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I PREMISES, FURNITURE, mmm&m IPMENT

1.1 Premises

1.1, The phammacy location should be easy for the public to identify. A neat and clean exterior and
inferior envircmment should be maintained.

1.2 The word “pharmacy™ should be part of the pharmaey name and it should be clearly visible,

1.3, The background, design, content, and colory of the signboard (Nepali and English) shall be as
prescribed by the department.

1.4, ‘Ihe pharmacy registration certificates must be displayed in a prominent place in the pharmacy
that is visible 10 customers,

1.5 The pharmacy should be accessible to differentdly abled people.

1.6, The pharmaey environment should be clean with minimum dust and should be maintined as
per the cleaning schedules outlined in the standard operating procediires {(SOPs). Cleaning
records should be maintained.

1.7.  The phammacy should be free from rodents and insecis, and pest control measures should be
taken as per the defined schedule.

1.8, Dispensing should be provided from an area separate from other activities,

1.9 Based om the personnel, activitics, and volume of products, there shoald be enough space for
holding shelves for medicines and adequate movement of personnel,

[.10. There should be a separate arca for counselling with counselling resources. Client/patient can
talk  freely  with the  pharmacists/phanmacy assistants’professionalists‘pharmacy
assistints'professionalist ‘byawasaayi and maintain privacy,

l.11. The pharmacy should have communication technology (ie, telephone, internst) and
unimterrupted electricity, capecially for the refrigerator.

1,12, The pharmeey must provide toilets, a hand-washing facility, and access 1o drinking water for
the staff and for clients.

113, Waste collection baskets/boxes should be available for personnel and for clients.

114, There must be sufficient space for clients to stand comforiably s the dispensing counter and for
some to sit comfortably while they wait.

1.2 Furniture, Fixtures, and Equipment

1.21  The phammacy should have sufficient, appropriately desipned, and labelled shelving to store
medicines of various shape and sizes and in various dosage forms in a systematic manner (e.g.,
therapeutic categorization, alphabetical order, dosage form) and prosected from moeisture, dust,
and direct sunlight.

|.2.2 The pharmacy should have lockable cuphoards for storing of narcotics, psvchotrogics and
polsonous medicines,

1.2} A separite mek/cabinet should be available for records, files and documents.

|24 Adequate provisions should be available for storing varous medicines o prescribed
termperatures. The pharmacy should be equipped with refrigerated storage (available for
medicines requiring storage at cold temperatures (i.e., 2-8°C) and freezing tempernture where
reguired),

1.2.5 The pharmacy shall have computers for medicines information and eounselling, inventory

management, billing, adverse drug reaction reporting, communication purposes, and record
kecping.
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The pharmacy shoukd Illﬁhwﬂr fire safety.

2.6

FPERSONNEL

2.L1 A pharmacistspharmacy assistants/professionalisis/pharmacy assistants/professionalist (asst,
pharmacists’pharmacy  assistants/professionalisiz'pharmacy  assistanis’  professionalist/
byawasaayi should supervise overall pharmaey management and have final responsibility for
all the professional activities and operations.

212 Based on the service hours and workload, adequate numbers of pharmacists/pharmacy
assistants/professionalists and other personnel should be availahle

213 Phamacy personnel should follow good documentation practice.

214 All pharmacy personnel must wear a neat apron/cont and name tag as preseribed by Nepal
Pharmacy Council (NPC).

215 All personnel should be periodically medically examined and adequately immunized
recorded,

216 All personnel should have elearly assigned job descriptions and responsibilities,

QUALITY POLICY

311 The pharmacy should formulate quality policy, quality manual, and SOPs.

112 The policy should be publicly available and include s commitment to satisfy statutory
requirements and (o continuously improve the quality managemend sysicm,

313 The quality manual and SOPs should be sccessible o the pharmacy personnel for their easy
reference.

14 The pharmacy should have well-defined and documented systems and formats for all key
operations carried out in the pharmacy.

3.1.5  All pharmacy personnel should be aware of pharmacy®s quality policy and should understand
their role in delivering health care to patients.

SERVICE STRATEGY

1.1 The service sirategy should state in detail the necessary steps to carry out for providing each
service offered and list the details of the activities, routines, authority defegations, work
procedures, and instructions that are necessary for provision of the services in day-to-day
eperations of e pharmacy.

412 The pharmacy should have & well-documented service policy and policy implementation
strtegy based on its customer service aoals,

413 The pharmacistspharmacy assistants/professionalists’pharmacy  assistants/professionalise
should be casily accessible v the public to provide information and counselling prompily in
the service operating hours which should be mentioned in the service strategy.

414 The service strategy should state issues like home delivery of medicines and the nisture and
level of atiention to be given to patient groups (e.g., elderly, disahled)

4135 The strategy should also include s provision for using a *Preseription Filled™ stamp to prevent
refilling the prescription withoul prescriber’s recommendation.

416 If the pharmacists/pharmacy assistants/professionalists’pharmacy assistants/professionalist

suspects that delivery of medicine from the pharmacy was inadequate, he/she should take
immediate measires o minimize the risk of danger 1o the patient{s).
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TRAINING

301 All staft members including newly recrutted staff should be trained as per the stafT training
S0P of the pharmacy,

512 Training SOP should include provision for induction and continwous professional education.

3.L.3  There should be adequate resources (books, current periodicals, software, ete.] in the
pharmacy for staff to update their knowledge and skills as a fundamental requirement of the
raimng process,

5.4 'The program should ensure that all pharmacy personnel are kept abreast of the developments
i their fields. Upgrading communication and interpersonal skills should form the core of the
training program, so that pharmacy persomel can collaborate with other health care providers
on one end and can form relationships with clients on the other.

515 The pharmacy professional must ensure that they have adequate training, knowledge, and
gkills to peovide the designated services.

3.16  All staff should be wrained on personal hygiene as well s the level of hygiene to mnaintain
when stoning and handling medicines,

3.1.7  Training should include different aspects relevant to pharmacy practice, legal provisions,
communication and inter-personal skills, documentation, ete,

318 Training processes should be recorded and reviewed periodically,

508 Management  and  the pharmacistspharmacy  assistants/professionalistspharmacy

assistants/prolessionalist shall be responsible for continuously training pharmacy personnel to
etisure maximum benefits to the community,

CLIENT COMPLAINTS AND PRODUCT RECALLS

Client complaints

8.1.1  The pharmacy should have a procedure 1o receive and review complaints and evaluste them
o fimd the underlying causes.

