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FgY =i Sigwed weiwe CRO a7 oifFst:

SL No. Contract Research Organization (CRO) Name & Address

M/S.Clinical Research Organization Litd.

Clinical site: Farabi General Hospital

Road-14{New), House-8/3, Dhanmondi.

E-mail: shawpnil{@gmail.com

Mobile: 01711567275

M/S. Khwaja Yunus Ali Bio-Research Services
Enayetpur, P.S- Enayetpur sharif, Upazilla-Chowhali,
Dist- Sirajgong.

E-mail: info@@kyvameh.org
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Sl No. Contract Research Organization (CRO) Name & Address

M/S. Eminence Associates for Social Development

3/6 Asad Avenue, Mohammadpur, Dhaka-1207

Contactno: 01713066602, Email: ceof@eminence-bd.org

Clinical site: Care Hospital Diagnostic (Pvt) Ltd.

2/1-A, Igbal road, Mohammadpur, Dhaka, Contact no: 01733588337, Emaul:
moazzam{@citecho.nel

E-mail: eco@eminence-hd.org

Phone: +88 (02) 01713066602

M/S ESKEGEN Limited (CRO)

4. House No: 66, Road: 08, Block: C. Niketon, Gulshan-1. Dhaka-1212.

M/S. Bangladesh Clinical Trail Limited (BCTL)
5. Unique Heights (Level-8), 117, Kazi Nazrul Islam Avenue, Ramna. Dhaka-1217,

M/S.CRO DMC (Clinical Trial Center/ Contract Research Organization. Dhaka
6. Medical Colleg)
Old Buildmg. DMCH, Shahbag, Dhaka.

M/S. Nowvas Clinical Research Sevices Ltd. (NCRSL),

1/1/B, Paribagh, Dhaka-1000.

i (Previous Name and Address: M/S. Beximeo Bioequivalence Center).

E-mail: dka@bpl.net.drk

E-mail; azireshad@vahoo.com

M/S. Child Health Research Foundation (CHRF), SEL Hug

8. Dikypark, 23/2 Khilji Read, Block-B. (Mirpur Road), Mahammodpur, Dhaka-1207.

M/S.Filaria and General Hospital.
9. Kalma-1. South Zinzira, P.O-Dairy Firm. Savar. Dhaka-134].

M/S.Institute for developing Science and Health Initiatives (ideSHi)

Office- House 48, Block B. Foad 2. Bashundhara, Dhaka-1229.

1. Analytical facility — 9 Mohakhali C/A (Amtoli), Hosaf High Tower, National Bank
Building ,8" floor, Dhaka-1212, Bangladesh.

Clinical site- Farabi General Hospital Road-14({New), House-8/3, Dhanmeondi.

M/S Dev Care Foundation
11. | Address; 1501/B, O.R Nizam Road, Mehedibag, Chattogram, Bangladesh,
Hospital Facility: Max Hospital Ltd. 35/36, Mehedibag, Chatiogram, Bangladesh.

M/S.International Cenire for Diarrhoeal Disease Regearch, Bangladesh (1cddr.b).

12, 68 Shaheed Tajuddin Ahmed Soroni

Mohakhali, Dhaka-1212

M/S Projahnmo Research Foundation

Administrative Office: Flat- 3D, House no-37, Road no-27, Block-A, Banani, Dhalka-
13. 1213

Hospital/Research site: Centre for Woman and Child Health (CWCH), Ashulia, Dhaka-
1349

M/S Bangabandhu Sheik Mujib Medical University (BSMMU) Shahabag, Dhaka-1000.
14. Hospital Facility: Bangabandhu Sheik Mujib Medical University (BSMMU). Shahabag,
Dhaka-1000.
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"Urgent action is required to stop the spread of antimicrobial resistance. Without action. we face a future where we
will be unable to treat infections in huomans, animals and plants. We must work together to protect our medicines"

Antimicrobial Resistant (AMR) FHa0te 9o78 oFtpa A0 (0% gy G741 {7, 77y @ #ifaa@ F=ui o= 999 [4eq
TAETPET 21 5 T8, (7 CITSTES 8¢ P Siwes F7e $0 9 |
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(<) =it ol afoamafres weaeEs = T (TE Antimicrobial Resistant (AMR) @ =t t93) 29 @ & &1
Toiretrs YIRS, SarnEeF, SramEae™E, Amoxicillin Trihydrate+Bromhexine Hydrochloride+Vitamin A,
Amoxicillin Trihydrate + Cyproheptading Hydrochloride + Guaiphenes + Lysozyme Hydrochloride + Vitamin A,
FAT5 AL 29 ¥F0E Access FLHT U ¢ 9T Watch 5Fro@ «fSaniTF afes a=r o |

®.33 | Combinations of Access Group:

Sl No. Generic Name
l. {Amoxicillin 1.25 gm + Cloxacillin 1.25 gm/vial Injection
2, [Amoxicillin Trihydrate 10% + Bromhexine Hydrochloride 2% + Vitamin A 500000 IU/KG Powder
3. |[Doxveycline 1 gm + Oxytetracycline 2 gm Powder
4, [Doxycycline 1 gm + Oxytetracycline 2 gm/100 gm Powder
5. [Doxyceycline 10% + Neomycin Sulphate 10% Powder
6. [Doxycycline 10% + Oxytetracycline 20% Powder
7. |[Doxyeyeline 10% + Tylosin 20% Powder
8. [Doxycycline 100 mg + Trimethoprim 100 mg/gm Powder
9. [Doxyeyeline 100 mg + Tylosin 200 mg Sachet
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Sk No. Generic Name

10. Doxycycline 150 mg + Neomycin Sulphate 150 mg/gm Powder

11, [Doxyeyeline 20 gm + Tylosin 23 gm/100 gm Powder

12, Doxveyeline Hydrochloride 10% + Gentamicin 10% Powder
13. |Gentamicm 2.5% + Neomycin Sulphate 20% Powder

14, |Gentamicin 3 gm + Sulphadimidine 12.5 gm + Trimethoprim 2.5 gny'100 ml Injection
15. [Neomycin Sulphate 5% + Procaine Penicillin 8.3333% Ointment
16. Oxyclozanide 1.4 gm + Tetracycline Hydrochloride 2 gm Bolus

17. [Procaine Benzylpenicillin 4 Lac IU + Streptomyein 500 mg/vial Injection

18. |Streptomycin 250 mg + Sulfadiazine 1.583 gm + Sulfadimidine 1.583 gm + Sulfapyridine 1.583 gm
Bolus

19. |Sweptomyein 313 mg + Sulladiazine 1.583 gm + Sulfadimidine 1.583 gm + Sullapyridine 1.583 gm
Bolus

20. [Sulfaclozine 300 mg + Vitamin K 20 mg/gm Powder

21. [Sulphachloropyridazine Sodium 100 mg + Trimethoprim 20 mg + Vitamin K .8 mg/gm Powder
22. |Amoxicillin Trihydrate 5% -+ Cyproheptadine [ydrochloride 1% + Guaiphenesin 3.3% + Lysozyme
Iydrochloride 1% + Vitamin A 2500% Powder

.33 | Combination of WATCH Group

SL No. Generic Name

1. | Ciprofloxacin 20 gm + Trimethoprim 50 gm Sachet

Erythromycin 50 mg + Sulphadimethoxine Sodium 125 mg + Trimethoprim 25 mg/ml Injection

Guaiphenesin 1.8% + Roxithromycin 1% + Tylosin 1% Powder

Kanamyein 10000 IU/gm + Rofaxanide 2% Powder

N P

Loperamide 1 gm + Norfloxacine 25 gm + Trimethoprim 25 gm + Zine Oxide 20 gm/KG Oral
Powder
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() Y 2T e e GG RIEER T B SR afeerTE Fafie sfeefT @ 27 eT Effluent Treatment
Plant (ETP) fafte %=1 27 |
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feam: Antirnicrobial Use Surveillance (AMU) sfetm wmmfers consultative meeting,

(%) Antimicrobial Consumption Surveillance (AMC) Y8R F=at+ €% National Guideline on Antimicrobial
Consumption (AMC) Surveillance in Bangladesh 2 35T T, A1 412 @ #5f S0 Sa<on $s gqome g
CHTET S S oA 998 WHO <97 international website « ST7T#Te a0 |

=

National Guideline on

Antimicrobial Consumplion (AMC)
Surveillance in Bangladesh

Directorate General of Drug Adminlstration
Moracha,, Dhaka 121F
Mgy ot Faoth ang Faniy W afare, Bargadash

WHO international website in the link: hups://www.who.int/bangladesh/about-us/publications- |
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».58 | B BTN GFY T Wi Fies:

Terre, soby « BE T ATArd Aren FEM O 9 @ifee-is «F FEE 9% 9% WHO 3y ov/sote S
FIEE-35 TATET CIFT F0 | THHEEEE, &5 gHiFT Waned TEWET T eT e G g Siawds Hiaal.
Yodo O FEF FIFLANH *F e (4 GF2 THIR GHY SRS ATSHTE Y T (W08 FLE GTASAI WF W
SR DT R TS @ I g e S |

o 2R FRTHE AT SR CIENEAE R #94, qfErem, RTPCR 656 $6, NO5/ KNOS/ FFP2/ Surgical mask/
PPE/ETS 1= T1(d 9618 2314 | afog dfeBM Suinae Seems a4t Wroms FF (o €T JEna ceoim o
T, TOTE AU NOC @i T0E S0e Ge T S Wi 93] =8 T T TS S @i s Srme
ICU STare Seaate Wibe ST 78T 2 |

Frar SEACT Wi @ SR v Fvy e wnfae s FfvT sy Svy i efimen o o e
AT | DA G BISRAE SATT *avEs areEmmed Favipiravir, USFDA SWHIaae #d 92 @ sited 952 UK
A SRR AT T TS A (RO T | S| WA A oA G g T g Wbt wee
AT T @A felts TaEs @ FardT 967s Taft uet T aver e gf wmaf | Srafve SwenE o
wifem [ FeE siaw [oat Feify $9 T, T 6 T ¥ 12 80 e 2097 TE | S bieeiy ¥ @
&y AT introduced TLATS FFY =TT ST WETE BOST ST UHTeS Gt Frhe w70 91 At oo Tt
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List of Emergency Use Authorization of RT-PCR Test Kit:

S1, No. Lacal Agent Brand Name w",q‘:f:f“' Class Manufacturer EUA
Overseas Matketing Movel Coponavinus CETI-18 3l Sansuge Bistech Ing,, Ching EUA Mo,
ol Corpogation (Pt Lid, (201 5-nCov) Nucleic Acid |BT-PCR Kit Addreas: No. 680, Lusong Road: Lnp-01
Unigue Tratg Centre, Diagrostic Kits (PCR Yuely Distriet, 410205 Changsha,
Lewel-13 Fhupeegeance Probing) Human Provings., (hing
E Panthapath, Dhalka- 1215
Cenesis Trading Co., [vary BGTReal-fime flgoreseent | SARS-CoVed 3l BGT Riotechinglogy (Wyhan) Co., ELA N
02 Vg rishnochus, 3/1-F (7t RT-PCR kit fur defecting | RT-POR kit Lad,, China Tnp- 008
Floor). PuranaPalten. SARS-CoW.2
Diiakca- 1000
Concord Phatmaceutcals Covigd-1 9 (BARS-Cov=2) | Conid-19 C Wihan Easwdiagnosis Riomeadicine EUA NG
L., Sima Blossom (11th Muclele Acid Test kit (SARS-CoVa) Ci, Ind,, China Irvg-0E
03 | Floor). House-3 (New), 350 Hucleis Acid Tese
{Okd), Boad-16 (Neaw), 23 Eit
{Okdh Dhanmand,
Dhaka-1209
o Gengric Trading, Level-6,7¢], | STAT-MNAT SARS-Covi | COVID-19 RT 2! Sentinel CH. S.p.A., Via Robert FUA Mo
" | Aumangaieh Road, Block-A, |RTPCRKIT PCR KIT Koch, 2 Milana {MT), 20152, Ttaly Img-010
Mohammadgur, Dhaka
Geaome DL Corpozation, GeneProof BARS-CoV-2 | SARS Colid & GeneProof A8, Videnzka 1017119, EUA N
05 1205041t Floor), D Screening PCR Kit Scrmeming POR Delnillerspics. 61900 Broo, Czeck Imp-011
Euwlpar-E-Khuda Boad, it Hepublic
Dhaks-1205
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Sl No. Local Agent Braod Name N amf Claiss Manufncturer ELUA
Usiibed Limited, House: 45, |[Radi Covid-19 Detection | Radi Covid-19 C KL Medigal oo, Ltd, C-1403 547, ELJA Mo,
il Sheikh Kamal Saroni. Boad Kt Detecton Kt Uanam-dasco. Lanam-Si, Imp-012
M, 16, RangsNazim Sqguare Gyeongti-do, 12982, Republic of
{7th Floor}, Dhanmondi. i
Dhaka-1209
United Limited, House: 48, | Oiastat-Dix Respuatary Chiaztai-Dx C Qiagen GablL OiagenSirasse |, ELTA Mo,
07 |Sheikh Kamal Saroni, Road | SARS-Coy-2 Pasel Respiratory 40724, ilden. Germany Imp-013
Mo, 16, Eml‘ﬂm Sw SRR G
{7tk Fleor), Dhanmond,
Dhaks-1209 Rl
i Transba Medical Services. 33 | GenpaPso SARS-COV-2 | SARS-COV-2 o GencorixIne. 402, B08. 910, EUA N
mavEtae. WENE LT Test Digital-road 242, Guro-gu. Seoul, lmp-015
1221, Topitie Foa, 08394, Republic of Korea
Dhaka- 1000
% Trade Agency, 59 icopy Cowid-19 gPUR SARS-Cov-2 c | drop Ine, A-203, EUA Mo,
9 | mitkusha 14, Ground Fior, | 4plex Kit RT-FCR Kit E‘g’;“f]"";‘“”'“ TTewen 215 | w017
A -piy, Jungwoag-gu,
Dkalea- 1000
Senngnam-gl, Greonggi-do, Kotea
Huspitech Essentials STANDARD M aCaV STANDIARD M (o bﬁﬁ;&%& Ig;.a: ” TLA Mo,
10 V5124, 0R. Mizam Roag, | Reel- Time Detectioa Kir - | nCo Real- Time B graen gy 4-u, Ozangrup, Trp-018
: ; : ; eok-gu. gl
Mehedibag, Chattogram Detection Kit Eh;;;g heo gul.urk -dnnfuiﬂl‘il.
Republic of Korea
Concond Phasmaceuticals YZIY Teat Covid-19 VI Test 5] LUABR YZZY Biotech, Berzu s 8, EUA Mo
Lid,, Sima Blossom (1th Expreza Covid-19 LT-36223, Pameverys, Lithuanis Lrg-G19
L A Flooe), Thouse-3 (Mew), 320 Expiess
{OM}Y, Road-18 iNew ), 25
Heal-Tine PCE
{D1d} Dihanmands, il
Dhaka- 1208 regnis s
Concord Pharmaceaticals YLZW Test Covid-19 & YZZY Test L] UAB YZTY Biorsch. Berry g & EDA B,
Ltd., Sima Blossom (1 1th YLZZY RNA magnet Kit | Covid-19 & LT-36223. Pamevezys, Lithuame lmip-020
17 (Flovsk Houge-3 (Mew), 380 | (Full St} YZZY BENA
(O2dY, Road-16 (Mew), 25 magnet it {Full
(O} Dihgnmondi, &et) Real-Tome
[Dbakea- 1209 POR reagents kit
BinTech Services, ENA Wir(} BARS-Col-2 Viro(} c RAG Disgnostics GmbH, ELJA Mo
= Tower, 5773 & 57/4 |Sth SARS.CoV? RT Amtsgerichtsstrasse 1-5, 35423, Lich, Imp-021
Flooe), Fanthapath, Lake DOR test kit Germany
Cirus, Kalabagan,
Dhaka- L2035
CRL Diagnostics, Houge-2 Allplex SARS-Co%-2 Allpiex & Seegenelng, Taewon BIdg., 91, ELJA Mo
4 (Level-7), Road-T, Green Aszay SARE CaVl? Ogeum-re, Songpa-gu. Seoul. Kozea: Irop-023
Rﬂmﬂ- Dilal:mnl].di. Mgﬂ}rM‘PCR
Dhalka- {206
teat kit
Chyergeas Marketing TagPath Cowvid-1% Coyid-19 C Thermao Fisher Scientific Inc. 5781, FUANa,
15 | Corpasation (Pyt, Y Lid, RT-PCR Test Kit BI-PCR Tesr Kif Wan Alien Way, Cadsbad. CA 92003 Ttng-025

Unigue Trade Center (UTC),
Level-1 5, B Panthapath,
Dhaka- 1215
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LV Renpent .,
Sl No. Local Agent Braod Name Nmnf Claiss Manufncturer ELUA
5. Rigtech, East Isdair, MOLgen SARS-CoV-2 | Covid-1% (& Adaltis SR.L., Via Durini, 27-20132 EUA Ha,
¥ | Chandmari, Upazila Road, | Real Time RT-PCR Tegt | RT-PCR Teat Kir Milan, Tialy oo 026
Fatallah, Mareyangan| Eit
Unibied Limited, House: 46, | Arus SARS-CoV-2 Peep | Covid-19 C Qizgen GinblL QiagenSirasze 1, EUA Mo,
Sheikh Kamel Saroni. Road | & Amp TIM Kit RT-PCR Tost Kit 40724, Hilden. Germany Imnp-028
= Mo, 16, RangsMasim Square
Y |7t Floar), Dhanmondi,
Dhiaka
Bin-Trade Infernstional Muvel Cotonavinus (SARS |cang cpvd BT Jigngsu CoWin Bintech Co., Lad,
3: Seﬁuﬂﬂﬁgimshﬂfﬂn CU"-I"E] Fnﬁt“u:'ti{,ﬁud. POR ki c No-38 G52 Buﬂdmg Eastof -:L“Jlra EUA N
Tower-2{20d Floog) peEseachy Road, West Side of Tai Read, China Jmg-03
iy il (PCR-Fiugrescence Medical City Avenue, Taizhou.
T8 | Phaka- 1000 probing) Tigngsw, China
Technoworth Associotes Lid | PerkinElmer New SN PO e PerkinFimer Ino.. 7050 Bordeson FUA NG
T8, Motijheel Commercial Coropavirus Mucleic Acid | Aps PeskinEhmes Road Austin, Texes TE744, USA fonpe2
Area, { 15t& 2nd floar) Deteciion Kit gﬁgui’!?‘m
y e A
48 | Slaka-thol Detection Kit
Nation Aid SARS-Cov-2 Detsction Kit | SARS-Cov-2 g | DeamzOnent Cone Brefech Co Tty | prgie,
Hotise No-02, Road No-02, | (Direct Pliiorsseence POR) | Petection Kir ATRT. Eost Yehgguaag Avenua, Dpn. | g nag
" : (Fluoresceres Street, Amjl 313300, Huzhou,
ap  |Block-Ra, Section Ne-§, POR) Zhejiang, China
Marpus-06, Dhaka
Life Tech, Rahbar Tower 77, | SARS-CoVed Nucleic Add | SARS-Cov-2 o ihtﬂﬂﬁm Lif:;urnic Te\:uf;]ugng}' Ca. EUA M.
: 2 : ; ad., Umit A, ooz, Bulldmg 15, Irnp-035
it {Muktipl RT-PCR test ki i
78 13rd foor) Fialt No -4, Ditection Kit {Mulhples st ki Yijing Bataié, No, 1008 Sasighai.
Tanata Co-operative Housing | PER Fluorescent Probe Rond, Nanghan Digirict, Shenzhen
a1 |Socity Lud., Ring Road, Pefethid s City, Ceangdong Provinee, Ching
Adebor, Dhaka
TMB Cotporation Rapid Real Time PCR Kt | Covid-19 RT ¢ | Shenzhen Tni-Medica Technology EUA No
57 |2992A, Sunargacn Road, for Movel Coponavisus PCR Test Kil CC Lrd., Biock-6ith. Livxian Culmre Trrp-136
Dhanmmondi, Thalea- (265 2019 ow Parke of Liusiandong Villags
Manshan Digtrict. Shenzhen,
Guangdong Provinee, TR, Chins
Radiant Business Consortium |, . J Light Mix TIB EUA Mo
L NI R gor Modular € | MolbiolSystheselsborGmbit Erestur | 1037
3 2D i Roada Sarbecovinus E-gene BaV' e ovinie gote. 22-23, Berlm, Geermary
/1, Dhanmendi Road- Tpdel Wo: 50-0776-86, | E-gene BaV
Teshakel 203 40-0776-96
Radiant Business Congormium | Light Mix Modular SARS | T ighi Mix G TIB FUA No.
L Coy-2 B RF blodular SARS Folbinl SyatheselabarGmlH, Eresbur Imp-038
34 123/1, Dhanmondi, Road-2 | Model Mo; 53-0777.9¢  [Cov-2RDRP gst. 22-23, Berlin, Germnany
Dahak- 1205
Overseas Marhsting BenlStar SARS-CoV-2RT c Altona Diagnostics GmbH, ELJA Mo,
45 |Comaseton (Pvi) Lud. SARS-CoV-2-RT-PCR Kit |-PCR Kif Morkenstr 12. 22767 Liamburg, Imp-039
Unique Trade Cearer (LUTC) i
Lewel-15, Panthapath.
Dhaka-1215
Genome DX Curporation, GenelProof BARS-CoViz | SARS-CoWe2 C GeneProof A5, Videnska 1017118, EUA Mo,
26 |2057 (12t Floar), Dr. Advanced PCRLED Advanced PCR Dﬂ[ﬂil'I.EIspii‘E\ A1200 Bron, Czech Trnp-042
Kisdrat B-Khita Road, Xit AL
Dhaka-1205

| o3 |
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ManShan District, Shenzhen,
CGuangdong Provinees PR Chima

Ty S A
LV Renpent .,
§1. No. Local Agent Framid Numia S Class Manufacturer EUA
Genevie Heafth Limited, 3710, | SARS-COV-1 RT-PCR. SARS-COV-2 HA TECH PTY LTD, 31/11-13 ELJA N,
37 |Kabbakosh, Karwan Bazar, | Multiplex Diagnostic Kir | |BTPCR C | Brookhallow Avenue Narwest Img-043
Diaka Dlultiplex Business Park., Baulbham Hills MW
Dhagnostic Kit 2153, Australia,
Genevic Health Limited, 370, | ANDis Fast SARS-Cov-2 | SARS-Cov-2 30 Blomedizine Science & EUANe
98 |Eabbolush, Karwan Bazar, | RT-9PCR Detection Kil BT-gPCR L Techmology Co_, Limited, Block-A, Ting-044
Diaka Detection Kir Building-2, No- 158 Xinjunbuan Fd.
Shnnghni, 200114, Chins
Global Pharma Distrbutots | SMARTCHEK MNovel SARYS Cov-2 BT [ (Gepegystern Co., Lid. 1t fioor, EUA Mo,
39 L, 54, Kowran Bazar, Coranavirs PR Tesi Kit 2090-3, Techno 2.0, Yuseong-gu, Trmp- 045
Dhaka-1215 (BARS-CoV-2\Derestion Darjeon, South Kares
it
Medikit Corporation, House | SARS-Cov-2 Muclee Agid | Covid-14 RT G Zybig Tne, Flooe 1 fo Flaar §, EUA Mo
no-B/125. Road no-21, Mew | Detection Kit PCOR tegt Kt Buildhing 30, Mo, 6 of Tatkang Road. Lrp-046
El mohakball DOHS. Dhaka (PCR-Flugrescent probie Bilock C of Jiangias Industrie] Park,
Dadukou District 40082 Chongqing,
Hzsen Treders Mevel Coronavims SARS Cav? BT C Shanghai UenealX Biotechnuology EUA NG
31 |55/B Purane Paken. 201%-nCoV Nucleic Acid  |PCR Test Kit Campany Limited, 15t floar, tuilding Lenp-043
Dhaka-1000 DCretection kit (Real Time 3 Tﬂuﬂ{-ﬁ, Yindu Rm‘l X i
Dhistrict. Shanghai. China.
POR)
GIS Mapping Bangislesh, Mohile Tetect Bio BCC19 | SARS-Cov-d BT [ Mbile Detect Bio, e ELJA Mo,
3¢ |UnitB3. Plow-58, Road-16, | (MD-Rio BOC19) Test Wit | PR Test kdt 120, Tndustrial Blvd, Sugar Land, Imp-049
Block-A., Banani. Dhala X FT478 e
Techmate, GM Mangion 280, | LYRA Dhrect SARS-Cov-I RT c Quidel Corpuration, 2005 East State TUA Mo
33 |DIT Road, Malibagh, SARS-CoV-2 AssayRT  |PCR Test kit 3§T Suite-100. Athens, OFL 45701, Trng-060
Phaka-1217 PUR kst
Crearzeas Markeling BT-PCR Acculs SARS CaV2 BT C Mese Biotech Inc, 6190, Cornerstone TUA N,
& Clarpacation (Pyt.) Lid., SARS-CoV.2 Test POR Test Kit o, siite 220, Sen Diego, CA Imp052
Unmigue Trade Center (UTC), Q2121 USi
Lewvel-15, Panthapaih,
Dhaka-1215
Hoffen Trade International, | VARIZO COVID-1% SARS Cove? RT [# bdicaBiabded Co. Ltd.. 116, Gondan
) ! EUA Mo,
35 |74/8/1, Green Road, Tejgaon, | RT-PCR Test Kits (Model: |PCR Test Kit Lo, Anseong-si Gyconggi-do. South g 053
o
Dhaka nCa VOB Enrea.
53 Enferprise and Trading Mevel Coronayins SaRS CoV2 RT c Binteke Corporation (WuxilCo, Lid, TUANo.
16 Congultants, Flate AJG, [BARES-CoV-2) Nucleig FCR Test Kif China. Lmp-056
Bashatiblorizone, 21 Kemal | Acid Detection Kir
Ataturk Ave, Diaka-1213. {Fluorescence PCR
Stesling Multi-Teehnelogies | DiaPlen Noval BARS ColV2 C SalGent Co.. Lid. 43-10 Techno 5-ro, ELJA Mo,
37 |Limited, 23 PusanaPaltan | Coranavirus (2019-nCavy [B T oo TeAt Kt Emg'm“*m RepBtc b mp-058
Lane (2ad Floor), Dretecton Kit sl
Dilaka- (000
Al-Madine Pharmaceticals | SARS-CoV=Z Nucleic qeid | SARS-Col-2 G Tellgen Comporation. Building-1, No. EDA Mo
38 |Led, House#aDTedth Floor), | detection kit based on Real-Time PCR 115, Lane-572, Bibo Road, Free Tmp-059
Road¥29, New DOHS, Real-Time PCR. plack Teat Kit Trade frea, Shanghai 201203, China,
Muohakhali, Dhaka-1206,
M's TME Corposation. Real Tame PUR Kit for SARS-CoV-2 c Shenzhen Uni-medics Technology EUA Ne.
I AL Sonargaon Road, Wil Coromanins Reql-Time POR: ¢, Lid, Room 202, Block 6th T R
3%V Dhanrmandi, Tihales- (205 2019-nCoV (ORFISONY | ot kit LinXian Cultuse Parke, XiLi Town, -

