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591 Supdy et (Safety) € FrfcsefEs:

Adverse Drug Reaction Monitoring (ADRM) Cell of Directorate General of Drug Administration
(DGDAY has been performing as the National Drug Monitoring Centre of Bangladesh as per
Ministry of Health and Family Welfare gazette. National PV Guideline is one of the most important
requirements of WHO for Pharmacovigilance (PV) Centre.

Outcome of the Adverse Drug Reaction Advisory Committee (ADRAC) 10" meeting:

10th ADRAC meeting was held on 27th August 2019 at DGDA. Major General Md. Mahbubur
Rahman, DG of DGDA and Chairman of ADRAC presided over the meeting, National
Pharmacovigilance Centre of Bangladesh received total 582 reports from different stakeholders. All
these reports were primarily evaluated by ADRM cell. Qut of these 366 reports were found
complete/partially complete and 216 reports were found incomplete for lacking-of minimum
information. After primary evaluation of the reports, ADRM cell placed 366 reports before
Technical Sub-committee (TSC), where 161 reports were sertous, and 205 reports were not serious.
Out ol the 161serious cases 53 cases were found Certain, Probable and Possible and 108 cases were
found Unlikely/Unclassifiable as per WHO Causality Assessment scale, Finally, these reports were
placed before 10th ADRAC meeting for review and the honorable members of ADRAC agreed
with the assessment done by the members of TSC. The commitiee has also recommended on the
safety miormation published in the WHO Phannaceuticals Newsletter- lssue No, 1 & 2, 2019 (Drug
safety information).



Tablel: Evaluation of reports by differentcommittees

SL. | Committe Name Number of Opinion
No. evaluated reports
i ADRM Cell 582 Complete report — 366
Incomplete reports-216
2 ) 366 serious-161and Non -serious 203
Technical sub- !
committee (TSC) Certain, Probable and Possible report -53

Unlikely andUnclasifiable reports -108

X ADRAC 161 Has agreed wilh the assessment done
bythe merrbers of TSC.

Discussion on  Serious Events & Standard Skeleton and Contents of
inserts/patient information leaflet (PIL):

In the meeting there was a discussion on the serious casses found and the causality assessment
done by the Technical Sub-committee (TSC) of ADRAC. All 53 reports with Certain, Probable
and Possible comments were discussed thoroughly specially death cases. Reports show that
Human normal Immunoglobulin causes cultivation ef product solution and Cefiriaxone causes
Breathlessness allergic, Respiratory distress occurs resulting Hospitalization or Prolongation of
Hospitalization of the patients. The specialists of ADRAC committee had come {o decision that
these adverse reactions may be caused due to administration technique (faulty tegnique). That's
why they suggested to update the packaging malerials and insert to add the informaton "The
drug should be administered during at least 5 minutes.'

One case for Dapsone causes development of Dapsone Syndrome to a patient resulting death. This
case was investigated and confirmed the causal relation with the drug by the report providing
hospital. The report providing compames could not collect more information regarding serious
evenls, Members of the committee emphasised on collecting more information and quality reports
for assessment.

ADRAC has formed a sub-committee for preparing a standard skeleton and contents (i.e. what
information should be provided in Insert) of the InsertPIL of medicinal products for more
understandable to the patients and public,

Some important regulatory decision has been taken in the 10th ADRAC meeting:
Physicians. nurses. and health care providers should be notified 1o use Cefiriaxone N injection
for at least 5 minutes. The subject should be included in the Patient Information Leaflet (PIL).
A sub-committee was formed to make recommendations on how to deal with the issues of
medicine.

- (are should be taken when prescribing Dapsone for kidney (Renal Impairment) patients and it
15 necessary 1o test A-6 PD before using it. It was decided to inform the concerned doctors
about the matter.

- Excessive reports will be kept under elase security of the generics involved, and further reports
will be considered later, and o decision will be tuken,

In order to evaluate the Vaccine Gi AEFI Report, it was unammously decided to send a letter to
the Ministry with recommendations for inclusion in the High Expert Review Committee (ERC)
as a sub-committee of ADRAC.
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Table 1 : Summary of ADE Reports July-December / 2019

Name of the Month Reports Incomplete | Complete Serious | Not Serious
July 43 16 27 16 11

August 76 26 50 (39
September 49 10 37 11 26

October 54 17 34 19 21
Mowvember 39 13 26 11 15
Decemebr 103 33 70 15 55

Total 364 115 244 83 167

Table 2: Summary Reports of TSC-01 & 02 (Duration: July to December/2019)

Total Report Incomplete Complete report-252
Serious Not Serious
364 112 169 83

Table 3: TSC Opinion on 83 serious reports

Certain Possible Probable | Unlikely Unclassifiable

3 13 12 | 45 10
Table 1 : Summary of ADE Reports April - June / 2020

Name of the Month | Reports | Incomplete | Complete | Serious | Not Serious

April

May

June

Total 193 44 48

Table-4: Recommendations made by 10th ADRAC based on regulatory decisions of
different NRAs published in WHO Pharmaceuticals Newwletter-1& 2, 2019,

F!ulwrse '?ilegulamry Action

sl Nameof Indication Drug recommendation taken byl ADRAC

No  Medicines Reaction by another NRAs Decision

I, [Caleitriol  |Osteoporosis, Shock and Japun. The MHLW andMore information
injection  [Hypoparathyroidis anapylaxis the PMDA have announcedand data should be

m. Hypocalcemia,
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Renal
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hronic kidney

biaslainemnin
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include

that the Package insert fo
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(Rocaltrol
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shock
anapylaxsis as adverse dru

Stk m

and

llected regarding

ofCaleitriol injection.




2 [CarbimazoleCarbirnazole is cute MHRA  announace  tolAcute Pencreatitis
indicated for the  pencreatitis update Product mformationishould be Included
treatment of to indude nsk of Acutein the PIL of
hyperthvroidism, Pencreatitis. Carbinmazole.
preparation for
thyrivdectomy,and
pre and post

_ radioiodine
3 |[Febuxostat [Febuxostat is Increased  USA. The US Food and  [The PIL can be

indicated to treat  yisk of Drug Administration updated including

a0l death (FDA) has added a boxed (the information of
warning for febuxostat increase risk of
(Uloric) Indicating an death due to
increased risk of  death  [Febuxostat and letter
compared (o its alternative, should be sent to
allopurinol ragrading doctors

Awareness programon Pharmacovigitance (P} held in Rajsheh Wledical College Hospital
(RMICH):

Directorate  General of Drug Adminlstration (DGDA) arranged awareness programs  on

Pharmacovigilance among the stakeholders. Successful Awareness program on implementation of

Pharmacovigilance to ensure safety of medicine in Bangladesh held in RMCH conference room
on 27th June 2019, The Director General of DGDA Major Genenl Md. Mahbubur Rahman has
attended there as a chief guest . Director of DGDA Mr Md. Rubul Amin and some other' officers
of DGDA were present in the program. Brig Gen Md. Jamilur Rahman presided over the
Awareness prograii,

Fig- Chief Guest Major Genenl Md Mahbubur Rahman, DG of DGDA in Rajshahi MCH

8w



23

Fig- Awareness program on PV in Rajshahi MCH
In remarks DG mentioned that DGDA is working hard to maintain  the safety and quality of
medicine in Bangladesh fora long time. DGDA 15 also working and performing raids to detect the
Spurious Substandard and Fake (SSF) medicines. The officers of DGDA are continuously arranging
awareness program and campaigns to make a mass awareness about SSF medicine. He also
mentioned that regarding the safety of medicines the ADRM Cell 15 working in organized way He
invited the doctors, nurses. pharmacists, and other health care professionals of Rajshahi Medical
College to keep a close look/sharp eye on the adverse effects of any medicines and should be
reported to National Pharmacovigillance center timely. He also mention that the health facilities and
Heahhcare providers are the main stakehlolders for ADR reporting to ensure the safe use of
medidnes that impacts on Patient Safety,

The program wasvery interactive. Dr Md Akfer Hossain, Deputy director and Focal Point of ADR
Monitoring Cell DGDA presented a brief presentation on Pharmacovigillance and ADR reporting
system in Bangladesh and also demonstrates about how to fill the online ADR reporting form.

Celebration of World Patient Safety Day:

This year for the first ime WHO has celebrated World patient saftety day.In accordance with WHO
DGDA has also celebrated the world patient safety day [ 7th September 2019.A round table discus-
sion has been arranged by DGDA in BRAC Center inn, Mohakhali, Dhaka on this occasion with the
support of Roche Bangladesh Limited. Many participants From different stakeholders including
media personnel have been invited to the program.

Fig:Celebration of Worfd Patient Safety day by blowing np the Balloons at Aushadh Bhaban, DGDA,



Director and Head of ADRM cell.DGDA Mrs. Nayer Sultana has mangurated the program.On her
opening remarks she told that DGDA is proud to participate in this first initiative takenby WHO and
DGDA is working for the patient safety for long time withlimited manpower and facilities, Different
stakeholders are providing reports to the MNational vigilance center and on the basis of those
infonnation and the safety mformaton pubhshed in WHO Newsletters DGDA takes many safty
measers as per ADRAC recommandation.

Fig: Round Table Discussionon World Patient Safety Day.

Professor Sitesh C. Bachar from University of Dhaka, Technical Advisor Essential Medicine,

WHO Bangladesh, Mohammed Ismail Ramey, BAPI representative and Managing Director of

Delta Phar- maceuticals Ltd. Dr. Md, Zakir Hossain MTaPS officials and other PV experts
participated in the discussion and delivered  their valuable speech in the said occasion. In closing
remarks national PV focal person and Assistant Director of DGDA Dr.Md. Akter Hossain said that
DGDA is working heart and soul to keep the safety of medicine apart from some limitations. He
thanked all for arranging, participating and making the program successful,

A consultative workshop on improving the online ADE reporting and monitoring system was
conducted with participants from BAPIL DGDA, USAID MTaPS, Pharmacovigilance TSC
members, ADRAC members, Academicians, Pharmaceutical industry and Hospital representatives
and the WHO. The workshop was organized by DGDA and facilitated by USAID MTaP5.

From the workshop, the views of experts were sought on how to improve the online reporting of

ADEs while meeting the requirements of the WHO Vigiflow as well as the country's expectations.
A presentation was made comparing the content of the ¢xisting reporting form and that of a
proposed maodified form. Participants were requested to provide feedback on the two forms.
Moreover, the proposed changes in the reporting form were shared online for public review after
the workshop, Comments from both the workshop and the public consultation after the workshop
have been addressed in the document as necessary.

A discussion on UMC Causality assessment method was held during facilitation of TSC workshop
in March for increasing the capacity of participants to effectively undertake causality assessment,
MTaPS facilitated three TSC and one ADRAC workshops this year for ADE evaluation and
decision making in which a total of 364 ADEs were evaluated. A decision was made to notify all
the hospuals treating Covid-19 patients so that they can monitor and report any ADR in their
patients and send to DGDA for evaluation.
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UPLOAD OF ADR DATA TO VIGIFLOW:

Because of lack of trained HR at DGDA on UMC Vigiflow, MTaPS assisted the team to upload a
backlog of 629 ADR reports on Vigiflow. Practical demonstration was conducted for the existing
HR of DGDA PV wing so that they can carry out this activity in the future,

Caption: TSC and ADRAC members evaluating ADRs in the workshops facilitated by MTaP5.