6.1.2  The complaint procedure should be publicly available.

6.1.3  The pharmacistspharmacy assistants/professionalists'pharmacy assistanta/professionalis
must immedintely address all complainmis-oral er wrilten-and take action to amend the
situation. Complaints should be documented in the complaint register, and reported to the
Department if applicable.

b.1.4  Appropriste steps should be taken 10 amend SOPs or other guidelines io prevent the recurrence

of the same or similar events,

Product recalls and returns

f.d1

6,223

$.23
6.2.4

The pharmacy should have a well-documented product recall procedurs in place, where
information on dispensed preseription medicines can be traced (o the elient,

The pharmacy should actively participate in a nationwide reeall process for any substandard
medicines. All such recalls should be nitiated upon receiving official information from the
Deepartment or the supplier/mam ficturer.

The start, progress, and completion of the recall process should be well documented.

If any medicine looks suspicious or Malsified, the pharmmacists/pharmacy  assistanis’
professionalists/pharmacy assistants/professionalist should take immediaste steps (o stop
selling the medicine and notify the relevant parties and the Department.

___/:fl
-
-
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7.1.4
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The overall responsibility for documentation rests with an authorized pharmacy personnel. All
necessary  stitutory  documents (pharmacy registration certificate, name registration
certificate, permanent account mumber (PAN). ete.) for operating a phasmacy must be
adequately maintained, displayed. and easily accessible,

Operational documents such as purchase invoices, sales invoices, and other statutory
docoments should be maintained and archived forat least 3 vears,

Documents that form a part of the phammacy’s quality management system should be
adequately controlled snd maintained

Apart from the regulatory decuments, the following system documents should be in place:

*  Cality policy and monual

*  Health promotional poliey

* [ispensing records

*  Reeonds of drugs specified by the Departiment

=  Complaint-handling

*  Trainng records

= Biandard trestment puidelines

*  Cleaning and mainienance processes

= Stock management (stock cards or ledger books) and storage svstems
= Reconds of expired medicines and supplies

*  Reconds of temperature moniloring

*  Retwrn and recall policy and procedures

*  Internal quality sudit and inspection reports

*  Personnel and job deseriptions

* Sales of poisons, narcotics, and psychobropics

* Related to wholesalers amd medicines procurement

There should be SOPs for the following pharmaceutical care processes;

= Document control system

= Prescriphion handling

*  Duspensing

& Labelling

= Paticnt counsclling

*  Medication records

*  Drug information

*  Vendor selection

*  Receipt of goods

*  Storage of goods

*  Handling of narcotic, psychotropic, and poisonous drugs
*  Stock/inventory management

*  Hundling of expired/rejected broken poods
= Rodoot and pest control

=  Complaint handling




= Recall
*  Return
® Cleaning and maintenance procedures and records

= [Dress eode

= Training

= Tntermal quality audit and management review meeting procedure
*  Extemporaneous eompotnding

5 VENDOR SELECTION AND PROCUREMENT

¥.1 CGeneral
a1

8.1.2

—

§.2.1

§.2.2

523

The phammacy should develop and maimiain an effective procurement and inventory
management process that ensures quality of products,

The pharmacy must ensur: the authenticity of the invoicehill the suppliers generate. As much
ai possible, the pharmacisie/pharmacy  assistants/professionalists pharmacy assistants/
professionaliat should ensure that medicines and health technology products are available in
the phanmacy in sufficient quantities.

8.2 Vendor selection

The phamacists'pharmacy  assistants/professionaliste/pharmacy  assistants/professionalist
should ensure that the selected wholesaler has a valid license and the medicines sold are
vegistered as per the prevailing law so w ensure that the pharmacy sell only suthorized/
registered products. The authorized bill/invoice can be considered s a basis for this provision.
The pharmacy should maintain and have available a list of wholesalers for medicines
procured,

The pharmacisis/pharmacy  assistants/professionalists/pharmacy  assistants/professionalist
should be confident in the adequacy of the wholesaler's supply chain 1o ensure that all
medicings have been handled under appropriate storage and transil conditions.

8.3 Procurement

231

532

#.34

Only medicines registered with the Department shall be procured and only from registered
and licensed wholesalers.

The pharmacists/phanmacy  assistants/professtonalists/pharmacy  assistants/professionalist
should inform the regulatory authorities if he/she believes the supplier has carried out dubious
activities and/or if error or malpractice sccurs.

All products reeeived from wholesalers should be tallied against their invoice and checked for
correctness of dosage form, label, quaniity, price, baich number, and expiry date and visually
inspected for quality.

The wholesaler should be mformed as soon as possible about errors and their nature, repetition
of errors, and how and by when the pharinacy expects the wholesaler to rectify the error, All
ermors made by the wholesalers should be documented and reviewed periodically 1o prevent
their recumence and be acknowledged by an authorized whalesaler representative.

7 STORAGE MANAGEMENT

1.1

All medicines coming into the pharmacy should iitially be quarantined, preferably in a
separate area, before they are checked for comectness of quantity, batch number, expiry,
integrity, ete. After the necessary checks, they should be transferred to their respective storage
locations.
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All medicines should WH;TW lated temperatures and protected from direet sunlight,
dust, and humidity, Temperatines in the various areas including the refrigerator should he
monitored and recorded dally and records should be preserved for two years. Medicines
should be stored on the shelves of the refrigerator and not in the door.
A systematic method of gorage should be defined and adopied for different dogage forms of
medical products,
Narcotic, psychotropie, and peisoneus drugs shall be kept under lock and key, separate from
other medical products, Only the pharmacy personnel should keep the key. The dispensing
and inventory record of such drugs should be maintained in the formal preseribed by the
department.
The medicine packetsbotiles and shelves should be kept clean and dust free at all tmes by
following cleaning schedules and SOPs,
Medicines and health technology products should be kept out of reach of the clients.
Shelves should be checked routinely to remove medicines with spproaching expiry dates. In-
house threahold periods before expiry should be set and followed to retrieve those medicines
from the shelves,
Expired medicmes and health technology products should be stored separately and securely
with the label "Expired Goods - Nat for Sale”, Care should be taken that such goods are nof
dispensed.
Clients should nol receive medicines that expire during the prescribed treatment duration,
The pharmecy should follow a scientific inventory management (FEFO/FIFO) (o minimize
medicines expiry.
Expired and damaged medicines should be returned to the wholesaler or destroved as per in-
house procedures,

The pharmacy should not store any ftems that are unrelated 1o the medicines and health
technology products.

1 PRESCRIPTION HANDLING, FILLING, AND DISPENSING
1.1 Prescription handling

10.1.1

fo1.2

1.3

10.1.4

10.1.5

The pharmacistspharmacy assistants/professionalists/pharmacy - assistants/professionalist
should create a climate so that clients feel comfortable to talk to the dispenser. Communication
should encourage the client to convey his / her needs by producing a prescription o by asking
for cther medicines or advice.

