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1. National Regulatory System (RS)

2. Registration and Marketing Authorization (MA)

3. Pharmacovigilance (PV)

4. Market Surveillance and Control (MC)

5. Licensing Premises (LI)

6. Regulatory Inspection (RI)

7. Laboratory Access and Testing (LA)

8. Clinical Trial’s Oversight (CTO)

9. NRA Lot Release (LR)
Status of Regulatory Functions

Sub indicat Indicat
NRA Function assessed ; r:aﬁs?:md implement 5 edfé': S”h:'“d’““t'" * “ﬁ'
tu be implemented to be imp:amanw plemented

01-NATIONAL REGULATORY 40.25/60.0 8 out of 10
SYSTEM (RS)
02-REGISTRATION AND MARKETING 28.535.0 5 out of 6 81.0% 2
AUTHORIZATION (MA)
03-VIGILANCE (VL) 2275126.0 6 out of 6 83.0% 1
04 MARKET SURVEILLANCE AND 21.75027.0 5 out of 6 81.0% 1
CONTROL (MC)
05-LICENSING ESTABLISHMENT (L) 16.25119.0 6 out of 6 80.0% 1
06-REGULATORY INSPECTION (RI) 18.75/26.0 5 out of 6 72.0% 1
07-LABORATORY TESTING (LT) 19.0728.0 7 outof 10 68.0% 2
ﬂ?#"'"m TRIAL'S OVERSIGHT 22.0/30.0 5 out of 6 73.0% 1
09-NRA LOT RELEASE (LR) 14517.0 6 out of 6 85.0% 1

12-23 July, 2021 Bangladesh Benchmarking

Eeied AfTTeTT gHis Piwa 97Y frEesl 7yl Rea 4 7y kg (WHO) T%fs (oite zre1 Thifke afelt wrem
TR IR FACO 204 | 974 2P wfweaed WHO listed =6 o aifsv™ wowr 116 2050 6 WHO
7R Sy S w=e@er (WHO, USAID, USP, MSH) #fegie siextazre «afs S-year strategic plan, WB
(World Bank) PLan 2°% 341 202 | & 2AF WP 12 5 FR*F 7 917 fofe 03 91 oo wimetd s @
15 1 AR | 394 2P WHO Maturity Level -3 STEaa s10% 26 M3, @l (SOP) (ot @ Zer
TR IS 7o G 50 T I 7AW Amfecd Standardized € Harmonized F2t% | ot WHO, USAID,
USP-PQM+, MSH-MTaPS, WB (World Bank) i ¢ wwer Jfaa g wifds sReaifel o S0 | I8
9@ Consultant €34 =T ST AL FMFEPTOIE F1er FACT | 399 2P Sfgwes WHO PQ Steicad =t Drug
Act 2021 gerRas S Facz | @=ieie NCL @9 Vaccine Laboratory ¢ WHO PQ <@ F47 =i Capacity
building @7 T HeTN AR |



r~r
NP e s030-208 R

5.¢ | 9FY fazEe g WS =S

@9y feEel 19gN RS G FARF FCFT TON FIICH SCIICe Y ¥ AW &y S g b (FR*S
G G G NG TR TP WS ZCACE | ST 2P AN FAPIS g '8 IO IR =0 b
oo fofeq B2t 8T 2T SIfMAE A4 SIE SIF0F (71 70 TACR | IR 126 @R Grifesme @fete sy
R T IR A | T RONS GFY 2P SEWSET SIATHA [{OM ST S foysier a1 =A% |

5.b | (O TORER @GR Al @ T s

g e e Fivs T =« T/ F6¢ (e fToRe @rg m METAET Suve 200e |
SIS @ (A0 AT (ST feORETR @IEEG=m M Fel 200 | (ST feSReTa A0 o= T feiaet Fea
(M TR | Froe Amifage savoft B,C,D WoHfa (e feerRem @eeg=m ¢ ¢ssG A Fierif ciewe
TOSIRTR SCIWA 2T F41 FACR | (60T SRR oy &R0l T (ST Geofel A e ATl (e o=
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334 P wkmeEtsd ADRM Cell, WHO Upsala Monitoring Centre @3 $09% J*M Seq IR0z | 0T
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casuality assess I g G2 @R vigiflow (S RTATGT ST F471 205% |
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CRO (Contract Research Organization) @R b (43I i ey GrRIeT 2o Serame 1 ‘AR |

5.50 | Rational Use of AMRS

DGDA celebrated World Antimicrobial Awareness Week-2021. The theme of World Antimicrobial
Awareness Week-2021 was “Spread Awareness, Stop Resistance”. On 18 November, 2021 Directorate
General of Drug Administration observed World Antimicrobial Awareness Week, 18-24 November,
2021 with an advocacy workshop where Major General Md Mahbubur Rahman, DG, DGDA chaired
the occasion. Honorable Minister Mr. Zahid Maleque MP, Ministry of Health & Family Welfare graced
the occasion as chief guest. Prof. Dr. Abul Bashar Mohammad Khurshid Alam, Director General,
Directorate General of Health Services (DGHS), Dr. Monjur Mohammad Shahjada, Director General,
Department of Livestock (DLS) were present as special guest. In addition Dr. Nazmul Islam, Director,
CDC, DGHS, Prof. Md. Sayedur Rahman, Professor & Chairman, Department of Pharmacology,
BSMMU, Dr. S M Abdur Rahman, Dean, Faculty of Pharmacy, Dhaka University, WB, WHO,
representatives from FAO, MTaPS, USAID, BHB also attended this advocacy workshop.

All the district offices of DGDA celebrated the World Antimicrobial Awareness Week-2021 through
rally, advocacy workshop etc.

Directorate General of Drug Administration celebrated World Antimicrobial Awareness Week-2021.
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Directorate General of Drug Administration celebrated World Antimicrobial Awareness Week-2021.

The Director General of DGDA also attended the Advocacy Seminar organized by CDC, DGHS on 21
November, 2021 and talked about the necessity of antimicrobial awareness.

He remarked that inappropriate use of antibiotics leads to AMR. Like, unnecessary prescription of
antibiotics, prescribing too low or too high a dose, continuing treatment for longer than necessary, not
prescribing according to microbiology results, omitting or delaying administration of doses,
prescribing intravenous therapy when oral therapy is known to be effective and clinically safe and not
taking antibiotics as prescribed.

2 - . -. : _ -. . e

Advocacy Seminar organized by CDC, DGHS.

b
—

Major General Md. Mahbubur Rahman, DG, DGDA also attended the Round Table Discussion on
Antimicrobial Resistance Problem: Remedy and Way Forward on 23 Nov, 2021 at Kaler Kantho. He
said one of our problems was misuse of formalin, we controlled it. We will be able to control the AMR
issues if we work together. Selling antibiotics without prescription is @ major challenge for us and we
need to work together in collaboration with concerned Ministries and departments to tackle these
issues.
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Name of Products

SI. NO Manufacturing Company Dosage Form Storage Condition
ChAdOx1 nCoV-19
Corona Virus Vaccine
(Recombinant) 2 dose stored at 2°C to 8°C. Once
(COVISHILD” also The second doses should be opened, multi-dose vials should
01. M/S Serum Institute of India Pvt. Ltd. known as SARS-CoV-2 | administered 4 to 12 weeks be used as soon as possible and
after Ist dose. within 6 hours when kept
AZD1222 P
Ol AsimZensen > 18 years old between 2°C to 8°C.
Vaccine)
Stored at -20 20 C for Solution
GENERIUM Joint-Stock Company 7 dloge for intramuscular Ir.ulectlon and 2°
Sputnik V The second doses should be C to 8C for Lyophilized powder
02. (GENERIUM JSC), located at 273 (Gam-COVID-Vac). it e e 21 for solution. (Once opened,
Zavodskaya Street, Volginsky, Petushinsky from the first dose. multi-dose Vlal§ should be used
L . . > 18 years old as soon as possible. It can be used
District, Vladimir Region, 601125. for 6 hrs when kept between temp
2°C to 8°C).
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SI. NO Manufacturing Company Name of Products Dosage Form Storage Condition
Beijing Institute of Biological Products Co, | Zhong Al Ke 2 dose P ey
Of 0 O
Ltd. No. 6 & 9 Boxing 2nd Road, Wei/COVILO The second doses should be
03. Economic-Technological Development Area, | (COVID-19 Vaccine administered after 28 days
) from the first dose.
Beijing, P.R, China. (Vero Cell), Inactivated). |~ g years old
Sinovac life Sciences Co., Ltd.
2 dose
Building 1, No. 21, Tianfu Street, Daxing CoronaVac® (COVID-19 | The second doses should be g | ) ,
04. Biomedicine Industrial Base of Vaccine (Vero Cell), administered after 14-28 days :ore and transport et\‘)veen ©
Inactivated) from the first dose 8°C, and protect from light.
Zhongguancun Science Park, Daxing ’
> 18 years old
District, Beijing, P.R.China.
2-8°C (once removed from the
i freezer- for a single period of up
' : ; 5 COVID-19 Vaccine
Janssen—Cilag International NV, Belgium. : to 3 months)
s . Janssen (Ad26.COV2.S) | Single Dose
> 18 years old
Stored frozen between -25° to
-15°C. Store in the original carton
06. 2 dose to protect from light.
MODERNA T seuil dhses dheuill be Vials may be stored refrigerated
Moderna TX. Inc. mRNA-1273 COVID-19 administered after 4 weeks between 2° to 8°C for up to 30
VACCINE ' days prior to first use. Thawed
> 18 years old vials can be handled in room light
conditions. Do not refreeze once
thawed.
COVAX
(1.CP Pharmaceuticals Ash Road North
Wrexham LL13 9UF United Kingdom. 2.
Catalent Anagni S.r.l Localita Fontana del
Ceraso Snc S.P.12 Casilina 41 03012 Anagni
Frosinone Italy.
3. Henogen S.A. site located in Seneffe, stored at 2°C to 8°C. Once
Belgium. _ COVID-19 Vaccine d. multi-d ials should
4. Halix facility located at Tinbergenweg 1, | Acra7encca. AZD1222 2 dose opened, multi-dose vials shou
07. 2333 BB Leiden, The Netherlands. g The second doses should be be used as soon as possible and
: (ChAdOx1-S
5. Cobra Bio, Keele, UK. : . ithin 6 h hen kent
6. Catalent Maryland, Inc. was formerly [recombinant]). administered 4 to 12 weeks VLIV (§ QTR WS L5
known as Paragon Bioservices, Inc, 7555 after Ist dose. between 2°C to 8°C.
Harmans Road, Harmans, Maryland, 21077, ~ 18 vears old
USA B
7. SK Bioscience Co Limited, Republic of
Korea,
8. UNIVERSAL FARMA, S.L. (“Chemo”),
C/ Del Tejido, 2, Azuqueca de Henares,
Guadalajara, 19200, Spain. etc.)
-90°C to -60°C; once removed
COMIRNATY 2 dose from the freezer, the unopened
(Tozinameran-COVID-1 | The second doses should be vaccine vial can be stored for up
08. Pfizer Manufacturing Belgium NV, PGS 9 mRNA vaccine

Puus, Rijkweg 12, 2870 Puurs, Belgium.

(nucleoside modified)

administered after 3-4 weeks
from the first dose.
> 12 years old

to 5 days at 2°C to 8°C and up to
2 hours at the temperature up to
30°C, prior to use. The vaccine
should not be re-frozen.
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List of Emergency Use Authorization of RT-PCR Test Kit:

Mohammadpur, Dhaka

SL No. Local Agent Brand Name IVDNI:::l?egent Class Manufacturer EUA
Overseas Marketing Novel Coronavirus COVID-19 C Sansure Biotech Inc., China EUA No.
o Corporation (Pvt.) Ltd. (2019-nCov) Nucleic Acid | RT-PCR Kit Address: No. 680, Lusong Road, Imp-001
Unique Trate Centre, Diagnostic Kits (PCR Yuelu District, 410205 Changsha,
Level-15 Fluorescence Probing) Hunan Province, China
8 Panthapath, Dhaka-1215
Genesis Trading Co., Ivory | BGI Real-time fluorescent | SARS-CoV-2 C BGI Biotechnology (Wuhan) Co., EUA No.
02 [Krishnochura, 3/1-E (7th RT-PCR kit for detecting | RT-PCR kit Ltd., China Imp-008
Floor), PuranaPaltan, SARS-CoV-2
Dhaka-1000
Concord Pharmaceuticals Covid-19 (SARS-CoV-2) |Covid-19 C Wauhan Easydiagnosis Biomedicine EUA No.
Ltd., Sima Blossom (11th Nucleic Acid Test Kit (SARS-CoV-2) Co., ltd., China Imp-009
03 [Floor), House-3 (New), 390 Nucleic Acid Test
(Old), Road-16 (New), 25 Kit
(Old) Dhanmondi,
Dhaka-1209
04, Genetic Trading, Level-6,7/1, | STAT-NAT SARS-CoV2 [COVID-19 RT C Sentinel CH. S.p.A., Via Robert EUA No.
Aurangajeb Road, Block-A, |RT PCR KIT PCR KIT Koch, 2 Milano (MI), 20152, Italy Imp-010
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IVD Reagent
SL No. Local Agent Brand Name Namég Class Manufacturer EUA
Genome DX Corporation, GeneProof SARS-CoV-2 | SARS-CoV-2 C GeneProof A.S., Videnska 101/119, EUA No.
05 [205/1 (1st Floor), Dr. Screening PCR Kit Screening PCR DolniHerspice, 61900 Brno, Czech Imp-011
Kudrat-E-Khuda Road, Kit Republic
Dhaka-1205
UniMed Limited, House: 46, |Radi Covid-19 Detection |Radi Covid-19 C KH Medical Co., Ltd. C-1402,947, EUA No.
06 | Sheikh Kamal Saroni, Road | Kit Detection Kit Hanam-daero, Hanam-Si, Imp-012
No. 16, RangsNasim Square Gyeonggi-do, 12982, Republic of
(7th Floor), Dhanmondi, Korea
Dhaka-1209
UniMed Limited, House: 46, | Qiastat-Dx Respiratory Qiastat-Dx C Qiagen GmbH, QiagenStrasse 1, EUA No.
07 | Sheikh Kamal Saroni, Road | SARS-Cov-2 Panel Respiratory 40724, Hilden, Germany Imp-013
No. 16, RangsNasim Square
. SARS-Cov-2
(7th Floor), Dhanmondi,
Dhaka-1209 Panel
o8 Transba Medical Services, 33 | GenePro SARS-COV-2 SARS-COV-2 C GencurixIne, 402, 908, 910, EUA No.
Meherba Plaza, Suit No: Test Test Digital-road 242, Guro-gu, Seoul, Imp-016
15H], Topkhana Road, 08394, Republic of Korea
Dhaka-1000
M.S Trade Agency, 59 lcopy Covid-19 gPCR SARS-Cov-2 C 1 drop Inc, A-203, EUA No.
99 | Dilkusha C/A, Ground Floor, | 4plex Kit RT-PCR Kit geilmk'?gp e‘}te““m IT Tower, 215, | Imp-017
Bl almac 1—r0., ungwong—gu,
Seongnam-si, Gyeonggi-do, Korea
SD Bi , Inc.
Hospitech Essentials STAND_ARD il n(.joV ; STANDARD M c Manulfzsciﬁi?;g élicte: 74, LEIIEL I
10 1512/A, O.R., Nizam Road, Real- Time Detection Kit | nCoV Real- Time gsonggaeﬂgmyeco}?g 4-r'o, Qsongeup, Imp-018
Mehedibag, Chattogram Detection Kit C?ll:lrlzggci()eofg};uk-ggnzgé];l%sll j
Republic of Korea
Concord Pharmaceuticals YZZY Test Covid-19 YZZY Test © UAB YZZY Biotech, Berzu str. 8, EUA No.
Ltd., Sima Blossom (11th Express Covid-19 LT-36223, Panevezys, Lithuania Imp-019
11 |Floor), House-3 (New), 390 Express
(Old), Road-16 (New), 25 .
. Real-Time PCR
(Old) Dhanmondi, )
Dhaka-1209 reagents Kit
Concord Pharmaceuticals YZZY Test Covid-19 & YZZY Test C UAB YZZY Biotech, Berzu str. 8, EUA No.
Ltd., Sima Blossom (11th YZZY RNA magnetKit | Covid-19 & LT-36223, Panevezys, Lithuania Imp-020
12 |Floor), House-3 (New), 390 | (Full Set) YZZY RNA
(Old), Road-16 (New), 25 magnet Kit (Full
(Old) Dhanmondi, Set) Real-Time
Dhaka-1209 PCR reagents kit
BioTech Services, ENA ViroQ SARS-CoV-2 ViroQ C BAG Diagnostics GmbH, EUA No.
1 Tower, 57/3 & 57/4 (9th SARS-CoV-2 RT Amtsgerichtsstrasse 1-5, 35423, Lich, Imp-021
Floor), Panthapath, Lake PCR test kit Germany
Circus, Kalabagan,
Dhaka-1205
CRL Diagnostics, House-2 | Allplex SARS-CoV-2 Allplex C Seegenelne, Taewon Bldg., 91, EUA No.
0 (Level-7), Road-7, Green Assay SARS-CoV-2 Ogeum-ro, Songpa-gu, Seoul, Korea Imp-023
Road, Dhanmondi, Assay RT-PCR
Dhaka-1206 .
test kit
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IVD Reagent
SL No. Local Agent Brand Name Namég Class Manufacturer EUA
Overseas Marketing TaqPath Covid-19 Covid-19 C Thermo Fisher Scientific Inc, 5781, EUA No.
15 | Corporation (Pvt.) Ltd., RT-PCR Test Kit RT-PCR Test Kit Van Allen Way, Carlsbad, CA 92008 Tmp-025
Unique Trade Center (UTC), USA
Level-15, 8 Panthapath,
Dhaka-1215
G.S. Biotech, East Isdair, MOLgen SARS-CoV-2 Covid-19 C Adaltis S.R.L., Via Durini, 27-20122 EUA No.
16 | Chandmari, Upazila Road, |Real Time RT-PCR Test ~ |RT-PCR Test Kit Milan, Ttaly Tmp-026
Fatullah, Narayanganj Kit
UniMed Limited, House: 46, | Artus SARS-CoV-2 Prep | Covid-19 @ Qiagen GmbH, QiagenStrasse 1, EUA No.
Sheikh Kamal Saroni, Road | & Amp UM Kit RT-PCR Test Kit 40724, Hilden, Germany ’
Imp-028
No. 16, RangsNasim Square
17 (7th Floor), Dhanmondi,
Dhaka.
Bio-Trade International Novel Coronavirus (SARS | SARS-Cov-2 RT Jiangsu CoWin Biotech Co., Ltd,
3, SegunBagichaShajan Cov-2) Fast Nucleic Acid | pcp kit C No-58 G52 B}lilding East of Luj%a EUA No.
T 2(2nd Fl Detection Kit Road, West Side of Tai Road, China Imp-031
ower-2(2nd Floor), (P CI_{-Fluorescence Medical City Avenue, Taizhou,
18 [ Dhaka-1000 probing) Jiangsu, China
Technoworth Associates Ltd | PerkinElmer New 2019-NCov-PCR- C PerkinElmer Inc., 7050 Burleson EUA No
78, Motijheel Commercial CoronaVirus Nucleic Acid | Aus PerkinElmer Road Austin, Texes 78744, USA Ty 032.
Area, (1st& 2nd floor) Detection Kit New Corong\/lrus g
Nucleic Acid
19 | Dhaka-1000 Deesie 1K
Nation Aid SARS-Cov-2 Detection Kit | SARS-Cov-2 C Zhejing Orient Gene Biotech Co Ltd., | EUA No.
. i i East Y: A Di
House No-02, Road No-02, | (Direct Fluorescence PCR) Detection Kit St ast“ angguang Avenue, LDipu Imp-033
} (Fluorescence Street, Anji 313300, Huzhou,
20 Block-Ka, Section No-6, PCR) Zhejiang, China
Mirpur-06, Dhaka
Life Tech, Rahbar Tower 77, | SARS-CoV-2 Nucleic Acid | SARS-Cov-2 C Shenzhen Lifotronic Technol?gy Co. EUA No.
78 (3rd floor) Flat No.-4C, | Detection Kit (Multiplex | RT-PCR test kit Ltd., Unit A, 4th Floor, Building 15, Imp-035
(B RICTI I EANLES S5 P Yijing Estate, No. 1008 Songbai,
Janata Co-operative Housing | PCR Fluorescent Probe Road, Nanshan District, Shenzhen
21 |Socity Ltd., Ring Road, Method) City, Guangdong Province, China
Adabor, Dhaka
TMB Corporation Rapid Real Time PCR Kit | Covid-19 RT C Shenzhen Uni-Medica Technology EUA No.
2y [299/2A, Sonargaon Road, for Novel Coronavirus PCR Test Kit CO Ltd., Block-6th, Liuxian Culture Imp-036
Dhanmondi, Dhaka-1205 2019-nCov Park of Liuxiandong Village
Nanshan District, Shenzhen,
Guangdong Province, P.R. China
Radiant Business Consortium Light Mix Modular Light Mix C TIB ‘ EUA No.
Ltd ) Modular MolbiolSyntheselaborGmbH.Eresbur Imp-037
23 22/1. Dh di. Road-2 Sarbecovirus E-gene EaV' [ g, pecovirus gstr. 22-23, Berlin, Germany
p LRUENTHININT, ILeEH Model No: 50-0776-96, E-gene EaV
Dahak-1205 40-0776-96
Radiant Business Consortium | Light Mix Modular SARS | Light Mix e TIB EUA No.
Ltd Cov-2 RD RP Modular SARS MolbiolSyntheselaborGmbH.Eresbur Imp-038
24 |22/1, Dhanmondi, Road-2 [ Model No: 53-0777-96 | Cov-2RDRP gstr. 22-23, Berlin, Germany
Dahak-1205
Overseas Marketing RealStar SARS-CoV-2-RT C Altona Diagnostics GmbH, EUA No.
Corporation (Pvt.) Ltd. SARS-CoV-2-RT-PCR Kit |-PCRKit Morkenstr 12, 22767 Hamburg, Imp-039
25 Germany

Unique Trade Center (UTC)
Level-15, Panthapath,
Dhaka-1215
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IVD Reagent
SL No. Local Agent Brand Name Namég Class Manufacturer EUA
Genome DX Corporation, GeneProof SARS-CoV-2 [ SARS-CoV-2 C GeneProof A.S., Videnska 101/119, EUA No.
26 |205/1 (15t Floon), Dr. Advanced PCR Kit Advanced PCR Dl g, QIEUD L, Cred Imp-042
> i Republic
Kudrat-E-Khuda Road, Ll .
Dhaka-1205
Genevic Health Limited, 3/D, | SARS-COV-2 RT-PCR SARS-COV-2 HA TECH PTY LTD, 31/11-13 EUA No.
27 |Kabbokosh, Karwan Bazar, | Multiplex Diagnostic Kit | RT-PCR © Brookhollow Avenue Norwest Imp-043
Dhaka Multiplex Business Park, Baulkham Hills NSW
Diagnostic Kit 2153, Australia.
Genevic Health Limited, 3/D, | ANDis Fast SARS-Cov-2 [ SARS-Cov-2 . 3D Biomedicine Science & EUA No.
78 |Kabbokosh, Karwan Bazar, | RT-qPCR Detection Kit RT-qPCR Technology Co., Limited, Block-A, Imp-044
Dhaka Detection Kit Building-2, No-158 Xinjunhuan Rd,
Shanghai, 201114, China
Global Pharma Distributors SMARTCHEK Novel SARS Cov-2 RT C Genesystem Co., Ltd, st floor, EUA No.
29 |Ltd., 54, Kawran Bazar, Coronavirus PCR Test Kit 200'.9, Techno 2-ro, Yuseong-gu, Imp-045
Dhaka-1215 (SARS-CoV-2)Detection LT bR MO
kit
Medikit Corporation, House [ SARS-Cov-2 Nucleic Acid [ Covid-19 RT C Zybio Inc., Floor 1 to Floor 5, EUA No.
% no-B/125, Road no-21, New | Detection Kit PCR test Kit Building 30, No. 6 of Taikang Road, Imp-046
: Block C of Jiangiao Industrial Park
hakhali DOHS, Dhak PCR-FI t prob: o .
Fonakiat s (PC RSB Dadukou District 40082 Chongqing,
method) Clifim
Hossan Traders Novel Coronavirus SARS CoV-2 RT C Shanghai GeneoDX Biotechnolog?/ EUA No.
31 |55/B Purana Paltan, 2019-nCoV Nucleic Acid |PCR Test Kit Company Limited, 1st floor, building Tmp-048
haka-1000 Detection Kit (Real Time 3 No-466, ¥indu Road, Xu Hui
Dhaka-1 PCR) District, Shanghai, China.
GIS Mapping Bangladesh, Mobile Detect Bio BCC19 | SARS-Cov-2 RT C Mobile Detect Bio, Inc. EUA No.
32 |Unit-B3, Plot-58, Road-16, | (MD-Bio BCC19) Test Kit, | PCR Test kit 120, Industrial Blvd, Sugar Land, Imp-049
Block-A, Banani, Dhaka TX, 77478, USA
Techmate, GM Mansion 480, | LYRA Direct SARS-Cov-2 RT C Quidel Cf)rporation, 2005 East State EUA No.
33 |D.LT Road, Malibagh, SARS-CoV-2 Assay RT | PCR Test kit E‘;‘:t stz L, A, CIRCASHUL, Imp-050
Dhaka-1217 PCR kit
Overseas Marketing RT-PCR Accula SARS CoV-2 RT C Mesa Biotech Inc., 6190, Cornerstone EUA No.
34 Corporation (Pvt.) Ltd., SARS-CoV-2 Test PCR Test Kit court, suite 220, San Diego, CA Tmp-052
Unique Trade Center (UTC), 92121, USA
Level-15, Panthapath,
Dhaka-1215
Hoffen Trade International, VARI-Q COVID-19 SARS CoV-2 RT C MicoBioMed Co. Ltd., 116, Gondan EUA No
35 |74/8/1, Green Road, Tejgaon, | RT-PCR Test Kits (Model: | PCR Test Kit 1-ro, Anseong-si Gyeonggi-do, South Tmp-053
Dhaka nCoV-OM) Korea.
SS Enterprise and Trading Novel Coronavirus SARS CoV-2 RT C Bioteke Corporation (Wuxi)Co, Ltd. EUA No.
36 |Consultants, Flat# A/6, (SARS-CoV-2) Nucleic PCR Test Kit China. Imp-056
BashatiHorizone, 21 Kemal | Acid Detection Kit
Ataturk Ave, Dhaka-1213. (Fluorescence PCR)
Sterling Multi-Technologies | DiaPlexQ Novel SARS CoV-2 C SolGent Co., Ltd. 43-10 Techno 5-ro, EUA No.
37 |Limited, 23 PuranaPaltan Coronavirus (2019-nCoV) RT-PCR Test Kit Zuseong-guDaej o, g puldlie ot Imp-058
orea
Lane (2nd Floor), Detection Kit
Dhaka-1000
Al-Madina Pharmaceuticals | SARS-CoV-2 Nucleic acid | SARS-CoV-2 C Tellgen Corporation, Building-1, No. EUA No.
38 |Ltd, House#407(4th Floor), | detection kit based on Real-Time PCR 115, Lane-572, Bibo Road, Free Imp-059

Road#29, New DOHS,
Mohakhali, Dhaka-1206.

Real-Time PCR platform

Test Kit

Trade Area, Shanghai 201203, China.




—leZ
P efsram 2030-2033

S P M
IVD Reagent
SL No. Local Agent Brand Name Namég Class Manufacturer EUA
M/s TMB Corporation, Real Time PCR Kit for SARS-CoV-2 © Sherfttljelii Uni-rgggicg 1Te?(hgtohlogy EUA No.
299/2-A, Sonargaon Road, Novel Coronavirus Real-Time PCR (€10, Ll [ioronml AV, B0 { ’
39 | Dhanmondi, Dhaka-1205 2019-nCoV (ORFIabN) | rest Kit LiuXian Culture Park, XiLi Town, Litalley
e Lt NanShan District, Shenzhen,
Guangdong Province P.R. China
MB Associates Singuway SARS-COV-2 | SARS-CoV-2 RT Singuway Biotech Inc., B1302, Life EUA No.
Baitul Abed, 6th Floor, Test for PCR Kit (PCR PCR Test Kit C Science Park, Shen Cheng Tou Imp-061
40 [Room# 601, 53, Purana Fluorescence Probe Innovation Factory, Julongshan A mp-
Paltan, Motijheel, Dhaka Method) Road, Xiuxin Community, Kengzi
Street, Pingshan District, Shenzhen
City, 518122 Guangdong, P.R. China
a1 AAA Supplies Ltd., GP Ja-4, Multiple Real Time PCR [ SARS CoV-2 RT C Beijing Applied Biological EUA No.
Mohakhali C/A, Dhaka-1212 | Kit for Detection of PCR Test Kit Technologies Co., Ltd (XABT) Imp-063
2019-nCoV Room A204, B304, D203, D203-1, mp-
No-29, Shengmingyuan Road
Science Park, Changping District
102206, Beijing, China
List of Emergency Use Authorization of Antigen Test Kit:
IVD Reagent
SL No. Local Agent Brand Name Nameg Class Manufacturer EUA
M/s. OMC Healthcare (Pvt) | Care Start COVID-19 C %ggufactggilicgl S(ite]:{ AcgesSsB_io inc., EUA No.
Ltd., Unique Trade Centre, Covid-19 Antigen Test Kit i i TesS. yde Road. Suite o
01 |Leval-15.8 Panthapath, v : Antigen Test Kit Somerset, NJ 08873, USA [mp-002
Dhaka Legal Manufacturer: Intrivo
Diagnostics, Inc,
Address: 2021 Santa Monica Blvd, #
11 Santa Monica, CA 90404, U.S.A.
02 |Healthcare Diagnostic Panbio COVID-19 Antigen | COVID-19 C Legal Manufacturer: Abbott EUA No.
Solutions Ltd. Test Device Antigen Test Kit Diagnostics Korea Inc
Gulfesha Plaza (3rd floor) (nasopharyngeal) £ Address: 65, Borahagal-ro, Imp-003
8-No, Gihenung-gu, Yongin-si,
ShaheedShangbadikShalinaP Gyenoggi-do 17099, Republic of
arvinSharak Korea
glogl}bgza}rl, Dhaka, Manufacturing Site: Abbott Rapid
angladesh. Diagnostics Jena GmbH
Address: Orlaweg 1, 07743 Jena,
Germany
03  |Hospitech Essentials STANDARD Q COVID-19 e Name of the Legal Manufacturer: EUA No.
11\2; }%éi;ia 2(1).R(.:,ﬁ\hzam Road Antigen Test Kit M/s. SD.Blosensor, Inc Imp-004
g, Chattogram, Address: 74, Osongsaengmyeong
Bangladesh. 4-ro, Osong-eup, Heungdeok-gu,
Cheongju-si, Chungcheongbuk-do,
Korea
Manufacturing Site: M/s. MT
Promedt Consulting GmbH
Address: AltenhofstraBe 80, 66386
St. Ingbert, Germany
04 | Genesis Trading Co., Ivory | Sienna-Clarity COVID-19 C SalofaOy, orninkatu 15, 24100 Salo, EUA No.
Krishnochura, 3/1-E (7th COVID-19 Antigen Rapid - . Finland
Floor), PuranaPaltan, Test Cassette Antlgc?n Rapid L=t
Dhaka-1000 (Nasopharyngeal Swab) Test kit
05 | ZT Tradings and Marins, COVIRAT DEVICE SARS-CoV-2 C Zephyr Biomedicals(A Division of EUA No.
Bangladesh, Ratanpur Castle | (Rapid Test detection of Antigen Test Kit Tulip Diagnostics Private Limited), Tmp-006
(4th Floor) House No. 91/B, | SARS-CoV-2 Antigen in Plot Nos. M-46, 47, Phase I1I-B, -
Road No. 24, Gulshan 1, Human Nasopharyngeal Verna Industrial Estate, Verna, South
Dhaka Swab Specimens) Goa, Goa, India
06 |Concord Pha{maceuticals COVID-19 (SARS-CoV-2) | COVID-19 C Wauhan Easy diagnosis Biomedicine EUA No.
Ltd., Sima Blossom (11th Antigen Test Kit ARS- &) Co., Ltd., China
Floor), House-3 (New), 390 f . S (SFOV K) Imp-007
(Old), Road-16(New), 27 fifEgeral Ut Lt
(Old) Dhanmondi,
Dhaka-1209.
07 | G-Tech Solution, StrongStep SARS-CoV-2 | SARS-CoV-2 C Nanjing Liming Bio-Products Co, EUA No.
%g&ee#r 1 gﬁélfzilgté?i ,kl;kiwana Antigen Rapid Test Antigen Rapid Ltd. Huayuan Road, Nanjing, Tmp-014