The workshop not only discussed about the areas of improvement in reporting and monitoring
ADRs but also on the importance of PV and created awareness among the stakeholders as a way to
increase the number and guality of reports to be submitted by HCPs and pharmaceutical companies.
This will improve the quality of assessments to be done and will enhance the ability of the ADRAC
o recommend appropriate clinical and regulatory decisions that wiall improve treatment outcomes,
Based on the outcomes of the workshop, experts opinions, UMC wvigiflow and Vigilyze
requirements and country perspectives, the ADE reporting form along with the pharmacovigilance
online reporting and monitoring contents available on the DGDA website can be adjusted. Contents
of ADE reporting form should be the same in both paper-based and online versions of the form.
PharmacoVigilance Moniloring System (PViIMS) being used in some other countries is another
option for reporting & managing ADR data, The spontancous reporting module of PVIMS 15
accessible to the public and data can be shared with VigiFlow. PVIMS provides much the same
functionality as VigiFlow and also supports active monitoring. The system could help DGDA in
pharmacovigilance data management.

Having several options for reporting ADRS including an editable pdf form and online live reporting
system will potentially make it easier to repert and increase the number of ADR reports sent to
DGDA for analysis and monitoring, Upgrading of DGDA online reporting and monitoring tools
will bring in good quality ADE reports for better assessment and evaluation by the experts, overall
understanding and management of good pharmacovigilance of what is happening aboul adverse
reactions that will result in effective regulatory recommendation in real time.

The number of ADE reports submitted have continued to increase in some facilities; the various PV
organs of the DGDA continue to assess reports, and the ADRAC recommends regulatory actions to
be taken. This shows that the PV system is gradually developing and making sustainable
mprovements,

Awareness and Scale up of Pharmacovigilance program:

To increase awareness and develop a sustainable nation wide PV program. the MTaPS team
facilitated two stakeholder consultative workshops on Sep 14 and 20, 2020 at DGDA. Mare than 70
stakeholders from government, nongovernment, pharmaceutical companies, acadenniician, WHO,
BAPI, and hospitals participated in the discussion on awareness and scale up of the PV program at
the selected sites of hospitals and pharmaceuticals. Between 2018 and 2019, the number of
supported facilitics was increased to 50 hospitals and 50 pharmaccutical companies, In 20240, the



number of supported facilities was increased to 65 hospitals and 62 pharmaceutical companies,
Most of them have their own PV team, each with a focal person,

RECOMMENDED REGULATORY ACTIONS

Different teams of DGDA assess submitted reports at different stages. This includes the ADRM
Cell, TSC, and ADRAC. The assessed reports are then categorized into certain, probable, possible,
or unlikely by the different teams. The regulatory actions recommended by ADRAC ure considered
by all stakeholders and implemented by DGDA when agreed upon.

For all three certain cases, on 18 May 2020 the chairman of the ADRAC suggested to collect more

information to conclude and take regulatory action. DGDA is vet to take regulatory action on this.

i MName aof Indication Adverse Regulatory Action Recommendation | Regulatary
Medicine Dirug By TSC of Action taken
Reaction ADRAC by DGDA
|. Dropamine to treat a Risk of drug | Japan. The Ministry of Health, | Should consult with | _
recepror variegy of withdrawal | Labour and Welfare (MHLVWY) and | medicine and.
agamniss conditians, syndrome the Pharmaceudicals and Medical | neurclogy specialist
for example Devices: Agency (PMDA)  have | and get their
Parkinson's annaunced that the package inserts: | feedback: regarding
disease. for depamine receptor  agonists | usages of this drug
should be revised o include drig
withdrawal  symproms  such  as
apathy, anwiety, depression, fatgue,
swiating and pain a8 adverse drog
reactions.

2. Tofacitinib rheumarold | Increased USA_ The U5 FOA has approved a | Box warnimg can be | Update the
arthriris, riak of Baxed Warning infarming of an given and should Carcan and
psoriatic blood clots | increaze in the risk of blood dots consider the other Insars/PIL

arthrits and | and death and death with the |0 mg owice possible drugs. incorporating
uleerative with higher | daily dose Letter can be sent this Adverse
colits dose to the HCPs and Drug Reaction
doctors toconsider | as boxed
other drugs to trear | warning and
RA. take approval
from DGDA
Ref, DGDOA
letter jzsued on
0% June 2020
{Annex E)
37 Magnesium Magnes|um Bigh ol United Kingdom. The MHRA fas | Curremly =
sulfare sulface is shoelural annaunced that the product Miagnesiem sulfars s
indicated for | adverse infarmatian for products cantaining | not used for 5-7
the effects in magnesium sulfate will be updaced days lilee the
praventon neonates to warn of skeletal adverse effects previous days. 1t was
of further observed with administration for malnly wsed to
SETZUTES miore than five to saven days during | prevent premature
associated pregnancy. delivery. More
with WHO Phoarmaceuticals Mewsletcar Information should
ectampsia in Mo 4, 2019 Repdacory Macters In | be collected
preagnancy 013, the LIS FDA issued a safety regarding the
and for the recommendation against the use af | adverse reacton of
treatmant of magnasium sulfate for more chan thiz drug.
magnesium five to-seven days when used as a
deficlency In tocolytic {an indication not
hypomagnes authorized in the LK), Such
amila prolonged exposura may resule in
significantly higher cumulative doses
than those encountered with use In
thie UK for eclampsia or foetsl
neuroprotection.
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[ 4] Propofol used to Potential Canada. Health Canada has More information =
make a risk of requested that the ranufacturers of | should be collected
patEnt priapism prapefal eantaining products abeut gafery and
refa calm, update the Canadian produce salety | dosage ssues
sloepy Infarmation to Include Infarmatien
{zedation) or an potentid fink between propofol
unconscious] containing products and the risk of
anesthesia) priapism.
during
SUTEETY OF
medical
procedues
in children
| and adults.
5! Opicid pain | manage pain | Risk of USA, The LS Food and Drug Tocheck PlLand | Update the
medicines when ather | uncontrolle | Adminiscration (FOA) has required | Incorporace the Insert/PIL
analgesic d pain and changes to the prescribing information is incorporating
IrEatments withdrawal | informatlen for apleld pain MECHsSArY, this Adverse
cannot be sympLoms medicines to warn of serous Drug Reaction
taken or are | following withdrawal symptoms, uncantrolled and take
not able to sudden pain, psychalagical distress and approval from
provide discontinuat | sulcide following sudden  decrease DGOA,
enough pain- | ion in dose. fef DGOA
refief. letter issuod on
09 June 2020
{Annex Ej
&, Tranoxamic to prevent isk of India The NCC-PyPl, [PC has Maora information =,
acld of reduce izuraconvil | made a recoammendation to should be colfected
bleeding in ion incorporate seizure/convuision aza | about dose & tGming,
certain chinically significant adverse drug
conditions, reaction into the PIL for cranesamic
such as acid markeced in Indiz
dental
surgery In
peaple with
hereditary
blood
clotting
disardears,
cervecal
surgery,
hiaavy
menstrual
bleeding,
nose bleeds
and bleeding
inside the
[ eye. :
7. Viidagliptin | type 2 Risk of Mew Zealand, Medsale has To check FiL and =
dinbetes, heparotoxici | announced that hepatotoxicicy |s other options to
Ly the most significant risk of harmm treat diabetes
with vildagliptin should be
undartaken.




Table-5: Recommendations made by TSC of ADRAC based on regulatory decisions of
different national regulatory authorities (NRAs) published in WHO Pharmaceuticals
Newsletters.

World Patient Safety Day 17 Sep 2020

DGDA celebrated the World patient safety day chaired by Director General. An informal speech
was given by Director General and finally all the participants prayed to Almighty for the etemal
peaceofl the people died in Covid-19 in recent times.

To merease the number of ADR reports received by the ADRM cell and meet the WHO reporting
target, there is need for continuous engagement with different stakeholders, including health care
providers and patients, to create awareness on the benefits of reporting ADRs and other drug-related
problems. Additionally, more awareness training is needed 10 expand the number of hospitals and
pharmaceutical companies submitting ADR reports in Bangladesh, Other avenues for increasing
reporting, such as expansion of reporting and training for pharmacies that sell medicines to
consumers in the community, are required.

Efforts from DGDA so far for Pharmacovieilance of Covid-19 vaccine:

1)

3}

4)

“Protocol for Pharmacovigilance of Covid-19 vaccine™ has been developed and approved by
the Ministry, National Quality Assurance Committee for Covid-19 vaccine, its working
committee, DGDA, Development Partners (USAID MTaPS & USP-POM+) and WHO took
part in this development.
The Protocol includes AEFI reporting form. AEFI reporting system, AEF] investigation,
Causality Assessment and regulatory action provisions. Structures of different AEFI
committees have been constituted m all Distnct/City Corporation, Divisions and National
levels. It also shows treatment and case management approach of patients experiencing AEFI
from Covid-19 vaceine,
The National AEFT Expert Review Committee has been formed with |5 members and
approved for final evaluation of AEFI, signal detected through literatures, and regulatory
recommendation to DGDA.
For AEFI monitoring. investigation and causality assessment, letter communication has been
done with DGHS to form the following AEF] committee picking up the experts as per
structure shown in the protocol;

a) District & City Corporation AEF1 Committee: mainly for serious AEF] investigation
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b) Divisional AEFI Causality Assessment Committee: for causality assessment between
AEFI & the vaceine.
WHO is arranging training on 27-28 January for divisional and national level AEFI
committees,

5) 1In addition, a Pharmacovigilance & Covid-19 Safety Surveillance Cell has been constituted
to provide secretarial support to the National AEFI Expert Review Committee & entire PV
process monitoring countrywide. Experts from DGDA, WHO & DPs have been identified.
Letter commumnication has been executed with EPI and IEDCR asking for experts to work in
this Cell, Workstation of the Cell has been arranged at DGDA.

6) AEFI reporting system will follow online system based on DHIS2 platform/DolCT, Several
meetings/official communications were executed with EPI, MIS, DolCT. EPI is continuing
discussion with them for the development of the online reporting portal.

2b | Risk-based Post-Marketing Surveillance of Medicines by DGDA:

Implementation of Risk-Bused Post Marketing Surveillance (RE-PMS) through wsing Minifah™
screening technigues by Dirvectorate General of Drug Administration (DGDA) facilitated by
Pramoting the Qualitv of Medicine (POM+) Program, United States Pharmacopeial Convention
(USF)

Post Marketing surveillance (PMS) is a corner stone mechanism of Directorate General of Drug
Administration (DGDA) for monitoring the quality of medicines throughout the country, Market
Surveillance and Control department of DGDA perform market surveillance on regular basis to
evaluate the guality of medicines available in the market & proposing appropriate actions as
needed; to check the guality of mported medicines to recommend appropriate regulatory actions.
About 266 pharmaceutical industries and 550 traditional medicines manufacturers produces huge
number of medicinal products and many imported drugs distributed all over the country. There is
increasing recognition of the burden of poor-quality medicines and their threat to public health in
Bangladesh, Substandard and Falsified (SF) medicines can cause treatment failure and adverse
reactions, can increase morbidity and mortality, and may contribute to antimicrobial resistance.
These medicines represent not only a waste of scarce resources but also a substantial risk to public
health.

Fig: Twa inspectors are busy with Visual inspection under RB-PMS program at Barishal

In November 2018 DGDA started implementation of Risk-based Post-Marketing Surveillance (RB-
PMS) with technical support from USAID funded program USP-POM. RB-PMS focuses on
sampling considering the most vulnerable risk factors i.e. top selling sample, geographical area,
hard o reach area. new preduct, products having stability issue, costly products, discase season efc.
that may affect the medicine guality & prioritize testing those products to find out SF products &
subsequent legal action to ensure quality products in the market with the limited resource in a cost-
effective way,



To implement RB-PMS, DGDA established six (06) Minilab™ donated by USP for screening of
PMS samples at six divisional drug offices-Dhaka, Barisal, Khulna, Chittagong, Rangpur &

Rajshahi.