Upon receiving the prescription, the pharmacists/pharmacy assistants/professionalists’
pharmacy assistonts/professionnlist or person instructed by he pharmacists/ pharmacy
assistants‘professionalists/pharmacy  assistanis/professionalist should confirm the client's
identity and whether the client is the patient or is there on someone s behalf,

The clieat may be politely requested to wail while the phamacistspharmacy
assistants'professionalists pharmacy assistanis'professionalist evalustes the prescription for
the therapeutic aspects, validity, completeness, and appropriateness/correctness of the
preseription, which may require questions to the client or the prescriber,

Any meompleteness, ambipuities, shorfeomings, or anemalies in the prescription should be
brought to the prescriber’s notice.

The prescription should be considered incomplete if any of the following information is
migsing:
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#  Mame of the preserber, ]W and council registration number

*  Name, sddiess, age, gender of the paticm

®  Nameis) of the medicine{s), strength, route of administration, dosage form, frequency,
and duration

® Instructions 1o the elient/pharmacists’pharmacy  nssistants/professionalists/pharmacy
I:I.Htl'ﬁtu.lllzhl']:l|l,rﬁ;.ss;imniia1

= Refill information if any

*  Prescribers’ signature and date

10.2  Correctness of prescribed medicines

10L.2.] The prescription should be checked for the following information:

" Dosage regimen: Whether the dosage prescribed is within the standard minimum or
maximum dosage range

= Multiple medication:  Same  medicine or  different  medicine  with  same
phanmacotberapeutic eflect concurrently prescribed by the same preseriber or by two or
more prescribers to the same patient.

*  Interactions hetween the prescribed medicines with other medicines the client is taking
such as over-the-counter medicines; medicines from past prescriptions {record of which
may be in the patient’s medication records); vitamins; tonics; or any other herbal
medicines. Any medicine interactions likely to render the therapy ineffective or cause
undesirable effects to the patient should be brought to notice of the preseriber and the
elient.

* Contraindications: Age, gender, disease(x), conditions, or other patient characteristics that
meay cause prescribed medicines to be contraindicated.

" History of overuse, under use, or misuse of medicines by the patient.

* Any of the above as well as handwriting legibility problems should be brought 1o the
preacriber’s notice. Any changes the preseriber makes should be recorded on the
preseriplion, with the words “Changes made in consuliation with the preseriber {name) o
(time) on (date)” and should be signed and stamped by the pharmacists’pharmacy
asglstants professionalists'pharmacy assistants/professionalist

0.3 Filling/dispensing preseriptions

[0.3:1

10.3.2

0.3.3

10.3.4

103.5

The pharmacy is responsible for dispensing preseription-only medicines only when the client
presents & valid preseription.

The dispensing should be on first-come-first-serve basiz; however, priority should be Fiven 1o
the severely ill, elderly, women, and differently abled clients.

The pharmacistziphammacy  assistanis'professionaliste/pharmacy  assistants/professionalist
should ensure correctness of the dispensed medicines, dosage form, strength, dose, guantity,
anid dose repime against the prescription, verify the patient’s name, and generale an invoice.
Medicines should be packed neatly so that their integrity is maimamed (1.e., in an appropriate
dispensing envelop) and labelled appropriately as per the labelling requirements. The
envelope should include the name of the patient, medicine and quantity dispensed, how often
to take the medicine, and any special directions for administration

Appropriate information must be given to the client. If detailed counselling is ot required,
the client should be advised on administraticn and other appropriate information and advice

H .
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10.3.8

A
{storage, refill, possible shdm wﬂé‘

It must be ensured that the information and advice given is correct, clear, explicit, up-to-date,
and understandable to the clent. The client should be asked if the information was clear and
if she'he has further questions.

Preseriptions with controlled substances (narcotics and psychotropics) should be stamped
“Preseription  filled” and duly sigred by ihe pharmacists'pharmocy  assistants’
professionalists/phamsacy  assistants/professionalist or retained afier  dispensing  the
medicines.

The pharmacy must zenerate an invoice'bill for medicines sold or dispensed patient
wiformation, medicine name, dosage form, strength, quantity dispensed, batch number, expiry
date, price, dispenser’s name, and signatuse,

11 CLIENT INFORMATION AND COUNSELLING
11,1 Client information

11.1.1

1,12
11.1.3

114

[1.1.5

Pharmecy personnel must help the client to make well-informed devigions about the proper
use of medigines and other health technology products and about self-care,

Phammicy personnel should offer ¢lients sufficlent opportunities for personal consuliation,
Pharmacy personnel should provide oral and written information to the client about their
illnesses, medicines, and other health technology products

All dispensed medicines should be appropriately labelled, which clearly states:

#  Mame of the patiend

*  Medicine’s name, strengih, batch number, and expiry date
* Dosage and usage instructions for the patient

* Storage instructions il special storage is required

#  Date dispensed

= Name and address of the pharmacy

Dosage and usage information must also be given verbally to the clienis {eg.. use of

dispersible tahlets, chewable tablets, inhalers) along with demonstrations and picioprams
wherever required.

1.2 Counselling

11.2,1

1122

The pharmacists’phannacy  assistants/professionalists/'pharmacy  assistants/professionalist
must work out a steategy to provide counselling regarding the use of medicines and health
technology products 1o improve the patient's quality of life. While dispenzing, the elient should
he teld:

*  How to take the medications

*  For how long

*  When to take the medicines and whether to take them hefore, during, or after meals, ete.
*  What fpods / beverages / tasks to aveid during the therapy

= What side efTects 10 expect and how to manage them

*  What to do if one or more doses get skipped

*  Refill information wherever applicable

* Any other precautions

Diseretion should be exercised while discussing the nature of the illness, its cause, prognosis
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{course of the disease], andmw ‘ﬁﬁﬂamen of the therapy.
1123 Client counselling should be done in the counsélling area where others cannt overhear (he
conversition and privacy can be mamtained.
1124 Phammacy personnel should decide whether the client noeds counselling. Some conditions that
may require coanselling inclode:
= Patient with chronic illness especiallv & new case
*  Patient on multiple medications
= Preseription with complex dosing schedule
*  Prescription requiring a special device or special technique for administration
*  Poment requiring modification in lifesiyle or dietary habit
*  Pharmacists/pharmacy  assistants/'professionalistspharmacy  assistants/professionalist
concern shout adherence to the therapy
= Prescription with medicines with high risk of ndverse events snd'or obvious side effecis
*  Patient wanling privacy about hisher illness