Dhaka-1212.

Test

Jiangsu, 210042 P.R. China
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IVD Reagent
SL No. Local Agent Brand Name Namég Class Manufacturer EUA

08 | Transba Medical Services, 33 | SARS-CoV-2 Antigen Kit |Covid-19 © Goldsite Diagnostics Inc., No. 103C EUA No.
Meherba Plaza, Suit No: (Colloidal Gold) Antigen Test & 504D, Technology Bullgilglg & No. Imp-015
15HJ, Topkhana Road, (Colloidal Gold) 3A & 4A, Technology Building P
Dhaka-1000 Annex, Zhaoshang Sub-District,

Nansha District, Shenzhen, China

09 | HealthKits Ltd., House 4, Clungene COVID-19 COVID-19 (© Hangzhou Clongene Biotech Co., EUA No.
Road-132, Level-5, Z Tower, | Antigen Rapid Test Antigen Rapid Ltd., No. 1 Yuhang Sub-district, Imp-022
Gulshan-1, Dhaka Test Kit Yuhang District, 311121, Hangzhou, mp-

CELLS] China

10 | Tradesworth Ltd., 78, Wondfo 2019-nCoV 2019-nCoV @ Guangzhou Wondfo Biotech Co., EUA No
Motijheel Commercial Area, [ Antigen Test (Lateral Flow | Antigen Test Ltd., No-8, Lizhishan Road, Science ’
1st& 2nd Floor, Dhaka-1000 [ Method) City, Luogang District, 510663, Imp-024

(Lateral Flow .
Guangzhou, P.R. China
Method)

11 Almana Bangladesh Limited., SARS-COV—Z Antigen test | SARS-CoV-2 C Jiangsu Medomics Medical EUA No
Road No-42-43, House-30 kit (LFIA) Antigen test kit Technology Co. Ltd, F3, Building C, ’
CWN(A), Gulshan-2, (LFIA) No-3-1 Xinjinhu road, Jiangbei New Imp-027
Dhaka-1212 Area, China

12 |UniMed Limited, House: 46, [mo-screen Corona Antigen | Covid-19 C Zhejiang Orient Gene Biotech Co. EUA No.
Sheikh Kamal Saroni, Road [ Test Antigen Test kit Ltd, 3787#, East Yangguang Avenue, Imp-029
No. 16, RangsNasim Square Dipu Street Anji, 313300, Zhejiang, mp-
(7th Floor), Dhanmondi, China
Dhaka.

13 | Event Touch UDX Covid-19 Antigen Covid-19 C Henan UDX Biotechnology Co., Ltd, EUA No.
House No-340 (1st floor), Rapid test Kit Antigen Rapid Building-2, No-206, Xisihuan Road Imp-030
Road-24, New DOHS, . High-tech Industrial Development Dy
Mohakhali, Dhaka-1206 zone, Zhengzhou City, Henan

Province, China
14 g/{?gica S;)lu]gc% | Humasis COVID-19 Ag COVID-19 Ag C Humasis Co., Ltd EUA No.
, Mahabub Plaza, Test kit ' Rm. 114, 502, 504, 604, 604-1
Topkhana Road, Dhaka-1000 Test kit Bg13_01 T ’ Ip=tEe:
B03-02, 88, Jenpa-ro, Dongan-gu
Anyang-si, Gyeonggi-do, 14042,
Republic of Korea
15 |KNS Canada (BD) InteliSwab Covid-19 Rapid | Covid-19 Rapid C OraSure Technologies Inc, 220, East
T > > EUA No.
42, West Tejturi Bazar, 4th | Test Pro Test kit First St. Bethlehem, PA 18015, USA °
Floor Imp-040
Kazi Nazrul Islam Avenue,
Dhaka-1215

16 |MM Trade International Genedia Covid-19 Ag Covid-19 Rapid © Green Cross Medical Science Crop. EUA No.
House No.10 Road no. Rapid Test Kit Test kit 26, Mugeuk-ro 65beon-gil, s
16/A.Gulshan-1, Dhaka-1212 Sy G, BT Imp-041

Chungcheongbuk, 27632 Republic of
Korea

17 |Overseas Marketing SARS-CoV-2 Rapid SARS-CoV-2 C SANSURE BIOTECH INC., No-680, | EUA No.
Corporation (Pvt.) Ltd., Antigen Test (Colloidal Antigen Test kit Lusong Road, Hi-Tech Development Imp-047
Unique Trade Center (UTC), | Gold Method) Zone, Yuelu District, Changsha b
Level-15, Panthapath, Hunan. 410205, China ’

Dhaka-1215 ’ ’

18 | Techmate, GM Mansion 480, | QuickVue SARS Antigen | SARS-CoV-2 C Quidel Corporation, 2005 East State EUA No.
D.LT Road, Malibagh, Test Antigen Test kit Street Suite-100, Athens, OH 45701,

Dhaka-1217 USA Imp-051

19 leag/lg ]f{abkoratoé'y P r(')dIL\l/ft?i'k One Step Test for SARS-CoV-2 C Getein Biotech Inc., No-9 Bofu Road, EUA No.

, Kokeya Sarani, Mollik | SARS-CoV-2 Antigen i i Luhe District Nanjing, 211505, Chi
Plaza, West Kafrul, (Collidal Gold) Antigen test kit e PR TS TR Tmp-054
Dhaka-1207

20  [SS Enterprise and Trading | SARS-CoV-2 Antigen Test [ SARS-CoV-2 C Bioteke Corporation (Wuxi)Co, Ltd. EUA No.
Consultants, Flat# A/6, Kit Antigen Test Kit China. Imp-055
BashatiHorizone, 21 Kemal P
Ataturk Ave, Dhaka-1213.

21 | TMB Corporation, J S SARS-CoV-2 Antigen Test [ SARS-CoV-2 C Shenzhen Uni-medica Technology EUA No.
Bhaban 299, 2-A, Sonargaon | Kit (Colloidal Gold) Antigen Test Kit Co. Ltd Imp-062
Road, Dhanmondi, p

Dhaka-1205

Room-202, Block-6th Liuxian
Culture Park, XII Town
NanShan District, ShenZhen,,
Guangdong Province, PR. China
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Ayurvedic 203 158 6 39
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$.99.05 | 0%20-20%) T¢ IFF 9FY TR Wiﬁ'ﬁg@ CPP (Certificate of Pharmaceutical Product), TN ARG
Form-10 A, GMP (Good Manufacturing Practices) Mfofta0, FSC (Free Sale Certificate) @ iR

STY NPT RS

T3$© CPP (Certificate | ¥[F® FSC (Free Sale TPFS QAN RGP F° GMP (Good
of Pharmaceutical Certificate) Form-10 A Manufacturing
Product) Practices) TSR
Nl 986 RIS Y

5.99.590 | DGDA Alert Notice:

B DT ST IS 00-303 T A 8 (51F) & Alert Notice (ST (AR |

@S | Alert Notice i) R @ 7T ZffesitTa BEUSKISE
S UERAC)IEN] 87y e 31 =R
0. | 23/0%/30%% |WHO Rapid | WHO Rapid Alert team 9% N 7o %ca | Enitop BFY 2P SN
Alertteam | & Falsified Quinine Sulphate BP 300mg, iharmaceuncals I, sy srdfzra w1t
Stolen ZOLADEX 3.6 mg, ZOLADEX straZeneca, Alexion | ey G sy
10.8 mg, Falsified Sunmar N Vit B1,B6 | Frarmaceuticals, T T CITT &
. . Patheon,Inc, Janssen : S
&Vit B12, Falsified STIBOGUCONAT, |, *'" e B
Falsified SYMTUZA
F) % ST A& WHO Global =
Surveillance & Monitoring System
(GSMS) Data Base @ tAT6 2@
SREI
) 2 #WEET WHO Region 9 available
RG]
) @ 2MTE & WHO Medical Alert
f2e1E e 2R |
ox. 3¢/09/20%y | WHO ﬁqw gl (WHO) CICIT (ATeIT Accucaps Industries 7Y 2RI SRR
Medical G5 N° 10/2019-9 9% T 0% eq (@, | Limited @ T e T
o ‘1172"5; 11 " | (Falsified) VITAMIN A (RETINOL) (<516 ?g:ﬁ:é:;}}ﬂ' S| FAFET T AT
R UI4004 Mfg date 01/19 & Exp date JETCT ANST CNCT T
09/2022) Accucaps Industries Limited 8 S RS W
(Falsified) VITAMIN A (RETINOL) (375 2R Ty fet
R 39090439, Mfg date 01/19 & Exp date AT 1= |
09/2022) Banner Pharmacaps (Canada)
Ltd. F$F Tesffre w71 @ 7> =T
VITAMIN A (RETINOL) ¥ 2RgsIar
Ao zre foy wagm WiEeR @ =wW
O T SANST AT |
09. | 08/08/30%y | WHO ) =gy Rl (WHO) (IS (1@l | Pfizer BIONTECH BFY ¥ AR
Nr[zgf;lalert G N2/2021 @ @B W0 ToF 0 @, 18 e T
N 95031 | Pfizer BIONTECH ¥ Falsified FAES[F T T
COVID-19 Vaccine BNT162b2 (AR IS 2T (oI ST
&R T R el iz | TR I ARSI L]
16 (Batch No: 783201, Exp date AUG RO T o
24) AW T =7 |
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5.55.5 (7T ZifErwa T 2030-20%9
|| g e A I S SRERRAIR SRHABIAT FHTST/
TS/ I FHIRNR G IRG-
3 Y- Pharmacovigilance for S | et G SR 9w 3
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Pharmacovigilance (PV) is defined by the World Health Organization (WHO) as “The science and activities
relating to the detection, assessment, understanding, and prevention of adverse effects or any other
drug-related problem”. Adverse Drug Reaction Monitoring (ADRM) Cell of Directorate General of Drug
Administration (DGDA) is performing Pharmacovigilance activities as it is the National Drug Monitoring
Centre of Bangladesh. It is 120th full member of WHO-Uppsala Monitoring Centre.

Background

Pharmacovigilance (PV) is one of the important departments of NRA to ensure safety of the Drugs
and vaccines.

Directorate General of Drug Administration (DGDA) started PV activities first in 1996 with WHO
support.

DGDA has been conducting the Vigilance activities in Bangladesh successfully after restarting in
2013 with the support of USAID funded MSH/SIAPS program. At present MTaPS project of
USAID is providing support PV activities at DGDA.

Extended Program on Immunization (EPI) of Directorate General of Health Services (DGHS) has
been monitoring AEFIs of routine programs’ vaccines with WHO support from years together.
DGDA has access to this activities.

Government of Bangladesh is very much concern about Pharmacovigilance.
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Aims and way of ADE reporting and analysing in short:

Main objective of Pharmacovigilance is to ensure the drug safety through collection of Adverse Drug Event
reports, to analyse them accordingly in a scientific manner, to detect any harm earlier and to prevent that by
taking right measures on it. Ultimately these activities ensure the Safe & Rational Use of Drugs. Healthcare
providers are main stakeholders (where anybody can report) for reporting if they suspect any adverse event
due to use of medicine anywhere. According to the National Pharmacovigilance Guidelines Healthcare
professional can directly report to the ADRM Cell of DGDA or they can provide the report to the respective
Pharmaceutical Company of the suspected drugs. Thus Companies are receiving ADE reports from the field
level through their field forces and are submitting reports to DGDA. Adverse Drug Reaction Monitoring
Cell of DGDA is playing the vital role of scrutinizing the completeness, serious/non-serious and relevant
documents (if any). Then the Cell places the reports to the Technical Sub-Committee of ADR Advisory
Committee (ADRAC) for analysing/ causality assessment using appropriate scale of categorisation the
events. Finally the serious reports are being reviewed by the ADRAC for making needful regulatory
recommendations to the Licensing Authority (Drugs) for regulatory actions to protect public health from
medicine’s harm. So, meetings & workshops on Pharmacovigilance usually work with adverse event reports
and building awareness in this regard.

Legal provisions, Regulations and Guidelines for PV in Bangladesh:

The Drug (Control) Ordinance-1982, section 6 (2)
Govt. Gazette notification of legal provision for VL.
The National Drug Policy, 2016, section 4.13 (K).
National Pharmacovigilance Guideline.

Guideline for AEFI vigilance of EPI Vaccine.

* & & & o o

Pharmacovigilance Protocol for Covid-19 Vaccine.

These provisions ensure-
e  Establishing the national vigilance system for Drugs and Vaccines.
e Authorizing the NRA to conduct all vigilance activities.
e Mandating/obligating the manufacturers and/or MAHs
*  to establish vigilance systems for their medical products.
* to report safety data to the NRA.
* to designate qualified person responsible for VL.
*  Explain how to conduct the VL activities effectively.
e Encouraging vigilance reporting to MAH and/NRA.

e Reliance on international organizations/ agencies/ authorities.
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Effective organization and good governance.

e Organizational chart.
e Administrative/Office Orders for conducting PV as needed.
e SOPs related to conduct PV and effective communication.
e  Established mechanisms of coordination which includes:
* workflow among structures.
* committees and their responsibilities.
*  MoU and SOPs for collaboration among the identified stakeholders.

