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R w1y e Frfrm ol ool anfes avy Fragerad 8o o wiom arees @7 | wremerT-
1. National Regulatory System (RS)

2. Registration and Marketing Authorization (MA)
3. Pharmacovigilance (PV)

4, Market Surveillance and Control (MC)

5. Licensing Premises (L)

6. Regulatory Inspection (RI)

7. Laboratory Access and Testing (LA)

8. Clinical Trial’s Oversight (CTQ)

9. NRA Lot Release (LR)

Status of Regulatory Functions @) o

Subs ipdicotons Indication 5 ; -
brspamatsdlE apwcted | inplemintidtf s pechs “I'*” h'“fl':l" “:’:I':f
i i mapelerrmintmed Ly e broeplermeer g
67 0% 1

01-HATIONAL REGULATORY 40_25/80 0 & out of 10

SYSTEM (RS)

02-REGISTRATION AND MARKETING 285350 5 outof 6 81.0% 2
AUTHORIZATION (MA)

OIVIGILANCE (VL) 275060 6outol 6 83.0% 1
04 MARKET SURVEILLANCE AND 2.2 E ouit ol & B1.0% 1
CONTROL (MC)

B5.LICENSING ESTABLISHMENT (LI) 1525f0.0 Goutal 6 80 0% 1
06 REGULATORY INSPECTION () 18 7526 0 S outol 720% 1
07 LABORATORY TESTING (LT) 190,280 7'out of 10 68.0% 2
Eﬂmmmusmm 22 0/30.0 5 out of 6 0% 1
09.MRA LOT RELEASE (LR} MEATO 6 out of 6 850% 1

12-23 Tuly, 2021 Bangladesh Benchmarking

oS e aeit SS9y R weg Reme Fey e wrae (WHO) $5s coire @ Blefirs a6l wrem
FUFESE IEIRE TA00 T | ¥ open wigmeasts WHO listed 50 farms afews sww7 116 20de 8 WHO
7z FeT S wEErn (WHO, USAID, USP, MSH) #fSeam sregee <36 S-year strategic plan, WB
(World Bank) PLan e w0 @ | &% o e w 5 e uz B ol e 99 opmm s o om
#1577 A AR | 9 2P WHO Maturity Level -3 Seia 710w szamerig M1awgs, @7ef (SOP) teat e domm
T T T < 50 A FeE mieee Standardized € Harmonized Fg | arwmm WHO, USAID,
USP-PQM+, MSH-MTaPS, WB (World Bank) [ ¢ werer 9 @92 ifEfRE STy ST w0 | TeaA
951 Consultant 94 g Siqwdrss Ay FHeaeereis $18 Face | 994 e =Emegs WO PQ =i =% Drug
Act 2021 =prmeg F15 $902 | JEere NCL 97 Vaccine Laboratory & WHO PQ =59 919 =5 Capacity
building @7 S penrs T |
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.00 | Rational Use of AMR:

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

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

Dirgetoraie General of Drag Administeation celebrated World Antimicrobial Awareness Weel-2021.
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Direetorate General of Drug Administration celebrated World Antimierahial Awareness Week-2021.

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

He remarked that inappropriate use of antibiotics leads to AMR. Like, unnecessary prescription of
antibiolics, prescribing too low or too high a dose, continuing treatment for longer than necessary, not
prescribing according to microbiology results, omitting or delaying administration of doses,
prescribing mtravenous therapy when oral therapy 1s known to be effective and clinically safe and not
taking antibiotics as prescribed.

Advoeacy Seminar organized by CDC, DDGELS,

Major General Md. Mahbubur Rahman, DG, DGDA also atiended the Round Table Discussion on
Antimicrobial Resistance Problem: Remedy and Way Forward on 23 Nov, 2021 at Kaler Kantho. He
said one of our problems was misuse of formalin, we controlled it. We will be able 10 control the AMR
1ssues 1f we work together. Selling antibiotics without prescription 18 a major challenge for us and we
need to work together in collaboration with concerned Ministries and departments (o tackle these
ISSues.
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Awareness words of DGDA for not to sell antibiotic without prescription
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List of Emergency Use Authorization of RT-PCR Test Kit:

IVD Reagent

Mehnmmadour, [Shaks

SL N, Loeal Agent Brand Namo Nars Clnss Munulnelurer EUA
Cryerseas Mareting MNovel Coronavinig COovVID-14 (= Sansure Bistech Tng., China ELUA Mo,
L Corporation (Fvt) L. (2018=nCov) NocleicAcid | RT-PCR Kit Addresz; No. 580, Lusong Ruoad, Irop-001
Umaue Trate Centre, Diagnoatic Kits (PCR Yaely Disteict, 410205 Changshs,
Leval-15 Flunrescence Probing) Hunan Proviace, Ching
E Eanthapath, Dhaka-1215
Gremesis Tradmg Co., [vory. [BGT Real-rime Audrescent [SARS-CoVl? C BGI Biotechnology (Wuhany Co;, EUA MO
82 | knstmochura, 371-E (7th RI-PCR &if for defecting | RT-PCR kit Lud,, China Imp-008
Flaor],. PuranaPalan, SARS-CoV.?
Dhaka- 1000
Concord Pharmoceuticals Covid-19 15ARS-CoV-2) | Cowid-19 (& Wulian Fasydiagnosis Bininedicine FUA N
Lid., Sima Blossom (1ith Nucleie Arid Test Xit {SARSCoY2) i, ., Ching Itnp-069
03 |Floae). Houge-3 (New), 390 Hucteic Acid Test
{Okdy, Koad-16 {New), 25 xit
{01d} Dhanmonedt,
Dhaka- (209
o4 |Genetis Trading, Level-6.711, | STATNAT SARS-CoV2 | COVID-19RT e Sentinel CH. 8.p.A., Via Rober EUA No
" | Auvringajeb fosd. Block-A, |[RIPCREIT POREIT Koch, 2 Milono (M), 20152, luly {10
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Genome DX Corporation. | GenéProof SARS-CoV- | SARS-CoVea ¢ | GeneProofAS. Videnska 1017110, EUA Na.
U5 2051 (1st Floari. Dz Screening POR Kit Sereening PCR Dolniferspice, 61900 Brno, Czech imp-G11

K!I-d.m!‘-E.—KJ!IJ.dﬂ Eoad, i R-Emlt’]l':

Dinkea- 12405

UniMed Limited. Houpe: 46, | Radi Covid-19 Detoction) | [Bedi Covid-12 C | KHMedical Cu,, Lid, C-1402.947, EUA No
06 |Sheikh Kamal Sﬁff”"i- Road | Kil Datecrion Kit Hanam-dazeo. Hanam-5i, Img-013

N, lﬁ,E.lﬂgﬁNBBJﬂ'l ET.I.I:LI‘E G:I'H'Hﬂhﬁkl. | 2m. R_ﬁ‘“h!iﬂ of

[ Tth Floar), Dhasmondl, Kores

Dhaka-1209

Unibded Lamited, Houss: 46, | Qiastar-Dix Respiratory Chingtat-Dh c Cisgen GimbHL. (HagenSirazse 1, EUA No.
07 | Sheikh Kamal Saroni. Read | SARS-Cov-2 Panel Rkt 40724, Bilden. Germany img-013

Mo 16, BangsMasim Square

SARG-Covd

R U T N— i

Dihaks-1209 L
o Transbo Medical Services. 33 | Gemepra SARSCOVE SARS-COV-2 c Giencuricine, 403, 008, S10, FUA Mo,

J-ustpe st SanNo:  Lregt Test Digital-read 342, Guro-gu. Seoul, lmg-016

ESHE. Toplhans Road, 0304, Republic of Kores

Ditunea- 1000

M.5 Trade Apency, 5% Leopy Covid19 qI'CR SARSCov-d C 1 drop IﬂE,ﬁL-ij-., EUA N
9| Ditkusha CA. Ground Fioor, | 4plexk Kit RT-FCR Kit Protiugberam U Tower 20 | dmp0L7

Dbaks-1000 {ralmaghi-rg, Tongwong-gu,

Seongnam-£i, Oyeongei-do, Koms
; - O Biozangor, Inc.

— STANDARD M aCoV/ STANDARD M C E{a S mn;s e 4 EUA No
W 1151204, OR.. Nizom Rong, | 2el- Time Detecsion Kat | oCoV Real- Time ﬂ&hm"mwm "’?ﬂ%ﬁ‘“" oze; (| ARG

Meheiibag, Chattogram Detecrion Kif Cinmirheongbuledo TTAL

Bepublic of Koma

Conened Fharmnceaticals YLV Tert Covid-19 VIV Teee C UAT YZZV¥ Bistech Berry s §, TUA Na.

Lrd.. Sima Bivsgom (11th Express Covid-19 LT-38223, Panevezys, Lithusnia lrp-019
1l |Floor). Houge-3 (Neiwk 3%0 Express

Ofd, d- f

(C3ld}, Boa 1G¢I5~law¥ 23 Bl Tane BOR.