12 MEDICATION RECORDS & CLIENT FOLLOW-UP
121 Medication records

All data and mformation related to the patients should be stored and maintained in such a way that
keeps them confidential and is accessible only 1o authorized persons. Such data may be shared with
other health care professionals, usually at the specific request of the patient or when it is in the
patient’s hest interest,

The pharmacy might have a patient medication record system which allows for casy retrieval of
patients’ health and medication history when appropriate, especially patients with chronie iHness or
paticnts requiring regular follow-op,

2.1 The medication record may cover the following information:

* Patient personal details including lifestyle, smoking, aleohol, history of allergy
*  Past medication history and illnesses

*  Current laborutory and imaging investigation profiles

*  Current illness and medication regimen

*  Adverse cvents or side effects

*  Counselling records

*  Follow-up requirements

*  Others ak relevant

12.1.2  The pharmacistspharmacy  assistants/professionalists/pharmacy  assistants/professionalist
should ensure that the patient’s confidentiality is maintained and that their information is not
acressible to people who do not need it

132 Client follow-up and referral

12,21 Phammacists/pharmacy  assistants'professionalists'pharmacy  assistanis/professionalist s
should be able to identify and trace clients who have heen dispensed prescription medicines
using any means of communication.

1222 If the client reporis a serious  condition, the phamacists/pharmacy

-
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assistant s professionaliseg PR e + ants‘professionalist should provide a referml
slip along with o phamma rpigu IRy assistants'professionalists/pharmacy assistants/
professionalist note w the appropriate ¢linician.

12.2.3 Possible reasons why the patient may not adhere (o treatment should be evaluated and the
client counselled accordingly,

12.2.4 Whenever s pharmacists'pharmacy  assistants/professionalists/pharmacy  assistunts/
professicnalist has doubts or belicves that it would be in the patients best interest, he! she
must advise the patient to see a doctor or health care provider as soon as possible.

-]

13 HEALTH PROMOTION AND RESPONSE TO SYMPTOMS

1311 The phammacy should have a clearly stated health promotion policy  with
pharmacists'pharmacy  assistants/professionalisis/pharmacy  assistants'professionalisit s
contributing 1o the activites,

13.1.2 The pharmacy personnel must keep himselfhersell aware of national policies and programs
related to health promotion. The pharmacy should proactively participate in health promaotion
campaigns and programs at the local as well as national level,

12.1.3 The pharmacy should give advice and assistance on selected iopics such as prevention of
noncommunicablie diseases (.., disbetes), hypenension, arhritis, AIDS, breastfeeding, use of
medical devices, ratwonal use of medicines, family planning and reproductive health,
immunization, anfimicrobial resistance, and lifestyle modification: changing dictary hahits,
amoking cessation, decreasing aleohol consumption, eic.

13.1.4 Persornel invalved in such campaigns should be educated through continuing education
programs and regular interactions with other health care providers and should have
comitanicition skills,

13.1.5 The pharmacy personnel should be responsible for responding 1o clients’ minor atfments and he
able to advise based on the evidence. The pharmacy personnel may suggest non-peescription
medicines for such symptoms,

13.1.6 The pharmacy might provide basic onsie rapid testing services such as sugar, HIV, blood
pressure,  tespiratory  capacity,  pregmancy, ec,  The  pharmacists’pharmacy
assistants/'professionalists/ phannacy assistants/professionalist must have undergone training for
such activities.

PHARMACOVIGILANCE

14.1.1  The pharmacists'phanmacy  assistants/professionalists/pharmacy  assistants/professionalis
should be alert 1o the oceurrence of adverse drug events (expected and unexpected) during
active conversation with the client and record them in the patient’s medication record,

14.1.2  The pharmacists'phammacy  assistants’professionalists/pharmacy - assistants/professionalis
should give suitable instructions to the client 1o reduce the petential for future adverse effects
such as pdvising the client how 1o take the medicine comectly, what other medicines or foods
teavoid, any activities that the patient should avoid {c.g., not going out in the sun, not driving,
ete. ), of consulting the preseriber.

14.1.3  The pharmacy should contribute to the national pharmacovigilance program, and report and
record the occurrence of an adverse dmg event o the Department o tegional
pharmacovigilance centres and to the manufacturer.

. A
v



15 Self-inspection oy eaest
15.1 The pharmacy should establish an inspection team 10 conduct and record self~mspection not less
tham 1w times a vear,

[5.1.] The team may be made up of pharmacy stalf or outsiders, However, personne] diployed
for internal andit should be adequately trained for the purpose,
152 CAPA(s) should be taken based on the findings, and their effectiveness reviewed to improve

lepses in different arcas,

[5.2.1 All audit procedures should be suitably documented. The audit reports should be used 1o
analyse weaknesses and deficiencies so that corrective measures can be taken.

12
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Corrective and preventative actions (CAPAs)

The response 1o address complaints, product rejections, non-conformity, recalls, deviations, audits,
regulaiory inspections, and findings and trends from process performance and product quality monitering,
Good Pharmacy Practice (GFP) is the practice of pharmacy that responds io the needs of the peaple
who use the services to provide optimal, evidence-based care, To support this practice, it is essentzl that
Nepal has established the national framework of quality standards and guidelines for GPP.
Pharmacentics] care st responsible provision of pharmaco-therapy for the purpose of achieving
definite outeomes that improve or maintain o patient's quality of life. It is a collaborative process that

amms to prevent or identify and solve medicinal product and health retated problems.

Prescriber is a person in health care who is permitted by law o order drogs that legally require &
preseription; includes physicians, physician assistants, dentists, The prescriber is not always a medical
docior bul can also be a paramedical worker, such as a primary health care practitioner,

FProduct recall

A process for withdrawing or removing & medical prodoct from the distribution chain because of defeets in
the product, complaints of serious adverse reactions o the product and/or concemns thai the product is or
may be falsified. The recall might be initiated by the manufacturer, imporner, wholesaler, wholesaler, or a
responsible agency.

Quality policy is a general declaration of the intent of the pharmacy about the kevel of quality of service
and products offered to the public.

Duarantine

Isolistion of medical products, physically or by other means, while a decision is awaited on their release,
rejection, or reprocessmg,

Sell-inspection

An interzal procedure to evaluate the entity’s comphance with GSDP and other good pharmaceutical-
related practices to deteet any shortcomings and 0 recommend and implement CAPAS,

Service strategy is a statement of the nature of services provided in the pharmacy and the standards laid
dovwn for provision of those services,

Standard operating procedure (SOF)

An authorized written procedure giving mstructions for performing general operastions that are not
necessartly specific to a given product (e.g., equipment operation, maintenance and cleaning, validation,
cleaning of premises, environmental control, sampling, and :mpl:l:tlmﬂ
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Abbreviations and Acronyms

CAPA
DDA
FETO
Gs0P
LIFC
OMS
s0Op

&

corrective action and preventative action
Department of Drug Adninistration

first expiry first out

Good Storage and Distribution Practices

last in first ot

Cuality management system
standard operating procedure
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Premises, Furniture, and Fixtures

L. 15

118
1.1%.
1.20.
1.2,

1.22.
1.23.