| o |
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LV 12 i -
Sl No. Local Agent Brand Name ,qm‘::'fm Claiss Manufncturer EUA
MB Asgociares Singuway SARSCOM-I  |SARS.CoVeZ RT Singuwu}' Biotech Tnc., B130Z, Luf= EA Mo,
PEEN sory, Julongshan A
Palran, Motijhee], Dhska Iethad) Fozd, Xiuxn Community, Een
Street, Pingshan Dhatricl, Shen
Ciry, 518122 Goangdong, PR China
AAA Sup) Ltd., GF Ja-4, [Tultipie Real Trme PCR |SARS CoVL2 RT o Beijing Applisd Biglogical EUA N
41 |Mohakhals C/A, Dhaka-1212 | Kit for Detestion of POR Test Kit Technoiogies Co.. Lid (XART) —
2001%nCaV : Room A204, B3(4, D203, D203-1, P
Mo 29, Shempmingyuan Road
Stience Park, Changping District
102204, Beijfing. Chma
List of Emergency Use Authorization of Antigen Test Kit:
VD Reagent
S1. No. Local Agent Brand Name !\'nmrg Class Manufacturer ElTA
/5. OMC Healthcare (Pvi) | Care Start COVID-19 Q Mam:fam-g;iﬁrsial:{ﬁrﬁﬂiném., ETJA NG
Lid', Unigue Trade Centre. | Covid-19 Antigen Test Kit i i Autdress: uad. Sults
L Lﬁvei,ln;lg Panthapath, gen Amtigen Test K Somerset, NJ 08373, USA Trnp: 002
Diaics Legal Manufachures: Intrivo
Diggnosiicd, lng,
Address 2021 Santa Moniva Blvd, %
[} Santa Monica, CA 90404 US4,
0z gl:alﬂm:ﬁ Diggnostic Pankig COVID-13 Antigen | COVID-19 o lﬁegal Manm;:urun;;fhhatl EUA N
fufipns Lod Test Digvice Antigen Test Kir lagnieiicy horea
Clulleshe Plaze (30d floord | (nasoplaryngesl) [ Eiﬂ“ﬁ 63, BYU"EME&J ro, Hnp-als
E-or, nung-gu. Yongin-sl
ShahgedShanghedikShalnaP Gyenoggi-do 17092, Republic of
arvinShazuk Komes
Meglibazae, Dlinka, MangFachiring Site:
g Site: Albomr Hapid
Bangiadesh, Disgnogtics Jeny Gmbl
Address: Delaweg L, 07743 Jeng,
Lrermmany

03 |Hospitech Eszentials STANDARD 0 COVID-19 C Mame of the Lepal Manufacrurer: EUA N,
151 2A, DR, Nizam HEoad Antigen Test Kit Bz, 3D Biosensor, Ing Trnp-004
Muhedq‘traﬁ Charmgram, Address; T4, Osongzarngmyeong P
Hanglades d-rrn. Qeong-eup, Heungdeok-

Cheongiu-si. Chungeheonghuk-do,
Korea

Manufscturing Site; ks, BT
Promedt Congulting GmbH
Address: AltenhofitraBe B0, 66386
St. Ingherr. Germany

it | Cenesis Teading Co. Ivery | Sienna-Clarity COVTD-19 c Salofatky, orninkatu 1524100 Salo, EUA N
Krishnochurs, 3/1-E (7~ | COVID-19 Antigen Rapid | 40coen ooy Finland 003
Floor), PuranaPaitan, Test Cagsetta Lap Teap00s
Dt~ 1000 (Mesopharyngeal Swaby | Testf

05 | ZT Tradings and Mamns, COVIRAT DEVICE SARE-CoV-2 & ZEEI]}:'I Biomedicals| A Division of EA M.
HRangiadesh, Ratanpus Castls vid Test detection of Antigen Test Kt Tulip Dragnostics Private Limated), Trrea 1066
{4th Flong) Housa Mo, 31/8, -CoW-2 Antigen in Flof Nos, M-46, 47, Phage TILE, T
Baoad Mo 24, Gulshan 1, Human Masopharynges) Verna lndusirial Bstate, Vema, 3outh
Dhaken Swab Specirmens) Goa Goa, Indie

il E?d_ncgfd Pl'gimmeuﬁl:;?l; CONTD- %Sﬂ.ﬂﬁiﬁ’vl‘] COVID-1Y C Wul:l?_n Ifasgr ﬁgnnm Binmedicine EUA Mo,

. Bima Blossom (11t Antigen t s Co. Ltd, €
Floor), House-3 (New), 3520 fﬁ__ﬂﬂ-{.n'\-’ ic} Lmp-007
[0y, Road-16(New), 27 ntigen Tegt Koit
{0ld) Dhanmondi.
Dibaka- 1200,

07 | G-Tech Solution, StpongSrep SARS-CoV-2 | SARS-CoV-Z & Manjing meﬁn—fmﬂum iy FITA Mo
Suited[6-B, Plotd3. Mavane | Antigen Rapid Test Antigen Repid L. Husyuan Manjing, Ime-014
E-;;w‘.:;; lﬂjm‘z Cirele-1. Tosi Tinngsn, 410042 PR China g~

wnka- 1212,
03 | Trangbe Medical Services, 35 BARS-Cov-2 r..':,_ﬂﬁgqe:nI Kir Cu‘:‘_id-!? e gﬂslﬁll!; %i ﬂi;il:“ﬂ [Eﬂ:.idﬁﬂ. Eii}" EUA Na,
e (el Mik) miRg ot 3A & 4A, Technology Bulding | 1me-015
: g (Colloidal Gold) : B i
Dhaka-1000 v Annex, Zhagshan District,
Manshs District, Shenzhen, China

| ovos |
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LV Rengent .,
Sl Nio. Local Agent Braod Name N mf Claiss Manufncturer EUA

09 | HealthKis Lid., House 4, Clungene COVID-19 COVIIF-19 C Hangzhou Clongene Biotech Co., TUA Na
Roed-132, Level-5, Z Tower, | Antigen Rapid Test i i Lad,, Mo | Yobang Sub-digmrict,

Qulshan-{. Dhala S R Yuksng District, 311121, Hangzbo, Lnp-022
est Kt C"I'iha

10 | Tradesworth Lad., 78, Windfo 2019-mC0WV 2019-nCaV & Guangzhou Wimdfo Biotech Jd,, EUAN.
Motijheel Commercial Azea, | Antigen Test (Leteral Flow | Anfigen Test Ltd,, Ne-#, Lizhishan Road, Science o
Fat& 2nd Floor, Trhaka- 1000 | Method) (L.atezal Flow City, Luogang Disirict, 510663, Img-C24

: Grangzhou, PR Cluns
Bd=thad)

i1 |Almane Bangladesh Limited. | SARS-CoV-2 Antigen tasr | SARS.-CoViZ ¢ Tiongsn Medomics Medical EUA Mo
Foad No-42-43, House-30 kit {I_FLA) Antigen test kit Techwology Co, Lid, F3, Building C, !
CWHN; A, Gulshan-2, (LFLAY No-3-1 Xinjinhu road. Jianghei New Imnp-027
Dhaia-i212 Area, Chma

12 |UniMed Limited, House: 46, | mo-soreen Corong Antigen | Covid-19 C Zhejisng Orient Gene Biotech Co, EUA Mo,
Sheikh Kamal Saroni. Road | Test Antigen Test kit Lad, 3TE72, East Yanggusns Avenue, I i3
Mo, 16, RangaMasim Square Diipts Steeet Anji, 313300, Zhejiang, P
{Tth Floar), Dhanmioade. China
Dhaka

13 |Bvent Touch UDX Covid-19 Antigen Covad-19 [ Henan UDX Bigtechnology Co,, Lid, EUA N,
Houge Mo-340 | 1st floer), Rapid test Kii Antigen Rapid Building-2. No-206. Xisihuan Road trro
Roud-24, New DOLLS, e High-tech Industrial Development g
Mohakhali, Dhaka-1206 ol Zone, Zhe o iy, Henan

Frovince, Egﬂl

14 |Medics Sounce HMumasis COVID-19 Ap COVID-12 Ag C Humaesis Co., Lid TUA N,
2174 Makabub Piaza, Test kit ; R : f
Topichana Road, Dhaka- 1000 Tedt Lit g.al':’éd L 502, 504, 604, 604-1, Irrp-034

BO03-02, 8%, Jenpe-vo. Dongan g‘u
Auryang-gl, Cyeonggi-do. 1404
Bepublic of Eoraa

15 | EME Canids (BUY) InteliSwab Covid- |9 Repid { Cavid-12 Rapid € | OraSure Technologies Ine, 220, East :

42, Wesl Tejtuzi Bozar, dith | Test Pro Test kit First St, Bethlchem, PA 18015, US4 AR
Flosog Imp-040
Kam Mazral Izlam Avenie,

Dhalea-1215

16 |MM Trade lnrecnational Genedia Covid-19 Ag Covid-19 Rapid C Cimens Cross Modical Sei A . .
H.I-'F:I-iﬂl!' Mi, 10 Boad o, Rapid Tast Kil Test kit iﬁmﬁ#gﬁuﬁm Gsl;:mg:ﬂ‘ﬂtf B EUA bo
164 Gulshan- |, Dhaica-1212 g, Binssng g Imp-041

Chungeheongbuk. 27632 Bepublic of
Kong

17 |Uversess Markeli SARS-CoV-Z Ramd i C | SANSURE BIOTECH INC, No-680, | - EUAN.
Corporation (Pyt.) Lid,, Test (Colloddal | Anrigen Test kit Road, Hi-Tech Development Lmp-047
qur!igr;deg;;reg{'u}'fh Gold Methad) Eunr. uelu District, Changsha,

ovel-13, I'an ath.
Dhika 1335 Hupan, 410205, China

18 Techmate, GM Mangon 480, | QuickVue SARS l“l\ﬂTj.Eﬁﬂ SARS-CoV-2 (5 Duidal fmpnraﬁnn. 2005 Easr Stara TUA M
DITResd, Malibagh, Test A Teat kit Street Suite-100, Athens, OH 45701 '
Dhaks-1217 e Do ER IR DA EEY | Impos)

19 |Radiz Lahorstory Products, | One Stap Test for SARS-CoW2 © | Getein Biotech Inc.. No-9 Bofu Road, |  EUANo
Z18/5, Tokeya Saram, Moilik | §ARS-CoVo? An i : 5 g :
Plazu, West Kakul, (Cuilidal Gold) T Amntigen test kit Luhe Disirict Manjing, 211505, China Trmp-054
Dhaoks-1207

el SES Eniergrjai_ﬂi Ea&img ?{&RS-CW—: Antigen Test | BARS-CoV-2 s Bigreke Corporation [ WaxiiCo, Ld. FUA Mo,

mzultants, 1B, it Anti Tast Kit ha o
Bashatiforizoge, 21 Kemal ol s Imp-oz3
Avarark Ave, Dhaks-1213.

21 |TMB Corporation. T 5 SARS-CoV-2 Anfigen Test | SARS-CoV-2 € Shenzhen Uni-medica Technology EUA Mo,
Bhaban 255, 2-A, SBusasgaon | Eit(Colloidal Goid)y Antigen Test Kit Co. Lad T 062
Roed. DoanmondL. Room-202, Bluck-6ih Liuxian =
Dihaka-1205 Culmre Park, XU Town

ManShan District, ShenZhen..

Guangdung Provines, PR, China

Liwzian Culture Park, 211 Town
HanShan Digtict, ShenZhen,,
Guangdong Province, FE. China
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o Y TeATAna ATEIE A AN qise » o
.53 | Ty T AfeH AR
Types of MNo. of Production Units | Funetional Production Suspend | Non-Functional
products Marketing Held-up
Allopathic 205 220 06 64 02
Unani 284 246 - 36 02
Ayurvedic 203 158 6 40 1
Homoeopathic 71 51 - 20 -
Herbal 38 33 0 5 -
Total : 893 708 15 167 05
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Adverse Drug Reaction Monitoring (ADRM) Cell of Directorate General of Drog Administration (DGDA)
is performing Pharmacovigilance activities as it is the National Drug Monitoring Centre of Bangladesh. Tt
is 120th full member of WHO-Uppsala Monitoring Centre. Pharmacovigilance (PV) is defined by the
World Health Organization (WHQ) as “The science and activities relating (o the detection. assessment,
understanding, and prevention of adverse effects or any other drug-related problem”. These activities
contribute in the drug safety which reflects on Patients Safety.