Adverse Drug Reaction Advisory Committee (ADRAC) meeting held:

11th and 12th ADRAC meeting were held during 2020-21 at DGDA. Major General Md. Mahbubur
Rahman, DG of DGDA and Chairman of ADRAC presided over the meetings.

National Pharmacovigilance Centre of Bangladesh received total 968 reports from different stakeholders.
All these reports were primarily evaluated by ADRM cell. Out of these 968 reports 317 reports were found
complete/partially complete and 381 reports were found incomplete for lacking-of minimum information.
After primary evaluation of the reports, ADRM cell placed 233 serious reports before Technical
Sub-committee (TSC) for causality assessment. TSC classified as Probable/Likely-49, Possible-57,
Unlikely-48 and Unclassifiable-58 as per WHO Causality Assessment scale. Finally, these reports were
placed before 11th and 12th ADRAC meeting for review and the honourable members of ADRAC agreed
with the assessment done by the members of TSC. The committee has also recommended on the safety
information published in the Drug safety information of WHO Pharmaceuticals Newsletter-1, 2, 3,4, 5 & 6
2020 and Issue No. 1&2, 2021.

Table 1 : Summary of ADE Reports and their evaluation January, 2020—June, 2021

FffoF am SIS AR SRAT TS fReeils Rt ToIs/WHO Causality Assessment Scale
S e
ADRM Cell, DGDA 3 SUb Incomplete 543+05=9b>

Non-Serious 0+9=959
Serious do5+98= 99©

Technical Sub Committee 8 09 Certain-00
Probable/Likely-85%
Possible-@aft
Unlikely-8vfG
Unclassifiable- ¢b

Adverse Drug Reaction 2 N Probable/Likely-85
Advisory Committee Possible-¢af>
(ADRAC) (3% '8 59 OF A
ez fifoe)
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Regulatory Recommendations from ADRAC:

Important recommendations made by 12th ADRAC meeting held on 29 June 2021 based on regulatory decisions
of different NRAs published in WHO Pharmaceuticals Newsletter-1, 2, 3, 4, 5 & 6 2020 and Issue No. 1&2,
2021 are as follows:

S, B G, 0D @ﬁmwﬁm ADRAC- ¢ 5397 3o WHO Pharmaceuticals Newsletters, Issue No. 1,2, 3,4, 5 & 6,
2020; Issue No. 1&2, 2021 (Drug safety information) 9 &if*re w2 fefete USFDA, HSA, MHRA @& SFDA 3¢5
a2re 7Y AR [Eaffe At Ao “fiFfiFe ADR «9 99 Se9e 7 “Mat=R Patient Information Leaflet (PIL)
Upgrade F9 &y #RCIPR SRS (GrdY) IR0 FETaRems JoAfer 41 27 8

a) Clozapine G (1Y FOT =7 T 2KTSITS Serious bowel Complication FC® S, (Reference: US FDA, 28
January 2020) |

b) Montelukast GR [&ifeq TR @3 TR @ efsfaaa 3 Tz (Reference: HSA, 10 December 2020) |
¢) Pirfenidone €9 ¢%7@ Serious liver injury «% 3 J7C= (Reference: MHRA, 16 November 2020) |

d) Carbamazepine (TAC BTN TR 57 ef i@ (Severe cutaneous adverse reactions) 9 Stevens Johnson
Syndrome, Toxic Epidermal Necrolysis €3 3 q0aC® (Reference: HSA, 10 December 2020), €%

¢) Ibrutinib @7 CFC@ Increased risk of cardiac failure <3 JfF FRTZ (Reference: SFDA, 2020) |

2. | WHO Pharmaceuticals Newsletters @ e<if*re ©t2id foférs Positive Re-challenge 2% ¢ Fluorouracil @345 arzret

Bradycardia ‘7 3% fefb fGcava1 w41 =2 1| 8% Fluorouracil (Single) @3t4d PIL-9 ool f23tq Bradycardia $aa
TR T APOTANOGC AR 4T = |

el Fpiifel/FraTe S @74 eMP Sfiived 95 TR AfSHIrPTRIE ATIeHa I8 SRR &~ (2 FE ZCACE |

Awareness program on PV to increase the ADE reporting:

Head of the National PV Centre Dr. Md. Akter Hossain usually attends different awareness programs on
Pharmacovigilance for building PV reporting culture. He says, to increase 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 to 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.

ADR Monitoring Cell, DGDA is participating in workshop to increase awareness on PV
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Awareness and Scale up of Pharmacovigilance program:

To increase awareness and develop a sustainable nationwide PV program, the MTaPS team facilitated two
stakeholder consultative workshops on September 14 and 20, 2020 at DGDA. More than 70 stakeholders
from government, nongovernment, pharmaceutical companies, academician, 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 facilities was increased to 50
hospitals and 50 pharmaceutical companies. In 2020, 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.

Celebration of World Patient Safety Day (17 September 2020):

This year DGDA has also celebrated World patient safety day. In accordance with WHO, DGDA has also
celebrated the world patient safety day 17th September, 2020. An informal speech was delivered by DG of
DGDA Major General Md. Mahbubur Rahman on the importance of the day and DGDA’s role in this
regard. Long Festoons and wall banners/festoons were hanged for public awareness. Finally all the
participants prayed to Almighty for the eternal peace of the people died in COVID-19 pandemic and also
for staying safe with good health.

Celebration of World Patient Safety day at Aushad Bhaban, DGDA.

DGDA monitoring AEFIs for Covid-19 vaccines:

1)  “Protocol for Pharmacovigilance of Covid-19 vaccines” has been developed by DGDA, approved by
the Ministry and disseminated accordingly for conducting Pharmacovigilance of COVID-19 vaccines
as Ministry of Health and Family Welfare empowered DGDA for this job.

2)  The Protocol includes AEFI reporting form, AEFI reporting system, AEFI investigation, Causality
Assessment and regulatory recommendation/action provisions. Structures of different AEFI
committees have been constituted in all District/City Corporation, Divisions and National levels. All
of these committee have been formed accordingly and functioning as well.

3)  The National AEFI Advisory Committee for COVID-19 Vaccines is meeting regular basis as required
to review the serious AEFIs for COVID-19 vaccines after investigation & causality assessment for
regulatory recommendation/decisions to make the vaccination safe nationwide.
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4)  Pharmacovigilance & Covid-19 Safety Surveillance Cell has been constituted to provide secretariat
support to the National AEFI Advisory Committee & entire PV process monitoring. The Cell
comprises of DGDA PV officials along with experts from EPI, IEDCR, WHO & Development
Partners (USAID’s MTaPS, USP-PQM+).

5)  Successful coordination and cooperation have been developed between DGDA and DGHS (EPI, MIS
& other wings) for AEFI reporting to the online portal of DGDA. AEFI reports are being collected in
DGDA'’s own online portal.

Pharmacovigilance meetings held at National and International levels:

s 0B008

o
o]

[ 04 .
e |
@
@ v

Director General of DGDA Major General Md. Mahbubur Rahman is conducting a virtual meeting with WHO-HQ, South-East Asian
Regional and Country office, Bangladesh experts and Team Leaders of the nine functions of the National Regulatory Authority
(DGDA) on 3rd May 2021 before WHO- Global Benchmarking formal assessment, 2021.

Activities of the Committees for COVID-19 vaccines:

Committee/ Cell Name Number of Meetings Number of reports Remarks
conducted evaluated
(Jan 2021 to Jun 2021)

Pharmacovigilance & 06 458 (Primary evaluation)
COVID-19 Safety

Surveillance Cell

District/City Corporation 50 25 SAEs (Investigation) Twice for each case
AEFI Committee

Divisional AEFI Causality 15 25 SAEs Total Decisions-42
Assessment Committee (WHO Causality Regulatory

Assessment using worksheet) | recommrndations-13

National AEFI Advisory 07 Overall assessment and

Committee for COVID-19 necessary

Vaccines decisions/recommendations
for making the vaccination
safe
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Coordination meeting with DGHS (EPI & MIS) and WHO at DGDA on 22 June 2021:

MoU signing ceremony for coordination and collaboration between DGDA and EPI

Role of EPI and DGDA in AEFI monitoring for vaccines:

¢

EPI Provides training and captures AEFI reports for routine vaccination programs from
sub-national and national levels following Guideline.

Collects investigation reports from District/City Corporation Committee for serious cases and
place in the AEFI Expert Review Committee for Causality Assessment.

Send reports information to DGDA for placing in the ADRAC for review and regulatory
decision/recommendations.

For COVID-19 vaccines EPI provides training & materials and involves own channel including
HCPs for AEFI reporting.

DGDA arranges training, captures ADE & AEFTI (for other vaccines) reports from all sources.

Scrutinizes, primarily evaluates the cases, place SAEs in the Technical sub-committee (TSC) for
causality assessment.

Places all the reviewed serious ADR & AEFT in the ADRAC including EPI cases for regulatory
decisions.

For COVID-19 vaccines DGDA provides/arranges training with EPI & WHO for reporting,
investigating & causality assessment related personnel.

Captures online AEFI reports for COVID-19 vaccines, communicates respective AEFI
committees for collecting Investigation and causality assessment reports.

Places the serious AEFI cases in the National AEFI Advisory Committee for COVID-19 vaccines
and communicates for regulatory actions as necessary.
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Number of AEFI Reports for COVID-19 Vaccines (Jan-2021 to Jun-2021)

Total number of cases 458
Male 183
Female 275
Serious 25

Non-Serious 433

Trend of AEFI reporting through DGDA Online platform
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N= 458

Total reported AEFI vs. serious cases for COVID-19 vaccines

SERIOUS AEFI [N=25)
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Causality Assessment Classification

B) Vaccine Product Related Reaction

C) Immunization Anxiety Related Reaction

D) Indeterminate
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Total Serious AEFIs

Classification of 25 SAEs for COVID-19 vaccines

Numbers

A) Coincidental, i.e. Not related to vaccination 17
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Activities done as a preparation to face WHO- Formal Benchmarking Assessment July 12-23,
2021 targeting Maturity Level-3:

Pharmacovigilance Department of DGDA has performed many activities as a preparation of facing WHO-
Formal Benchmarking Assessment July 12-23, 2021 targeting Maturity Level 3. PV department fulfilled the
following recommendations from the WHO assessors during DGDA Interim Benchmarking Assessment in

2018:

No

Gap Observed in Interim
Benchmarking

Response

WHO-GBT Indicators

Follow up of proposed drug act to
ensure inclusion.

Bangladesh Gazette notification (Govt. Circular
10.45.00.0000.182.22.001.21.103, Date: 04 may,
2021) has been published on 28 June 2021 mandating
NRA to carry out VL functions.

VL 01: Legal Provisions,
Regulations and Guidelines

Follow up to ensure including the
focal person in proposed drug act.

According to Bangladesh gazette {Section: a (4)}, all
medicine and vaccine manufacturer, importer and
distributer must conduct their PV activities by
forming a PV team including a qualified person.

VL 01: Legal Provisions,
Regulations and Guidelines

Development of an organization chart
for vigilance including subnational (at
least Division level) offices.

An organization chart of Vigilance department has
been prepared and approved incorporating DGDA
officers of 64 District offices.

VL 02: Arrangement for
effective organization and
good governance.

Two days workshop between
DGDA and EPI

e A panel discussion was also held jointly by
EPI/DGDA/ WHO-CO and WHO-HQ about
Organization, Structure and status of the vaccine
pharmacovigilance system in Bangladesh on 20-21
November 2018.

e A coordination meeting held on 22 June
2021 and a MoU has been signed between DGDA
and DGHS/EPI for sharing VL data of EPI vaccines.

VL 02: Arrangement for
effective organization and
good governance.

National staff who participated in
the assessment have short
experience in current posts. They
should be retrained for longer
duration

Most of the National staffs who participated in the
interim assessment (in 2018) are still working with VL
along with increased number of team members
DGDA officers from HQ, divisional and district level
are participating different national & international
pharmacovigilance trainings, workshops and seminars
in a regular basis for competency development.

VL 03: Human resources to
perform vigilance
activities.

Divisional level training for 8
divisions

Virtual training took place for 8 Divisional and there
under district level DGDA officers. Members of the
District & City Corporation AEFI committee for
COVID-19 vaccines including CHOs, Civil Surgeons
and UHFPOs joined the training.

VL 03: Human resources to
perform vigilance
activities.

Development of effective training
process and specific training
strategy. If necessary hire consultant
to assist with this process.

Effective training process and specific training
strategy have been developed.
All sorts of training data are being maintained in the
training log book as per SOP.

VL 03: Human resources to
perform vigilance
activities.

SOP revision needs to include the
vaccines section as well.

VL SOPs have been revised by including vaccines
related words in the appropriate places.

VL 04: Procedures established
and implemented to perform
vigilance activities.

Discussion on conflict of interest in
membership of ADRAC and AEFI
committee and finalize the ToRs
and roles and responsibilities.

Approval process have been undertaken to reform the
ADRAC and AEFI Expert Review Committee to
overcome the conflict of interest.

VL 04: Procedures
established and
implemented to perform
vigilance activities.
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Key Activities performed &Achievements of Pharmacovigilance Department:

Adverse Drug Reaction Monitoring (ADRM) Cell of Directorate General of Drug Administration
(DGDA) is functioning as the National Pharmacovigilance (PV) Centre. Bangladesh is the120th
full member country of WHO-UMC, Sweden.

Arranging regular meeting of different committees for scrutinizing, quality checking, causality
assessment and review of the ADE reports received from different sources like Pharmaceutical
Companies, Healthcare providers, Hospitals, Public Health Programs etc.

Participating in vigilance related meeting/ Training/ workshop/ seminar in many countries of Asia,
Europe and African Continent for gathering knowledge.

Scale-up vigilance activities nationwide fulfilling all indicators/sub-indicators as required for
achieving Maturity Level-3 in WHO-GBT benchmarking.

Establish system and different level functional committees for vigilance and increasing education
& awareness programs on PV.

Drawing positive attention of the Stakeholders (MAHs & HCP, PHPs) including Government
towards Pharmacovigilance.

During pandemic situation DGDA has been conducting VL activities successfully including
COVID-19 vaccines. Serious AEFI reports have also been shared with WHO-UMC VigiBase.

DGDA staff training at PMDA, Japan

PV training at PMDA, Japan
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Pharmacovigilance training (virtual) for DGDA (national & sub-national) colleagues on 06
June 2021
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Procedures to perform vigilance activities:

m Pharmacovigilance procedures and tools are in place for both drugs and vaccines for collection,
investigation and assessment of ADRs and AEFIs.

®  ADE report form (Yellow Card), AEFI reporting form, COVID-19 Vaccine AEFI report forms are
available in the website of DGDA (www.dgdagov.info)

®  Online ADE and AEFI reporting systems are in place (website of DGDA, then Pharmacovigilance,
then report entry and COVID-19 reporting.

m  Different level committees for investigation & review of SAEs and National Advisory Committees
for PV are functioning as well. Codes and case definitions are available in Guidelines and Protocol.

m  Technical sub-committee, ADR Advisory Committee, District/City Corporation AEFI Committee and
National AEFI Advisory Committee for COVID-19 Vaccines are working as instruction.

Fl-urmnmgh::p(m Systemin

Healthcare Pharmaceuticals Liel

‘ ] LA _'{' /]
DGDA team is on inspection PV system at Pharmaceutical Companies (Incepta & Healthcare)
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Pharmacovigilance team of DGDA visited Kurmitola 500 bed General Hospital

Challenges & way forward:

m To more engage different stakeholders including public.
B  To increase numbers as well as quality of reports in PV.