.24

.23
[ .26,

1,27,
123,

.25

130,
131,

1.32.

The premises should have a clearly visible signboard with at least the wholesale firm's name,
registration number, and contact information legible in both Nepali and English. The
background, design, content, and colors of the signboard (Nepali and English) shall be as
presenbed by 1he department.

The premises should be in an area unaffected by pollution from waste, parbage, ote.

Premises and storage facilities should be clean and free from litter and dusi. Cleaning equipment
and cleaning agents should not be possible sources of contamination.

Appropriate measures should be taken to control access of rodents, birds, insects, and other
animals.

There should be ample access for vehicles 10 reach the wholesaler's site and enough space in
the premises for receiving and dispatching goods.

The premises and facilities should be designed or adapied 10 cosure that required storage
conditions are maimained.

The premises and building should be suitably secure, structurally sound, and of sutficient
capacily to allow safe storage and handling of medical products.

The grounds should have ample security to prevent entry of unauthorized persannel.

Storage areas should have adequate lighting to enable all operations 1o be carried out accurately
and safely.

The premiscs should have an adequate separate area for receipt, quarantine, storage, and
dispateh of goods,

There should be a dedicated area/room for document verification and in-house quality contrel,
The wholesaler must have a stable and secure system of communication and uninterrupted
efectricity with power backup, especially for a refrigerstor or cold room.

There should be & separate and secure area’mom o store highly sensitive products such as
cytotoxic, poisonous drupgs, and narcotics and psychotropics.

A labeled, dedicated room/area should be available for the storage of expired. damaged, and
rejected/recalled yoods,

There should be an appropriate refreshment facility for staft that 15 separate from slorage arcas.
Food, drink. smoke. or medical products for personal use should be strictly prohibited in the
SLOrage arcas,

The premises should be of sufficient size to allow for the cleaning of incoming medical producis
such as dust and dirt accumulated during storage.

The wholesaler should have enough shelves/platforms appropriately designed 1o store various
dosage forms,

Appropriate and adequate furniture must be vailable for quality control, document verification,
and documentation, The fumilure must preferably be of stainless sieel, or if made of other
materials. they should not be broken. chipped, or damaged in anv way 1o affeet the products and
personng

1]
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2. Personnel wm W&

24,

There should be an adequate number of personnel to perform the wholesaler's functions based
on the workload.

Fersommel should have appropriate educational qualifications, experience, and training refative to
the activities undertaken.

The whaolesaler should he supervised by a pharmacists/ phamacy
assistants/professionaliste/pharmacy assistanis/professionalist present in person, as recognized
by the Act, who will have the final responsibility for all professional activities and operstions.
A qualified  phamacists/pharmacy  assistanis/‘professionalistspharmacy assistants/
professionalist should carmy out key quality-related activities such as document preparation,
record maintenance, self-inspection, ete. All activities should be carried out as per the guidelines
and procedures.

All personnel should have a defined level of autonomy and autherity which should be clearly
written in a QMS docament, and all critical actions and decisions should be recorded

An organtzalional structure should be in place, and each staff person should have a clear job
description and clearly nssigned responsibilities based on QMS.

‘There should be & system io conduct emplovee health check-ups at the beginning of employment
to@ssure there are no underlving chronic health problems, and then on & routine basis,
Appropriate personnel safety and hygene practices relevant to the distribution activity should be
established and practiced.

Codes of conduet should be prepared and implemented to prevent and address cases of product
Mmusapproprialion, ampering, diversion, or falsification by any personnel.

3. Equipment

i1, Equipment including electronic/computer systems should be suitable and adequate for its
intended use. All equipment should be appropriately designed, located, installed, and
maintained.
12, Appropriate and adequate refrigerators or cold rooms should be available for the drugs 10 be
stowped,
3.3 There should be an appropriate instnument w0 moenior iemperdiure and humidity in the storage
irea.
34, Billing equipment should ensure traceability and confidence in the supply chain and products,
315 Approprate cquipment for moving, storing, releasing, and packaging goods should be available.
16, Adequute Arefighting equipment should be installed and maintained.
3.7 Calbibmtionivalidation of equipment and instruments, a5 required, should be carried out as per
S0Pz in s timely manmer and recorded.
4. Quality Policy
4.1, The wholesaler should formulale guality policy, quality manual, and SOPs,
4.2, The policy should be publicly available and melude a commitment to satisfy statutory
requirements and 1o continnously improve the quality management system.
4.3, The quality manual and SOPs should be accessible to the whalesaler personnel for their casy
reference,
44 The wholesaler should have well-defined and documented systems and formats for all key

operations carried out in the pharmacy.
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4.5, All personnel should be aware M qians policy and should understand their roles in storage

and distribution praclices.

4.4, The manager should ensure that the quality policy and quality goals sre undersiood, implemented,

and maintained throughout the operslions.

4.7, All the activities mentioned in the quality manual should be well-documented.

4.8, There should be & system for peniodic management review. and minates and related documents

from such meetings should be available

Service Strategy

5.1, The service strategy should stute in detail the necessary steps 1o carry oul {or providing cach

service offered and list the detmls of the activities, routines, authority delegations, work
procedures, and instructions that are necessary for provision of the services in day-to-day
aperations of the pharmacy.

3.2 The wholesaler should have a well-documented service policy and policy implementation

strategy based on ils customer service goals.

3.3, The wholesaler should have a service strategy 1o ensure that unregistered products are nol seld

and distributed,

4. The service strategy should melude information for the customers to contact the company

regarding the services.

Training

6.1, All staff members ineluding newly recruited staff should be trained s per the training SOP.

6.2 Training S0P should inclede provision for induction and continaous professional education.

.3, There sheuld be adequate resources (books, eurrem periodicals, software, ete ) for staff to updaie
their knowledge and skills as a fundamental requirement of the training process.

6.4, The program should ensure that all personnei ane kept abreast of the developments i their fields.

6.5, The wholesaler must ensure that all personnel have adeguate trmining, knowledge, and skills to
provide the designated services,

b6 All staff chould be trained on occupational safety and personal hygiens & well as the level of
hygiene to maintain when storing and handhing medicines.

