung Hospital, New Delhi.

Document No. TITLE

SIH/ NABH/ Policy/ | SOP for near expiry and expiry medicines

28
Effective Date: 29/03/2021
Function ; Name . | Designation Signature
Prepared By Dr. Sapna Bathla B W
Dr. Vibha Uppal Member Quality Cell "M“@;
Dr Bindi Garg - ) : g/t‘M”:" ;’ﬂ/j

Reviewed By Dr. K. C. Tamaria 0IC, NABH | \7

Approved By Dr. S.V Arya Medical Superintendent \W
. ]

LA

| | | ooV
Distribqtion: Quality Cell, Medical Superintendent, Ali Head of Departments, OIC, Drug store, OPD
Pharmacy, officiating nursing officer, All wards, ICUs, procuremeht section, Nodal office, VMMC &
Safdarjung Website |
REVISION SUMMARY

Version No. Effective Date ' T Revision History

1.0 : 29/03/2021 00

SOPs on near expiry and expiry drugs

VMMC & Safdarjung Hospital, Ministry of Health & Family Welfare, Govt of India, New Delhi.
Document No.: SIH/ NABH / Policy/ | - SOPs on near expiry and expiry drugs

28

Document Type: Controlled ’ ] Page No. 1




s

Procedure for maintaining near expiry drugs at stores and pharmacy

1.1 .Pufpose

To establish a procedure for identifying, handling and - maintaining the near-expiry

medications- in Drng stores, departmental sub-store and Pharmacy (OPD) with a view to

minimize toss and ensure patient safety.

1.2 Scope

_ AII the important activities related to handling of near expiry drugs in the VMMC & Safdarjung

Hospital.
1.3 Requnsibility

s 0ICdrug store

s Pharmacist in--charge of Drug store

¢ Sister in—chérge of various departments ofthé hospital.

e Pharmacist in-charge of Pharmacy (OPD),

1.4 Procedure

1.4.1 All drugs delivered to the hospital must carry an “Expiry date” which must be recordedin the

stock register by Pharmacist in-charge of Drug Store.

1.4.2 At the time of reception of drugs by the concerned department and Pharmacy {OPD}, Expiry.

date of drugs must be checked by the Pharmacist in-charge /Nursing sister in-charge of various sub-

stores of the Safdarjung hospital.

1.4.3 Pharmacist, nurse will check expiry drug before dispensing or medication administration and

if found drug near expiry and or expired will immediate initiate action mentioned in policy.
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=1.4,3 The Drug Stofe, Pharmacy (OPD) and all other department sub-stores must follow First in-

First out {FIFO) system of inventory management to minimize the stock of near expiry drugs,

except hcases where the stock received later have a shorter expiry date.

1.4.4 Store, Pharmacy (OPD) and department sub-store incharges must arrange the drugs which

will expire in next 3 months, on separate shelves.

1.4.5 All efforts must be made by concerned Pharmacist in-charge, Nursing sister in-charges ofali_ ,

departmental sub-stores to see that drugs found to be of near expiry can be transported to other

departments i.e. intra & inter departments for utilization of the drugs within their expiry date.

1.4.6 If near expiry drugs are not in a position to be consumed, in that way they should be sent to

Store.

1.4.7 If the item is urgently needed and there is no replacement stock in Pharmacy {(OPD) and Store

then the Nursing sister in-charge can use it until last d‘ay of expiry.

1.4.8 When the near expiry drugs are received at Store then the officer in-charge Store must be

informed about the near expiry drugs who in turn may explore either of the following:-

¢ [nter-departmental transfer .

¢ Drugreplacement from the manufacturer / supplier for fresh stock

Itis advisa_blé to procure, install and use a- Hospital Management Information System (HMIS)

“having proven efficiency to minimize theloss to the Government exchequer due to expiry of

drugs. This will also be useful in identifying, at the click of a button, the drugs which are.

approaching their ‘date of expiry so that they can be got replaced from the

manufacturer/supplier or can be consumed within the Hospital to avoid wastage.
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.~ i.2 Records

e Near Expiry stock of drugs must be recorded in the stock register of the particular
department, wa rd or Pharmacy as the case may be.

1.3 Process efficiency criteria

e The nurhber of drugs nearing expiry must be minimal and should show a declining
trend with time.

1.4 Activity

¢ Monthly inspections 'm_ust be conducted by the corncerned pharmacist and
nursingstaff of respective departments,

e Quarterly review l?y the DTC to assess the number of drugs reaching near expiry
a_ndaétions taken théreof during the year | '

1.5 References

* Drugs & Cosmetics Acf, 1940.
o Drugs & Cosmetics Rules, 1945.
e The Pharmacy Act, 1948.

1.6 Definitions

e Expiry Date means the date that is recorded on.the container, 'Iabel, or wrépper asthe

date up to which the substance may be expected to retain a potency not less than or -

not to acquire a toxicity greater than that required or permitted by the prescribed test.

The date of expiry of a product as assigned by the manufacturer is attimes expressed

only in month and year, which means that the product is to be used until the last

_ day of the given month for that year.
e Near-expiry Dfugs'refers to drugs, the efficacy of which is about fo lapse within 3

months from the expiry date printed on the label by its manufacturer.
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2.

Procedure for disposal of expired drugs

2.1 Purpose

To establish a proced ure for the segregation and disbosal of expired dr'ugs in hospital.

2.2 Scope

All activities required for disposal of expired drugs in the hospital.