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. Government of Bangladesh 1% very much concern about Pharmacovigilance.

8 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,

B Extended Program on Immwumnization (EPI) of Directorate General of Health Services (DGHS) hus been

monitoring AEFIs of routine programs’ vaccines with W10 support from vears together. DGDA has
access to these activities.
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Aims of Pharmacovigilance:

Main aims of Pharmacovigilance are 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
talkang 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 (ADRM) Cell of DGDA is playing the vital role of scrutinizing the completeness.
serious/non-serious and relevani documents (if any). Then the Cell places the reporis 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 provisions in Bangladesh ensure-
+ Establishing the national vigilance system for Drugs and Vaccines
+ Authorizing the DGDA to conduct all vigilance activities.
¢ Mandating/obligating the manufacturers and/or MAILs (Pharma Industries & Distributors)
* To establish vigilance systems for their medical products
= To report safety data to the DGDA and / National Pharmacovigilance Centre,
* To designate qualified person responsible for Pharmacovigilance
= Explain how to conduct the Pharmacovigilance activities effectively.
+ Encouraging healthcare professionals on vigilance reporting to MALH and/NRA

+ Reliance on international organizations/ agencies/ authorities

Effective Organization and Good Governance.
¢ Organization chart for Pharmacovigilance (PV)
+ Administrative/Office Orders for conducting PV as needed
+ SOPs related to conduct PV and effective commumnication
+ Established mechanisms of coordination which includes:
» Workflow among structures.
* Committees and their responsibilities
+ Mol and SOPs for collaboration among the identified stakeholders.
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Meetings of the National Advisory Committee for ADE & AEFI report evaluation:

DGDA conducted a series of meetings of the National AEFI Advisory Committes for COVID-19 vaccines
and ADR Advisory Committee (ADRAC) with the support of USAID MTaPS both in person and virtual
mode. The committee reviewed the AETT reports already evaluated by the district and divisional AEFI
committees & ADR reports evaluated by the Technical Sub Committee (TSC) and made necessary
regulatory recommendations for safe use of medicines and vaccines. Director General (DG) of DGDA
chaired the meetings as the Chairperson of the Committees.

|

National Pharmacovigilance Centre of Bangladesh received total 895 reports from different stakeholders.
All these reports were primarily evaluated by ADRM cell. Out of these 8§95 reports 322 reports were found
complete and 498 reports were found incomplete for lacking-of minimum information. From July 2021 to
June 2022, the adverse drug reaction monitoring (ADRM) cell organized a total of 10 workshops. So far,
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the committee has assessed 1077 reports in total. 663 of those reports were incomplete, while 414 were
complete or partial complete. 347 of these reports were deemed to be not serious, and 67 to be serious.
After primary evaluation of the reports, ADREM cell placed serious reports before Technical Sub-committee
(TSC) for causality assessment. Total 3 Meetings of techmical sub-committee were held during this time
period. The meetings have been held on 24th August 2021, 13th February 2022 and 20th April 2022
consecutively. The technical subcommitiee assessed a total of 91 serious ADE reports which were collected
from April 2021 to March 2022, All the reports were classified as Probable/Likely- 42 Possible- 21,
Unlikely- 26 and Unclassifiable- 2 as per WHO Causality Assessment scale.

Adverse Drug Reaction Advisory Committee (ADRAC) Meeting

DGDA organized 13th and 14th ADRAC Meeting during July 2021 to June 2022 at DGDA. Director
General of DGDA and Chairman of ADRAC presided over the meetings. 13th ADRAC meeting was held
on the reports received from April 2021- June 2021 and 14th Meeting was on the report received from July
2021- December 2021. Total 78 serious ADE reports out of 322 complete reports. which were reviewed by
technical subcommitlee have been [orwarded to the 13th and 14th meeting of Adverse Drug Reaction
Advisory Committee (ADRAC) for making regulatory recommendation. Details are as follows:

WHO Causality Assessment Scale Total Serious Adverse Event Reports
Certain 0
Probable/Likely 34
Possible 18
Unlikely 24
Unclassifiable 2
Total 78

The committee has also recommended on the safety information published in the Drug safety information
of WHO Pharmaceuticals Newsletter- Issue No. 3, 2021 and [ssue No. Issue No. 1, 2022, Total 10 alerts
have been discussed in the meetings which were issued by other regulated country’s NRA identified through
literature review and 01 signal associated with Cholecalciferol (Vit-D3) and Eczema generated through
WHO VigiBase — a global individual case safety reports database.

Regulatory Recommendation from ADRAC:

Important recommendations made by 13th and 14th ADRAC meeting based on regulatory decisions of
different NR As published in WHO Pharmaceuticals Newsletter- [ssue No. 3. 2021 and Issue No. [ssue No.
1, 2022 are as follows:

® WHO Pharmaceuticals Newsletters, Issue No. 3, 2021 (Drug safety information) € &FiMe Freom 97 TF
efefaun “fratme &feg orm Fa P doe/aed ¢35 13 Bram ¢ oz wen 9 Ao
TSC and ADRAC™ 5sTa Eeigrsia st a# Jasrsiet Afteams=n avas = e o8 (o) B S Fasy &l
oo wenre TTE FEe:
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SL ;f[ﬁi:fn Indication ;::::i:;?;“hgkj recommendation taken by other TSC &
NILAs ADRAC
1. | Cehmtimab tptreat RAS  wild- | Risk of Japan. Ingert review
{genetic type, imcurable, hypomagnezaemia Beferenee: RBevizion of | incorporating
recombination) | Yirespectable, Precautions, MHLW/PMDA, 30 | (he safety
Advance/ reourrent " :
colorectal cancer and barch 2021 {In ﬂ}."'Pi_.
hiead and neck {“rwmd&@igfﬂﬂuhsh} pEACE.
Cancer.

2, | Nivelumah Nivolumab 15 uged | Potential risk of Canads Insert review
aloge or in certain blood Reference: Summary Safety Review, | incorporating.
combination to dizorders and Health Conada, 19 May 2021 the safety
treat certain type of | cytokine release amd | (www.hesc.ge.ca) (Sce also WHO info/FIL
vance:s of the skin, | (umor Lysis Pharmaceuticals  Mewsletter  Nous, Upgrade
Head and neck, gyndromes 2015: Patential tisk of hemophagoeytic
blood cells, lungs Iymphohistiocytosis (HLH) in Canada;
and kidneys, No.2, 201%: Risk of serous blood

disorder in Japan)
3. | Obeticholic Primary biliary Rask of serious liver | USA Inzart review
avid cholangitis (PBC) | imjury Reference: MadWatch, US FDA, 26 | Incorporaling
May 2021 (www.fdagov) (See also the zafety
WHO  Phurmseeuticals Newsletter | info/PIL
Mo.d, 2018; Risk of serious liver mjury Upgrade
in Irelond; Mo 3. 2018: Risk of serious
liver injury in UK; Mo 5. 2017: Rigk of
serioud liver mjury m TTSA)
4, | Thalhdomide, incicated to treat Potential risk of Relerence: Summary Safety Beview, | Inserl review
Pomalidomide | multiple myeloma | progressive Health Canads, 27 May 2021 Ingorporating
muliitocal ;—wﬂ a'l-“\' Nfsc‘:l ::1“ :'IFHE the safsty
ceurlcals EVWEIE [ O, '
E}ﬁiﬂmph&!ﬂpﬂhy 2021: Risk of progressive multifocal .LL}:' f;gd[:
lenkoencephalopathy (PAL) in Tapan) P :

8 WO Pharmaceuticals Newsletters, Issue No. 1, 2022 @ &i& Alert 97 =fars

5) Ivermectin Medicine 93 Disturbed Consciousness 932 Potential encephalopathy ADR fEmiba orfewss
ST IR/ eah a7 S 52EE ¥ T |

%) Nifedipine 959247 @te s&ael W2=we pulmonary oedema TEFE F990 Gynecologist society (F 937Es $419
] ST W T T

©) Tofacitinib, Baricitinib and Upadacitinib S7951089 ¥777 serious heart-related events, cancer, blood clots TeaF
faFaf Box warning fE0ma ohew 2 |

World Patients Safety Day-2021 and PV Awareness Program:

DGDA of Mimistry of Health and Family Welfare, Government of Bangladesh celebrated the

World Patients Safety Day-202] (17th September) for mass awareness on the selected slogan tor the year “Safe
Maternal and Newborn Care™. A discussion meeting has been arranged at DGDA Conference Hall. Former DG.
DGDA Major General Md Mahbubur Rahman presided over the meeting and officers- staffs of DGDA &
National Control Laboratory (NCL) took part in the meeting and discussions. Two Long Banners were hanged
in front of the DGDA-HQ and Festoons displaved al dilTerent places of the office. A workshop on PV has been
conducted at SZRMC Hospital, Bogura.
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Newsletter Development and Pharmacovigilance Publications of DGDA:

DGDA in the developed and published (website) the Pharmacovigilance Newsletter §th issue on March 2022
with the latest information. The newsletter includes the Adverse Events reporting status, trainings, outcomes of
coordination meetings, visits, regulatory decisions with actions, commumnications with different stakeholders,
Memorandum of Understanding with stakeholders and so on. An article written by Dr. Md. Akter Hossain,
Deputy Director and Focal Point of the National Pharmacovigilance Centre, DGDA on the title Rational Use of
Medicines and Pharmacovigilance was published in the Bangla Academy Science Journal, New phase Year-3.
Issue-1 for the period July 2021-December 2021. Part of the printed publication is as tollows:
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Development of Good Pharmacovigilance Practice (GVP) Guidelines for Marketing
Authorization Holders (MAHSs)

DGDA formed a 17-members working committee for the development of guidelines on good pharmacovigilance
practices (GVP) for marketing authorization holders (MAH) and the review of national guidelines on
pharmacovigilance systems in Bangladesh.

The chair of the commuttee is Prof. Md. Sayedur Rahman. Chairman, Department of Pharmacology,
Bangabandhu Sheilkch Mujib Medical University (BSMMU) Dhaka. The first workshop of the committee took
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place on 19 December 2021, and they worked for updating both the National PV guidelines. USAID MTAPS
program is providing support for this activity. The Good Pharmacovigilance Guideline (GVD) guideline has
been uploaded to DGDA website (http://dgda.gov.bd) for public opinion by April 15, 2022.The final version of
GVP draft gmdeline has been released atfier going through some review workshops. This is in line with the
recommendation of WHO assessors [or altaimng score in Global Benchmarking Tool,
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Awareness and scale up of Pharmacovigilance Program

B DGDA along with MTaPS visited National TB Control Program (NTF) on April 14, 2022, to oversee the Active
TB Drug Safety Monitoring and Management (aDSM) activities. These efforts will boost up the
pharmacovigilance activities leading to ensuring medicine safety.

Pharmacovigilance Training Programs have been conducted:

DGDA has developed standard operating procedures for monitoring implementation of active/proactive
vigilance system and provided training. DGDA organized (raining on pharmacovigilance under the operation
plan of Strengthening of Drug Administration (SDAM) and also in collaboration with other partners like
Bangladesh Association of Pharmaceutical Industries (BAPI). USAID MTaPS, WHO ete.

Activities under SDAM OP budget by DGDA Pharmacovigilance department:

Strengthening of the Pharmacovigilance System in Bangladesh is an important goal of DGDA. To sensitize the
existing PV committees (both for Drugs and Vaccines) at Divisional, District and City Corporation level along
with Upazila Health Complex (UHCs), DGDA planned accordingly to educate the Healthcare Professionals
(HCPs) and to develop mass awareness on Pharmacovigilance nationwide. As a part of this plan DGDA
conducted eight structured workshop/training programs on pharmacovigilance for the different levels of
administrative senior officials {e.g. Medical College’s Principals, Divizional Director (Health), Director of the
divisional level public medical college hospitals, Professors. Consultants, Chief Health Officers (CHOs) &
Health Oificers of City Corporations, District Civil Surgeons, UH&FPOs eic.}, RMOs, Health Officers,
Medical Officers. EFI superintendent, Pharmacists & Nursing superintendents working in the Govt. health facilities,
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DGDA colleagues from Division & District offices and HQ. and different levels of health care professionals of
all the eight divisions of the country. WHO consultant, Divisional Coordinators, SIMOs and USATD-MTaPs
officials were also participated the workshop/training.

Fawtacigan ba (14T

Director General of DGDA chaired the programs. Additional Secretary, HSD, MoHEFW, Pharmacovigilance
experts from DGDA, DG [Health Services and World Health Organization (WHO) delivered their
speech/presentations as resource persons. Willingly participation of the participants and experis in the
(Question/Answer sessions and open discussions turned the workshops/iraining programs very interactive and
fruitful! All these Seminar/workshop/training programs are in-line with the requirements of WIHO recent
assessment that will help in creating adverse events reporting culture for ensuring medicine salety. These
workshops/traimings are being supported by DGDA’s own budget of the Operational Plan (OF) for
Strengthening of Drug Administration and Management (SDAM), Fiscal Year 2021-"22.