6.7 Traimng should include different aspects relevant to storage and distribution, legal provisions,
coanmunication and inter-personal skills, documentation, ele,

.8, Training processes should be recorded and reviewed periodically for the effectiveness of the
raimmgs.

6.9.  Management and the pharmacists/pharmacy assistants/professionalistapharmacy assistants!
professionalist shall be responsible for continpously training pharmscy personnel to ensure
maximum benefits (o the community.

&.10.  Records of all training sessions, attendance, and assessments should be kept.

6,11, Persomnel should be truined to handle poisonous and hazardous materials.

18



. Qualification of Suppliers

7.1, Pror to making any agreement, the wholesaler should verify the validity of ihe
supplicr/manufacturer and make sure thal the items 1o be distributed are registered and renewed
by the Department,

7.2.  The wholesaler should get authorization letier from the manufacturer or importer to present to
the Department during registration and renewal of certificatesticenses.

T3 The wholesaler, with the involvement of or guidance from the Department, should make sure
that the supplier {importer'manufacturer) has an adequate facility and the infrastructure to
handle medical produds. Qualification should be performed aceording to SOPs,

T4, The selection, including qualification and approval of suppliers, should be defined in SOPs and
the results documented and periodically evaluated.

1.3, The contract should specify which documents the importermanufacturer are required to provide
with the consignment and the transportation conditions.

Receipt of Medicines

8.1.  The receiving Minction should include making sure that the arriving consignment is from
approved suppliers and were not visibly damaged during transport.

8.2,  Each comsignment should be carefully checked for possible comamination, tampering, or
damage sccording to SOPs, Any suspect containers, or if necessary, the entire delivery, should
be quarantined for funther investigation.

8.3.  Errors made by the suppliers should be brought to notice as soon as possible, rectified, and
recorded.

B4, Measures should be taken 1o ensure that rejected medicines are not distdbuted. They should he
segregaled and securely stored while awaiting destruction or retumn to the supplicr.

8.5. Medicines and health fechnology products requiring special storage or security measures shoold
be prioritized for immediate transfer o appropriate storage facilities after the approprate checks
have been conducted.

§.6.  The consignment should be checked for container uniformity and subdivided according to the
supplier’s batch number if the delivery comprises more than one batch. Each batch should be
deall with separatety.

5.7, Materials and products requiring transport and storage under controlled temperature and relative
humidity conditions should be handled as a priority, Whene applicable, cold-cham materials and
products should be handled according 1o manufacturer specified conditions.

5.8,  Proper protocols, systems, and space should be availahle to sepregate outgoing and ineoming

products to avoid mix-op.

Review and Quarantine

9.1,
R

9.3

9.4

The receiver should make sure that everything is verified as per the SOP and checklist.

All products received from suppliers should be compared to their mvedee and checked for
earrectness of identity, quality, quantity, price, batch number, expiry date, and registration and
renewil status 8l the Department.

The checklist should be reviewed by the respensible phnrrna-:]m pharmacy assistants’
professionalists'pharmacy assistants/professionalist or designaled personnel with authority 1o
approve,

Products should not be transferred to saleable stock until an authonzed release is obtaimed.

]
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@35 Quarantined products should be :l:-uri}' ﬂlbﬂlﬁd and segregated to avoid mix-up.

10, Quality Control

10.1.
102,
f0.a.

104,

10.5.

The labelling and packaging specifications of quarantined goods should be evaluated verified
according to the SO,

There should be a document that defines the condition requining quality testing and/or further
vierification for products such as quarantined.

All documents related to guality testing and verification should be complete and signed.

If the wholesaler notes deviation from the specification or suspecis the quality, the wholesaler
should hold the goods according 1w SOP and inform the supplier/manufacturer and the
Department.

A system 10 maintain retention samples of suspected products should be 1 place with proper
S00Ps, tacilities, and documentation.

11. Storage/Warehouse and Inventory

117

1.8

1.5

1110

1112

.13

11,14,

A system should define the storage conditions and location of various dosage Forms, amd the
warchousing method should be defined by the system.

The storage conditions for medicines should follow their labeling and the information provided
by the manufscturer.

Medicines should be stored separately from other products 1o ensure the required storage
conditions.

Warehousing operations must maintain security of stock.

Monitoring is required to protect products from the harmful effects of light, temperature,
mioisture, and other external factors,

Periodic stock reconciliation should be performed by comparing the actual and recorded
quantities. All significam stock discrepancies should be investigated 1o check for inadvertemt
mix-ups and wrong issuances.

Records of stock levels foc all medical products in the store should be maintained, in esther paper
ar electronic format. These records should be updated after ench operation.

Stock should be rotated according o the FIFOVFEFO principle. Any excepiions should be
documenied,

Medicines that are nearing their expiry date/end of shell’ life should be withdrawn from the
saleable stock at least three months prior either physically or through equivalent electronic
segregation. But this clanse will not be applicable during emergencies and shorage.

Expired or damaged drugs must be returned or disposed fallowing SOPs within an agreed upon
time with the manufacturer or as mentioned by law,

The products should be handled and stored in & manner that provents spillage. damage,
contamination, and mix-ups. There should not be unlabeled cartons,

Radioactive materials and hazardous products-as well as products preseniing special risks of
abuse, fre, or explosion (e.g., combustible, or flammable liguids and solids and pressurized
gases)-shoukd be stored in a dedicated areais) that is subject to additional safety and security
MEHSUNES,

Dirugs clpssified as narcotic, psychotropic, or poisonous should be siored in a locked cupboard
under the supervision of a pharmacisis/phanmacy  assistanis/'professionalists’' pharmacy
assistanisprofessionalist or designated personnel

Damaged containers should be brought to the attention of the person responsible for quality,
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12. Billing and Supply Viifay e

121,
122
123.
124,

12.5.
12.6.

127,

128

12,10

LELL

The medicines shall be supplied only o pharmacies that have been registered or authorized by

the Department, and government mstifutions and other institutions registered under the

prevailing laows,

The wholesater should not sell medicines directly to the patient.

Medicines with an expiration date of less thar three months should not be sold, except in the

case of emergencies and shortage.

The billing system should include a waming about shor-expiry medicines.

All reconds of bills and supplies must be maintained as per the law,

A sales invoice must be issued with the distribated drug with the following information:

= Mame and address of wholesaler and pharmacy/organization with DDA registration number
and PAN number

=  Mame, strength, dosage form, quaniity, amount, baich number, manufacturing date, and
expiry date of medicine

s Special mstructions for storage and handling (if regquired)

All received and sold/distibuted products should have traceable records in the wholesaler

syslem.

Delivery from the wholesaler should follow the designated/routine or aliemate schedule and

plan.