DGDA developed a guideline on “RB-PMS surveillance guideline of medicinal products™ to
implement the program successfully. In 2020 DGDA added 05 more minilab donated by WHO and
USP for covering all the 8 divisions and most vulnearable 3 districts-Cumilla, Bagura, Cox Bazar in
this program. DGDA inspectors are working with the minilab to identify suspicious medicines and
send to NCL for conformatory test for identifying SF medicings for subsequent regulatory

enforcement actions.

Mini Lab Report: July,2019 - June, 2020:

DISTRICT TOTAL TEST SUBSTANDARD
Rajshahi 4o 1
Chitagong 48 2
Barishal 18 0
Rangpur 43 )]
Dhaka 09 ]
Total | 162 3
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81 Detailed regarding any withdrawal/market recall initiated by the regulatory authorty
from the market for any reasons in the last two years.
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@l Detailed regarding any withdrawal/market recall initiated by the regulatory authority
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¥.80 Application checklist for permission for Manufacture & import of Medical
devices

byl S ] T

=

10.
11.

12

.

13,
14,
15,
16,
17.
18.
19,

20

=%

s

23,

Name, address and communication details of the Manufacturer /Agent in Bangladesh
Authorisation letter of the Authorised Agent

Name address and communication details of the manufacturer

Are the products already imported in Bangladesh. if so since when

Name of the product, including its generic name. if any

Device class and classification system followed. Attached conformity assessment
certificate.

Details of the Conformatory Assessment body

Since how long the device is being used commercially? Has clinical evaluation and safety
issues been addressed for the device?

Principle use of the device

Is it a drug-device combmation?

If the above is “yes”, is the drug a new dmg

Is it a kit comprising of more than one device?

Sizes of the device

Is Device Master File submitted

Short description of the Manufacturing process

Procedure for sterilization

Procedure for release of the Device in the market

Name and qualifications of technical personnel for manufacture and quality assurance
Lavout plan of the premises accompanied by the floor plan.

. Details of QMS and manual
21,

Is the product tested before release, if yes, submit details; if no, specify criteria for release
Has the product been withdrawn due to any reasons”? 1T ves please specify.
Recall procedure to be followed in case the product has to be withdrawn



24, Names of the countries where the device is exported.

%.88. Criteria for CRO/Clinical Trial Centre:
CRO Profile to be submitted
Crganogram
CV of Researchers and members
Job Deseription
Whether every person involved in the clinical trial has each got GCP training.
Clinical trial site master file.
Whether the Clinical Trial Center/CRO has Bio-analytical Lab
a, If not, have they got any contract with any Bio-analytical/analytical Lab having
Biological Sample Analytical Facility.,
b. Biological Sample storage & Carrying facility.
¢, Whether the Analytical Laboratory got any acereditation.
8. Whether any chief investigator designated or contracted to the CRO or Clinical Trial Center.
9. Whether the CRO got IRB/IEC
a.  Structure of IRB/IEC
b. Whether IRB/IEC registered from BMRC or approved by Law/Authority
10. Storage Facility of 1P
a.  Whether Temperature Sensitive Product Storage Facility
11. SOP for Handling of 1P
12. Archive Facility
a. Is the Archive Facility has Controlled Access
b, Is the Archive Storage Area Fire Proof & Pest Control
13. Does the CRO/Clinical Trial Center has hospital facility
14. Whether they have emergency handling facility such as, Intensive Care Facility in the
Hospital or has contract with any nearby intensive care unit.
15, Emergency Trolley & Ambulance Facility
16. Quality Management Systems
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List of Essential Drugs (Allopathic)

Sk
#

1. ANAESTHETICS

1.1 General anacsthetics and oxygen

1.1.1 Inhalational medicines

| | Halothane

2 | Nitrous Oxide-Oxyzen for Anaesthesia

3 | Oxygen Inhalation
1.1.2 Injectable medicines

4 | Thiopental Sodium Injection

5 | Ketamine Injection

& | Lignocaine with or without Adrenaline

Injection 1% and 2%

7 | Procame Hydrochloride

Injection (Various Strengths)

& | Bupivacaine Hydrochloride

Injection

1.3 Preoperative medication and sedation for short-term procedures

9 | Atropine Sulphate

Injection

10 | Morphine Sulphate

Injection

DISORDERS (DMARDs)

2. ANALGESICS, ANTIPYRETICS, NON-STEROIDAL ANTI-INFLAMMATORY
MEDICINES (NSAIMs), MEDICINES USED
TO TREAT GOUT AND DISEASE MODIFYING AGENTS IN RHEUMATOID

2.1 Non-opioids and non-steroidal anti-inflammatory medicines (NSAIMs)

11 | Aspirin

Tablet 75-100 mg

12 | Paracetamol

Tablet/Syrup/Suspension’ Suppository

13 | Pethidine Hydrochloride

Injection

14 | Indomethacin

Capsule/Suppository/Sustained Release
Tablet

15 | Ibuprofen Tablet
| 16 | Naproxen | Tabiet
2.2 Opioid analgesics
SL No - 10 |
1.3 Medicines used to treat gout
17 | Allopurino! Tablet
18 | Colchicine Tahlet

2.4 Disease modifyving agents used in rheumatoid disorders (DMARDs)

19 | Penicillamine Tablet
20 | Sulphasalazing Tahlet
21 | Sediwm Auwrothiomalate Injection
22 | Methotrexate Tablet/Injection

23 | Chloroguine

Oral liguid/Tablet

b



3. ANTIALLERGICS AND MEDICINES USED IN ANAPHYLAXIS

24 | Chlorpheniramine Maleate | Tablet/Syrup/Injection
25 | Prednisolone | Tablet
26 | Dexamethasone | Tablet/Cream/Injection
27 | Hydrocortisone Injection/Cream/Ointment
28 | Promethazine Hydrochloride Tablet/Injection
4. ANTIDOTES AND OTHER SUBSTANCES USED IN POISONINGS
4.1 Non-specific
29 | Activated Charcoal | Tablet
4.2 Specific
30 | Naloxone Hydrochloride | Injection
31 | Pralidoxime Mesylate | Injection
SL No- 09 | Injection/Eye drop/ointment
5. ANTICONVULSANTS/ANTIEPILEPTICS
32 | Phenobarbitone Tahlet/Injection
33 | Phenytoin Tablet/Capsule/Elixir
34 | Ethosuximide Capsule
35 | Magnesium Sulphate 50% Injection
6. ANTI-INFECTIVE MEDICINES
6.1 Anthelminthics
| 6.1.1 Intestinal anthelminthics
36 | Mebendazole | Tablet
37 | Albendazole Chewable Tablet
38 | Levamisole Tablet/Syrup
39 | Niclosamide Tablet
6.1.2 Antifilarials
40 | Diethylearbamazinge | Tablet/Suspension
SL No - 37
6.2 Antibacterials
6.2.1 Beta Lactam medicines
41 | Amoxyecillin Capsule/Dry Syrup /Injection
42 | Ampicillin Capsule/Dry Syrup /Injection
43 | Phenoxyvmethyl Penicillin | Tablet/Syrup
44 | Benzathine Penicillin i Injection
45 | Flucloxacillin__ Capsule/Syrup/Injection
44 | Procaine Penicillin | Injection
47 | Cephradine | Capsule/Syrup/Injection
48 | Cephalexin | Capsule/Tablet/Syrup
49 | Benzyl Penicillin Injection
50 | Cloxacillin | Capsule/Syrup/Injection
51 | Amoxiclav | Tablet/Capsules/ Dry Syrup/Injection




6.2.2 Other antibacterials

52 | Erythromycin Tablet/Oral Suspension /Injection
33 | Chloramphenicol Eye/Ear Drops/Ointment
34 | Doxveyeline Capsule
535 | Co-Trimoxazole Tablet/Suspension
56 | Metronidazole Tablet/Oral Liguid/Injection
57 | Tetracycline/Oxytetracycline Hydrochloride | Capsule/Injection
58 | Nalidixic Acid Tablet/Syrup
59 | Trimethoprim Tablet/Suspension/Injection
6.2.3 Antileprosy medicines
60 | Clofazimine Capsule
61 | Dapsone Tablet
6.2.4 Antituberculosis medicines
&2 | Ethambutol Tablet
63 | Isoniazid with or without Ethambutol Tablet
64 | Pyrazinamide Tablet
65 | Rifampicin with or without Isoniazid Tablet
66 | Streptomyecin Sulphate Injection

67

Rifampicin + Isomiazid + Pyrazinamide with
or without Ethambuiol

combination tablet

68 | Rifumpicin + Isoniazid + Ethambutol Tablet
6.3 Antifunsal medicines
69 | Griseofulvin | Tablet
70 | Clotrimazole Cream/Pessaries/ Solution/Dusting Powder
71 | Nystatin Tablet/Suspension/Cream/Gel
7 Preparations of Imidazole or Nystatin for
Vaginal and Vulval Candidiasis
6.4 Antiviral medicines
73| Acyelovir Tablet/Cream ‘rE}',C ointment/
Intravenous Infusion
T4 | Nelfinavir (NVP) Oral powder/tablet
6.4.1 Antiherpes medicines
75 | ldoxruridine ' Eye Drops
6.4.2 Antiretrovirals

6.4.2.1 Nucleoside/™ Ej&qﬁdu reverse transc rjaiiase i:LIE_ﬂ_E_riturs

T6 | Abacavir (ABC) Oral Liguid/ Tablet
77 | Lamivudine (3TC) Oral liguid, Tablet
T8 | Tenofovir disoproxil fumarate (TDF) Tablet
79 | Zidovudine (ZDV or AZT) Fifp 3151,’ Oral lquid/ TV infusion!
injection/ Tablet
6.4.2.2 Non-nucleoside reverse transeriptase inhibitors
80 | Efavirenz | Capsule/ Oral Liquid/ Tablet
81 | Nevirapine (NVP) | Oral Ligquid/ Tablet
6.4.3 Other antivirals _
82 | Oseltamivir | Tablet

By



6.5 Antiprotozoal medicines

6.5.1 Antiamoebic and antigiardiasis medicines

83 | Diloxanide | Tablet
6.5.2 Antileishmaniasis medicines
84 | Sodium Stibogluconate | Injection
6,53 Antimalarial medicines
6.5.3.1 For curative treatment
85 | Artemether with Lumefantrine Tablet
| 86 | Primaquine Tablet
87 | Sulfadoxin with Pyrimethamine Tablet
B8 | Artesunate Injection,/ Tablet
89 | Mefloguine Tablet
90 | Quinine Injection,/ Tablet
6.5.4 Antipneumocystosis and antitoxoplasmosis medicines
9] | Pyrimethamine | Tablet
7. ANTIMIGRAINE MEDICINES
| 7.1 For treatment of acute attack =
92 | Sumatriptan Succinate Tablet/Injection/Nasal Spray
93 | Acetylsalicylic acid Suppository/ Tablet
SLNo-11
SL Ne-12
7.2 For prophylaxis
94 | Propranolol | Tablet
8. ANTINEOPLASTIC. IMMUNOSUPPRESSIVES AND MEDICINES USED IN
PALLIATIVE CARE
8.1 Immunosuppressive medicines
95 | Azathioprine Tablet/Injection
96 | Cyelosporin Capsule/Oral Solution/IV Infusion
| 8.2 Cytotoxic and adjuvant medicines -
97 | Actinomycin [/Dactinpmycin Injection
98 | Bleomycin Injection
89 | Calcium Folinate/Calcium Leucovorin Tablet/Injection
100 | Cvelophosphamide Tablet
101 | Busulphan Tablet
102 | Cisplatin Injection
103 | Chlorambueil Tablet
104 | Crisantaspase/L-asparaginase Injection
105 | Thioguaning Tablet
106 | Vinblastine Sulphate Injection
107 | Vineristine Sulphate Injection
108 | Doxorubicin Injection
109 | Mercaptopuring Tablet
110 | Lomustine Capsule
111 | Melphalan Tablet/Injection
U2 | Mitomyein Injection
113 | Mustine Hydrochloride Injection