DGDA has also trained all govt. Homoeopathy & Unani, Ayurvedic Medical Care officers working in different
govt. health facilities to develop awareness on safety monitoring of Ilomoeopathy & Traditional drugs. Total
978 healtheare prolessionals have been irained on PV in these workshops to cover whole counlry, These
seminars/workshops will impact on Strengtheming of Pharmacovigilance system and practices within the
organizations and committee activities.
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Date of Waorkshop Medium of | Number of Outconse
Workshops Name Workshop | Participants
10/06/2021 | Rajshahi Division Wirtual 135 Awareness on basic concepts, working
13/03/2022 | Sylhet & Virtual 120 systems of
Mymensingh Pharmacovigilance, increasing the
Division number of the ADR/ AEFI reports
12/04/2022 | Khulna Division Virtual 117 including covid-19 vaccine
DGDA Pharmacovigilance department
: — - has become more comnected to the
20/04/2022 | Chattagram Division WVirtual 131 health facilities all over the country;
thus resulting improvement of the
27/04/2022 | Rangpur Division Virtual 84 QuRity af ALIUARE] separtng.
Improving the coordination and
collaboration on pharmacovigilance
31/05/2022 | Barishal Division & Virtual 97 activities among the stakeholders
Dhaka Part 1 (Ministry, Health facilities, Policy
(Faridpur, Gopalganj. malers, Health Care Professionals,
Shariatpur, Academicitans, DGDA officials.
Madaripur, Rajbari Development partners ete.)
districts) Improving the area of networking, Mass
08/06/2022 | Dhaka Part 2 Physical 62 awareness on of ADR/ AEFI reporting,
Serious ADR/ AEFI investigation and
causality assessment
{}ﬁr’ﬂﬁﬂﬂzﬁ Hﬂl’l’lﬂﬂ-ﬂpﬂﬂ]}" & "rll'l'l.l.ﬂ.]. 232 Prﬂpﬂ_‘[" uﬁlim[‘iuﬂ {]f'lhﬂ hudge‘[
Traditional Medicine allocation of Operational Plan of
SDAM for strengthening of
Pharmacovigilance system and Human
resource development in this regard
Engagement of the govl.
Homoeopathy, Unani & Ayurvedic
health care professionals of different
level health facilities in
Pharmacovigilance activities.
Total number of trained health care professionals 978 |

PV Training arranged by BAPI for Pharmaceutical Companies:

In collaboration with Bangladesh Association of Pharmaceutical Industries (BAPI) DGDA provided training on
Pharmacovigilance Guideline implementation 75 pharmaceutical companies were invited in three phases (25
companies/phase). BAPI arranged the traiming program at BAPI office conference hall on 12 & 18 January and
16 March 2022, After that 4th phase training has also been conducted on Pharmacovigilance. Thus DGDA has
provided training as BAPI targeted 100 Pharmaceutical

Companies to educate on Pharmacovigilance. Secretary General of BAPI Mr S M Shafiuzzaman, Chiel
Operating Officer & former DG, DGDA Major General Md. Mustafizur Ralunan, EC member & ED Operations
of Square Pharmaceuticals Ltd. Mr Md Mizanur Rahman and other members & participants were present in the
programs.
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Communication materials development for Pharmacovigilance of COVID-19 Vaccines:

DGDA conducted few meetings on the development of leaflet and video as communication materials to facilitate
creating AEFI reporting culture across the couniry. USAID MTaPs is providing technical assistance for this activily,
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Pharmacovigilance towards WHO Maturity Level-3:

Pharmacovigilance (VL) System scored highest marks in the NRA Formal Benchmarking assessment done
by the WHO expert group of assessors for achieving maturity level 3 during 12-23 July 2021 among nine
functions of DGDA. Under the leadership of Dr Ali Reza Khadem a big team of experts tock part in the
virtual assessment of each of the 9 functions of DGDA. They have provided some observations to meet the
requirements for achieving WHO status as a finctional NRA. Pharmacovigilance department already
working hard to improve the identified areas and to keep the system consistent,

Pharmacovigilance for COVID 19 Vaccines (as of 06th September 2022):

AEFI reports of COVID-19 vaccines are being received by DGDA and EPI through the DGDA online AEFI
reporting portal from the vaccination centres across the country. Upon receiving a serious AEFIL, primary
and final investigation is carried out by the respective City Corporation/District AEFI committee headed by
CHO/Civil Surgeon respectively. DGDA regional officers are also the members of the committee. After
mvestigation, Divisional AEF] Causality Assessment committee headed by divisional director (DGHS)
determines causal association between serious adverse events and vaccines. After that, Investigation report
together with the causality assessment report is reviewed by the National AEFI Advisory committee
Chaired by Director General of DGDA with the assistance of Pharmacovigilance & COVID-19 Safety
Surveillance Cell, DGDA

Highlights:
« There is a total of 4451 online AEFI reports received following 296088603 doses of COVID-19
vaccines administered in Bangladesh as of 06th September 2022,

« Online reporting rate of 15,03 per 1,000,000 doses administered

= Of the total 4451 AEFT reports received:
+ 4369 AEFT reports are non-serious(mild/moderate) (98.16% of total AEFI reports)
« 82 AEFI reports meet the serious definition (1.84% of total AEFI reports)
* The most reporied AEFI are non-serious like fever, muscle pain etc.
* Serious Adverse Events Death ease 52 (63.41% of total sericus AEFI)
* Sertous Adverse Events Recovered case 30 (36.59% of total serious AEFT)

Summary of AEFT reports:
AEFI Reports by Gender:

Ratio of Total AEFI Reports Serious AEFI Reports

= famale m famale

mmale = male
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Doses administered, spontaneous reports of suspected cases of AEFL, and Serious Adverse Event in
Bangladesh. based on the DGHS & DGDA database as of 06th September 2022,

&gy S e

Non-
Doses Total | Peporsof | . Scivm | Sedou
Name ol AEFT Serious AEFT
Vacciie | Mosinisies | aeportsof | g 0450 Berdvay AEF AEFT /10,00,000
d AEFI (N) ) AEFI /10,00,000 et
dirzes ; duges
doses
AstraZeneaca S10028T5 1512 29,635 1480 29.02 32 0.63
Modetna 15808126 207 51.08 99 500.54 2 0.51
Pfizer 67418500 Hall 12.62 838 12.43 13 0,19
Sinopharm 110108571 1204 1093 1177 169 27 0.25
Sinovac S0662953 7 1.52 T3 1.48 2 (.04
J&] 394040 0 (.00 0 0.00 0 0.00
Phizer-ID 603538 0 0.00 0 0.00 0 0.00
Total 296088603 4451 15.03 4360 14.76 82 0.28
AEFI Reports by Vaccine Antigen:
Name of Total AEFL Serious b Of Serdons | SAE Denth i Of SAE SAE Yool SAE
Vaccine Report AEFT AEF Case Dieath Recovercd Recovered
AstraZenecn 1512 32 2% 19 50% 13 41%
Moderna 207 2 1% 2 25% ' T5%
Pfizer 851 13 2% 9 G9%q 4 31%
Sinopham 1204 27 2% 20 T4% i 26%
Sinovac 77 2 3% 2 10085 0 0%
J&] 0 0 0%g ] 0% 0 0%
Grand Total 4451 82 2% 52 63% 30 37%
Adverse Effects of Serious AEFI Reports:
Fever 2513
huscie Pain
"3 Headache
% Nauszea
s
£ leint pain
ﬁ fash
Cough
Reacticn at Injection site
0 500 1000 1500 2000 2500 3000
Mumber of events
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AEFI Reports by Age Distribution
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AEFI Reports by Division:
Tt D Total AEF1 | Total AEFI Serious | Serious AEFT | Non-Serious | Non-Serious
Divigion Administered | Reported 1000000 ALF1 /1000000 AEFT /1000000
{N) doses reported doses reported dozes
Banshal 15331473 263 17.15 2 .13 261 17.02
Chittagong 36495009 559 10.60 12 021 587 10.39
Dhalkea E4117148 2226 26.46 2.9 032 2199 2614
Ehulna 32583575 251 .70 T 0.zl 244 T.4%
Mymensingh 20779130 177 552 5 0.24 172 R.28
HRajshahi 36693363 374 1564 2 0.22 36 15:43
Ranppur 31107228 224 T.20 16 051 208 G659
Sylhet 12981675 137 T22 5 0.25 132 .95
Girand Total 206088603 4451 15.03 52 .28 4369 14.76

Pharmacovigilance Visiting:
Pharmacovigilance department of DGDA wvisits the Pharmaceutical Companies, Hospitals and Health program
regular busis to oversee the Pharmacovigilance system within the organization and provide needful suggestions or
assistance for strengthening safety monitoring system.
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Activities of the Committees for COVID-19 vaccines:

Number of Meetings | Number Serious AEFT
C ittee/C
. R Diaine Conducted (SAEs) up to June 2022 HPari
Pharmacovigilance & COVID-19
Safety Surveillance Cell 7 4348
Distriet/City Corporation AEFI Provided Investigation
Committee B 63 reports of the serious cases
Divisional AEFI Causality
Assessment Commities 36 88
Wational AEFI Advisory Committee 06 61 Total cases reviewed by
for COVID-1% Vaccines the National committes

Number of AEFIL Reports for COVID 19 Vaccines (January 2021- June 2022):

DGDA Online Platform
Totul Number of Cases 4218
Male 2594
Female 1624
Serious (%]
Non-Serious 4153

Classification of 65 SAEs for COVID-19 Vaccines:

Cansality Assessment Classification Numbers
Coincidental, 1.¢. Not related to vacenation 29
Vaccine Product Related Reaction 20
Immunization Anxiety Related Reaction 5
Indeterminaie 11
Total 65

| frev |
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Coordination Meetings:

DGDA with support of USAID MTaPS, organized four national level coordination meetings with the relevant govt.
counterparts within the time period from October 2021 to July 2022 in response to Covid 19 pandernic to identify and
address major issugs regarding vaccination, strengthening online AEF! reporting system, and overall management of

active pharmacovigilance of Covid 19 vaccines.

The details of the coordination mestings are given below:

Meeting Participants Objective Outcome
Coordination | MNational AEFI Advisory Commities amid To develop sategies for inereasing AEF] Canzality asseszment
Meeting held | 2l eight Divisional AEFT Causality report, proper and timely execution of was done Covid-19
o 258 Assessment Committee for COVID 19 investigation and causality assessment of | ¥aceine AEFT Reports
October 2621 | vaceines, Representarives from USATD serious AEFI cases following Covid-19 and get some.

MTePS and WHO vaccination at the divisional level and muwdﬁhﬂ“g =

safs Covid-19
review aclivities at the national level. Vaccination,

Coordination | Membars from DGDA, representatives Strengthening the AEFI reporting system Tnereased Quantity of
Meeting held | fom National EPI Program and IEDCR, by increasing the quanrity as well as the Covid-12 Vascine
an 3th Civil surgeans, Upazilla Health and gquality of report from the field, AEFI Eeports
E{f;?ml}ar Family Planning Officers (UFHPOg),

hospitals, USAID MTePS and WHO
Coordination | Reépresentatives from DGDA, DGHS Swengthening COVID 19 ABF] reporting | Increased Quentity of
Meeting held (Admin}, EPL TEDCR, MIS of DGHS, ai, | and active safety surveillance the Cowid-19 Vaccine
on 21T April LBAID MTaPs, WHOD district CS and AEF[ Reports
2022 atherd
Coordination | Cficials of IMGDA and Additional Pm‘vil:li:u_gh refrosher orientation to the Inpioved Covid-19
Meeting held | Secretary of MoH&FW, Causality Medical Officers, Murses and Civil Vaccination with
wrt 3% June Assessment Commitiee of Dhaka suigeons fum eight districts and Cily sengitized AEFT
2022 Division, AEFI Investigation Comnuties Corporations of Dihaka Division. rEpOoITing.

of & districrs under Dhaka Division, City

Corporation AEFI Investigation

Cominittee of Dhaka.
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Challenges & way forward:

® To more engage different stakeholders including public.
® To increase numbers as well as quahity of reports in PV,

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

Conclusion

8 Pharmacovigilance 1s 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.

».20 | 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 (POM+) Program, United States Pharmacopeial Convention (USF)

Post Marketing surveillance (PMS) is a cornerstone mechanism of Directorate General of Drug
Administration (DGDA) for monitoring the quality of medicines throughout the country, Markef
Surveillance and Control department of DGDA perform market surveillance on regular basis {o evaluate the
quality of medicings available in the market & proposing appropriate actions as needed: to 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
imporied drugs distributed all over the country. There is increasing recognition of the burden of poor-quality
medicines and their threat to public health m 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 wasle of scarce resources but also a
substantial risk to public health.

Fig: Inspectors are busy with min lab sample testing onder RB-PMS program.

| s |
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In November 2018 DGDA started implementation of Risk-based Post-Marketing Surveillance (RB-PMS)
with technical support from USAID funded program USP-POM. RB-PMS focuses on sampling considering
the most vulnerable risk factors 1.e., top selling sample, geographical area, hard to reach alrea, new product,
products having stability issue, costly products, disease season etc. that may affect the medicine quality &
pricritize 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-elfective way.

s

Fig: DG, DGDA visiting sample testing in Chattogram mini lab under RB-PMS program at Chattogram.

Fig: GPH Minilah™
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To implement RB-PMS, DGDA established six (06) Mmilab™ donated by USP for sereening of PMS
samples at six divisional drug offices-Dhaka, Barisal, Khulpa, Chittagong. Rangpur & Rajshahi.