4

2.3 Responsibility

*

Officer in~chalrge drug store

Pharmacist in-charge drug store

Officer in-chargé Pharmacy (OPD),
Pharmacist in‘—charge Pharmacy (OPD}.
Officer in-charge of Unit/wa rd

Nursing Sister in.—cha rge of Unit/ward
DTC

Officer in-charge Bio-Medical Waste Management of Hospital

h

2.4 Procedure

2.4.1All the expired drugs from various areas/departments should be returned to drug store of

the hospital with proper documentation.

2.4.2 The information about expired' medicines must he recorded in a separate register forexpired

drugs. The foEIowing particulars are to be documented.
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. Narﬁe of drug (Generic/brand)
. Formulatiqn (Tablet/Capsule/Syrup/ Ointment/injection etc.)
e Strength |
» Batch nufnber o 7 | _ : ' §
¢ Expiry date |
s Total quantity
* Name of the department.
2.4.3 At the Store the expired drugs must be received by the Pharmacist in-charge. He mustvérify

the details and the drugs record as given below.

2.4.4 All expiréd drugs should be stored preferably in a separate room ear marked for the purpose.
In the absence of a separafe room the expired dlrugs may be stored in a separate cu.pboard. The
cupboard must always be uncier lock and key with a sign board on it stating ”E.xpire.d dfugs not for
‘ ﬁse“. The room / cupboard must be under supervision of Officer in- charge/ Pharmacist in-charge of

MDS.

2.4.5 The Officer in-charge Store will inform the DTC about the details of the expired drugs for their

disposal.

2.4.6 After approval from DTC the Officer in-charge Store will inform the Medical superintendent,
about the list of expired drugs to be sent.for disposal to Bio- Medical Waste In-charge or return to

manufacturer/supplier.
2.4.7 The Officer in-charge Store will send this list to return to manufacturer/supplier or
hospital Bio-Medical Waste in-charge for dispo_éal as per rules.,

2.4.8 All the expired drugs must be transported in pilfer proof containers/boxes properly labeled and

sealed in accordance with prevailing Bio-Medical Waste Management Rules.

The hospital DTC will regularly meet and assess the list of expired drugs and reasons for the

same.
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2.5 Records
e Expiry-drug register in sub-stores of Store/unit/wards/ ICU/OT/departm'ents.
. Expiry drug register in Pharmacy (OPD}

e Expiry drug register at Store.

e Drugdisposal register at Bio-Medicai Waste Managément Department.

2.6 Process Efficiency Criteria :
e The number of ekpired drugs in a hospital should ideally be nil or minimal.

e Within a hospital the number of expired drugs annually mdst decrease over time.

2.7 Activity

e Review of expired drugs by DTC at regular interval (at' least guarterly),
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Form for list of expired drugs and labet for disposal

1} List of expired drugs

No.

S. Name | Formulation* | Strength | Batch | Expiry Quantity | Name | Unit/Ward No.

No. Date of
7 I Depart
ment, |
Unit,
Ward

etc.

*Formulations include dosage form.,

Signature of Officer In-charge store/Unit/Ward/ICU/OT/OPD PHar‘macy/NEB/SIC/SSB

" Signature of Nursing Sister in—charge of store/Unit/Ward/ICU/OT/OPD

Pharmacy/NEB/SIC/SSB

Stamﬁ

2) Label for transfer of expired drug

Category of drug...coovveennnn

‘Bio-hazard symbol........c..........
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3) BIO MED{CAL WASTE CATEGORIES

SCHEDULE|

Biomedical wastes categories and their segregation, collection, treatment, processing and

disposal options

Category Type of Waste Type of Bag or Container to be used Treatment and Disposal

options (1} (2) (3)

Treatment and Disposal

“cytotoxic -drugs along |.

with: glass' or. plastic

ampoules, vials etc.

" by mcmeratron

Type of Waste Type of Bag or
options

Container - to

beused
1 2 3

| (A} . Expired  or| Yellow | Expired ‘cytotoxic drugsand items contaminated: W|th

Dlscarded Medlcmes - colore cytotoxlc drugs to be returned back to the
Pha-rmaceutlcal 'waste dnon- _manufacturer '_o_ : supplter for mcmeratron "at-
like antrblotlcs ' ;chlorlnated : temperature >1200°C or to common bio- medlcal
cytotoxic ‘ drugs -pla_s‘_clc bags --waste_ treatment facﬂlty or hazardous waste
including - all -~ items or trera‘tme_n't, storage  and d:sposa! -facility  for
contaminated with | containers

| incineration at >1200°COr . - a—_—

En_c_apsuiatio_n or PlasmaPyrolysis at 51:200"_(3,

Al other diséarded medicines. shall be either sent

back - tomanufacturer or disposed.
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" HANDLE WITH CARE o o HANDLE WITH CARE

LABEL FOR

BIO-MEDICAL WASTE CONTAINERS or BAGS'

CYTOTOXIC HAZARD SYMBOL

P

Part B

' LABEL FOR TRANSPORTING BIO-MEDICAL WASTE BAGS OR CONTAINERS

v
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Date of generation ......c...oeu..
Waste category Number ........

W.aste quantity............

Sender's Name and Address Receiver's Name and Address:

Phone Number ........
Fax Number............... '

Contact Person........

Phone Number ...,
Fax Number ................. :

Contact Person.........

In case of emergency please contact:

Name and Address;

Phone No.

P
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