8.3 Hormones and antihormones

114 | Tamoxifen Tablet/Capsule
115 | Vasopressin Injection
116 | Liothyronine Sodium Tablet/Injection
117 | Stilboestrol/Dicthylstilboestrol Tahlet
SL No-26 Injection
SL No - 27 Injection
8.4 Medicines used in palliative eare
|18 | Hyoscine Butylbromide Tablet/Injection
119 | Amitryptyline - Tablet
120 | Propanththeline Bromide Tablet
121 | Lactulose Powder/Solution
SL No - 26 Tablet/ Injection
| 9. ANTIPARKINSONISM MEDICINES
' 122 | Levodopa with Carbidopa | Tablet
10. MEDICINES AFFECTING THE BLOOD
10.1 Antianaemia medicines
Ferrous Sulphate/Fumarate, with or without
V58 i P Tablet/Syrup
124 | Folic Acid Tablet
______ 10.2 Medicines affecting coagulation -
125 | Heparin Injection
126 | Dipyridamaole Tablet/Oral Suspension/Injection
127 | Protamine sulfate Injection.
1. BLOOD PRODUCTS AND PLASMA SUBSTITUTES
11.1 Plasma substitutes
128 | ACD Blood Pack/Double Bag/Triple Bag
129 P!asn'!ﬂ Substitutes.f[}a%traln-%f Succinylated
Gelatin Intravenous Infusions
130 | Dextran 70 Injection
11.2 Plasma fractions for specific use
131 | Plasma Fractions/Human Albumin | Solution for IV infusion
12. CARDIOVASCULAR MEDICINES
12.1 Antianginal medicines
132 | Metoprolol Tartrate Tablct
133 | Glyeeryl Trinitrate Tablet /Spray
134 | Isosorbide dinitrate Tablet /Injection
135 | Isosorbide Mononitrate Tablet
12.2 Antiarrhythmic medicines
136 | Procainamide Injection/Capsule
137 | Digoxin Tablet/Injection
138 | Disopyramide Tablet/Capsule
12.3 Antihypertensive medicines
139 | Atenolol Tablet
SL No 94 Tablet /Injection
140 | Methyldopa
141 | Captopril Tabiet




#8

142 | Diazoxide Injection
143 | Sodum Nitroprusside Injection
144 | Prazocin Hydrochloride Tablet
145 Endiapﬂl Tablet
146 | Spironolactone Tablet
147 | Hydrochiorothiazide [ Tablet
12.4 Medicines usced in heart failure
148 | Dopamine Injection
SL No - 137
SLNo-144
12.5 Antithrombotic medicines
149 | Clopidogrel | Tablet
| 12.6 Lipid-lowering agents
150 | Simvastatin | Tablet
12.7 Anti- Hypotensive medicine
151 | Metarminol [ Injection
13. DERMATOLOGICAL MEDICINES (topical)
13.1 Antifungal medicines
152 | Miconazole Cream/ Dusting Powder/Spray/Oral Gel
153 | Sodium thiosulfate Solution
13.2 Anti-infective medicines
134 | Potassium Permanganate Crystal/Solution (0.1%)
Sl No 57 Ointment
155 | Silver sulfadiazine Cream
13.3 Anti-inflammatory and antipruritic medicines
156 | Calumine Lotion
157 _Hetmm.thu&nm. Ointment, Cream
158 | Betamethasone with Nmmymn Cintment
159 | Neomyein sulfate with Baeitracin Ointment/Powder
SL No - 26 Cream
SL No -27 Cream/ Ointment
13.4 Medicines atfecting skin differentiation and proliferation
160 ‘?.ain.yiu. Acid + Benzoic Acid Ointment, Cream
161 | Fluorouracil Capsule/Injection/Cream
162 | Salieylic acid Solution
13.5 Scabicides and pediculicides
163 | Benzyl Benzoate Lotion
| 164 | Permethrin Cream/ Lotion
14, DIAGNOSTIC AGENTS
14.1 Ophthalmic medicines
165 | Flurescein Eye drops
166 | Tropicamide Eye drops
14.2 Radiocontrast media
167 | Bartum Sulphate (X-Ray Grade)
168 | lodipamide Injection
169 | lothalamic Acid with Meglumine | Oral Solution

15. DISINFECTANTS AND ANTISEPTICS




15.1 Antisepfics

170 | Chlorhexidine with or without Cetrimide Solution/Cream
171 | Povidone-lodine 10% Alcoholic Solution
172 | Bismuth, lodoform and Paraffin Paste (BIPP) | For Nasal Pack
15.2 Disinfectants
173 | Chloroxylensl | Solution/Cream
16. DIURETICS
174 | Frusemide Tablet/Injection
175 | Bendrofluazide Tablet
SLNo - 146 Tuablet/Capsule
176 | Mannitol Infusion Solution 10% and 20%
SL No - 147
17. GASTROINTESTINAL MEDICINES
17.1 Antiuleer medicines
177 | 4 s Hee Geiwihorwiont | Tebes Suspedsion
agnesium Trisilicate
178 | Ranitidine Tablet /Injection
179 | Omeprazole Capsule/Tablet /Injection
17.2 Antiemetic medicines
180 | Cinnarizine Tablet
181 | Metoclopramide Hydrochloride Tablet/Oral Solution/Injection
182 | Prochlorperazine Tablet/Injection
5L No - 28
17.3 Anti-inflammatory medicines
SL No-20 | Suppository
17.4 Laxatives
183 | Glycerin/Glycerol Suppositorytor adult/child/infant
184 | Senna/Sennosides Tablet
17.5 Medicines used in diarrhoea
17.5.1 Oral rehydration
185 | Potassium Chlonde Tablet/Syrup
186 gﬂd.ium Chloride (0.9%, without or with Intravenous Infitsion
EXITOse
187 | Sodium Bicarbonate Infusion (Various Strengths)
17.5.2 Medicines for diarrhoea in children
188 | Zine sulfate | Oral liguid/Tablet
18. HORMONES, OTHER ENDOCRINE MEDICINES AND CONTRACEPTIVES
18.1 Adrenal hormones and synthetic substitutes
| 189 | ACTH Injection
SL No - 20 Injection
18.2 Androgens
190 | Danazol | Capsule
18.3 Contraceptives _
18.3.1 Oral hormonal contraceptives
191 | Ethinylestradiol + Levonorgestrel Tablet : 30 micrograms = 150 micrograms
192 | Ethinylestradiol + Lynestrenol Tablet 0.0375mg+0.75mg
193 | Desogesterol + Ethinylestradiol Tablet:0.1 5mg+0.03mg




194 | Levonorgestrel | Tablet 750microgram
18.3.2 Injectable hormonal contraceptives
195 | Depot Medroxyprogesterone | Injection
18.3.3 Intrauterine devices
196 | Copper-T containing device |
18.3.4 Barrier methods
197 | Condoms [
| 18.3.5 Implantable contraceptives
198 | Levonorgestrel-releasing implant |
18.4 Estrogens
Oestrogens with or without Progestogens for
199
HRT
18.5 Insulins and other medicines used for dinbetes
200 | Glibenclamide Tablet
201 | Insulin Various preparations
202 | Chlerpropamide Tablet
203 | Metformin Hvdrochlonide Tablet
18.6 Ovulation inducers
204 | Clomiphene Citrate | Tablet
18.7 Progestogens
205 | Medroxyprogesterone acetate | Tablet: 5 mg.
18.8 Thyroid hormones and antithyroid medicines
206 | Carbimazole Tablet -
207 | Agueous lodine Oral Solution ( Lugol’s Selution)
208 | Thyroxine Sodium Tablet
209 | Levothyroxine | Tablet
19. IMMUNOLOGICALS
19.1 Diagnostic agents
210 | Sedium Diatrozoate with Meglumine Sodium | Injection
211 | Tuberculn, purified protein derivative Injection
| 19.2 Sera and immunoglobulins
212 | Diphtheria Antitoxin
213 | Polyvalent Antivenoms
214 | Tetanus Antitoxin Injection (Minimum 10,000 [U Dose)
215 | Human Normal Immunoglobulin Injection
19.3 Vaccines
216 | BCG Vaccine
217 | DPT Vaccine
218 | Pentavalent vaccine{DPT,HepatitiesB .Hib)
219 | Pneumogoccal Vaceing(PCV)
220 | Poliomyelitis Vaccine(OPV &IPV))
221 | MR Vaecine (Mesales & Rubella)
222 | Measles vaccine Injection
223 | Hepatitis- B Vaccing Injection
20. MUSCLE RELAXANTS (PERIPHERALLY-ACTING) AND
CHOLINESTERASE INHIBITORS
224 | Neostigmine Tablet/Injection
225 | Suxamethonium Chloride Injection




24.3 Medicines for ankieiy disorders

226 | Pancurium Bromide Injection
227 | Gallamine Trithiodide Injection
21. OPHTHALMOLOGICAL PREPARATIONS
21.1 Anti-infective agenis
228 | Framycetin Sulphate Eyve Drops/Ointment
229 | Gentamycin Injection/Eye Drops/Ointment
| 230 | Tetracaine/Amethocaine Eye Drops
SL No - 53 Eve Drops/ Ointment
21.2 Anti-inflammatory agents
2531 | Corticosteroid Eve drops/Ointment
SL No - 158 Eve Drops
21.3 Local anaesthetics
SLNo-230 |
21.4 Miotics and antiglaucoma medicines
231 | Pilocarpine Eye Drops (Various Strengths)
233 | Acetazolamide Tablet
234 | Carbachol Tablet'Eve Drops
SL No - 151
21.5 Mydriatics
255 | Phenylephrine Hydrochlonide Eve drops
236 | Homatropine Eve drops
SL No - 09 Injection/eye drop/ointment
22, OXYTOCICS AND ANTIOXYTOCICS
22.1 Oxytocics
237 | Trifluperazine Tublet/Oral Solution
238 | Oxytocin Injection
239 | Ergometrine Injection
22.2 Antioxytocics (tocolytics)
240 | Nifedipine | Capsule
23. PERITONEAL DIALYSIS SOLUTION
241 lntmperjmm:al dialysis solution (of Parenteral solution.
appropriate composition)
24, MEDICINES FOR MENTAL AND BEHAVIOURAL DISORDERS
24.1 Medicines used in psychotic disorders
242 | Chlorpromazine Hydrochloride Tablet/Syrup/Injection
243 | Haloperidol Tablet/Capsule/Oral Ligquid
24.2 Medicines used in mood disorders
24.2.1 Medicines used in depressive disorders
244 | Imipramine Hydrochloride Tablet/Syrup
245 | Nordriptylineg Tablet
246 | Flupenthixol Dihydrochloride/Decanoate | Tablet/Injection
SLNo-119
24.2.2 Medicines used in bipolar disorders
247 | Carbamazepine Tablet/Oral Liquid/Suppository
243 | Lithium Carbonate/Citrate | Tablet/Oral liquid