®m  Changed attitude with continuous training, education, awareness program and improve
communication may be way forward

Conclusion
Pharmacovigilance is really important to ensure the safety of medicinal products, which reflects on Patients’

Safety.

Healthcare providers are the main stakeholder to search any harm by reporting any kind of side effects
/adverse effects of any drug products/ vaccines.

DGDA is very much committed to keep continuation of PV activities in the country as per need with support
from all stakeholders.

9.21. Risk-based Post-Marketing Surveillance of Medicines by DGDA:

Implementation of Risk-Based Post Marketing Surveillance (RB-PMS) through using Minilab™ screening
techniques by Directorate General of Drug Administration (DGDA) facilitated by Promoting the Quality of
Medicine (POQM+) Program, United States Pharmacopeial Convention (USP)

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 quality of medicines available in the market & propose appropriate actions as needed; to
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check the quality of imported 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.

Inspectors are busy with mini lab sample testing under RB-PMS program at Rajshahi

In November 2018 DGDA started implementation of Risk-based Post-Marketing Surveillance (RB-PMS)
with technical support from USAID funded program USP-PQM. RB-PMS focuses on sampling considering
the most vulnerable risk factors i.e. top selling sample, geographical area, hard to reach area, new product,
products having stability issue, costly products, disease, season etc. that may affect the medicine quality &
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.
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To implement RB-PMS, DGDA established six (06) Minilab™ donated by USP for screening of PMS
samples at six divisional drug offices- Dhaka, Barishal, Khulna, Chattogram, 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, Bogura, Cox’s 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 medicines for subsequent regulatory enforcement actions.

Mini Lab Report: July, 2020 - June, 2021:

DISTRICT TOTAL TEST SUBSTANDARD
1. Rajshahi 60 0
2. Chattogram 48 2
3. Barishal 52 2
4. Rangpur 43 0
5. Dhaka 09 0
6. Cox’s Bazar 96 4
7. Mymensingh 12 0
8. Khulna 33 0
Total 353 08

Minilub Training Certificate Ceremony
y 4
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5 | TARTS TREFo, FRIEN F AR 6 o= SRt Tl WIS AN FHRRE AT AW TS J(A |
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g R FhTge e [ToRER TR St e fNaaffe sreri wifke sfiice 230

S | SRS #n/AveTiTes &= JRFCH TorPT 393 Tefiie Free Sale Certificate (FSC)- @7 Faf |

3 | e sm/Awergcas e EC Certificate- &9 7 |

© | SIS /TR (@ 371 (AT (fcet foiRAfl rearene 27 B[ i |

8 | Detailed regarding any withdrawal/market recall initiated by the regulatory authority from the
market for any reasons in the last two years.

¢ | QEREE 7 @ [eeae i qw S «Itha &5 o ,000/- BT “ifzt«icea & == oEte
(PFETICTR (FTT8 5-95¢-0000-5bYV)

Y | AfefB *itne &= 7 7 3¢ % o515 wifeees & o i St
(DI (T3 -3999-005¢-095)) |

q | SRS /AR TGS AT (G G15) |

g e & Frige @t CeiRer GRTR*a SEWeR Tty RaRie Fremai™ 7ifks Face 23033

S | SRS #n/AVeTiTes &= JRFCH TorPT 393 Tejiie Free Sale Certificate (FSC)- @7 Faf |

3 1 BU-g% @ @19 (==& USA or Canada or Australia or Japan 99 & (3« @35 (me*R Free Sale
Certificate (FSC)- @ S |

© | EC Certificate- g 73( |

8 | SIS W /*MTR ([ I+ (AT (IGCaT [GoI2af Jrensene =7 62| oifers |

¢ | Detailed regarding any withdrawal/market recall initiated by the regulatory authority from the
market for any reasons in the last two years.

Y | @EEEe 7F ¢ fees =5 9w 2fsf «iong &= €0 ,000/- Bl Afaeeiice B =g sierw
(DIETICT (FTT8 5-R95¢-0000-5b V)

Y | B Atna &=y F @9 ¢ % ©i16 e B T s 5
(DTETICS (FTT8 3-3599-005¢-003)) |

q | SIS W/ AHTRA (TH A=A (G G10) |

<.89 Application checklist for permission for Manufacture & import of Medical devices

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

2. Authorization letter of the Authorized Agent

3. Name address and communication details of the manufacturer

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

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

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

7. Details of the Conformatory Assessment body

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

9. Principle use of the device

10. Is it a drug-device combination?

11. If the above is “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
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. Procedure for sterilization

. Procedure for release of the Device in the market

. Name and qualifications of technical personnel for manufacture and quality assurance

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

. Details of QMS and manual

. 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? If yes please specify.

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

. Names of the countries where the device is exported.

%.88 Criteria for CRO/Clinical Trial Centre:

. CRO Profile to be submitted
. Organogram
. CV of Researchers and members
. Job Description
. 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.
c. Whether the Analytical Laboratory got any accreditation.
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 IP
a. Whether Temperature Sensitive Product Storage Facility
11. SOP for Handling of IP
12. Archive Facility
a. Is the Archive Facility has Controlled Access
b. Is the Archive Storage Area Fire Proof & Pest Controled
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

O 0 3 N L & W N —

~N N AW~
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v | WHO, UNICEF, WB, UNDP ¢3¢ S SIesios MG ee 87« WHE {awa o[ /SeeTvaiac s
A AT |

q | FY T SV FIFSI/FAGIAHA e, sitamhs, v, gft, e orer, Afd s efstame Tonfin
TR 8 ST F47 |

b | 9T P VSRR 2T SAFIPTEA SN TN 8 AR 41 |

& | TRFEE T AT AT IO SR fagerwiar Feore R T 5me) 41 |

o | 84 8 STPIANT AW, ST, IS, [ 8 @ swizdt <41 |

3 | AERETSFS L T ffoo w1 |

32 | FRPTEHHE Teigre GMP, GLP @3k GPP SpEd fafve &4 |

o | AerETege @atdd ADR (Adverse Drug Reaction) SwiEa 3 4R Ficifefe=m o w1 |

38 | @Y P WAL Gl (BB FREIGAPTIEA G ATGTI FFAS G (S5 RRCETS 8 AT @IS
TP 8 G T '8 FAIAIR 40 |

3¢ | 8T @IES [ [Foomace MHE I e 41 |

SY | (AT TRerIeT ST, @9 @ TPTs GaR (SIS ToItas FITe FGAITeT 2w 41 |

59 | SFCLR F=Ty ferzEel ¥4 |

Sbr | SO @ N6 0 o FIEHHET FareT=, G ¢ Preifemies s azet w4 |

5 | (BRI SFT:R #REIRR SRR (GrenT) o1 SR v G TorRERS s Md™te SRFRS TIfreT 47 |

0 | TEFE TS NG AT ARG AT F |

> | 89 WG NS fFae @ g TZAEES, @94 2P SV Ferre! /T2 e 47 |

3 | Post Marketing Surveillance FR@EER WG (T ©FF WT 374 TeAMH '@ o ffoe 31 |

© | FEFEOFS FHCLT TI{~FECe FXHARBETE , §IY 2P VLT HTol F1 |

8 | ST e IR [FvoFares T o, 894 2P SfMeacs 2ol 47 |

¢ | 8T - Sl SMEIITe TEifbETF, 874 P SIS SRS F4T |

v | WHO, GMP “12TA12H IR N=HARGERT, 394 2P SMeACE HRITo! B4 |

q | JHTE FAFS[ /IR AR 4T |

b | ST RGN AT TZAEEF, ST 2T JWSAS A=l 47 |

b | TRIARDIETS TS 4G AT Mg AT T |
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List of Essential Drugs (Allopathic)

1% 1. ANAESTHETICS

1.1 General anaesthetics and oxygen
1.1.1 Inhalational medicines

1. | Halothane
2. | Nitrous Oxide-Oxygen for Anaesthesia
3. | Oxygen Inhalation
1.1.2 Injectable medicines
4. | Thiopental Sodium Injection
5. | Ketamine Injection
1.2 Local anaesthetics
6. | Lignocaine with or without Adrenaline Injection 1% and 2%
7. | Procaine Hydrochloride Injection (Various Strengths)
8. | Bupivacaine Hydrochloride Injection
1.3 Preoperative medication and sedation for short-term procedures
9. | Atropine Sulphate Injection
10.| Morphine Sulphate Injection

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

DISORDERS (DMARDs)
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 Tablet
2.2 Opioid analgesics
SL No.-10 |
2.3 Medicines used to treat gout
17.| Allopurinol Tablet
18.| Colchicine Tablet
2.4 Disease modifying agents used in rheumatoid disorders (DMARDs)
19.| Penicillamine Tablet
20. | Sulphasalazine Tablet
21.| Sodium Aurothiomalate Injection
22.| Methotrexate Tablet/Injection
23.| Chloroquine Oral liquid/Tablet
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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 Tablet/Injection
33.| Phenytoin Tablet/Capsule/Elixir
34.| Ethosuximide Capsule
35.| Magnesium Sulphate 50% Injection
6. ANTI-INFECTIVE MEDICINES
6.1 Anthelmintics
6.1.1 Intestinal anthelmintics
36.| Mebendazole Tablet
37.| Albendazole Chewable Tablet
38.| Levamisole Tablet/Syrup
39.| Niclosamide Tablet
6.1.2 Antifilarials
40.| Diethylcarbamazine Tablet/Suspension
SL No.-37
6.2 Antibacterials

6.2.1 Beta Lactam medicines

41.| Amoxycillin Capsule/Dry Syrup /Injection
42.| Ampicillin Capsule/Dry Syrup /Injection
43.| Phenoxymethyl Penicillin Tablet/Syrup

44.| Benzathine Penicillin Injection

45.| Flucloxacillin Capsule/Syrup/Injection

46.| 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

d0)
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6.2.2 Other antibacterials

52.| Erythromycin Tablet/Oral Suspension /Injection
53.| Chloramphenicol Eye/Ear Drops/Ointment
54.| Doxycycline Capsule
55.| Co-Trimoxazole Tablet/Suspension
56.| Metronidazole Tablet/Oral Liquid/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
62.| Ethambutol Tablet
63. | Isoniazid with or without Ethambutol Tablet
64.| Pyrazinamide Tablet
65.| Rifampicin with or without Isoniazid Tablet
66.| Streptomycin Sulphate Injection
Rifampicin + Isoniazid + Pyrazinamide with o
67. or Wi tlrl)ou ¢ Ethambutol yr Combination tablet
68.| Rifampicin + Isoniazid + Ethambutol Tablet
6.3 Antifungal medicines
69.| Griseofulvin Tablet
70.| Clotrimazole Cream/Pessaries/Solution/Dusting Powder
71.| Nystatin Tablet/Suspension/Cream/Gel

Preparations of Imidazole or Nystatin for

g Vaginal and Vulval Candidiasis

6.4 Antiviral medicines

Tablet/Cream /Eye ointment/

13| Aeyelovin Intravenous Infusion

74.| Nelfinavir (NVP) Oral powder/tablet
6.4.1 Antiherpes medicines
75.| Idoxruridine \ Eye Drops

6.4.2 Antiretrovirals

6.4.2.1 Nucleoside/Nucleotide reverse transcriptase inhibitors

76.| Abacavir (ABC) Oral Liquid/ Tablet
77.| Lamivudine (3TC) Oral liquid/Tablet
78.| Tenofovir disoproxil fumarate (TDF) Tablet

79.| Zidovudine (ZDV or AZT) Capsule/Oral liquid/IV infusion/

Injection/Tablet
6.4.2.2 Non-nucleoside reverse transcriptase inhibitors
80.| Efavirenz Capsule/Oral Liquid/Tablet
81.| Nevirapine (NVP) Oral Liquid/Ta blet
6.4.3 Other antivirals
82.| Oseltamivir | Tablet

So
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6.5 Antiprotozoal medicines
6.5.1 Antiamoebic and antigiardiasis medicines

83. | Diloxanide | Tablet
6.5.2 Antileishmaniasis medicines
84. | Sodium Stibogluconate | Injection

6.5.3 Antimalarial medicines
6.5.3.1 For curative treatment

85. | Artemether with Lumefantrine Tablet
86. | Primaquine Tablet
87. | Sulfadoxin with Pyrimethamine Tablet
88. | Artesunate Injection/Tablet
89. | Mefloquine Tablet
90. | Quinine Injection/Tablet
6.5.4 Antipneumocystosis and antitoxoplasmosis medicines
91. | Pyrimethamine ‘ Tablet

7. ANTIMIGRAINE MEDICINES
7.1 For treatment of acute attack

92. | Sumatriptan Succinate Tablet/Injection/Nasal Spray
93. | Acetylsalicylic acid Suppository/Tablet
SL No.-11
SL No.-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. | Cyclosporin Capsule/Oral Solution/IV Infusion
8.2 Cytotoxic and adjuvant medicines
97. | Actinomycin D/Dactinomycin Injection
98. | Bleomycin Injection
99. | Calcium Folinate/Calcium Leucovorin Tablet/Injection
100.| Cyclophosphamide Tablet
101.| Busulphan Tablet
102.| Cisplatin Injection
103.| Chlorambucil Tablet
104.| Crisantaspase/L-asparaginase Injection
105.| Thioguanine Tablet
106.| Vinblastine Sulphate Injection
107.| Vincristine Sulphate Injection
108.| Doxorubicin Injection
109.| Mercaptopurine Tablet
110.| Lomustine Capsule
111.| Melphalan Tablet/Injection
112.| Mitomycin Injection
113.| Mustine Hydrochloride Injection
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8.3 Hormones and antihormones
114.| Tamoxifen Tablet/Capsule
115.| Vasopressin Injection
116.| Liothyronine Sodium Tablet/Injection
117.| Stilboestrol/Diethylstilboestrol Tablet
SL No.-26 Injection
SL No.-27 Injection
8.4 Medicines used in palliative care
118.| Hyoscine Butylbromide Tablet/Injection
119.| Amitryptyline Tablet
120.| Propantheline 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 Antianaemic medicines
123, Ezll“ir(c:nicsiéﬂphate/Fumarate, with or without Tablet/Syrup
124.| Folic Acid Tablet
10.2 Medicines affecting coagulation
125.| Heparin Injection
126.| Dipyridamole Tablet/Oral Suspension/Injection
127.| Protamine sulfate Injection
11. BLOOD PRODUCTS AND PLASMA SUBSTITUTES
11.1 Plasma substitutes
128.| ACD Blood Pack/Double Bag/Triple Bag
129, Plasma Substitutes/Dextre}n—40/ 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 Tablet
133.| Glyceryl 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 Tablet
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142.| Diazoxide Injection
143.| Sodium Nitroprusside Injection
144.| Prazocin Hydrochloride Tablet
145.| Enalapril Tablet
146.| Spironolactone Tablet
147.| Hydrochlorothiazide Tablet
12.4 Medicines used in heart failure
148.| Dopamine Injection
SL No.-137
SL No.-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

154.| Potassium Permanganate Crystal/Solution (0.1%)
S1 No.-57 Ointment
155.| Silver sulfadiazine Cream
13.3 Anti-inflammatory and antipruritic medicines
156.| Calamine Lotion
157.| Betamethasone Ointment, Cream
158.| Betamethasone with Neomycin Ointment
159.| Neomycin sulfate with Bacitracin Ointment/Powder
SL No.-26 Cream
SL No.-27 Cream/Ointment

13.4 Medicines affecting skin differentiation

and proliferation

160.