Packing and transportation should not sdversely impact the quality of medicines or the ability

to identify the drug.

The wholesaler should have an arrangement to supply customers quickly in case of an

emergency need,

Medicines retumned to the wholesaler for reasons other than quality such as packaging problems

must nol be sold until the pharmacists/pharmacy  assistants/professionalistspharmacy

ssistants/professionalist provides written approval stating that the quality of the deug was not

compromised when not under the wholesaler's custody.

13, Impaortation

[3.1.
13.2,
13.3.
13.4,

135,
13.6,

The mmporter should make sure that all the importation licenses for the medicine are in place
and proper agreement 15 made with the exporter.

The importer should obtamn all required quality control documents guarantecing the safety,
gquality, and efficacy of the medicines,

The impoiter should ensure that products eome only from authorized entitics in accordance with
the applicable legal and administmtive provisions of the country concemed.

The storage of products at the port of entry should follow storage guidelines and should be for
as shorl a time as possible,

The products should be imported only through the designated custom point/port.

The imporier should develop and maintain an effective procurement and inventory management
syatem thil ensures good-quality prodects and avoids medicine shonages.

14. Contract Activities

4.1,

"The contractor must be qualified by the wholesaler. Reconds of such qualification processes
should be maintained.
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14.2. Any setivity ol the WHAER ler that is cutsoureed should he eorrecily defined, agreed, and
controlled to avoid misunderstandings that could affect product integrity,

14.3. The contract between the purchaser and the comtracior shoukl be written and signed by both the
contract giver and the contract acceptor,

15. Transportation

151, The wholesaler should ensure that the vehicle used for transportation is appropriate o maintain
produet quality.

152, A system o trock the vehicle, personnel, and products should be in place during transit

153, The packing in the vehicles shoukd follow last in first out {LIFO) sysiem.

134, 'The packing in the vehickes should avoid over-stacking and have approprinte measures to avoid
damage during transit,

155, There should be SOPs to inspect, clean, and qualify non-dedicated vehicles for transport.

|5.6. The wholesalers'wholesalers should moke sure that the shipment containers are approprate, and
the labeling requirements iare mel.

15.7.  There should be wriiten guidelines for handling goods in transit that the transporer must comply

with,

16. Falsified Pharmaceuntical Products

16:1.

L,

|63,

l6.4.

16.5.

The quality system should include procedures to identify and handle medical products that are
suspected to be falsified.

A system should be in plece for prompt recall and reporting fo the Depariment and the holder of
marketing suthorization/manulacturer for the original product when suspected falsified products
are identified,

Suspect products should be stored in a secure, segregated area and clearly identified to prevent
further distribution or sale. Aceess should be controlled.

Upen confirmation of the product being falsified, a formal decision should be taken by the
Department on 118 disposal, ensuring that it does nol re-enter the market, and the decision
recorded.

Records should be mamtained reflecting the investigations and action taken regarding falsified
products, such as disposal. Such products should not re-enter the market.

17. Complaints, Recalls, and Reiurn

7.1,
1.2,

173,

17.4.
|'T.5,

1 7.5,

I e

The wholesaler should have a SOP to receive complaints about quality and inform fts customers.
When products are rejected by the customers such as pharmacies and institutions, authorized
procedures should be followed, including safe irnspoat.

Complaints received through any means {i.c., oral, written) must be immediately recorded,
mvestigated, addressed appropeiately, and documented.

The wholesaler should have a well-documented recall procedure in place.

Recalls should be made only afier all the proper protocels have been implemented during
imvestigation.

Records of information including quantity of broken, expired, returmned, and destroved medicines
should be maintained.

A distinction should be made between complaints about product or its packaging and those
relating (o distnbotion,

=
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The whaolesaler should be avnilable ﬁﬁ receving mformation on any complaints

17.8.
nbout the quality of supplicd producis,

17.9. If the wholesaler receives any information regarding the quality of supplied goods, the
wholesaler should proactively recall the goods immediately afier proper procedures and inform
Department on such recalls if applicable after proper procedures are applied,

17,10, The recall initiation, progress, and completion should be well-documented. (hther batches of the
recalled drug should also be verified.

17.11. Recalled items should be stored in o specific location and measures should be in place to avoid
access and distribution until a decision has been made, The effectiveness of recalls should be
evaluated.

17.12. Products returmed should be destroyed unless their quality has been critically assessed in
secordance with a wrilten and autherized procedure and deemed satisfactory,

1713, Destruction and disposal of products should be done in accordance with international, national,
ind local requirements and with due considerstion to protect the environment.

17.14. The wholesaler should provide compensation te its customers as per the law in case of recalls
due to expiration and damages, or any harm to the conswmers.

Documentation

18.1. Documents should be clear, in precise formats, and arganized so that it is easy (o eomplete,
review, and check, The title, scope, objective, and purpose of each document should be clear.

|82, Documents relited to licenses, registeation, sgreements, purchase, and sales invoices, import
licenses, and other statutory docwments related to the products should be maintained and
archived for 3 years

18,3, There should be adequate control and maintenince of documents that are pant of the quality
system. A periodic review of documents should be carried out,

184.  All documents should be completed, signed, and dated as required by authorized person(s) and
should not be changed without the necessary authorization,

185, All records should be stored and retained in a way that prevents unauthorized access,
modifseation, domage, deterioration and/or loss during the record’s lifie cyvele,

18.0. Documerits related to posi-marketing surveillanee and pharmacovigilance should be maintained
by the wholesalers regarding their dispatched products, They should report any quality and
safety 1ssues to the Depariment

I8.7. Apart from the above documents, the following svstem documents should be developed,

approved, and maintained:
o Cluality manual and quality policy
»  Physical verification and results
*  Personnei and their job descriptions
o Personnel trainings and training evaluation
*  Vender selection process and vendor details
*  Procurement and inventory management
*  Sales amd distribution of poisonous drugs, narcotics, and pevehotropics
* Calibration and validation of equipment including refrigeratar/cald room
*  Phamaceutical product disposal and destroction
*  Cleaning and maintenance proceszes
*  Pestcontrol program
*  Goods receiving, storage, and dispatch systems =
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= Filling, wmw#.hhmg arders

e  Complaints, recalls, and returns

s Self-inspection ar audit practices

= 50Ps for the ahove practices wherever required
® Others as necessary

19. Self-inspections

19.1.

19.2,

193,

154,

19.5.
19.6.

19.7.

Self-inspections should be conducted to monitor implementation and complisnce with GSDP
principles and to propose CAPAs,

The self-inspection program should cover all aspects of and compliance with regulations,
guidelines, and procedures within a defined time frame.