DGDA developed a guideling 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 [or covering
all the 8 divisions and most vulnearable 3 districts-Cumilla, Bagura, Cox Bagzar 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 Test Statistich: July, 2021 - June, 2022:

DISTRICT TOTAL TEST
Rajshahi 147
Chattogram 114
Barizhal 160
Rangpur 164
Dhaka 218
Cox's Bazar 118
Mymensingh 109
Khulna 110
Sylhet 91
Total 1231
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=.89 Application checklist for permission for Manufacture & import of Medical devices

bl S ARl i

9.
10,

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

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

Device class and classification system followed. Attached conformity assessment certificate.
Details of the Conformatory Assessment body

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

Principle use of the device

Is 1t a drug-device combination?

1. If the above is “yes", is the drug a new drug

12.
13,
14.
15;
16.

Is it a kit comprising of more than one device?
Sizes of the device

Is Device Master File submitted

Short description of the Manufacturing process
Procedure for sterilization
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1. Procedure for stenlization

2. Procedure for release of the Device in the market

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

4. Layout plan of the premises accompanied by the [loor plan.

5. Details of QMS and manual

6. Is the product tested before release, if yes, submit details; if no, specify criteria for release
7. Has the product been withdrawn due to any reasons? If yes please specify.

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

9. Names of the countries where the device is exported.

%.88 Requrement for Contract Research Organization (CRO):
1. CRO Profile to be submitted
2. Organogram
3. CV of Researchers and members
4, Job Description
5. Whether every person involved in the clinical trial has each got GCP training.
6. Clinical trial site master file.
7. 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/TEC
b. Whether [RB/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 Proofl & 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
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SAM4R- b5 TETAHTH I S ST (SmEnHee)
List of Essential Drugs (Allopathic)

e | 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. | Ketaming Injection
1.2 Local anaesthetics
6. | Lignocaine with or without Adrenaline Injection 1% and 2%
| 7. | Procaine Hydrochloride Injection (Vanious 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-stereidal 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 moditying agents used in rheumatoid disorders (DMARDs)
19.| Penicillamine Tablet
20. | Sulphasalazine Tablet
21.| Sodium Aurothiomalate Injection
22.| Methotrexate Tablet/Tnjection
| 23.| Chloroquine Oral liquid/Tablet
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3. ANTIALLERGICS AND MEDICINES USED IN ANAPHYLAXIS

24.| Chlorpheniramine Maleale 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%s 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. | Diethylcartbamazine Tablet/Suspension
SL No.-37
6.2 Antibacterials
6.2.1 Beta Lactam medicines
41.| Amoxyeillin 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.| Amoxiclay Tablet/Capsules/ Dry Syrup/Injection
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6.2.2 Other antibacterials

52.| Erythromycin Tablet/Oral Suspension /Injection
53.| Chloramphenicol Eve/Ear Drops/Ointment
54.| Doxycycline Capsule
55.| Co-Trimoxazole Tablet/Suspension
56. Metronidazole Tablet/Oral Liquid/Injection
57.| Tetracyclineg/Oxytetracycline Hydrochloride | Capsule/Injection
58.| Nalidixic Acid Tablet/Syrup
59.| Trimethoprim Tablet/Suspension/Injection

6.2.3 Antileprosy medicines
6f). | 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
67, ijarfnpicin + Isoniazid + Pyrazinamide with Conibinationalslet

or withoul Ethambutol
63.| Rifampicin + Isoniazid + Ethambutol Tablet

6.3 Antifungal medicines
69.| Griseofulvin Tablet
70.| Clotrimazole Cream/Pessaries/Solution/Dusting Powder
71.| Nystatin Tablet/Suspension/Cream/Gel
72 Preparations of Imidazole or Nystatin [or

'| Vaginal and Vulval Candidiasis
6.4 Antiviral medicines
; Tablet/Cream /Eve ointment/

] ik e Intravenous Infusion
74.| Nelfinavir (NVP) Oral powder/lablet

6.4.1 Antiherpes medicines
75. | Idoxruridine ' Eve Drops

6.4.2 Antiretrovirals

6.4.2.1 Nucleoside/Nucleotide reverse transeriptase inhibitors
76.| Abacavir (ABC) Oral Liguid/ Tablet
77.| Lamivudine (3TC) Oral liquid/Tablet

| 78.| Tenofovir disoproxil fumarate (TDI) Tablet
: ; Capsule/Oral liquid/TV infusion/

79.| Zidovudine (ZDV or AZT) Injection/Tablet

6.4.2.2 Non-nucleoside reverse transcriptase inhibitors
80.| Efavirenz Capsule/Oral Liquid/Tablet
81.| Nevirapine (NVP) Oral Liguid/Ta blet

6.4.3 Other antivirals
82.| Oseltamivir | Tablet
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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
SLNo.-11
SLNo.-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/TV Infusion
8.2 Cytotoxic and adjuvant medicines
97. | Actinomycin D/Dactinomycin Injection
88. | Bleomycin Injection
99. | Calcium Folinate/Calciom 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.| Vineristine Sulphate Injection
108.| Doxorubicin Injection
109.| Mercaptopurine Tablet
110.| Lomustine Capsule
111.| Melphalan Tablet/Injection
112.| Mitomycin Injection
113.| Mustine Ivdrochloride Injection
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§.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
12].| Lactulose Powder/Solution
SL No.-26 Tablet/Injgction
9. ANTIPARKINSONISM MEDICINES
122.| Levodopa with Carbidopa | Tablet
10. MEDICINES AFFECTING THE BLOOD
10.1 Antianaemic medicines
123, g:rgglj:cﬂi;lphateff’ umarate, 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
120 Plasma Substitutes/Dextran-4(0/ 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
2 12.3 Antihypertensive medicines
139.| Atenolol Tablet
SL No.-94 Tablet/Tnjection
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 Antifangal medicines
_152.| Miconazole Cream/Dusting Powder/Spray/Oral Gel
153.| Sodium thiosulfate Solution
13.2 Anti-infective medicines
154.| Potassium Permanganale Crystal/Selation (0.1%)
SI No.-57 Ointment
155. | Silver sulfadiazine Cream
13.3 Anti-inflammatory and antipruritic medicines
156.| Calamine Lotion
157.| Betamethazone 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 Solation
13.5 Scabicides and pediculicides
163.| Benzyl Benzoate Lotion
164.| Permethrin Creaim/Lotion
14. DIAGNOSTIC AGENTS
14.1 Ophthalmic medicines
165.| Flurescein Eye drops
166.| Tropicamide Eye drops
14.2 Radiocontrast media
167.| Bartum Sulphate (X-Ray Grade)
168, | lodiparnide 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-Todine 10% Aleoholic Selution
172.| Bismuth, Iodoform and Paraffin Paste (BIPF) | For Nasal Pack
15.2 Disinfectants
173.| Chloroxylenol | Solution/Cream
16. DIURETICS
174.| Frusemmde Tablet/Injection
175.| Bendrofluazide Tablet
SL No.-146 Tablet/Capsule
176.| Mannitol Infusion Solution 10% and 20%
aL No.-147

17. GASTROINTESTINAL MEDICINES
17.1 Antinlcer medicines
Aluminium Hydroxide Gel with or without

177; Magnesium Trisilicate Tablet/Suspension
178.| Ranitidine Tablet/Injection
179.| Omeprazole Capsule/Tablet/Injection
17.2 Antiemetic medicines
180.| Cinnanzine 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 Chlonide Tablet/Syrup
186, Sodium Chleride 0.9%, without or with Setiasensnstutmian
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

[ orss |




@J ﬁ?@m 2023-2037

G AT
192.| Ethinylestradiol + Lynestrencl Tablet 0.0375mg+0.75mg
193,| Desogesterol + Ethinylestradiol Tablet:0.15mg-+0.03me
194.| Levonorgestrel Tablet 73microgram

18.3.2 Injectable hormonal contraceptives
195,| Depot Medroxyprogesterone l 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 Insuling and other medicines used for diabetes
200.| Glhibenclamide Tablet
201.| Insulin Various preparations
202.| Chlorpropamide Tablet
203.| Metformin Hydrochloride Tablet
18.6 Ovulation inducers
204.| Clomiphene Citrate | Tablet
18.7 Progestogens
2035.| 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 Imjection
19.3 Vaccines
216.| BCG Vaccine
217.| DPT Vaccine
218.| Pentavalent vaccine (DPT, HepatitisB, Hib)
219,| Pneumococcal Vaccine(PCV)
220.| Poliomyelitis Vaccine(OPY &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 Eve Drops/Omntment
229.| Gentamyein 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
8L No.-158 Eve 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 Evye drops
236,| Homatropine Eye drops
SL Ne.-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) R
240.| Nifedipine  Capsule
23. PERITONEAL DIALYSIS SOLUTION
241, hnﬂpﬂr_imnaal djah:s.is salutin(of Parenteral solution.
appropriate composition)
24, MEDICINES FOR MENTAL AND BEHAVIORAL DISORDERS
24.1 Medicines used in psychotic disorders
242 | Chlorpromazine Hydrochloride | Tablet/Syrup/Injection
243, | Haloperidal Tablet/Capsule/Oral Liquid
24.2 Medicines nsed in mood disorders
24.2.1 Medicines used in depressive disorders
| 244.| Imipramine Hydrochloride Tablet/Syrup
245 Nortriptyline | Tablet.
246. | Flupenthixol Dihydrochloride/Decancate Tablet/Injection
SL No.-119 n |
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24.2.2 Medicines used in bipolar disorders

247.| Carbamazepine Tablei/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, Adrenalinc/Epinephrine Injection
255.| Aminophylline Tablet/Injection
26. SOLUTTIONS CORRECTING WATER, ELECTROLYTE & ACID-BASE
DISTURBANCES
26.1 Oral
256.| Oral Rehydration Salfs (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%, 23% and 50%
| 260.| Supplemental Parenteral Nutrients For adding to Infusion
261.| Glucose ‘ Injectable solution
262.| Glucose with sodium chloride Injectable solution
263.| Sodium chlonde Injectable solution
264, | Sodium chloride 3% TV fluid
Sodium chloride quartat strength (0.225%) + :
263, Dextrose 5% " : D
SL No.-259 Injectable solution
26.3 Miscellaneous
266.| Water for Tnjection (sterile/pyrogen free)
267.| Dialysis Fluid
27. VITAMINS AND MINERALS
268.| Ascorbic Acid/Vitamin C Tablet
_— Capsule 50,000-2,00,000 IU (Injection
il B 100.000 TU for SL and ahﬁvc{)}m
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 Bis Injection
277.| Nicotinamide Tablet
278.| Pyridoxine Tablet
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279.| Retinol Capsule/ .Ta?.hielh’ Oral oily solution/Water-
miscible injection
280.| Riboflavin Tablet
281.| Thiamine Tablet
SL No-124

28. EAR, NOSE AND THROAT CONDITIONS IN CHILDREN [¢]

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 [¢]