®9
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249 | Diazepam Tablet/Injection
250 | Clobazam Tablet
24.4 Medicines used for obsessive compulsive disorders
251 | Clomipraming Hydrochloride | Tablet/Syrup/Capsule/Injection
| 24.5 Medicines for disorders due to psychoactive substance use
252 | Methadone Hydrochloride [ Tablet/Injection
25, MEDICINES ACTING ON THE RESPIRATORY TRACT
15.1 Antiasthmatic and medicines for chronic obstructive pulmonary disease
253 | Salbutamol Tablet/Elixir
254 | Adrenaling/Epinephrine Injection
255 | Aminophylline Tablet/Injection
26. SOLUTIONS CORRECTING WATER., ELECTROLYTE & ACID-BASE
DISTURBANCES
26.1 Oral
256 | Oral Rehydration Salts (ORS) Sachet for 300 ml
257 | Cholera Fluid Intravenous Infusion
258 | Sodium hyvdrogen carbonate Injection
26.2 Parenteral
259 | Dextrose in Water Intravenous Infusion, 5%, 25% and 50%
260 | Supplemental Parenteral Nutrients For adding to Infusion
261 | Glucose Injectable solution
262 | Glucose with sodium chloride Imjectable solution
263 | Sodium chloride Injectable solution
264 | Sodium chleride 3% IV fluid
Sodium chloride guartat streneth (0.225%) + .
ga5 | SN S e gth ( " 1V uid
sl No 259 Injectable solution
26.3 Miscellaneous
266 | Water for Injection (sterile/pyrogen free)
267 | Dialysis Fluid
27. VITAMINS AND MINERALS
268 | Ascorbic Acid/Vitamin C Tablet - -
o Capsule 50,000-2,00,000 TU (Tnjection
i i T0BO00 1L ot 1. et sbove)
270 | Vitamin By Tablet /Injection
271 | Vitamin K Tablet /Injection
272 | Vitamin E Tablet
273 | Vitamin B-Complex Tablet/Drops
274 | Caleium Gluconate Tablet/Injection
275 | lodized Qil Injection
276 | Vitamin By Injection
277 | Nicotinamide Tablet
278 | Pyridoxine Tablet
279 | Retinol C.?pﬁ}.llﬂ.'r I'I'z_.tbl::ltf Oral oily solutionWater-
miscible injection
280 | Riboflavin Tablet
281 | Thiamine Tablet
SL No-124




28. EAR. NOSE AND THROAT CONDITIONS IN CHILDREN |¢]

282 | Ciprofloxacin Eve drops for SL and above
283 | Gentamicin + Hydrocortisone Ear Drops
284 | Xylometazoline Nasal drops
SL No - 53 Ear Drops/ Ointment

29, SPECIFIC MEDICINES FOR NEONATAL CARE [c]

30. MUCOLYTICS, EXPECTORANTS AND COUGH SUPRESSANTS

285 | Dextromethorphan | Syrup
AfafiE-ge SroEn Sl 2uwE s
{List of Essential Ayurvedic Drugs)
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{ List of Essential Unani Medicine)

Eiiid ST comEw A Dosage Form

=

ob | afwe &394 (Etrifal Ustukhudus) - o
oy | afiwrs 318:F (Etrifal Kashnizi) CoE
ow | afge= aww= (Etrifa) Badian) -
o8 | afaws ufen (Etrifal Mugil) -
oq | afiws g (Etrifal Sagmunia) R
o | AfigFs i | Etrifal Zamani) -
ot | «afgwe syeeran (Etrifal Shahatara) -1
ot | wfige 4fE (Errifal Mundi) W=
o | afawe =9 (Etrifal Kabir) R i
So | afm= h (Etrifal Gudadi) -0
Sy | e SR AT W= (Khamira Abresham/Abresham -l

Arshadi)
% | e wrrrt (Khamira Khashkhash) T
s | A mewad (Khamira Gawjaban) -
38 | wriE ewas wrEd (Khamira Gawjaban Ambari) -
s | o wmemAw AT we (Khamira e
Marwareed/|Anoshdaro Liluvi)

Mo | 9T moreE (Khamira Zeharmohara) -1
¥ | 9w e (Khamira Banafsha) T
St | orliE e ((Khamira Nazli) wl-FRa
o | wemfs & w4 (Jowarish Ood Tursh) -l
3¢ | wmeyta &9 & (Jowarish Ood Shireen) -
B | wemlE F99 F99 (Jowarish Kamuni Kabir) TR
¥ | weutee A (Jowarish Kundur) -3
2o | wewfie FagF (Jowarish Qurium) -
38 | wewiw Tasa (Jowarish Zarooni) -1
2t | weulas Wi (Jowarish Zarishk) - Fie
36 | meulT M (Jowarish Shahreyaran) AT
¥ | wegiae WP (Jowarish Jalinoos) -
s | wmamlEe wEEE (Jowarish Falafili) -
S | mewEd 7957 (Jowarish Mustagi) -
o | Gaw w9 (Jowarish Amla) EEE e
od | et T (Jowarish Kamuni) sl
@y | maatE wag A (Jowarish Tamar Hindi) -
oo | wewf arn (Jowarish Bishbasa) T
o8 | waWTE Mar (Jowarish Zanjabeel) ECEoT
o¢ | wemfE % (Jowarish Shahi) -1
ob | MemEA-F 7wE (Dawaul Misk Mutadil) ST
e | W'"EH g (Majoon Agbar) EEE
o | A sewEEE (Majoon Awja/Azaragi) EE L E
ok | W'gs FE 4 (Majoon Arad-e Khorma) -l
8o | Wi'eE wiFabA (Majoon Ushba/Choobehini) PR
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i ST (AT AT Dosage Form
g

B L SR ﬁﬁm (Majoon Sa'lab/Mumsik) e
8y | WA WA (Majoon Falasefa) T
8 | Wr'Es e (Majoon Suranjan) L
88 | rm= @rgeE (Majoon Sohagsoonth) -
8¢ | W1'gw cnarfEe (Majoon Mughalliz) 141
BY | WIeH TroeEs wEE (Majoon Hazml Yahood) -
84 | wres 2w =ned (Majoon Humal Ambari) ENEa-r
8t | W'EH w99e a9 (Majoon Dabeedul Ward) Tl
8% | Wi'gw g ( Majoon Nankhah) ErET]
do | AH= AT (Majoon Suparipak) 1o
@y | #'gs cnEs onef® (Majoon Jograj Gogul) -1
@3 | ;g ags (Majoon Ruhat) ' Hidl- 20
@9 | ¥rEH 1491 (Majoon Lana) ETE
68 | g srei=iae (Majoon Kalkalanaj) -F o
a¢ | a'gH =3 (Majoon Khadar) EREE]
@t | W wwymaE (Majoon Khadar/Jabeeb) RAURLE]
¢4 | =EE A == (Majoon Seer Afza) -
¢t | Ai'ge Awart (Majoon Sangdana) -
2> | &% =Ee (Laooq Amaltas) EEET
Yo | #EF @iTETEH (Laoog Asthmin) -l
&> | % 2w (Lacoq Badam) w4l F1a
by | =8 wEEAetEE (Laoog Katahw/Sapistan) -2
wa | FES ATATS[EIGW AEH ( Laoog Damavin/Zeequnnafas) HHT-F
&8 | 7 99 (Lubub Kabir) |- H
w¢ | 799 eia (Lubub Saghir) -
Wl | FEeT wrEEETE (Halwa Sa'lab/Baiza) EEE
&4 | gl erage Barg (Kushta Abrak Siyvah) =0
b | gl wedl (Kushia Qalyee) =7
b | T EE (Kushia Sadaf) Em
90 | Pl & (Kushta Jist) )
% | 391 sem (Kushta Faulad) '
93 | g7t 7w (Kushta Baiza) ik
e | Tl FEEE ( Kushta Barasingha) =5
98 | gl wae W ;H (Kushta Marwareed) o
@ | T wEeE (Kushia Marjan) =1
q% | wE] yEacaEE (Kushta Zahrmohra) w
99 | T4 FEEwe-1E7 (Kushta Hajrul Yahood) =%
9 | g o) (Kushita Gowdanti) i
A% | 97 79 (Kushla Bussud) =
ko | T ATEE= weTiEwE ( Kushta Marjan Jawahirdar) =
vy | gl gdyEea (Kushta Zamurrad/Yashab) &y
v3 | 7 Saws (Kushta Usrub) =
o | ol Fraere (Kushta Mirgang) =
w8 | gl guErEy (Kushta Musallas) Lk



 Bie LT (AT ATY Dosage Form

L3

v¢ | el fee (Kushta Tila) S
b6 | gt et (Kushta Nugra) ks
b4 | IR A% 39 { Aab-e Namak Shireen) T
b | S @3 (Arg Afsanteen) L ok
bh | WREE WEe N (Arg Ajwain) i
30 | g@E AEE (Arg Badium) kil
2 | & 596 (Arg Choobchini) poc )
B2 | oS AlEH1g (Arg Nankhah) sl
»o | W@ wafE (Arg Faulin i
58 | = A (Arg Bokhar) haioil
B¢ | e WEE-arEATEAT (Arg Maul-Lahm/Lahmina ) RG]
Bl | e @ (Arg Muhallil) b
®9 | =rEE FmEE (Arg Baranjasuf) bl
St | ®EAE A (Sharbat Anjebar) b
b | =AY W68 (Sharbat Arzani/Unnab) bakial
soo | *EFs T (Sharbat Kaknaj) bkl
voy | *Eam ffane (Sharbat Jiryani) kil
oy | s femfmmrs (Sharbat Jinsin/Mavez) B
soo | =z o (Sharbat Dimaghi) b
368 | =g98 ¥4 (Sharbat Mudir) oo
So¢ | wgys e (Sharbat Mundin) S
sou | waw waifEfEa (Sharbat Tamarixin) bt
S04 | *maw ¢y (Sharbat Ejaz) il
Sob | #EA A (Sharbat Khansina) bkl
%e% | *E =41 (Sharbat Ushba) -
syo | =zaw I3 (Sharbat Chylosin) ik
Y | =9 §a17 (Sharbat Deenar) i
53 | saaw Faafia (Sharbat Kirmin) i
sve | e g (Sharbat MusafTi) ki)
38 | e ArE ( Sharbat Nazla) LR
3¢ | a4 Treped (Sharbat Neclofar) S
shb | *r7am weam (Sharbat Faulad) hii
2% | #=9w 957 (Sharbat Buzuri) L
S5 | =@ FEwE (Sharbat Santara) ki
b | s el (Sharbat Belgird) hakia
s3o | s FHewe (Sharbat Niswan) bl
3% | =@Fa e (Sharbat Nisa) GES
332 | = == (Sharbat Shahqa) bl
v¥e | *@aw o (Sharbat Shefa) s
538 | wEaw e (Sharbat Misali) kil
b3¢ | *fagw wrEs ( Sharbat Mavez) kil
%t | *wqw 19 (Sharbat Seb) i
331 | ##Fas ears-wwy (Sharbat Shehat Afza) =
S¥ | #z4w @t (Sharbat Atfal) A
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i