The wholesaler should formulate a competent mspection team which is free of bias and whose
mambers have appropriate knowledge and experience.

The team may include the wholesaler manager along with o pharmacists/pharmacy assistants’
professionalists/pharmacy assistants/professionalist or person from outside the orpanization.
However, persommel deployed for internal audits should be adequately trained by recognized
trainers or organizations,

Inspections should be conducted according 1o a pre-planned schedule.

CAPA(z} should be taken based on the findings, and their effectiveness reviewed 1o IMpToVE
lapaes in different arcas,

Allsudit procedures should be suitably documented. The audit reports should be used to analyze
weaknesses and deficiencies in the system that can be addressed.
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Hatch
A defmed quantity of pharmaceutical products processed in a single process or series of processes that make
them homopeneous.

Batch number
A distinctive combination of numbers and/or letters that uniquely identifies a baich of product printed on
labels, in batch records, and in corresponding certificates of analysis.

Consignment

A guantity of medical products supplied at one time in response to 3 particular request or order. A
ConsIENmEnt may comprise one or more packages of containers and may include pharmaceutical products
belonging to more than one bateh

Container

The receptacle used to package a medical prodect, There are primary, secondary, and transportation
containers such as shipment containers. Primary containers are in direct contact with the product. Secondsry
containers are not intended to be in direct contact with the product.

Contract
A business agreement for the supply of goods or performance of work at a specitied price; quality elements
may be included m the contract or in a separate contract.

Corrective and preventative actions (CAPAs)
The response to address compluints, product rejections, non-conformity, recalls, deviations, audits,
rogulatory inspections, and findings and tresds from process performance and product quality monitoring.

Fistribution
The procuring, purchasing, holding, storing, selling, supplying, importing, exporting, or movement of
medical products, except for dispensing medical products directly to a patient or his or her agent.

Expiry date

The date given on the individual container (usually on the label) of a medical product, up 1o and including
the date that the product is expected 10 remain within specifications if stored correctly. It is established for
each batch by adding the shelf life 1o the date of manufacture.

Falsified product

A product that has been deliberately and/or fraudulently misrepresented as to its identity, composition, or
source. Such deliberate/fraudulent misrepresentation refers 10 any substitution, adulteration, or
reproduction of an authorized product or the menufacture of o product that is not an asthorized product.

“Identity™ shall refer 1o the nume, labeling, or packaging or to docwments that support the authenticity of
an suthorized product, “Composition” shall refer to any ingredient or component of the product in
accordance with applicable specifications awthorized'recognized by the national regulatory authority.
“Bource™ shall refer to the identification including name and address of the marketing awtherization holder,
manufacturer, importer, exporter, whalesaler, or retailer, as applicable,

-
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First expiry/first out (FEFO)
A disiribution procedure where stock with the earliest expiry date is distributed and’or used before an
identical stock item with a liter expiry date is distributed and/or vsed,

Coad distribution practices

Activities that maintain the quality of a pharmaceutical product by controlling the numerous steps during
the distribution process as well as sccure the distribution system from counterfeit, unapproved, ilfegally
smparied, stolen, substandard, adulterated, and/or misbranded pharmaceutical products

Good storage practices
Activities that mamtam the quality of medical produets by controlling storage conditions through the
distribution process,

Importation

Theact of bringing or cavsing any goods (o be broaght inte a customs territory {national territory, excluding
any [ree zone).

Labeling

Providing information on medical product packaging including the following, as appropriate: name of the
product, active ingredient(s}), type and amount, batch mumber, expiry date, special storage conditions or
handling precautions, directions for use, wamings and precautions, and names and addresses of the
manufacturer and’or supplier.

Product recall

A process for withdrawing or removing a medical product from the distribution chain because of defects in
the product, complaints of serious adverse reactions to the product ander concems that the product is or
tay be falsified. The recall might be imitiated by the manufacturer, mporter, wholesaler, wholesaler, or a
responsible agency.

Quality assurance

A wide-ranging concept covering all matters that individually or collectively influence the quality of a
product, 11 is a comprehensive system ensunng that medical products are of the quality required for their
intended use,

Quality policy
A phamaceutical service and product-related entity’s declaration about the level of serviee and product
guality offered to the public.

Chanlity system

An appropriate infrastucture, encompassing the organizational strocture, provedures, processes, resources,
ind systematic actions necessary 1o ensure confidence that a product {or services) will satisfy given quality
TEUircments.

OQuarantine
Isolation of medical products, physically or by other means, while a decision is awaited on their release,

rejection, or reprocessing.
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Self-inspection %%WT ﬂ“ﬂw

An imernal procedure to evaluate the entity’s compliance with GSDP and other good pharmaceutical-
related practices 1o detect any shorcomings and to recommend and implement CAPAs.

Service strategy
A pharmaceutical service and product-related entiiy's statement of the nature of services provided and the
standards to provide those services.

Shelf life

The peried durtng which a medical product, if stored correctly, is expected o comply with the specifications
determined by stability studies on several batches of the prodoct. The shelf life is used to establish the
expiry date of each batch

Standard operating procedure (SOP)

An authorized wntten procedure giving instructions for performing general operations that are not
necessirily specific to a given product {e.g., equipment eperation, maintenance and cleaning, validation,
cleaning of premises, environmental control, sampling, and inspection).

Bltorage
The storing of medical products up to the point of use.

Substandard products

“Substandard” medical products (also called “ow of specification™) are authorized by national medicines
regulatory authonties but fail to meet either national or intermational quality standards or specifications or
both.

Transi
The period dunng which medical products are being carried, conveyed, or transported to reach their
destinstion.
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Self-inspection W‘é

An infernal procedure Lo Evﬁiu&l: the entity’s compliance with GSINF and other good phamaceutical-
related practices 1o detect any shorticomings amd to recommend and implement CAP Az,

Service strategy
A pharmaceuncal service and product-related entity s statement of the nature of services provided and the
standards to provide those services.

Shelf life

I'he peried during which a medical product, if stored correctly, is expected 1o comply with the specifications
determined by stability studies on severl hatches of the product. The shelf life is used to establish the
expiry date of each batch.

Standard operating procedure (SOP)

An authorized written pmce:ium giving instructions. for performing genernl operations that are not
necessarily speeific to a given product (e.g., equipment operation, maintenance and ¢leaning, validalion,
cleaning of premises, environmental control, samphug. and mspection),

Storage
The storing of medical products up to the point of use.

Substandard products

“Substandard” medionl products {also called “out of specification™) are authorized by national medicines
regulatory suthorities but il 1w meet either national or imemational quality standards or speci feations or
bath.

Transit
The period durning which medical products are being carmied, conveyed, or transported 1o reach their
destination.