30. MUCOLYTICS, EXPECTORANTS AND COUGH SUPRESSANTS

285.| Dextromethorphan | Syrup

BT ST WS e S G

(List of Essential Ayurvedic Drugs)
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o R S (ST e Dosage Form
od. | wfi= BeygA (Erifal Ustukhudus) -
oy, | afi #98 (Eirifal Kashnizi) =i
oo, |dhgE= aivae (Emifal Badian) ST
08. | ufim= 9fd (Etrifal Muqil) T
of. | ufaw= FgE (Eirifal Sagmunia) a5
ob. | uffipe Fur (Etrifal Zamani) ST
0%, | «fiiger =rgwrn (Eirifal Shahatara) ST
ob. | e 1f (Etrifal Mundi) -
ob. | «fis $9m (Etrifal Kabir) -
so. | g ewa (Erifal Gudadi) ST
5. | A e A ST (Khamira Abresham/Abresham Arshadi) (-
3y, | ST wre (K hamira Khashkhash) arr-afd
yo. | iy Mesar (Khamira Gawjaban) T
8. | aribr sthasrry @At (Khamira Gawjaban Ambari) e
3. | wrii e Tl SEpe (K hamira Marwareed/Anoshdaro Liluvi) iy
Yo. | ity mgravE (Khamira Zaharmohara) -
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4. | 4rdtet gt (Khamira Banafsha) - F
s | 2l T (Khamira Nazli) -
ve, | ST %ﬁ‘@‘f {Jowarish Ood Tursh) e
30, |wedf T FEW (Jowarish Ood Shireen) et
2, | meuias g #99 (Jowarish Kamuni Kabir) -
&3, | Eedrad ¥ (Jowarish Kundur) e
yo. |®@ew @™ (Jowarish Qurium) T
38, |=mearr wA (Jowarish Zarooni) -
ag. | Eegres @ (Jowarish Zarishk) -3
Ak, | werE g (Jowarish Shahreyaran) -
24, | wewEe wEte (Jowarish Jalinoos) e
. | weuram weet (Jowarish Falafili) -
sa, | =emid el (Jowarish Mustagi) -
wo. | EsarEs e (Jowarish Amla) o
oy, | wewET # (Jowarish Kamuni) -
o3, | wamiE o 5 (Jowarish Tamar Hindi) ST
o0, | e =EE (Jowarish Bishbasa) T
8. | mpagrE s (Jowarish Zanjabeel) STl
o¢. | wamri =% (Jowarish Shahi) ke
9%, | wreEm-TaE i (Dawaul Misk Mutadil) AT
o4, | WEFwFE (Majoon Agbar) T T T
ob. | WPE e SR (Majoon Awja/Azaragi) e-ai
o, | g T e (Majoon Arad-e Khorma) ST
8o, | WreE e/ (Majoon Ushba/Choobehini) ESE e
8. | e/ (Majoon Sa'lab/Mumsik) -
8y, | wred = (Majoon Falasefa) -
Bo. | Ergd e (Majoon Suranjan) -
88. | Wrep CreeEs (Majoon Schagsoonth) B
ge. | WrEE cairEEE (Majoon Mughalliz) ey
8%, | WS e 9rgw (Majoon Hazrul Yahood) L e
Bd. | = = et (Majoon Humal Ambari) T
Bbr. | WrgH wavE @ (Majoon Dabeedul Ward) ErE
8b, | 4'gAH Fe4E (Majoon Nankhah) -
¢o. | WrE e (Majoon Suparipak) e
&, | crEs onee (Majoon Jograj Gogul) -
¢2. | WEA =@ (Majoon Rahat) EN-FaH
#o. |9 (Majoon Lana) T
@8, | urs sEvarrre (Majoon Kalkalanaj) ET-F
ee. | W 9w (Majoon Khadar) T
#b. | WrEd «wE/AaE (Majoon Khadar/Jabeeb) T
@4, | =g i = (Majoon Seer Afza) -
gt | qrgd A (Majoon Sangdana) -
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2. | B ErE{eH (Laooq Amaltas) -
o, | T5% qET (Lacoq Asthmin) S
by, | #%5% 9w (Laoog Badam) e
b3, | P Frer e (Lacoq Katahw/Sapistan) -
©a, | ob% wErS/ERE #Te (Laoog Damavin/Zesqunnafas) o
w8,  |737F37 (Lubub Kabir) e
e, | 7gg =i (Lubub Saghir) ]I
bs. | zEreE wam/ /T (Halwa Sa'lab/Baiza) -
&9, | oo EEe PRTE (Kushta Abrak Siyah) =
oy, | e T/ (Kushta Qalyee) Y
s, | wiw (Kushta Sadaf) &
90. | peper e (Kushta Jist) wY
9%, | 9= T (Kushta Faulad) ]
8%, |grar T (Kushta Baiza) =
49. | e SrErPRe (Kushia Barasingha) =
98, | et wswaw (Kushta Marwareed) oY
. | e wEEE (Kushia Marjan) T
A, | ] gl (Kushta Zahrmohra) %
., | et arerEe- A (Kushta Hajrul Yahood) oY
. | el ofmwel (Kushta Gowdanti) ]
qn. | P i (Kushta Bussud) oy
vo, | T FEET aeaneE (Kushta Marjan Jawahirdar) o
by, | el g99%/9F (Kushia Zamurad/ Yashab) =Y
| g SR (Kushta Usrub) -
e, | g e (Kushta Mirgang) oY
wa. | PeT e (Kushta Musallas) g
ve. | Frer fee (Kushia Tila) il
tre, | el g5 (Kushta Nugra) =
b4, | = e 435 (Aab-e Narmak Shireen) o
blr, | oS ST (Arg Afsanteen) Tt
bh. | S SREWET (Arg Ajwain) sl
wo. | EhrE 9@ (Arq Badian) Lol
®Y. |y 6T ( Arg Choobchini) e i
% | e A (Arq Nankhah) e
B0, | =mEe weFH (Arg Faulin) il
B8, | =EF @4 (Arq Bokhar) LN
B, | EEE e e (Arq Maul-Lahm/Tahmina ) G
Bl | S TR (Arg Muhallil) T
B4, | EEE e (Arq Baranjasuf) e
®ir. | *@ao AeeaE ( Sharbat Anjebar) T
ph, | a0 =g 9 (Sharbat Arzani/Unnab) G
Yoo, |wwge wenrs (Sharbat Kaknaj) sl

| FEr-san|
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ETY S SRR
T W ST (AT Dosage Form
yob, | e ! (Sharbat Jiryani) T
Yo, | *fqe Rl aey (Sharbat Jinsin/Mavez) G
you. | =me el (Sharbat Dimaghi) T
3oB. | *Fg@ 4% (Sharbat Mudir) T
yog. |*=@9e 9f%A (Sharbat Mundin) g
Sob, | ==Es wEES (Sharbat Tamarixin) LEL
209, | wegs wwd (Sharbat Ejaz) T
Sobr, | *7g® 4T (Sharbat Khansina) T
Son, |8 944 (Sharbat Ushba) G
%o, | *EEe WEIAGE (Sharbat Chylosin) o
W, | =mas A (Sharbat Deenar) kil
e, | e S (Sharbat Kirmin) bl
sve, | s qEER (Sharbat Musaffi) w7
58, | *wge T (Sharbat Nazla) e
W, | =%%e W= (Sharbat Neelofar) e
e, =D vy (Sharbat Faulad) T
w4, | *m=s T (Sharbat Buzuri) wEE
s, | =mFe Ween (Sharbat Santara) g
Wb, | =R (PR (Sharbar Belgiri) G
s30, | ==9s Ferew (Sharbat Niswan) e
33y, | #=Es o (Sharbat Nisa) bl
333, | *EES #EST (Sharbat Shahqa) e
saw, | *EF9 7 (Sharbat Shefa) o
338, | =w gt (Sharbat Misali) CEL
safr. | *wae wroer | sharbal Mavez) L-ELl
2. | =mEe 1 (Sharbal Seb) T
yaq. | @9 cemre-arg (Sharbat Shehat Afza) Gl
S, | =g WreFE (Sharbat Atfal) B
sam. | W [E= (Sharbat Tiflin) e
voo, | =EEE =Ty (Sharbat Talkh) -
Sy, | *ERWEE (Sharbat Toot) T
you. | sraewd AEEE (Marwareed Saival) il
voo, | FEEErEE (Qurs Asfar) s g
vol, | 4w fergtaw (Qurs Ziabit) BT
Yor. | e gAER “aEee (Qurs Mugavyi Khas/Mubahhi) RS
sob, | 3F% pRE (Qurs Munashshif) BIREs
veq, |3 G (Qurs Muhazzil) B
yor, | %E A (Qurs Sailan) B
Yan. | 8 AFTETD {Qurs Salajeet) B
o, | 9EE @=eH (Qurs Ehtelam) BT
sgy, | e (Qurs Gulnat) B
v8y, | %8 9@ (Qurs Barsina) Brrast

| ser-saa|
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TiEF & ST (TS

Dosage Form

3o, | FAE UG (Qurs Hazmina)

388, | 3@ TREET (Qurs Infuza)

8. | pwm (6™ (Qurs Pechish)

¥8w, | TFE 78 (Qurs Zaheer)

s8a. | TE 999 (Qurs Bandish)

S8, |$8 PIEE (Qurs Mulayin)

38, | TEmWngE (Qurs Awja)

seo. | Fm AwE (Qurs Deedan)

3y, | 7E A (Qurs Larzing)

se3, | i = (Garlic Pearls)

e, | Eg 9HERT (Habb-e Azaraqi)

28, | =wEw s (Habb-o Ahmar)

se, |=nER =9E GifEd (Habb-e Ambar Momiyaee)

seb. | =pes Bwfde (Habb-e Iyariz)

9. | ¥RES 9w/ =mers A (Habb-e Usara/Sharbat Sana)

der. | 3T g (Habb-e Kibreet)

3%, |aas 9 (Habb-e Kath)

so, |ZNSS wweE (Habb-e Jadwar)

ey, | =EE oW (Habb-e Jund)

3. | =Rag wrarTa (Habb-e Tabasheer)

oo, |2y feegae/fesgars g (Habb-e TiryagiTiryaq Samania)

8. | &Es cogE (Habb-e Tehal)

sb¢, | =REE e (Habb-e Nishat)

sew, | EEEE 9eE (Habb-e Madar)

vika, | % e (Habb-¢ Rasaut)

dub. | ZET *rEeE (Habb-e Shabyar)

o, | ERgw wFETer (Habb-e Salateen)

Yo, | =RET TR/ (Habb-e Munish/Mumsik)

b, | BRI R (Habb-e Yarkan)

¥R, | =g rewem e (Habb-e Tinkar/Usha)

399, | IXAF TSN TR GeaEn (Habb-e Hayateen)

¥98. =99 =W (Habb-e Humma)

\ag, | Zaq TraaeE waet (Habb-e Bawaseer Damavi)

396, | &9% a6 % (Habb-e Murrakab)

99, | =0es reare 4 (Habb-e Bawaseer Badi)

sy, | =E% 959 (Habb-e Mudin)

“Ha, | mPETEE (Hazmol)

swo, | SwEd/=EE 916 (Marham/Arg Ajeeh)

My, | 9EET AT (Marham (Quba)

ste3. | sEE et AfEe (Marham/Rowghan Kharish)

sy, | wEEy A4 (Marham Naurm)

38, | TEEs cnEaE (Marham Soriasin)

JHE R P EEEIEEAEREI AR IR RN R

| ET-san|
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T ST (A Dosage Form

Soq, | 9EH EETE (Marham Ateshak) T
Strts. | R WA (Marham Dakheliyoon) ST
wa, | FetmeEn e (Rowehan Amla/Bhangra) o=
S, | Feef #E/ e (Rowehan Surkh/Suranjan) Ll
2. | gests s (Rowehan Jarbinol) T
wo. | gt srErad/ R (Rowghan Chaharburg) T
83, | feey y@ed /e (Tila Mugavi/Majloog) b
se3, | FEAWEREE/AAM (Quicor Aimin/Ramad) o
sao. | fépe 99% (Jimad Bars) R
388, | o g/ 4 (Tila Mushki/Mugavvi Khas) T
38, | o e (Tila Shangraf) [
S, | for g ewe (Tila Migavi/Shagraf) [
+29. | F99rr (Barshasa) Ee-
yab. | HaRe @ (lyariz Faiqra) AEER
sob. | @ A e geree (Holas Shammi/Lakhlakha Muattar) T
200, | waaned o= (Jawahir Mohra) il
203, | #resd (Jawhari) ou
2oa, | Tems I (Jawhar Kafoor) =Y
sow. | =eSy A (Jawhar Seen) e
o8, | ZgE (Sufoof Idrar) HETT]
to@, |7 ZwmEer (Sufoof Intesabi) #TEEH
2wob. | e wwad (Sufoof Gurmar) i
wA. | sz e (Sufoof Jiriyan) b T
ov. | ez FEdt (Sufoof Namkm) uE
0B, | 7w ywtE (Sufoof Mundamil) STEwE
o, | TEE T/ AT (Sufoof Suzak/Gonorin) +TGH
2. | wEE aEEd (Sufoof Glyein) R
358, | oEF ywThes (Sufoof Mufattit) BT
3ye, | e arsds (Sufoof Ahmarin) HTTH
238, | s w0 9w (Sufoof Qayhee Kushta) TEEH
BE. | P (Sufoof Musammin) e
Syu. | s P (Sutoof Musakkin) BT
aye, | 7= - (Sufoof Sang-Shikan) =BT
2. | FrEE AEiGE/Haee (Sufool Suiatin/Suranjan) =
%, | 7o =aa (Sufoof Hareera) e
330, | IFET 75 (Surma Mugavvi Basar) P
33y, | 7T @i ,/9rE (Sufoof Pyorin/Babla) R
333, | T YR (Zuroor Mujaifif) AEEH
33w, | S (Farzaja Qabiz) B

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

T Agaricus M 44, Calendula

8. Alumina 45. Cannabis indica
9. Alliom Cepa 46. Causticum

10. Aloe Soc 47, Caclus G

b Ammonium Carb 48. Capsicum
Armmonium Mur 49, Carbo veg

13, Ammonium Phos 50, Carbolic acid
14. Angus tura vera 51. Carbo apimalis
15. Antimonium Crud 52 Calc fluor

16. Antimonium Tart 53, Calc phos

17. Anacardium 54, Cantharis

18. Anthracinum 35, Caulophyllum
2 1) Apis Mel 56. Carduas mar
20. Apocynum 57. Cedron
i Arsenicum album 58. China off
22 Amica mont L China ars

23; arg. Nit 610). China Sulfh
24. Arg. Met 61. Chamomilla
25, Aur. Met 62, Chelidonium
26. Bacillinum 63. Cina
27 Badiaga 64. Cicuta vir
28, Baptisia T G5, Coceoulus md
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 Hormdus
33 Bismuth 72. Colocynthis
36. Bovista 3. Cundurango
7. Borax 74, Cuprum met

|8r-s00]
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Sl No. Name of Medicine S No. Name of Medicine