| 53% | =gqw fefer (Sharbat Tiflin) EEc
oo | weaw wef | Sharbat Talklh) EEa
oy | *mge ww (Sharbat Toot) RS
yoy | FrEemEM WEEE (Marwareed Saiyal) EES
vee | FEEEEET (Qurs Asfar) b=
se8 | F% femias (Qurs Ziabif) e
vot | g% geEH wmga (Qurs Mugavvi Khas/Mubahhi) R
vou | FEm g (Qurs Munashshif) BTG
seq | e q@iEE (Qurs Muhazzil) iEie
vob- | FFm A (Qurs Sailam) icie
ven | g% AEIEE (Qurs Salajeet) B
380 | FEm evmmEw (Qurs Ehtelam) Bran
s&y | g e (Qurs Gulnar) B
38y | @ sa@=1 (Qurs Barsina) Brraeete
s@e | Far Felw= (Qurs Hazmina) EEy
88 | ¥ Zagw (Qurs Infuza) IoiEe
s8¢ | o 16 (Qurs Pechish) BISCT
886 | g9e a8 (Qurs Zaheer) Biaces
384 | = 9w (Qurs Bandish) BT
S8 | F9E gEEE (Qurs Mulaying BITEe
s8s | s Wew (Qurs Awja) BacEh
st | g7 A= (Qurs Deedan) BT
y@y | FEeEEA= (Qurs Larzin) ST
sey | #fe == (Garlic Pearls) GTTTe
st | = sreEE (Habb-e Azaraqi) BT
sa8 | =9 =4 (Habb-e Ahmar) e
se¢ | 2itaq mrae cniawe (Habb-e Ambar Momiyaee) CETe
ses. | 7eEE TfEw (Habb-e Iyariz) BT
s¢q | wrad ews/<wae A+ (Habb-e Usara/Sharbat Sana) IR
sey | wred f9s (Habb-e Kibreet) GatEh
ses | ¥t 14 (Habb-e Kath) CiEte s
sbe | Zaq wwews (Habb-e Jadwar) BT
x5y | @99 g+ (Habb-e Jund) oAt
suy | =c3d =a (Habb-e Tabasheer) e
see | wTEE Rty featws et (Habb-e Tiryaqi) Tiryaq BTt

Samania)

»u8 | @t (o= (Habb-e Tehal) RS

_ dbe | =ted fers (Habb-e Nishat) BHRED
wee | T W (Habb-e Madarn) e
skq | Zas s (Habb-e Rasaut) Bt
ser | 2Tad 7ezEE (Habb-e Shabyar) BTG
suh | oo @i (Habb-e Salateen) BTG
sqo | #eae gEAawe (Habb-e MunishyMumsik) Eitia
4y | = weW (Habb-e Yarkan) GITED
yay | =icaa rewareyesar (Habb-e Tinkar/Usba) BTl
v4e | 2T EEEH Y weweaa (Habb-e Hayateen) G
y8 | wraa =% (Habb-e Humma) i




& ST CHGIAS AT Dosage Form

sac | = ArewAm wwel (Habb-e Bawaseer Damavi) GIATHD
»ae | ZE zrEreE IaE (Habb-e Murrakab) T
344 | Zit44 Aewa @ (Habb-e Bawaseer Badi) B
»i- | 2741 4fw% (Habb-e Mudir) BT
sp |z (Hazmol) LEl
Sro | FEgEEE @eE (MarhamyArg Ajeeb) bkl
¢y | %FeA 79 (Marham Quba) . R A
shy | wEmaess wifa (Marham/Rowghan Kharish) o
Se | %529 F6i9 (Marham Naurin) Rk
sy | =FE cifswe- (Marham Saoriasing e
sir¢ | e wwese (Marham Ateshak) ikl
sve | wEmd Aty (Marham Dakheliyoon) =
skq | "W mnEyesE (Rowghan Amla/Bhangra)y o]
ek | 797 795 (Rowghan Surkh/Suranjan) &=
wwa | @9 mE¥e (Rowghan Jarbinol) [

sho | 2@ srerges(fEwel (Rowghan Chaharburg)

ey | FEsl Edme (Tila Mugavi/Majloog)

Sy | FEd WAGE/AEM (Quitoor Ainin/Ramad)

58 | reen gerEea) 9% (1ila Mushki/Mugavvi Khas)

sse | &= 473% (Tila Shangraf)

o
T
LT
swe | e 792 (Jimad Bars) TR
e
e
T

seu | P y@rdecsw (Tila Migavi/Shagraf)

sef | @@ (Barshasa) Balhbdical
sab | e wwew (Iyariz Faigra) “EErE
5% | = /el TEreE (Hulas ShammyLakhlakha [
Muattar)

soo | meHTEE g (Jawahir Mohra) =%
yob» | ®e%d (Jawhari) i
sy | =az3 @134 (Jawhar Kafoor) &%
3oe | @a% 3+ (Jawhar Seen) =9

208 | 7= a4 (Sufoof Idran) TS
see | =% srwedl (Sufoof Intesabi) SRSl
so¢ | g% g (Sufoof Gurmar) M
" 20q | e (&S (Sufoof Jiriyan) AGela
sob | g swaw (Sufoof Namkin MEea
| %ob | 7w Jwifae (Sufoof Mundamil) ML
yvo | #gw FuEswite (Sufoof Suzak/Gonorin) TS
3y | e e e (Sufoof Glyciny wesa
wy | Fgw getes (Sufoof Mufattit) wEeTa
sve | % sraad (Sufoof Ahmarin) “Aiters
28 | wgw v g9 (Sufoof Qayhee Kushta) AEEZ
e | 7T Prm (Sufoof Musammin) STEETS
she | = TEA (Sufoof Musakking HATTEE
svq | wgw welfe (Sufoof Sang-Shikan) H1EEE
Sy | ww ArbAwE (Sufoof Suiatin/Suranjan) Sta
e | @y gaw (Sufoof Hareera) EEE
vo | 7R Y7 967 (Surma Mugavvi Basar) WLLIE]
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s S O AT Dosage Form
L)
33y | A =i2sfeHatan (Sufoof Pyorin/Babla) +f15e14
2 | g et (Zuroor Mujaffif) HTEETH
e | el w09w (Farzaja Qabiz) ATEEH

Aff=B-as wepeFa cfiresiie dwtm oiffwt

List of Essential Drugs (Homoeopathic Medicine)
Potency Medicine (Potencies : 3X, 6X. 6, 12, 30, 200, 1M, 10M)

s
wwqmm.ﬁmm._.lr'

Name of Medicine
Abrotanum
Absinthinum
Aconitum nap
Actea Racemosa
Acalypha India
Aesculus M
Agaricus M
Alumina
Allium Cepa

I Aloe Soc

Il Ammonium Carb

12 Ammonium Mur

13  Ammonium Phos

14 Angus tura vera

15 Antimonium Crud

16 Antimonium Tart

17 Anacardium

18  Anthracinum

19 Apis Mel

20 Apoeynum

< Arsenicum album

22 Amica monl

23 arg Nit

24 Arg, Met

25 Aur. Met

26 Bacillinum

27 Badiaga

28 BapusiaT

29 Belladonna

30 Benzoic acid

3] Bar. Carb

32 Baryta mur

33 Berbens Vulgaris

34 Bellis per

35 Bismuth

36 Bovista

37 Borax

38 Bryoniaalh

3% Bromium

40  Buforana

SL Name of Medicine
41  Camphora

42 Carcinsin

43 Cale carb

44  Calendula

45  Cannabis indica
46  Causticum

AT Cactus G

48 Capsicum

49 Carbo veg

50 Curbalicacid
531 Carbo animalis
52 Calc fluor

53  Calc phos

34 Cantharis

35 Caulophyllum
56  Carduas mar

57 Cedron
38 China off
39 China ars

60  China Sulfh
61  Chamomilla
62 Chelidonium
63 Cina

64 Cicuta vir

65 Coceulus ind
66 Coca

67  Coffea Crud
68  Colchicum
69 Conium mage
70 Croton tig

71  Crotalus Horridus
72 Colocynthis
73 Cundurango
74  Cuprum met
7 Digitalis

76 Dhoscorea
77  Diphtherinum
78 Drosera

79 Dulcamara
80 Equisetum



81
82
a3
54
85
36
&7
88
89
90
91
92
93
94
93
26
97
98
99
100
101
102
103
104
105
106
107
108
109
110
111
112
113
114
115
116
117
118
119
120
121
122
123
124
125
126
127
128
129
130
131
132

Formica rufa
Eupatorium perf
Euphrasia
Ferrum met
Flouric acid
Gelsemium
Glonoine
Craphites
Guaigcum
Hamamelis vir
Hellehorus
Hepar sulph
Hippoz senium
Hyoscyamus
Hydrocotyle A
Hydrasitis can
Hypericum
Ipecacuanha
lgnatia

Inis ten

Iris ver

lodium

Kali bich

Kali Carb

Kali sulph
Kali bromatum
Kali cvanatum
Kali Iod

Kali Mur
Kalmia lat
Kresotum
Lapis albus
Lachesis

Lac Can

Lac defloratum
Ledum pal
Lilium tig
Lobelia inflata
Lycopodium
Lyssin

Mag carb

Muag phos
Medorrinum
Mere sol

Merc sulph
Mezerum
Mercuris
Millefplium
Mur. Acid
Murex

Mygale

Naja tri

133
134
135
136
137
138
139

140

141
142
143
14:4
145
146
147

148

149
150
151
152
153
154
155
156
157
158
159
160
161
162
163
164
165
166
167
168
169
170
171
172
173
174
175
176
177
178
179
180
181
182
183
|84

Mat mur

Nat phos

Nat carb

Nt sulph

Mat ars

Mit acid

MNux vom
Myctanhes arb
Opium
Oleander
Petrolenm
Phoshorus
Phosphoric acid
Phytolacca
Physostigma
Platina
Plumbum met
Podophyllum
Prunus spinosa
Psorinum
Pulsatilla
Pyrogenium
Randunculus Bulb
Rhaimia
Rhus-tox
Rhododendron
Robina

Ruta gr.
Rumex crispus
Sabal Serrulata
Sabina
Sangunaria
Sarsapnilla
Selenium
Secale corr
Senecio arueus
Sepia

Silicea
Spongia tosta
Spigellia
Staphisagria
Stramonium
Stanmum met
Sulphur
Sulphuric acid
Symphytum
Tencrium MV
Tellurium
Thuja ocei
Tarentula Cub
Terebinthina
Thyroidinum

$0q
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185

186 Trombidium
187 Tuberculinum
188 Urtica urenus
189 Nran Nit
190 Ustilago
191 Veratalb
Mother Tincture
i. Abies Can
/48 Aconitum Nap
3. Actasa Rac
4 Aesculus Hip
3. Agnus Cast
o, Alfalfa (Medicago sativa)
T Allium Cepa
5 Allium Sat
9. Aloe Soc
10, Anacardiom Ori
1. Apis Mel
12. Aralia Race
13. Arnica mont
14. Asafoetida
15. Avena sat
16. Azadirachta Ind
7.  Baptisia Tinc
18. Bellodonna
19. Berberis Aqu
20 Berberis Yul
Z1. Blatta ori
23 Bryonia Alh
3. Buchi ( Psoralea cor)
24, Caladium Sac
25. Calotropis G
26, Cantharis
27.  Capsicum An
28, Carduus Mar
20, Caulophyllum T
30, Ceanothus Amer
31.  Chaparro Am
32.  Chelidonium Maj
33. China O (Cinchona)
34. Chionanthus
35.  Cimicifuga
36. Clina
27 Cinnamaontm
38 Coca
35 Coffea Crude
44 Colehicum A
4]. Collinsonia Can
42, Colocynthis

Trillum Pendulum

192
193
194
195
196
197

43,

45,
46.
47,
48.
49.
50.
51.
52,
53,
54.
55.
56.
57.
58.
39,
60,

61.
62.
63.