Salicylic Acid + Benzoic Acid

Ointment, Cream

161.

Fluorouracil

Capsule/Injection/Cream

162.| Salicylic 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.| Barium Sulphate (X-Ray Grade)
168.| Iodipamide Injection
169.| Iothalamic Acid with Meglumine Oral Solution
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15. DISINFECTANTS AND ANTISEPTICS
15.1 Antiseptics
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.| Chloroxylenol | Solution/Cream
16. DIURETICS
174.| Frusemide Tablet/Injection
175.| Bendrofluazide Tablet
SL No.-146 Tablet/Capsule
176.| Mannitol Infusion Solution 10% and 20%
SL No.-147
17. GASTROINTESTINAL MEDICINES
17.1 Antiulcer medicines
177, Alumini.um Hy'd‘rqxide Gel with or without el Singrersion
Magnesium 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
SL No.-28
17.3 Anti-inflammatory medicines
SL No.-20 \ Suppository
17.4 Laxatives
183.| Glycerin/Glycerol Suppository for adult/child/infant
184.| Senna/Sennosides Tablet
17.5 Medicines used in diarrhoea
17.5.1 Oral rehydration
185.| Potassium Chloride Tablet/Syrup
136. Sodium Chloride 0.9%, without or with Intravenous Infusion
Dextrose
187.| Sodium Bicarbonate Infusion (Various Strengths)
17.5.2 Medicines for diarrhoea in children
188.| Zinc sulfate | Oral liquid/Tablet
18. HORMONES, OTHER ENDOCRINE MEDICINES AND CONTRACEPTIVES
18.1 Adrenal hormones and synthetic substitutes
189.]| ACTH Injection
SL No.-26 Injection
18.2 Androgens
190.| Danazol | Capsule
18.3 Contraceptives
18.3.1 Oral hormonal contraceptives
191.] Ethinylestradiol + Levonorgestrel | Tablet: 30 micrograms + 150 micrograms
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192.| Ethinylestradiol + Lynestrenol Tablet 0.0375mg+0.75mg
193.| Desogesterol + Ethinylestradiol Tablet:0.15mg+0.03mg
194.| Levonorgestrel Tablet 75microgram

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

199.

Oestrogens with or without Progestogens for
HRT

18.5 Insulins and other medicines used for diabetes

200.| Glibenclamide Tablet
201.| Insulin Various preparations
202.| Chlorpropamide Tablet
203.| Metformin Hydrochloride 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.| Aqueous lodine Oral Solution (Lugol’s Solution)
208.| Thyroxine Sodium Tablet
209.| Levothyroxine Tablet
19. IMMUNOLOGICALS
19.1 Diagnostic agents
210.| Sodium Diatrozoate with Meglumine Sodium | Injection
211.| Tuberculin, purified protein derivative Injection

19.2 Sera and immunoglobulins

212.

Diphtheria Antitoxin

213.

Polyvalent Antivenoms

214.

Tetanus Antitoxin

Injection (Minimum 10,000 IU Dose)

215.

Human Normal Immunoglobulin

Injection

19.3 Vaccines

216.

BCG Vaccine

217.

DPT Vaccine

218.

Pentavalent vaccine (DPT, HepatitisB, Hib)

219.

Pneumococcal Vaccine(PCV)

220.| Poliomyelitis Vaccine(OPV &IPV))

221.| MR Vaccine (Mesales &Rubella)

222.| Measles vaccine Injection
223.| Hepatitis- B Vaccine Injection
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20. MUSCLE RELAXANTS (PERIPHERALLY-ACTING) AND CHOLINESTERASE

INHIBITORS
224.| Neostigmine Tablet/Injection
225.| Suxamethonium Chloride Injection
226.| Pancurium Bromide Injection
227.| Gallamine Trithiodide Injection

21. OPHTHALMOLOGICAL PREPARATIONS

21.1 Anti-infective agents

228.| Framycetin Sulphate Eye Drops/Ointment
229.| Gentamycin Injection/Eye Drops/Ointment
230.| Tetracaine/Amethocaine Eye Drops
SL No.-53 Eye Drops/Ointment
21.2 Anti-inflammatory agents
231.| Corticosteroid Eye drops/Ointment
SL No.-158 Eye Drops
21.3 Local anaesthetics
SL No.-230 |
21.4 Miotics and antiglaucoma medicines
232.| Pilocarpine Eye Drops (Various Strengths)
233.| Acetazolamide Tablet
234.| Carbachol Tablet/Eye Drops
SL No.-151
21.5 Mydriatics
235.| Phenylephrine Hydrochloride Eye drops
236.| Homatropine Eye drops
SL No.-09 Injection/eye drop/ointment

22. OXYTOCICS AND ANTIOXYTOCICS

22.1 Oxytocics

237.| Trifluperazine Tablet/Oral Solution
238.| Oxytocin Injection
239.| Ergometrine Injection
22.2 Antioxytocics (tocolytics)
240.| Nifedipine ‘ Capsule

23. PERITONEAL DIALYSIS SOLUTION

241.

Intraperitoneal dialysis solution (of
appropriate composition)

Parenteral solution.

24. MEDICINES FOR MENTAL AND BEHAVIORAL DISORDERS

24.1 Medicines used in psychotic disorders

242.

Chlorpromazine Hydrochloride

Tablet/Syrup/Injection

243.

Haloperidol

Tablet/Capsule/Oral Liquid

24.2 Medicines used in mood disorders

24.2.1 Medicines used in depressive disorders

244.| Imipramine Hydrochloride Tablet/Syrup
245.| Nortriptyline Tablet
246.| Flupenthixol Dihydrochloride/Decanoate Tablet/Injection

SL No.-119
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24.2.2 Medicines used in bipolar disorders

247.| Carbamazepine Tablet/Oral Liquid/Suppository
248.| Lithium Carbonate/Citrate Tablet/Oral liquid
24.3 Medicines for anxiety disorders
249.| Diazepam Tablet/Injection
250.| Clobazam Tablet
24.4 Medicines used for obsessive compulsive disorders
251.| Clomipramine 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
25.1 Antiasthmatic and medicines for chronic obstructive pulmonary disease

253.| Salbutamol Tablet/Elixir
254.| Adrenaline/Epinephrine Injection
255.| Aminophylline Tablet/Injection
26. SOLUTIONS CORRECTING WATER, ELECTROLYTE & ACID-BASE
DISTURBANCES
26.1 Oral
256.| Oral Rehydration Salts (ORS) Sachet for 500 ml
257.| Cholera Fluid Intravenous Infusion
258.| Sodium hydrogen 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 Injectable solution
263.| Sodium chloride Injectable solution
264.| Sodium chloride 3% I/V fluid

Sodium chloride quartat strength (0.225%) + UV fluid
Dextrose 5%
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

. Capsule 50,000-2,00,000 IU (Injection
AR AT aS IO(F)),OOO IU for SL and above() :

265.

270.| Vitamin By Tablet /Injection
271.| Vitamin K Tablet /Injection
272.| Vitamin E Tablet

273.| Vitamin B-Complex Tablet/Drops
274.| Calcium Gluconate Tablet/Injection
275.| lodized Oil Injection

276.| Vitamin B2 Injection

277.| Nicotinamide Tablet

278.| Pyridoxine Tablet
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279.| Retinol Cgpsple/ Tgblgt/ Oral oily solution/Water-
miscible injection
280.| Riboflavin Tablet
281.| Thiamine Tablet
SL No.-124
28. EAR, NOSE AND THROAT CONDITIONS IN CHILDREN |[c]
282.| Ciprofloxacin Eye 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
ARME-T TP IRT TREMS TR Sifeiat
(List of Essential Ayurvedic Drugs)
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(List of Essential Unani Medicine)

T R B (SART AN Dosage Form
0d. | gfqwer TgywT (Etrifal Ustukhudus) S-Fh
oR. | «faws S (Etrifal Kashnizi) Y-S
09. |«fgwe Afaa= (Etrifal Badian) -
08. | «faeset g1 (Etrifal Mugil) -5
o¢. |«fawe Ay (Etrifal Sagmunia) ST
ob. | «fgwe T4t (Etrifal Zamani) Y-
0d. | «fawset *gerr (Etrifal Shahatara) -
ob. |«fgwe IS (Etrifal Mundi) -
od. |«fdwe 317 (Etrifal Kabir) 41-3oT
Yo. | «fawet ewwt (Etrifal Gudadi) S[-Fo
3. QTR SR/ SR St (Khamira Abresham/Abresham Arshadi) RISIE P
5. | ¥SEr @ (Khamira Khashkhash) G-I
5. QIRT seed (Khamira Gawjaban) Y-Ffo
8. | <IN oingeR war (Khamira Gawjaban Ambari) e
S¢. | AN TReARm/SCTETICEr Fge (Khamira Marwareed/Anoshdaro Liluvi) SY-THT
Sv. | i Tge=Al (Khamira Zaharmohara) -3
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5. | «riEr Fwer (Khamira Banafsha) ST
st. | «¥iEr e (Khamira Nazli) L=
sy, | ensafr ¥w o (Jowarish Ood Tursh) Y-
Jo. |=exifa ¥ &S (Jowarish Ood Shireen) gl
2. | weif I F99 (Jowarish Kamuni Kabir) w4l
3. | weaifa= 9 (Jowarish Kundur) Q-
0. | weuf F@ed (Jowarish Qurtum) 1o
38. | weaifa 7@t (Jowarish Zarooni) -
3¢, | weRifw qfmE (Jowarish Zarishk) w4
V. | e =@ | (Jowarish Shahreyaran) SICEr !
2q. | weaifa @@t (Jowarish Jalinoos) ST
. | s SRR (Jowarish Falafili) -
3». | eswif qged (Jowarish Mustagi) Y-
wo. | enawif S (Jowarish Amla) ST
©y. | eeifa St (Jowarish Kamuni) -
o). | weaifi o= &t (Jowarish Tamar Hindi) S-3foT
vo. | wexrf &P (Jowarish Bishbasa) -
©8. | TeAlfi AR (Jowarish Zanjabeel) ST
o¢. | weaifas =& (Jowarish Shahi) -5
oY, | MeATe-f% Yoifver (Dawaul Misk Mutadil) -
©q. | WrEgs wed (Majoon Agbar) L-FI
oy, | Nrgs SieEl/SRR (Majoon Awja/Azaraqi) Y-
Ob. | g SEed (AT (Majoon Arad-e Khorma) Y-l
80, ' e¥1/53o11 (Majoon Ushba/Choobchini) Y-
8. | W'egd ===/ (Majoon Sa'lab/Mumsik) EINECr]
8. | W'y TECAFE (Majoon Falasefa) -
8. | WI'gd @& (Majoon Suranjan) -5
88. |I'gH @I=rEs (Majoon Sohagsoonth) ST
8¢. | Wrgw ceifere (Majoon Mughalliz) 4O
8y, | W'ege TEwe IgW (Majoon Hazrul Yahood) SINIECPD
8a. | Wr'gs = wEat (Majoon Humal Ambari) w4
8. | I'gd wage e (Majoon Dabeedul Ward) -5
8. | T'ege AR (Majoon Nankhah) IO
¢o. |WgH R (Majoon Suparipak) Y-
@>. | g @EEE ¢ines (Majoon Jograj Gogul) Y-S
@R. | rgs A=re (Majoon Rahat) SRiEarot
@o. | TEgs = (Majoon Lana) L-FD
€8. | W'egd FEREEE (Majoon Kalkalanaj) -
¢e. | g W (Majoon Khadar) Y-
@v. | W'egw Ww=/794 (Majoon Khadar/Jabeeb) ST
@d. | W'gd A= = (Majoon Seer Afza) G-I
€v. | sree e (Majoon Sangdana) S-oT
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€5, | =83 wwererT (Laooq Amaltas) Y-S
vo. |78 @rehE (Laooq Asthmin) w4
vy, |#%® ImW (Laooq Badam) Y-FTHT
vy, | =% reE/ACAg (Laooq Katahw/Sapistan) Sl
vo. |#eF wrel/GigR wreh (Laooq Damavin/Zeequnnafas) w4l
v8. |#37 F419 (Lubub Kabir) L-Fo
ve. |73 2 (Lubub Saghir) -
Lu, | gEeRn yEE/ITem (Halwa Sa'lab/Baiza) Y-
ba. | el wEe PR (Kushta Abrak Siyah) o
by, | 3ol ¥ @ (Kushta Qalyee) o
Uy, | o =T (Kushta Sadaf) o
. |l fem (Kushta Jist) i
qy., | e e (Kushta Faulad) ©oF
. [l & (Kushta Baiza) =
Q9. | ol IEIPREr (Kushta Barasingha) °F
98. | F*rel wmead@m (Kushta Marwareed) o
ae. |l e (Kushta Marjan) o
Q. | Pl T=arRAl (Kushta Zahrmohra) oF
Q. | el EEe-Av (Kushta Hajrul Yahood) o
. | el ¢Twergr (Kushta Gowdanti) Kl
5. | ¥l M (Kushta Bussud) o
bo. |l IFe ereResvie (Kushta Marjan Jawahirdar) ©F
vy, | 3o TEm/aR (Kushta Zamurrad/Yashab) S
2. | 3o =R (Kushta Usrub) oq
vo. |3l @i (Kushta Mirgang) o
8. el T=EAR (Kushta Musallas) o
ve. |3l o= (Kushta Tila) faca)
vy, |l 9= (Kushta Nuqra) o
bq. | F 9% &9 (Aab-e Namak Shireen) ol
bb. | SEE SR (Arq Afsanteen) o
bh. | SFS ez (Arq Ajwain) el
5o0. | =®® A+ (Arq Badian) oF
. | =ES @it (Arq Choobchini) O
5. | 9RS T} (Arq Nankhah) \SEQl
59. | 9"e e (Arq Faulin) el
58. | SR @ (Arq Bokhar) O
o¢. | SF e/ (Arq Maul-Lahm/Lahmina ) SEal
oY, | o YRR (Arq Muhallil) hal
5q. | IRF WGP (Arq Baranjasuf) SRl
Sb. | *R¥® AeEd (Sharbat Anjebar) ASEQl
5. | *F¥® WA/ 9q< (Sharbat Arzani/Unnab) o
Soo. |*RF¥S F& (Sharbat Kaknayj) o
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03, | *<e f&fFAr (Sharbat Jiryani) R
sox. | = feiie/wced (Sharbat Jinsin/Mavez) Shal
9. | *zge st (Sharbat Dimaghi) SR
308. |*@9 4@ (Sharbat Mudir) il
Yo¢. |#79® Y& (Sharbat Mundin) SEal
v, | =gge e (Sharbat Tamarixin) NEil
s04. | *7qe &[T (Sharbat Ejaz) NEal
Sob. | *qe 4T (Sharbat Khansina) OFT
Sob. |*F® ¢*_T (Sharbat Ushba) SRl
o. | *re BRI (Sharbat Chylosin) T
3. | *%¥® W= (Sharbat Deenar) o
MR, | *RFe FARE (Sharbat Kirmin) O
0. | *FS 2w (Sharbat Musaffi) ASEQl
538. | *X<© I (Sharbat Nazla) ASHo
3¢. |*%3® T (Sharbat Neelofar) O
MY, | *FIe FETW (Sharbat Faulad) SRl
4. | *%¥® ¥ (Sharbat Buzuri) T
3. | *F9S AT (Sharbat Santara) SRl
5. | *FFe @R (Sharbat Belgiri) OFeT
S%0. | #79® feyea (Sharbat Niswan) O
583, | *=<® 1 (Sharbat Nisa) SEal
3R, | *F<® *IIz= (Sharbat Shahqga) \SEQ
59, | *F9S ¢ (Sharbat Shefa) o
538. | *%9s e (Sharbat Misali) SR
3R¢. | *7© Y0eE (Sharbat Mavez) o]
SRV, | *59® @ (Sharbat Seb) T
539, | *R9® ®o-ArAl (Sharbat Shehat Afza) \SEQ)
S, | *KS S (Sharbat Atfal) O
3. | *= feofEr (Sharbat Tiflin) T
S9o. | *¥% o4 (Sharbat Talkh) o
59y, |*®9® ¢S (Sharbat Toot) \SHG|
S0, | e M (Marwareed Saiyal) T
S00. | IR WgFd (Qurs Asfar) Disan
»08. | 7= f&mi® (Qurs Ziabit) GBI
Yo¢. | TR [FRAT AFT/IARE (Qurs Mugavvi Khas/Mubahhi) IS
»ou, | TR [ (Qurs Munashshif) BIRCTG
soq. | %= TR (Qurs Muhazzil) SRS
Sob. | FFR M (Qurs Sailan) BTRCeTG
yo5. | TR G (Qurs Salajeet) BIRGTG
380, | @7 YRCe Y (Qurs Ehtelam) DINGI)
8y, | ¥¥® @E (Qurs Gulnar) BIIRCeD
383. | ®¥= W= (Qurs Barsina) DG
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589, | aR =@l (Qurs Hazmina) ST