5. Digitalis 116, Ledum pal
76. Dioscorea 117. Lilium tig
77 Diphtherinum 118. Lobelia inflata
T8. Drosera 119, Lycopodium
79. Dulcamara 120. Lyssin
80. Equisetum 121. | Mag carb
21, Formica rufa 122, Mag phos
82. Eupatorium perf 123, Medorrinum
33. Euphrasia 124, Merc sol
24, Ferrum met 125, Merc sulph
835. Flouric acid 126. Mezemm
86, Gelsemium 127. Mercuris
87. Glonoine 128. Millefolium
B8, Graphites 129, Mur. Acid
39. Guaigcum 130. Murex
90. Hamamelis vir 131, Mygale
9l. Helleborus 132. Naja tri
92. Hepar sulph 133, | Natmur
93, Hippoz aenium 134, Nat phos
94, Hyoscyamus 135. Nat carb
B5. Hydrocotyle A 136. | Natsulph
96. Hydrasitis can 137. Nat ars
97. Hypericum 138, | Nitacid
93. Ipecacuanha 139, | Nuxvom
99, Ignatia 140, Nyctanhes arb
L00. Iris ten 141. Opium
101. Ins 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 130. Podophyllum
110 Kalmia lat 151. Prunus spinosa
I11. Kresotum 152. Psorinum
112, Lapis albus 153, Pulsatilla
113. Lachesis 154, Pyrogenium
114, Lac Can 155. Randunculus Bulb
115 Lae defloratum 156. Ehatnia

[perses]
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Sl. No. Name of Medicine S No. Name of Medicine
E5T, Rhus-tox 178, Symphytum
158. Rhododendron 179. Teucrium M.V
159, Robina 180. Tellurium
160. Ruta gr. 181. Thuja occi
16]. Rumex erispus 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
i 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
o Aconitum Nap 19. Berberis Agqu
3. Actaea Rac 20, Berberis Vul
4. Aesculus Hip 21, Blatta oni
5. Agnus Cast 22. Bryonia Alb
f. Alfalfa (Medicago sativa) 23. Buchi (Psoralea cor)
7. Allium Cepa 24, Caladium Sac
8. Allium Sat 25. Calotropis G
: 3 Aloe Soc 26, Cantharis
10. Anacardium Ori 27 Capsicum An
11. Apis Mel 28. Carduus Mar
12. Aralia Race 29, Caulophyllum T
13. Arnica mont 30. Ceanothus Amer
14. Asafoetida A1 Chaparro Am
15 Avena sat 32. Chelidonium Maj
16. Azadirachta Ind 33, China Off (Cinchona)
17. Baptisia Tinc 34 Chionanthus

713
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Sl No. Mother Tincture S No. Mother Tincture

A, Cimicifuga 69, Millefolium
36. Cina 70, Mullein Oil (Verbascum Thab)
37. Cinnamonum il Myristica
38, Coca T2 Nuphar Lut
39. Cofiea Crude T 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 T8, Plantago M
43. Croton Tiglium 79. Podophyllum
46. Cyclamen 80. Pulsatilla
47. Damiana (Turneva) 81. (Quassia
48. Digitalis P 82, Rhus Tox
49. Dioscorea V 83. Riobinia
50. Dolichos P 84, Sabal Serr
51 Drosera R 85. Sabina
52. Echinacea A 86. Salix Nigra
ki ¥ FEphedra N 87. Sambucus Can
54. Fraxinus A 8. Sanguinaria Can
55. Fucus Vesi 89, Secale Corr
56. Gelsemium 9. Senecio A
57: Ginseng 91. Stramonium
58. Gossypium 92. Syzygium Jamb
59. Guaiacum 93. Teucrium Mv
6. Gymnenma Syl (Mesasragi) 94, Thuya Oce.
61, Hamamelis Ver 95. Tribulus T
62. Ielonias Dio 96. Urtica Urens
63. Hydrastic can 97. Viburnum Opu
64. Hydrocotyle A 98. Viburnum Pru
63, Jahorandi 99, Xanthoxylum
66. Jonosia Asoka 100. Yohimbinum
67. Justicia Ad. 101. Zingiber
68 Lycopodum

|-y es|
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Biochemic (12 Tissue Salt (Potencies 3X, 4X, 6X, 12X)
Sl No. Name of Medicine Sk No. Name of Medicine
L Kali Phos 15 Kali Mur
2 Calc Phos 8. Nat Mur
3 Nat. Phos 9. Kali Sulph
4. Ferum Phos 10. Nat Sulph
5. Mag Phos 11. Calc Sulph
6. Silicea 12. Calc. Fluor,
TRITURATION (Powder & Tablet)
Sl No. Name of Medicine SL No. Name of Medicine
L, 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
f. Cholesterinuni 19. Hecla Lava
7 Graphites 20. Selenium
8. CGun Powder 21. Glonoinum
2. ODwa Tosta 22 Aurum Mur Nat
10. Antim Tart 23, Kali Bichrom
11. Heper Sulph 24, Uranium Nit
12. Mere Sol 25. Argenic Tod
13- Titanium
External application only
Sl No. Name of Medicine S1. No. Name of Medicine
L. Mullen thl 4, Plantago Maj
2. Euphrasia eye drops 5. Kreosote
: 3 Cineraria M succus eve drops
Ointment/Cream
Sl No. Name of Medicine S1. No. Name of Medicine
1 Calendula 7. Hamamelis
2 Cantharis g, Agsculus Hip
3. Rhus tox 9. Berberis
4, Bryonia 10, Petroleum
5. Ledum pal 11. Amica
6. Graphities

[br-ses]
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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 Mayg. 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 32X, Ferrum Phos 3X, Kali Phos 33X, Nat Phos 32X, Nal Sulf 3.
7. No. 9 Ferrum Phos 3X, Kali Mur 3X, Kali Phos 3X, Mag Phos 3X.

5. No. 10 : Cal Phos 32X, Ferrum Phos 33X, Kali Mur 3.

9. No,12 ; Ferrum Phos 3X, Nat Mur 3X, Kahli 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, Fernum Phos 3X, Kali Phos 3X, Mag Phos 3X, Kali Sulf 3X.
12. No.l7: Cal Flour 3X. Kali Phos 3X, Ferrum Phos 3X, Kali Mur 3%,

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

14. No. 20 : Cal Flour 3X, Cal Sulf 3X, Kah 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 23X, Kali Phos 23X, Mag Phos 3X, Nat Phos 3X.
I7. 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.

sfafeiE-une FAgeEEE ST S (ST )8
List of Over-the-Counter (OTC) Drugs (Allopathic)

k: Albendazole Chewable Tablet

2. Antacid Chewable Tablet/Suspension

3. Ascorbic Acid Chewable Tablet/Syrup

4, Benzyl Benzoate Lotion

5, Calcium Tablet

6. Chloramphenicol Eye/Ear Omtment/Drops
7. Chlorhexidine Lotion/Cream

8. Chloroxylenal Lotion/Cream

9. Chlorpheniramine Maleate Tablet/Syrup
10. Condoms

11, Diclofenac Gel

12.  Dextromethorphan Svrup

13, Ferrous {Sulphate, Gluconate & Fumarate) Tablet/Capsule/Syrup
14.  Gentian Violet

15.  Glycerin Suppository

16.  Low Dose Contraceptive Pills

17.  Mebendazole Tablet

18.  Metronidazole Tablet/Suspension

|Er-see|
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19.
20.
21.
22.
23,
24,
.
26.
27.
28.
28,
30.
31.
32.
33
34.
35
36.
7
38,
39.

Methyl Salicylate Gel

Milk of Magnesia Suspension

Mouthwash Preparations

Multivitamin Tablet/Capsule/Drops

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

Oral Rehydration Salt (ORS) (with or without glucose or lavours) Sachets
Paracetamol/Acetaminophen Tablet/Svrup/Suspension/Suppository
Permethrin Ointment/Cream

Potassium Permenganate Granules for Gargle

Povidone Todine

Promethazine Theoclate Tablet

Ranitidine Tablet

Riboflavin Tablet

Salbutamol Tablet

Salicvhic Acid — Benzoic Acid Omtment

Silver Sulphadiazine Ointment

Sunscreen Preparations

Vitamin A Capsule

Vitamin B Complex (imdividual or combinations) Tablet/Syrup/Drops
Xylometazoline 0,1% Nasal Drops

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

5. wife g 38, WEyERE
X 2R q0 5S¢, TERTEIEE
®. EEEeTEm Yo,  EITEEE
8 TP T ve,  offERafEE
. P A S, FTERE

®. HETA T Se.  SEMEE

5 FoEEE 3o, R

b PCaIGE] 2. TEwrR
5. e 23, oEed Yw
Yo,  WYSIEE 0. TG AR e
5 (GHERE I}

3. TR

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

T R Generic Name/89t4a (aimfa 7w Dosage Form

oy, |wafire B (Eirifal Ustukhudus) -G
o, | = 3% (Etrifal Mugil) g
o®, | ufie= FTT (Etrifal Kashnizi) bbb
o8, | ofir= «wor (Etrifal Shahtara) -
of. | sfume 9f (Etrifal Mundi) -
ob, | afte gEEt (Btrifal Zamani) i
o4, | weari w9 (Jowarish Kamuni) -
o, | wegimd 95 (Tawarish Kuduor) -
oh. | &eares 55641 (Jawarish Zarooni) -
0. | wmeuEer wEtp (Jawarish Jalinoos) -F
». | =meanfs T (Jawarish Mastagi) -8
3%, | Wi @R (Majoon Falasefa) -5
yo. | WEA R IR (Majoon Arad-e Khurma) wrey]- i3
. | s ammarE (Majoon Azaraqi) -
¢, | mree @ (Majoon Ushba) -
Yo. | wred wEE e (Majoon Dabeedul ward) ET-TF
¥ | A e (Majoon Falasifa) -
st | w99 (Majoon Kundur) ST
s, | arEe e (Majoon Piyaz) -
3o, |='gd o (Majoon Sahagsonth) -
2. | AreE e (Majoon Suranjan) R
2, |#%% 3mew (Laocoq Katan) -
3o, |=&F AReE (Lacoq Sapistan) -
38, | arE (Arq Bukhar) o
A, | =ER T (Arg Dashmool) L=
k. | O EEE (Arg Ajeeh) il
29, | CiEE (Arq Gulab) T
Yy, | T A (Arg Kasni) kil
¥, | AT (Arg Mako) s
wo. | *FEe 95 (Sharbat Buzuri) al
@y, | *mES @HE (Sharbat Unnab) wae
©a. | =%s AR (Sharbat Deenar) w5
wa, | wEas 99 (Sharbal Vasac) il
o8, |*=%%e @& (Sharbat Ejaz) bl
oe. | =HT® e (Sharbat Neelofar) s ol
b, | = weEm (Sharbat Faulad) bl
09, | =rae YEres! (Sharbat Musafti) kil
o, | gy e (Sharbat Hazmina) |
e, | =Eew EAre T (Sharbat Hayatin Murakkab)

| oBt-vea|
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T | Generic Name/ S04 emfa= =% Dosage Form
8o, | GRIEE A (Sikanjabeen ) &
8. *ggw AT (Sharbat Santara) T
83, | =E4e 33 Gretfee (Sharbat Bazoori Motadil) T
go. | ==Ee o (Sharbat Belgiri) o
88, | #o e (Sharbat Kurchi) bkt
8¢. |*wge Wend (Sharbat Kishwar) e
84, | ==x® o74 (Sharbat Seb) il
g4, |==%® Feren (Sharbat Niswan) T
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“fE-g2 ASSIGNED CODE AGAINST THERAPEUTIC CLASS OF DRUG

Ey S e

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
G, Analgesies and Anlipyretics 006
T Antacid, Adsorbent 007
8. Anthelmintics including schistosemiasis and {ilaricides 008
9. Antiarrythmics 009
10. | Anticancer 010
11, Anticholinergic (11
12. | Anticoagulants and Fibrinolytic Drug 012
13. | Anticonvulsants 013
14, Antidepressants (14
15. | Antidiabetes 015
16, | Antidiarrhoeal Agents 016
17. | Antidotes and Heavy Metal Antagonists 017
18. | Antiemetic 018
19, Antifibrillants 019
20. | Antifungl Agent 020
21. | Antihistamine 021
22 Antihypertensive 22
23. | Anti-infective 023
24, | Antimalarial Antikalazor 024
25. | Antiparkinsonism 025
26. | Antiplatelete 026
27. | Antiprotozoal 027
28. Antipsychotic 028
29. | Antiseptic and Disinfectants (29
30. | Antitubercular and Antileprotic 030
31. | Anhitussives, Expectorants and Mucelyhic 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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5L No. Therapeutic Class Code Number
41. | Diagnostic Agents, Medical Device 041
42. | Diuretics 042
43. | Drug used for erectile dysfunction 043
44, | Drug used 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. | HZ Receplor Blocking 055
56. | Hormone 056
57. | Hvpnotics, 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
62. | 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 Resiorers and Caloric Agents. 79
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Annexure-3

Ey S e

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

applicable).
Annex details wherever required.
. Supporting
S1. No. Details Comments Dacnnaents
Name, address and communication details of the
L | Manufacturer/ Agent in Bangladesh.
2. |Authorization letter of the Authorized Agent
Name address and communication details of the
3. manufacturer
4 Are the products already imported in Bangladesh, if so
" |since when
5. |Mame of the product, including its generic name, if any
5 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 "ves", 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
18 Name and qualifications of technical personnel for
" |manufacture and quality assurance
19. |Layout plan of the premises accompanied by the floor plan
20, |Details of QOMS and manual
a1 Iz the product tested before release, if ves. submit details: if
" |no, specify criteria for release
32 Has the product been withdrawn due to any reasons? If yes
" |please specify.
23 Recall procedure to be followed in case the product has (o
" |be withdrawn
24, |Names of the countries where the device is exported.
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