65.
66.
67.
68.
69.
70.

Tl
72.

74.
75.
76.
(&
78.
79.
80,
B1.
82,

Virat Viride
Vipera tor.
Vibumum op
Viscum alb
Wyethia
Zing met

Condurango
Cratacgus Ox
Croton Tiglum
Cyclamen
Damiana (Turneva)
Digitalis P
Dioscorea V
Daolichos P
Drosera R
Echinacea A
Ephedra N
Fraxinus A
Fucus Vesi
Gelsemium
Ginseng
Gossypium
Ciuaiacum
Gymnenma Syl
{Mesasragi)
Hamamelis Ver
Helonias Dio
Hydrastic can
Hydrocotyle A
Jaborandi
Jonosia Asoka
Justicie Ad.
Lycopodum
Millefolium
Mullein Oil
(Verbascum Thab)
Myristica
Nuphar Lut
Mux Vomica
Ocimum Canom
Passiflora Inc
Phytolocca D
Pinus Lamb
Plantago M
Podophyllum
Pulsatilla
Quassia

Rhus Tox



83.
84.
85,
86.
87
28.
89,
90,
9],
92,

Robinia

Sabal Serr
Sabina

Salix Migra
Sambucus Can
Sanguinaria Can
Secale Corr
Senecio A
Stramonium
Syzygium Jamb

93.
94.
95.
96.
g
98.
99,
100,
101.

Teuerium My
Thuja Oce,
Tribulus T
Urlica Urens
Viburnum Opu
Viburmim Pru
Xanthoxylum
Y ohimbinum
Zingiber

Biochemic (12 Tissue Salt (Potencies 3X, 4X, 6X, 12X)

Sl No. Name of Medicine

S e ol gl A

TRITURATION (Powder & Tablet)
51 No. Name of Medicine

External application only
Name of Medicine

Sl
L
7
3

Kali Phos
Calc Phos
Mat. Phos
Ferum Phos
Mag Phos
Silicea

Acid Chryso
Ammon Phos
Antim Crud
Borax

Cuarbo Veg
Cholesterinum
Graphites
CGiun Powder
vy Tosta
Antim Tart
Heper Sulph
Mere Sol
Titanium

Mullen Ol

Euphrasia eye drops

Cineraria M succus eve drops

Ointment /Cream

5L No. Name of Medicine

S S it

Calendula
Cantharis
Rhus tox
Bryonia
Ledum pal
Graphities

14,
15,
16.

18.
19.

20.
21.
29
23,
24,

AL

Kali Mur
Nat Mur
Kali Sulph
Nat Sulph
Cale Sulph
Cale. Fluor.

Acetanilide
Ars Sulp Flav
Ephedrine
Sulphur
Ammon Benz
Hecla Lava
Selenium
Glonoinum
Aurom Mur Nat
Kali Bichrom
Uranium Nit
Arsenie lod

Plantago Maj ¢}
Kreosote

51 No. Name of Medicine

Tis
&
9.

10.
11

Hamamelis

Aesculus Hip

Berbens
Petroleum
Arnica

Yon
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BIOCHEMIC COMBINATION TABLETS

COMPOSITION OF THE DRUGS (each tablet contains all drugs in equal quantities)

D80 o b kWb

10,
11,
L2
13.
I,
+No.23 .
16,
 Gir
18,
19,

15

Nao.l :
No.2:
MNo. 3
No.4:
No.6:
No.7:
No. 9 :
No. 10
No. 12!
No.13:
No.15;
No 17T
N 19
No, 20

No. 24 ;
Mo, 25 ;
No, 20 ;
No. 27 :

Cal Phos 3X, Ferrum Phos 3X, Nat. Mur. 3X. Kali Phos 3X

Kali Phos 3X, Mag. Phos 3X, Nat, Mur, 3X, Nat Sulf 3X

Mag. Phos 3X, Cal Phos 3X, Nat Sulf3X, Ferrum Phos 3X

Cal Flour 3X, Kali Mur. 3X, Nat Mur 3X, Silicea 3X

Ferrum Phos 3X, Kali Mur 3X, Mag Phos 3X, Nat Mur 3X. Nat Sulf 3X
Cal Phos 3X, Ferrum Phos 3X, Kali Phos 3X, Nat Phos 32X, Nat Sulf 3X
Ferrum Phos 3X. Kali Mur 3X, Kali Phos 3X, Mag Phos 3X

Cal Phos 3X, Ferrum Phos 33, Kali Mur 3X

Ferrum Phos 3X, Nat Mur 3X, Kali Phos 3X, Mag Phos 3X

Cal Phos 3X, Kali Sulf 3X, Kali Phos 33X, Nat Mur 3X

(Cal Phos 3X, Ferrum Phos 3X, Kali Phos 3X, Mag Phos 3X, Kali Sulf 3X
Cal Flour 3X., Kali Phos 3X, Ferrum Phos 32X, Kali Mur 3X

Ferrum Phos 3X, Mag Phos 3X, Kali Sulf 3X, Nat Sulf 3X

Cal Flour 3X, Cal Sulf 3X, Kali Sulf 3X, Nat Mur 3X, Nat Sulf,

Ferrum Phos 3X, Mag Phos 3X, Cal Flour 3X

Cal Phos 3X, Ferrum Phos 3X, Kali Phos 3X, Mag Phos 3X. Nat Phos 3X
Mat Phos 3X, Nat Sulf 31X, Silicea 31X

Mag Phos 3X., Cal Phos 3X, Kali Phos 3X, Cal Flour 3X

Mat Mur 3X, Kali Phos 3X, Cal Phos 3X.

sfaffE-w: ITErEfRts aamm vl e

List of Over-the-Counter (OTC) Drugs (Allopathic)

Albendazole Chewable Tablet

Antacid Chewable Tablet/ Suspension

Ascorbic Acid Chewable Tablet/ Syrup

Benzyl Benzoate Lotion

Calcium Tablet

Chloramphenicol Eve/Ear Ointment/Drops

Chlorhexidine Lotion/ Cream

Chloroxyleno! Lotion/ Cream

Chiorpheniramine Maleate Tablet! Syrup

Condoms

Diclofenac Gel

Dextromethorphen Syrup

Ferrous (Sulphate, Gluconate & Fumarate) Tablet! Capsule/ Syrup
Gentian Violet

Glycerin Suppository

Low Dose Contraceptive Pills

Mebendazole Tablet

Metronidazole Tablet! Suspension

Methyl Salicyvlate Gel

Milk of Magnesia Suspension

Mouthwash Preparations

Multivitamin Tablet/ Capsule/ Drops

Neomycin/ Gentamycin/ Bacitracin or combination Ointment/ Cream/ Dusting Powder
Omeprazole capsule

Oral Rehydration Salt (ORS) (with or without glucose or flavours) Sachets

R

10,

12.
13,
14,
15.
le.
17.
18.
15.
20,
21.
22.
23,
24,
25.



26.
27,
28.
29,
30.
il.
32,
33
34,
%9
36.
a7.
38.
39.

Paracetamol/ Acetammophen Tablet/ Syrup/ Suspension/Suppository
Permethrin Ointment/ Cream

Potassium Permenganate Granules for Gargle

Povidone lodine

Promethazine Theoclate Tablet

Ranitidin Tablet

Riboflavine tablet

Salbutamol Tablet

Salicylic Acid + Benzoic Acid Ointment

Silver Sulphadiazine Ointment

Sunscreen Preparations

Vitamin A Capsule

Vitamin B Complex (individual or combinations) Tablel/ Syrup/ Drops
Xylometazoline 0.1% Nasal Drops

ARMELs IrErtaRIw weve Saum wfFRt

(List of Over -the -Counter (OTC) Ayurvedic Drugs)

s, EifEEn pef
Yy, waeeH A
@, HaAfeEEE I
8, FATHA 1%

¢, Frd =
&, ABEAT FHEA
4, FoEITRE

. [EFRE

5. TEufa?

yo, FYEIfaE

3, @ifessifae
33, THAHITEE
S, FHIEE

L3
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+fAME-5s IFEaRE SvnE SIfF= (2T

List of Over-the-Counter (OTC) Drugs (Unani)

Fee Generic Name / 30 (o 90 Dosage Form

7z
o> | afws B&MA (Etrifal Ustukhudus) -l
oy | afg%s yf#= (Etrifal Muqil) -1
oo | @ffw® TR (Etrifal Kashnizi) w1l
o8 | afg%= *fiw=4 (Etrifal Shahtara) -
o¢ | «fg%e 3 (Etrifal Mundi) e
ob | @fg@e T (Etrifal Zamani) -
o9 | waHTE« @94 Jowarish Kamuni) -1
ob | mewTEY $47 (Jawarish Kundur) H-F A
oy | memfas &A1 (Jawarish Zarooni) Hyl-wlaA
So | weuE @ (Jawarish Jalinoos) - F
3 | mewfas % (Jawarish Mastagi) ETEr
5y | W'gH WENEE! (Majoon Falasefa) ELE
So | FEE =EE FE (Majoon Arad-e Khurma) -
38 | q'gA WrAEE (Majoon Azaragi) -
>¢ | ¥'gA 9% (Majoon Ushba) - Fi2w
S | WI'gH w4ivE 7% (Majoon Dabeedul ward) - Fa
3 | W'ER FEE (Majoon Falasifa) -l
3 | '8 $97 (Majoon Kundur) -
3 | WG+ P (Majoon Piyaz) -
30 | W'gA @294 (Majoon Sahagsonth) R
s | 9w AAEE (Majoon Suranjan) -l
33 | ®#%% @19+ (Laocoq Katan) ELE ]
yo | W&S AAEH (Laooqg Sapistan) =l
28 | =EF F1¥E (Arg Bukhar) o
3¢ | 9EF 999E (Arq Dashmool) EHE

3 | wEE 96 (Arg Ajeeb) =
29 | EFF o199 (Arg Gulab) THe
3 | wfE®E A (Arqg Kasni) A
ap | =EE W (Arg Mako) L
wo | *F9% YA (Sharbat Buzuri) =

@) | #w9s @74 (Sharbat Unnab) ==
w3 | *¥9® 74 (Sharbat Deenar) bEa)
@@ | *F99% 9179F (Sharbat Vasac) Ll
w8 | *@9% @&™ (Sharbat Ejaz) i
w@ | *¥49 TFF (Sharbat Neelofar) B4
@b | *EEE EF@E!F {Sharbat Faulad) LT
94 | *H9% F2=F (Sharbat Musaffi) b




FT Generic Name ; %047 (oAl 1% Dosage Form
L 14
ob | *49% g@ Al (Sharbat Hazmina) bl
®% | WA9S TS W@ (Sharbat Hayatin Murakkab)
go | 79 Wl (Sikanjabeen ) 2
8y | *¥9® AW (Sharbat Santara) w7
8y | ®7q® 947 cir@lfve (Sharbat Bazoori Motadil) o
8o | =599 @A (Sharbat Eelglrn R
g8 | =4<® $3f6 (Sharbat Kurchij LEN
8¢ | *FA9% ¥ (Sharbat Kishwar) i
g8& | %998 19 (Sharbat Seb) T
849 | *a9s 999+ (Sharbat Niswan) i
8 | *99 ¥ Pz (Sharbat Toot Siyah) LEL