»88. |92 Tmgwl (Qurs Infuza) BTRCTG
38¢. | F= coifo*r (Qurs Pechish) BIRCEe
38b. | 39= T2 (Qurs Zaheer) IDiNGI
s8a. |2 I (Qurs Bandish) BFRCeTG
38y, | PR IR (Qurs Mulayin) Grere
385, | A= =gl (Qurs Awja) BIRCeTo
S¢o. | 3= wWH (Qurs Deedan) IEGI
5¢>. | 3= @M (Qurs Larzin) IRGI
5¢x. | M AR (Garlic Pearls) GBI
5¢9. | Z3T ARFRT (Habb-e Azaraqi) GG
5¢8. | 23] W (Habb-¢ Ahmar) Disan
see. |t oFE (EEr (Habb-e Ambar Momiyaee) BIIeETe
sev. |=wea Zfw (Habb-e lyariz) CIRETe
5€q. | FI9 e=[I/*Fe Al (Habb-e Usara/Sharbat Sana) BIIRCTE
Sev. | =3 faqhe (Habb-e Kibreet) DG
3¢5, | Ztq 319 (Habb-e Kath) [DINGI)
Svo. |2 Tmed« (Habb-¢ Jadwar) Bisan
Suy, | 239 gw (Habb-e Jund) BIRE0
SuR. | =3T o[ (Habb-e Tabasheer) By
SO, | 7R feagardl/fosgars gwiferm (Habb-e Tiryaqi/Tiryaq Samania) BIRCETo
Sv8. | 2tIq (o2 (Habb-e Tehal) DN
sve. | =33 f*re (Habb-e Nishat) ByIeeTe
Svy, | CIT IWR (Habb-e Madar) By
svq. | 2R weme (Habb-e Rasaut) By
SVb. | a9 *IgEE (Habb-e Shabyar) BIRGTo
Sub. | R ARSI (Habb-e Salateen) BIRCEe
0. | =37 Y72/ (Habb-e Munish/Mumsik) BFIRCEo
52y, | =T FFwH (Habb-e Yarkan) GBI
392, | =R fome/@rar (Habb-e Tinkar/Usba) GIReTe
39, | 2T WS [ eeacav| (Habb-e Hayateen) BIIRCTE
5a8. | =R o (Habb-e Humma) SHo

yqe. | IARIR wwer (Habb-e Bawaseer Damavi) BIRGT
Y. | =T TS W@ (Habb-¢ Murrakab) SEal

%44, | =39 AreTHIF It (Habb-e Bawaseer Badi) IGIRGIT
sab. | =169 e (Habb-e Mudir) ByeeTs
395, | ZrereET (Hazmol) O

Sbo. | WRRA/SFS W&GF (Marham/Arq Ajeeb) T

Sbd. | =Y 41 (Marham Quba) T

SR, | TERN/Aed i (Marham/Rowghan Kharish) T

s, | WR=N 9¢fF (Marham Naurin) T

Sb8. | Wwe¥ Grfaife (Marham Soriasin) T

NE
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TR R BCLR (STCATP AN Dosage Form
Sre. | TR Wiee*F (Marham Ateshak) T
Sbry. | TRy wiedfRE (Marham Dakheliyoon) T
Ska. | e wEl/eEEl (Rowghan Amla/Bhangra) (8]
Sbr. | Jesi 37d/sFe (Rowghan Surkh/Suranjan) [l
Svd. | qea wEieET (Rowghan Jarbinol) [l
Soo. | A8 SRR+ /e (Rowghan Chaharburg) o
5. | forT 3R/ wer @ (Tila Muqavi/Majlooq) [acal
SR, | Ted WRfEw/am (Qutoor Ainin/Ramad) o
9. | fewm 9= (Jimad Bars) ATTR
358. | et P&/ <z (Tila Mushki/Mugavvi Khas) [l
>o¢. | oot *ke# (Tila Shangraf) (5l
Sov, | forT $3RA/*~aw (Tila Miqavi/Shagraf) a5
59q. | I (Barshasa) -
sob. | T wrsr (lyariz Faigra) AT
Sob. | ZERT *r /== oo (Hulas Shammi/Lakhlakha Muattar) (4ca]
R00. | TEAMRS (=AT (Jawahir Mohra) o
205, | &e=dr (Jawhari) bl
0. | &e= IS (Jawhar Kafoor) %
Jov. |&e=d 3 (Jawhar Seen) o
208. |%® ggE (Sufoof Idrar) ACTR
Xo¢. | & el (Sufoof Intesabi) AeeE
R0V, | 37gF wou (Sufoof Gurmar) ArCer
204, | 7gF fafzz (Sufoof Jiriyan) ATCT
Rob. | 5F FAeE (Sufoof Namkin) AT
0. | IgE WifE (Sufoof Mundamil) ACTR
3v0. | EE /el (Sufoof Suzak/Gonorin) AT
5. | g |iRPE (Sufoof Glycin) e
33, | 7T y@ifes (Sufoof Mufattit) AT
o, | 7EE S (Sufoof Ahmarin) ATSC
338, | e ¥ F91 (Sufoof Qayhee Kushta) AT
e | 7EE PifEE (Sufoof Musammin) ACTR
Y, | FF Pifes (Sufoof Musakkin) ACTR
4. |7 -5 (Sufoof Sang-Shikan) Ao
WYy, | T ARIG/57Ee (Sufoof Suiatin/Suranjan) ACTR
385, | 9w =94 (Sufoof Hareera) AT
3%0. |3 YFRAT 9=7 (Surma Mugavvi Basar) ACTR
2Ry, | *hRef/ae (Sufoof Pyorin/Babla) ACTR
233, | TR Y@EFE (Zuroor Mujaffif) AT
9. | F=AE e (Farzaja Qabiz) ATT

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

e
[P afsramy 0%0-20%%

SL No. Name of Medicine SL No. Name of Medicine
1. Abrotanum 38. Bryonia alb
2. Absinthinum 39. Bromium
3. Aconitum nap 40. Bufo rana
4. Actea Racemosa 41. Camphora
5. Acalypha India 42, Carcinsin
6. Aesculus M 43. Calc carb
7. Agaricus M 44. Calendula
8. Alumina 45. Cannabis indica
9. Allium Cepa 46. Causticum
10. Aloe Soc 47. Cactus G
I1. Ammonium Carb 48. Capsicum
12. Ammonium Mur 49. Carbo veg
13. Ammonium Phos 50. Carbolic acid
14. Angus tura vera 51. Carbo animalis
15. Antimonium Crud 52. Calc fluor
16. Antimonium Tart 53. Calc phos
17. Anacardium 54. Cantharis
18. Anthracinum 55. Caulophyllum
19. Apis Mel 56. Carduas mar
20. Apocynum 57. Cedron
21. Arsenicum album 58. China off
22. Arnica mont 59. China ars
23. arg. Nit 60. China Sulfh
24. Arg. Met 61. Chamomilla
25. Aur. Met 62. Chelidonium
26. Bacillinum 63. Cina
217. Badiaga 64. Cicuta vir
28. Baptisia T 65. Cocculus ind
29. Belladonna 66. Coca
30. Benzoic acid 67. Coffea Crud
31. Bar. Carb 68. Colchicum
32. Baryta mur 69. Conium mac
33. Berberis Vulgaris 70. Croton tig
34. Bellis per 71. Crotalus Horridus
35. Bismuth 72. Colocynthis
36. Bovista 73. Cundurango
37. Borax 74. Cuprum met
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SL No. Name of Medicine SL No. Name of Medicine
75. Digitalis 116. Ledum pal
76. Dioscorea 117. Lilium tig
77. Diphtherinum 118. Lobelia inflata
78. Drosera 119. Lycopodium
79. Dulcamara 120. Lyssin
80. Equisetum 121. Mag carb
81. Formica rufa 122. Mag phos
82. Eupatorium perf 123. Medorrinum
83. Euphrasia 124. Merc sol
84. Ferrum met 125. Merc sulph
85. Flouric acid 126. Mezerum
86. Gelsemium 127. Mercuris
87. Glonoine 128. Millefolium
88. Graphites 129. Mur. Acid
89. Guaiacum 130. Murex
90. Hamamelis vir 131. Mygale
91. Helleborus 132. Naja tri
92. Hepar sulph 133. Nat mur
93. Hippoz aenium 134. Nat phos
94. Hyoscyamus 135. Nat carb
95. Hydrocotyle A 136. Nat sulph
96. Hydrasitis can 137. Nat ars
97. Hypericum 138. Nit acid
98. Ipecacuanha 139. Nux vom
99. Ignatia 140. Nyctanhes arb
100. Iris ten 141. Opium
101. Iris ver 142. Oleander
102. lodium 143. Petroleum
103. Kali bich 144. Phoshorus
104. Kali Carb 145. Phosphoric acid
105. Kali sulph 146. Phytolacca
106. Kali bromatum 147. Physostigma
107. Kali cyanatum 148. Platina
108. Kali Iod 149. Plumbum met
109. Kali Mur 150. Podophyllum
110. Kalmia lat 151. Prunus spinosa
111. Kresotum 152. Psorinum
112. Lapis albus 153. Pulsatilla
113. Lachesis 154. Pyrogenium
114. Lac Can 155. Randunculus Bulb
115. Lac defloratum 156. Rhatnia

N
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@Y T ST
SL No. Name of Medicine SL No. Name of Medicine
157. Rhus-tox 178. Symphytum
158. Rhododendron 179. Teucrium M.V
159. Robina 180. Tellurium
160. Ruta gr. 181. Thuja occi
161. Rumex crispus 182. Tarentula Cub
162. Sabal Serrulata 183. Terebinthina
163. Sabina 184. Thyroidinum
164. Sangunaria 185. Trillum Pendulum
165. Sarsaprilla 186. Trombidium
166. Selenium 187. Tuberculinum
167. Secale corr 188. Urtica urenus
168. Senecio arueus 189. Nran Nit
169. Sepia 190. Ustilago
170. Silicea 191. Verat alb
171. Spongia tosta 192. Virat Viride
172. Spigellia 193. Vipera tor.
173. Staphisagria 194. Viburnum op
174. Stramonium 195. Viscum alb
175. Stannum met 196. Wyethia
176. Sulphur 197. Zinc met
177. Sulphuric acid
SL No. Mother Tincture SL No. Mother Tincture
1. Abies Can 18. Bellodonna
2. Aconitum Nap 19. Berberis Aqu
3. Actaea Rac 20. Berberis Vul
4. Aesculus Hip 21. Blatta ori
3. Agnus Cast 22. Bryonia Alb
6. Alfalfa (Medicago sativa) 23. Buchi (Psoralea cor)
7. Allium Cepa 24. Caladium Sac
8. Allium Sat 25. Calotropis G
9. Aloe Soc 26. Cantharis
10. Anacardium Ori 27. Capsicum An
I1. Apis Mel 28. Carduus Mar
12. Aralia Race 29. Caulophyllum T
13. Arnica mont 30. Ceanothus Amer
14. Asafoetida 31. Chaparro Am
15. Avena sat 32. Chelidonium Maj
16. Azadirachta Ind 33. China Off (Cinchona)
17. Baptisia Tinc 34. Chionanthus

2
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SL No. Mother Tincture SL No. Mother Tincture
35. Cimicifuga 69. Millefolium
36. Cina 70. Mullein Oil (Verbascum Thab)
37. Cinnamonum 71. Myristica
38. Coca 72. Nuphar Lut
39. Coffea Crude 73. Nux Vomica
40. Colchicum A 74. Ocimum Canum
41. Collinsonia Can 75. Passiflora Inc
42. Colocynthis 76. Phytolocca D
43. Condurango 77. Pinus Lamb
44, Crataegus Ox 78. Plantago M
45. Croton Tiglium 79. Podophyllum
46. Cyclamen 80. Pulsatilla
47. Damiana (Turneva) 81. Quassia
48. Digitalis P 82. Rhus Tox
49. Dioscorea V 83. Robinia
50. Dolichos P 84. Sabal Serr
51. Drosera R 85. Sabina
52. Echinacea A 86. Salix Nigra
53. Ephedra N 87. Sambucus Can
54. Fraxinus A 88. Sanguinaria Can
55. Fucus Vesi 89. Secale Corr
56. Gelsemium 90. Senecio A
57. Ginseng 91. Stramonium
58. Gossypium 92. Syzygium Jamb
59. Guaiacum 93. Teucrium Mv
60. Gymnenma Syl (Mesasragi) 94, Thuja Occ.
61. Hamamelis Ver 95. Tribulus T
62. Helonias Dio 96. Urtica Urens
63. Hydrastic can 97. Viburnum Opu
64. Hydrocotyle A 98. Viburnum Pru
65. Jaborandi 99. Xanthoxylum
66. Jonosia Asoka 100. Yohimbinum
67. Justicia Ad. 101. Zingiber
68 Lycopodum
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Biochemic (12 Tissue Salt (Potencies 3X, 4X, 6X, 12X)

SL No. Name of Medicine SL No. Name of Medicine
1. Kali Phos 7. Kali Mur
2. Calc Phos 8. Nat Mur
3. Nat. Phos 9. Kali Sulph
4. Ferum Phos 10. Nat Sulph
5. Mag Phos I1. Calc Sulph
6. Silicea 12. Calc. Fluor.
TRITURATION (Powder & Tablet)
SL No. Name of Medicine SL No. Name of Medicine
1. Acid Chryso 14. Acetanilide
2. Ammon Phos 15. Ars Sulp Flav
3. Antim Crud 16. Ephedrine
4. Borax 17. Sulphur
5. Carbo Veg 18. Ammon Benz
6. Cholesterinum 19. Hecla Lava
7. Graphites 20. Selenium
8. Gun Powder 21. Glonoinum
9. Ova Tosta 22. Aurum Mur Nat
10. Antim Tart 23. Kali Bichrom
11. Heper Sulph 24. Uranium Nit
12. Merc Sol 25. Arsenic lod
13. Titanium
External application only
SL No. Name of Medicine SL No. Name of Medicine
1. Mullen Oil 4. Plantago Maj Q
2. Euphrasia eye drops 5. Kreosote Q
3. Cineraria M succus eye drops
Ointment/Cream
SL No. Name of Medicine SL No Name of Medicine
1. Calendula 7. Hamamelis
2. Cantharis 8. Aesculus Hip
3. Rhus tox 9. Berberis
4. Bryonia 10. Petroleum
5. Ledum pal I1. Arnica
6. Graphities
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BIOCHEMIC COMBINATION TABLETS
COMPOSITION OF THE DRUGS (each tablet contains all drugs in equal quantities)

1. No.l : Cal Phos 3X, Ferrum Phos 3X, Nat. Mur. 3X, Kali Phos 3X.

2. No. 2: Kali Phos 3X, Mag. Phos 3X, Nat. Mur. 3X, Nat Sulf 3X.

3. No. 3: Mag. Phos 3X, Cal Phos 3X, Nat Sulf 3X, Ferrum Phos 3X.

4, No. 4 : Cal Flour 3X, Kali Mur. 3X, Nat Mur 3X, Silicea 3X.

5. No. 6 : Ferrum Phos 3X, Kali Mur 3X, Mag Phos 3X, Nat Mur 3X, Nat Sulf 3X.
6. No. 7 Cal Phos 3X, Ferrum Phos 3X, Kali Phos 3X, Nat Phos 3X, Nat Sulf 3X.
7. No.9: Ferrum Phos 3X, Kali Mur 3X, Kali Phos 3X, Mag Phos 3X.

8. No. 10 : Cal Phos 3X, Ferrum Phos 3X, Kali Mur 3X.

9. No.12 Ferrum Phos 3X, Nat Mur 3X, Kali Phos 3X, Mag Phos 3X.

10 No.13: Cal Phos 3X, Kali Sulf 3X, Kali Phos 3X, Nat Mur 3X.

11 No.15: Cal Phos 3X, Ferrum Phos 3X, Kali Phos 3X, Mag Phos 3X, Kali Sulf 3X.
12 No.17 Cal Flour 3X, Kali Phos 3X, Ferrum Phos 3X, Kali Mur 3X.

13 No.19 Ferrum Phos 3X, Mag Phos 3X, Kali Sulf 3X, Nat Sulf 3X

14 No. 20 Cal Flour 3X, Cal Sulf 3X, Kali Sulf 3X, Nat Mur 3X, Nat Sulf.

15 No. 23 Ferrum Phos 3X, Mag Phos 3X, Cal Flour 3X.

16 No. 24 Cal Phos 3X, Ferrum Phos 3X, Kali Phos 3X, Mag Phos 3X, Nat Phos 3X.
17 No. 25 Nat Phos 3X, Nat Sulf 3X, Silicea 3X.

18 No. 26 Mag Phos 3X, Cal Phos 3X, Kali Phos 3X, Cal Flour 3X.

19. No. 27 : Nat Mur 3X, Kali Phos 3X, Cal Phos 3X.

Afif3-es JIGARRT STF SiFTRl (STERS)3

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 Eye/Ear Ointment/Drops
Chlorhexidine Lotion/Cream
Chloroxylenol Lotion/Cream
Chlorpheniramine Maleate Tablet/Syrup
Condoms

Diclofenac Gel

Dextromethorphan Syrup

A e B AT e
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Ferrous (Sulphate, Gluconate & Fumarate) Tablet/Capsule/Syrup
Gentian Violet

Glycerin Suppository

Low Dose Contraceptive Pills

Mebendazole Tablet

Metronidazole Tablet/Suspension

—_— e e
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19.  Methyl Salicylate Gel

20. Milk of Magnesia Suspension

21.  Mouthwash Preparations

22.  Multivitamin Tablet/Capsule/Drops

23. Neomycin/ Gentamycin/Bacitracin or combination Ointment/Cream/Dusting Powder
24, Omeprazole capsule

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

26. Paracetamol/Acetaminophen Tablet/Syrup/Suspension/Suppository

217. Permethrin Ointment/Cream
28.  Potassium Permenganate Granules for Gargle
29.  Povidone lodine

30. Promethazine Theoclate Tablet

31. Ranitidine Tablet

32. Riboflavin Tablet

33. Salbutamol Tablet

34, Salicylic Acid + Benzoic Acid Ointment

35. Silver Sulphadiazine Ointment

36. Sunscreen Preparations

37. Vitamin A Capsule

38.  Vitamin B Complex (individual or combinations) Tablet/Syrup/Drops
39.  Xylometazoline 0.1% Nasal Drops

HffE-53 JIg-afAT wxede vt iferen

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

S. Sifemiifar oot 38, WHEIfRE
2. TRRY A se.  TRGEEIRE
©. IPIERS T Yo, SHIRE
8. TP 7T A,  fEwiE
e. JrET TR S, GTEPH

. G A 5. AP
Q. RalIEES Q0. PRZRIkE]
b PRSAIGES Q. SRRWPE
5. EICHIIEES R, SR LT
So (e 9. IS AFEA (T
N GIESIAIGES

NN SIS

NO RS
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SAff3-53
List of Over-the-Counter (OTC) Drugs (Unani)

FIG-ARET SR oiferdt (LS8

GTY NPT RS

[LIEEIC Generic Name/S(<F (@ARS AN Dosage Form
0>. | «feeet Tgyvat (Etrifal Ustukhudus) ST
ox. | w«fgw g (Etrifal Mugqil) -3
09, | «fawe ST (Etrifal Kashnizi) G-I
08. | «fqwet #zor (Etrifal Shahtara) ST
o¢. |«fgwet 3 (Etrifal Mundi) -3
ob. | «fgwe T4t (Etrifal Zamani) Y-
0d. |wewifa I (Jowarish Kamuni) -0
ob. |TeAf Fa (Jawarish Kundur) -3
ob. | enewif TweAr (Jawarish Zarooni) ST
So. | wenifae wee (Jawarish Jalinoos) -3
. | weifa g (Jawarish Mastagi) S
SR | ar'ge TR (Majoon Falasefa) S-FT
SO, | Wrgs e (I (Majoon Arad-e Khurma) -
38. | W'ge s (Majoon Azaraqji) YT-FTF
5¢. | rge @9 (Majoon Ushba) -1
Sb. | Jr'ge wdivel @@ (Majoon Dabeedul ward) -1
2. | g FEERR (Majoon Falasifa) -0
Sb. | gy 99 (Majoon Kundur) S
5. | g are (Majoon Piyaz) ST
0. |Wrgd EEEESs (Majoon Sahagsonth) -
Rd. | Wrge & (Majoon Suranjan) -0
3. | *1%s wrelv (Laooq Katan) CINIED]
Q0. | =18 AtAgH (Laooq Sapistan) -
8. | 9FE @RE (Arq Bukhar) SRRl
¢. | 9FF ¥ (Arq Dashmool) o5&
V. | SRS WG (Arq Ajeeb) T
9. |9 (R (Arq Gulab) SEG
v, | =S I (Arq Kasni) T
. | I=FF R (Arq Mako) \SEQl
vo. | *7ge AT (Sharbat Buzuri) ST
0. | *79® ¢ (Sharbat Unnab) SEal
©. | *7gs AE (Sharbat Deenar) O
0o, | *F9% I (Sharbat Vasac) SERl
©8. [*7© @&¥ (Sharbat Ejaz) o
oe. | *RE© e (Sharbat Neelofar) o
L. | *7Fe ¥ (Sharbat Faulad) SE]
04, | *7Fe Y=l (Sharbat Musaffi) T
Ob. | *=e =EfEl (Sharbat Hazmina) LT
5. | *RFe TS @[ (Sharbat Hayatin Murakkab)
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Generic Name/SI4d (ST N

Dosage Form

80.

EIgIRE M (Sikanjabeen )

8.

*7<S ARl (Sharbat Santara)

T

Chol
8. |*md® A (i (Sharbat Bazoori Motadil) T
89. |*@qe F=Co{ (Sharbat Belgiri) ST
88. | *=<® i (Sharbat Kurchi) o
8¢. |*=I® fe*ea™ (Sharbat Kishwar) O
8Y.  |*<© (T (Sharbat Seb) o
8a. |=w9® P (Sharbat Niswan) NEal
8. |*R® g® PRI (Sharbat Toot Siyah) o
85. | %= 3 (Qurs Bandish) BIRETe
¢o. | ZFw MG (Qurs Garlitab) DINa
@. |z Tew® (Qurs Hazmol) BYRCEe
€. |g=R A" (Qurs Pudina) BIRETo
@o. |3F= A (Qurs Pechish) DI
¢8. |¥TF=wmE (Qurs Deedan) SRS
ee. | T2 FNRES (Qurs Mulayin) BT
@Y. | =33 =4 (Habb-e Humma) BIReeTs
¢q. | X3 =T (Habb-e Shefa) BIRCED
¢v. | TR PR A% (Qurs Mugavvi Khas) BIRETs
€. | R @xree W (Qurs Ehtelam) ByCTe
Yo. | g G (Qurs Salajeet) BIRCTe
L. | 3= weEE (Qurs Asfar) BI_eeTo
L. | §A= 91 (Habb-e Quba) Disan
vo. |3 ¥ (Habb-e Kafoor) BIRCEe
v8. | I FEw@H (Habb-e Mulaiyin) BI_e=Te
ve. | IR g el (Habb-e Afsanteen) ByeETe
Yo, | @@Tere (Habb-e Helteet) BIRCEe
Ya. | 23] S v (Habb-e Kabid Naushadri) DIRGI
by, | Z3E fe@@ (Habb-e Tinkar) BTRGTe
Ys. | =39 =S (Habb-e Hayateen) T
90. | 23T @FI-1WW (Habb-e Khubsul Hadeed) By
Q. 299 smeTE (Habb-e Jadwar) DIEIGE
q3. | =13 fire (Habb-e Nishat) IGINGIT
Q. | =R fefse (Habb-e Jiryan) DGl
98. | =37 Y=+ (Habb-e Munish) ByIReeTs
q¢. | 2EF REw (Habb-e Suranjan) BIIECETs
qu. | =39 W= (Habb-e Mudir) DIEGI
qq. | =R =feyT (Habb-¢ Aftimon ) BT
. |23 ©Al e (Habb-e Dabba-e-Atfal) BYRCeTG
95. | =33 2w+ (Habb-e Hamal) DN
vo. |24 weaiEa (Habb-e Jawahid) BIRETo
vd. | =639 g7 (Habb-e Jund) BIeTs
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Y 2T SV
T W Generic Name/ 830 (STARS w1 Dosage Form

bR, | 2033 FagA (Habb-e Karanjwa) ByRTe
bo. [T = (Habb-e Nazla) BIRCETG
»8. |XIF 7 (Habb-e Raal) BIRCED
be. |27 Fene (Habb-e Rasaut) BIRCES
by, | =IF @ (Habb-e Surfa) BIIRCeTs
vq. | c3q o e (Habb-e Tabashir) DI
bb. | 9= $A1 (Marham Quba) T

b, | ey A (Marham Kharish) T

so0. |%ei 53¢ (Rowghan Surkh) [acal

5y. |foem wmm (Tila Jadeed) [aca]

5. | AFEN (Sufoof Sailan) T
so. |7%® O (Sufoof Teen) Ao
58. |%®F i (Sufoof Humuzin) ATCe
se¢. | % gaes (Sufoof Jurhin) ACer
dY. | =IF 79 & (Aab-e Namak Shireen) ACC
sq. | s a2ae (Kafoor Saiyal) AGe
Sb. |9 AIR¢f (Sanoon Pyorin) ATTE
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Afxf*8-vs ASSIGNED CODE AGAINST THERAPEUTIC CLASS OF DRUG

SL No. Therapeutic Class Code Number
l. Adrenergic 001
2. Adrenocortical Steroids-antagonists 002
3. | Amino Acids 003
4. Anaesthetics (General) 004
5. | Anaesthetics (Local) 005
6. Analgesics and Antipyretics 006
7. Antacid,Adsorbent 007
8. Anthelmintics including schistosomiasis and filaricides 008
9. Antiarrythmics 009
10. | Anticancer 010
11. | Anticholinergic 011
12. | Anticoagulants and Fibrinolytic Drug 012
13. | Anticonvulsants 013
14. | Antidepressants 014
15. | Antidiabetes 015
16. | Antidiarrhoeal Agents 016
17. | Antidotes and Heavy Metal Antagonists 017
18. | Antiemetic 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. Antipsychotic 028
29. | Antiseptic and Disinfectants 029
30. | Antitubercular and Antileprotic 030
31. | Antitussives, Expectorants and Mucolytic 031
32. | Antiviral 032
33. | Blood Coagulating 033
34. | Bulk pharmaceuticals (Raw materials) 034
35. | Cardiac Glycosides 035
36. Cerebral Vasodilator and Drug used in stroke and Peripheral vasodialators 036
37. | Cholinergic 037
38. | Common Cold Preparations 038
39. | Contraceptives (including devices) 039
40. | Coronary Vasodilators and Antianginal drug 040
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SL No. Therapeutic Class Code Number
41. | Diagnostic Agents, Medical Device 041
42. | Diuretics 042
43. | Drug used for erectile dysfunction 043
44. | Drugused in Bronchial Asthma,Chronic obstructive pulmonary disease(COPD) 044
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. | Eye Preparations 052
53. | Fertility Agents 053
54. | Galenical preparations and Prescription chemicals 054
55. | H2 Receptor Blocking 055
56. Hormone 056
57. | Hypnotics, Sedatives & Anxiolitic 057
58. | Immuno-suppressant 058
59. | Kidney Dialysis Fluid 059
60. | Laxatives 060
61. | Lipid Lowering 061
62. | Metals, Salts, Minerals and Calcium Preparations 062
63. | Neuromuscular Blocking 063
64. | Nonsteroidal antinflamatory and drugs used in arthritis 064
65. | Opioid Analgesics 065
66. | Opioid Antagonists 066
67. | Proton Pump inhibitor 067
68. | Radiopharmaceuticals 068
69. Sera, Toxins, Toxoids and Vaccines 069
70. Skeleton Muscle Relaxants 070
71. | Skin and Mucous Membrane Preparations 071
72. | Steroidal Anti inflammatory 072
73. | Throat Preparations, Mouth Washes and Gargles 073
74. | Thyroid and Antithyroid 074
75. | Other Classification 075
76. | Uricosuric and Anti-Gout Agents 076
77. | Veterinary Drugs 077
78. | Vitamins and Combinations 078
79. | Water for Injection, Electrolytes, Blood Volume Restorers and Caloric Agents. 079
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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.

Supporting

SL No. Details Comments Documents

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

2. |Authorization letter of the Authorized Agent

Name address and communication details of the
manufacturer

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

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

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

7.  |Details of the Confirmatory Assessment body

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

9. | Principle use of the device

10. |Is it a drug-device combination?

11.  |If the above is "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 market

Name and qualifications of technical personnel for

18. )
manufacture and quality assurance

19. |Layout plan of the premises accompanied by the floor plan
20. |Details of QMS and manual

Is the product tested before release, if yes, submit details; if

21 no, specify criteria for release

2 Has the product 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.
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