8% | 9% 9w (Qurs Bandish) By
¢o | T4g A1fE01E (Qurs Garlitab) BT
@s | F9% T@E (Qurs Hazmol) BTG
¢y | ¥9% *{fwA (Qurs Pudina) BTG
@0 | F9% ¢Af5* (Qurs Pechish) TG
@8 | 9% AW+ (Qurs Deedan) BTG
@¢¢ | F9% IEA (Qurs Mulayin) BTG
@4 | TE9 T (Habb-e Humma) BIAG
@1 | =nEq 1% (Habb-e Shefa) BT
gt | $9% YFET 912 (Qurs Mugavvi Khas) BTG
¢% | 9% @A (Qurs Ehtelam) Gt
bo | FA%AFIES (Qurs Salajeet) BTG
Ly | 9% S (Qurs Asfar) DI
&y | #%% 391 (Habb-e Quba) BTG
Lo | 9% F1F49 (Habb-e Kafoor) Gt
L8 | 9% 920 (Habb-e Mulaiyin) SITTE
¢ | ¥98 @ WFAWSH (Habb-e Afsanteen) B[R
L& | 2799 @3S (Habb-e Helteet) B0
%q 49 Faw N*vsl (Habb-e Kabid Naushadri) BIATED
ub | ZIta4 fe*=1g (Habb-e Tinkar) BTt
by | 22 TATEH (Habb-e Hayateen) LE
90 | %39 Y3597 (Habb-e Khubsul Hadeed) B0
a | 799 GwewE (Habb-e Jadwar) BTG
9% | %1794 9<% (Habb-e Nishat) Gt

ae | ==« fefaw= (Habb-e Jiryan) e

98 | %799 24 (Habb-e Munish) BT
q9¢ | 239 9% (Habb-e Suranjan) Gyt
4% | 294 Jd (Habb-e Mudir) BTG
49 | 2 wEe 9 (Habb-e Aftimon ) BiTesh

dya



238

FET Generic Name / 890 (oA T 1% Dosage Form

1]

9 | 9034 G194t wiewE (Habb-e Dabba-e-Atfal) haliog
9% | 21094 99 (Habb-e Hamal) BIACEG
o | 2CA4 wowlfes (Habb-e Jawahid) BT
¥> | 739 5% (Habb-e Jund) Bt
vy | 2179 Fa4¥ (Habb-e Karanjwa) BIATETE
wo | 24 A9 (Habb-e Nazla) BT
b8 | %39 9191 (Habb-e Raal) BT
w¢ | ZME< 009 (Habb-e Rasaut) BI=Te
kb | %739 #a%1 (Habb-e Surfa) BIFHICAE
v9 | 21039 ©14A4 (Habb-e Tabashir) WG
bb | 9% F1 (Marham Qubay Lk
va» | #4979 20fe= (Marham Kharish) o
o | %859 ¥4 (Rowghan Surkh) =
5y | foe @ram (Tila Jadeed) [l
52 | #FF A (Sufoof Sailan) ikl
w9 | %FF & (Sufoof Teen) ST
58 | 7% 26 (Sufoof Humuzin) e
e | X¥¥ §A72 (Sufoof Jurhin) 1B
& | WIT4 5% 44 (Aab-e Namak Shireen) ST
59 | #1%4 H39e (Kafoor Saiyal) MLEE
St | 7 #EefEe (Sanoon Pyorin) “eer




ARBE- U2 B9y AUATS oo wiFrere

Continental Basis Export Country List:

a) Asian: 42 Countries

¢) South America: 23

) African: 38 Countries

Countries
1. Afghanistan 1, Argentina 1. Algeria
2. Azerbaijan 2, Belize 2. Burkina Faso
3. Bhutan 3. Braal 3. Botswana
4. Cambodia 4. Colombia 4. Chad
5. China 5. Costa-Rica 5. Egypt
6. Hong Kong 6,  Chile 6. Ethiopia
7. India 7. Ecuador 7. Gambia
8. Indonesia 8. Guatemala 8. Ghana
9. lrag 9, Guyana 9. Gabon
10. Iran 1. Guam 10. Kenya
11. Jordan 11. Honduras 1il. Libya
12. Japan 12. Kiribati 12. Liberia
13. Korea 13. Morocco 13. Lesotho
14, Mongolia 14, Montenegro 14. Mauritius
15. Myanmar I5. Nicaragua 15. Nigeria
16. Malaysia 16. Panama 16. Malawi
17. Macau 17. Samoa 17. Mali
18. Nepal 18. Salomon Islands IB. Senegal
19. Pakistan 19. Tonga 19, Somalia
20. Phulippines 20. Venezuela 20. South Africa
21, Singapore 21. Vanuatu 21. Sudan
22. Sri Lanka 22. Peru 22. Swaziland
23. Tajikistan 23. Suriname 23. Seychelles
24, Thailand d) North America: 4 24. Tanzania
25, Turkey Countries 25, Tunisia
26. Uzbekistan 1. USA 26. Togo
27, ¥Vietnam 2, Canada 27. Usganda
28 Yemen 3. Mexieo 28. Benin
29. Taiwan 4. Republic ol Dominican 29. Burundi
30. Maldives 30. Sierra-Leone
31. UAE il. Mozambique
2. Palestine 32, Eritres
33. Lebanon 33, Jamaica
34, Kuwait 34. Laos
35, Qatar 35, Mauritama
36. Omaun 36. Congo
37. Gulf Co-operative 37. Somali Land
Countries (GCC) 38. Zambia
38, Turkmenistan
39, Kazakystan
40. Bahrain
41. Brunai Darus Salam
42. Dubai
b} Europe: 36 Countries ¢) Australin: §
Countries

2t



2ol

Austria
Belgium
Belarus
Denmark
Estonia
France
Germany
Hungary
. ltaly

10, Latvia
11. Lithuania
12. Moldova
13, Metherlands
14, Pokind
15, Portugal

g R e T

16.
17.
18.
19
20.
21.
2l
¥ 2N
24
23.
26.
2l
28.
29.
30.
31
32.
33.
34.
33.
36.

Russia
Rumania
Slovenia
Spain
Switzerland
Serhia

UK

Ukraine
Kyrzyzstan
Armenia
Ireland
Abkhazia
Bulgaria
Macedonia
Bosnia
Finland
Transnistria
Georgia
Cypras

Kosova

Trinidad and Tobago

i ey e

Australia

Fiji

Mew Zealand
Papua New
Guinea
Palau

Total Country: 148




SfAFE-F:_ ASSIGNED CODE AGAINST THERAPEUTIC CLASS OF DRUG

SI Therapeutic Class Code Number
Nao.

L. | Adrenergic 001
2. | Adrenocortical Steroids-antagonists 002
3. | Amino Acids 003
4, | Anaesthetics (General) 004
3. | Anaesthetics (Local} 005
6. | Analgesics and Antipyretics 006
7. | Antacid. Adsorbent 007
8. | Anthelmintics including schistosomiasis and filaricides 008
8. | Antiarrythmics 009
10. | Anticancer 010
11. | Anticholinergic 011
12. | Anticoagulants and Fibrinolytic Drug 012
13. | Anticonvulsants 013
14, | Antidepressants 14
15, | Antidiabetes 015
16, | Antidiarrhoeal Agents 016
17. | Antidotes and Heavy Metal Antagonists 017
18, | Anticmetic 018
19, | Antifibrillants 019
20. | Antifungl Agent 020
21. | Antihistamine 021
22, | Antihypertensive 022
23. | Anti-infective 023
24. | Antimalarial Antikalazor 024
25, | Antiparkinsonism 025
26, | Antiplatelete 026
27. | Antiprotozoal 027
28. | Antipsychaotic 028
29, | Antiseptic and Disinfectants 029
30. | Antitubercular and Antileprotic 030
31. | Antitussives. Expectorants and Mucolytic (31
32. | Antiviral 032
33, | Blood Coagulating 133
34, | Bulk pharmaceuticals (Raw materials) 034
35, | Cardiac Glycosides (135
36. | Cerebral Vasodilator and Drug used in stroke and Peripheral 036

vasodialators
37. | Cholinergic 037
38, | Common Cold Preparations (138
39, | Contraceptives (including devices) 039
40. | Coronary Vasodilators and Antianginal drug 040
41. | Diagnostic Agents, Medical Device 041
42, | Diuretics (142
43. | Drug used for erectile dysfunetion 043
44, | Drug used in Bronchial Asthma,Chronic obstructive 044

p



S5k

1 | Therapeutic Class Code Number
No.
pulmonary disease(COPD)
45. | DRUG used in Anemia and other Blood disorder 045
46. | Drug used in Epilepsy 046
47. | Drug used in migraine 047
48. | Drug used in Osteoporosis 048
49. | Drug used in obstratics and Gentiourinary disease 049
50. | Ear and Nose Preparations 050
51. | Enzymes 051
52. | Eve Preparations 052
53. | Fertility Awents [1EK]
54. | Galenical preparations and Prescription chemicals 054
55. | H; Receptor Blocking 055
56. | Hormone 056
57. | Hypnotics.Sedatives& Anxiolitic 037
58. | Immune-suppressant 058
59, | Kidney Dialysis Fluid (159
60. | Laxatives (o0
61. | Lipid Lowering 06l
62. | Metals, Salts, Minerals and Caleium Preparations 052
63. | Neuromuscular Blocking 63
64, | Nonsteroidal antiinflamatory and drugs used in arthritis 064
63. | Opiaid Analgesics (63
66. | Opioid Antagonists 066
67. | Proton Pump inhibitor 067
6%. | Radiopharmaceuticals (68
69, | Sera, Toxins. Toxoids and Vaccines 069
71 | Skeleton Musele Relaxan 070
71. | Skin and Mucous Membrane Preparations 071
72. | Steroidal Anti inflammatory 072
73. | Throat Preparations, Mouth Washes and Gargles )73
74. | Thyroid and Antithyroid 074
75. | OherClassification 075
76. | Unicosuric and Anti-Gout Agents 076
77. | Veterinary Drugs 077
78. | Vitamins and Combinations 078
79, | Water for Injection, Electrolytes, Blood Volume Restorers 079

and Caloric Agents.




Annexure-3

Application checklist for permission for Manufacture & Import of Medical Devices
Complete application has to fill in clear manner. If any data is not relevant and applicable.
please enter N/A (not applicable).
Annex details wherever required.

SI. No Details Comments | Supporting
Documents

1 Name, address and communication details of
the Munufiacturer /Agent in Bangladesh.

2 Authorization letter of the Authorized Agent

3 Name address and communication details of
the manufacturer

+ Are the products already imported in
Bangladesh, if s0 since when

5 MName of the product. including its peneric
name. if any

6 Deviee class and classification system I
followed. Attached conformity assessment
certificate.

7 Details of the Confirmatory Assessment body

& Since how long the device is being used
commercially? Has clinical evaluation and
safety 1ssues been addressed for the device?

9 Principle use of the device

10 Is it 4 drug-device combination?

11 1f the above 1s "yes". is the drug a new drug

12 Is it a kit comprising of more than one device?

13 | Sizes of the device

14 Is Device Master File submitted

15 Short description of the Manufacturing process

16 Procedure for sterilization

17 Procedure for release of the Device in the
murket

18 Name and gualifications of technical personnel
for manufacture and quality assurance

19 Layout plan of the premises accompanied by
the floor plan.

20 Details of OMS and manual

21 Is the product tested before release, if ves,
submit details; if no, specify criteria for release

22 Hus the produet been withdrawn due to any
reasons? If yes please specify,

23 Recall procedure to be followed in case the
product has to be withdrawn

24 Names of the countries where the device is

exported.

bt
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