(C3id} Dhanmondi. :

Dhiaks-1209 SEASEnE Kit

Congord Pharmoceuticals YEXY Test Cond-15 & WZEW Tedt L5 UAB ¥YZZY Bistech, Berzu s £, EUAN:

L. Sima Blossom (11th VIZY BENA magnet Kt | Copid- 19 & LT1-36223. Panevezys; Lithupnis Linp-020
12 |Floor), House-3 (Mew), 350 | (Full Set VZEY RNA

(Ciid), Moad-16 {New), 25 mapnet Eit (Full

(Cdid ) Dhanmondy, Set) Besl-Time

Driaka-1209 TCR reageots b

BioTech Services. ENA Virnl} SARS-CaV2 ViroQ € | BAG Disgansties GmblL, EUA No
i Torwrer. $703 8 5774 (Sth SARS-COVERRT Amtygerichiastrasss 145, 35423, Lich, g2}

Floor). Fanthepath Take PO iest it egmany

Cirgus, Kalsbagam,

Driaka-12035

CRL Disgnostics, House-2 Allplex SARS-Coy-2 Allples G Seegensine. Taswon Blég. 51, EUA Na
14 |tevel T Road-T, Green AzsEy SARS-CoVLT Chgerimeriy Sungpa-gu, Seoul, Korea Imp-023
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Draka-1206 I

test kit

I,




NP eorrmm 2030-208

R TR ST
g i = Msmufneturer
SLNo. Local Agent Brand Name Naiis Cliss EUA
Cryerimas Marktsling TagPaih Covid- 15 Covid-1Y c Thermo Fisher Scienrific Inc, 5781, ELA Mo
15 | Corpasation (Pvt) Lad., RT-PCR Tost Kif RT-PCR Test Kit Van Allen Way, Carlsbad, CA 92008 | (o025
Usnique Trade Ceater (UTC, ugA
Level-15. B Panthapath,
Dhaka-1215
@5, Bintech, East Isdair, MOLgen SARE-CoVe2 Covid-19 _ c Adaltis SR.L.. Vin Dorini, 27-20122 ELA Mo,
16 | Changeani, UpazilaRoad, | Real Time RT.POR Tegt | RT-PCR Test Kir Milan, Tialy Imp-026
Famllah, Maravanganj Kit
Weitfed Linvited, Fopge: 48, | A SARS-CoVe-2 Peep  |Cpwid-10 C (Qiagen CrbTL Qiag:uﬂms: 1. ETA N
Sheikh Kanal Raroni, Road | & Amp D0 it ET-PCR Test Kit 40724, Hilden. Germany trmg-048
. Mo, 16, BangsNazim Sqiare
T |7 Floar), Dhanmondi.
Dhaks.
Bio-Trade International Mol E‘manwlmsl (SARS |sARS-Cov-2 BT Jungsy L"U"'*"iﬂ_ E%ﬂtmh Co, Lid,
3. SegunBugsichaShajon Sowd) bam MuclekAsi Ipop oy € | Ne-58 G52 Buiiding Eagt of Lujia BUA No.
Towee3t2nd Flo Defrotion Kt Rad, West Sids of Tal Rand, Ching Imp-031
e A (PCR-Flusresgence Medival Cliy Avete, Thizhou,
18 | Dhaka- 1000 probing) Kl b
Teehnowarth Azsociates Lid | PerkinElner New 1SN o PCR- C pmﬁ.lm Ine., 7050 Burleenn BUIA NG,
78, Motijhes! Commercisl Copona Virug Muckeic Acid | Aus PerkinEimer Road Austin, Texes TA744, USA T 032
Aren, { 15t& 2nd fgar) Detection Kit New Coronalfinus
: Mucisic Acd
19 Diteaia- |WE‘ tk'i:ﬂ.'imw'i'
Nation Aid SARS-Cov-2 Detection Kir | SARS-Cov-2 C §$;¥"E ﬂ“;“‘ Gene B;:f“" f’;} L, | EUANs
House No-02. Road Mo-02, | (Direct Fluorescence PCR) | Defection Kit gt Lenp-033
; b ireet, Anji 313300, Huzhou,
a0 B.h:ll.'k-}:.;ﬂ.q Srction No-&; FCR) Zhejiang, China
Morpur-086. Dihaka
Life Tech, Rohbar Towar 77, | SARS-CoV-2 Nuclsic Aeid | SARS. Covd o fl::mg:; lﬁ:if:;u;iis Tcﬁ«;&:; Eu EUA Mo
: i i RT-PCR fest ki Wt T s - Lmg-035
T8 13rd Doer) F!n.r. Nu.-xtc.. Erefmction Kt Multples PCR fest bar Yijing Bstate, No. 1008 Songbai,
Tapats Co-nperative ITousing | PCR Fluorescent Probe R Nanshan District, Sherzhen
31 |Socily Led. Ring Road, Tethad) City, Geangdong Provinee. Ching
Adatbor, Dhaka
FME Compoytin Rapid Real Time PCR Kit | Covid-19 RT ¢ | Shanzhen Uni-Medica Testnology EUANo.
57 |29%2A, Sonargaon Road. | for Movel Coromavirus | PCR Test Kit CO Lid., Block-6th, Liuxisn Culnure Trp-036
Dianmondi. Dhaka-1205 IOT Y e Fark of Linnandong Villags
Manslnp Pistriet, Shenzhen,
Guangdong Trovinee: PR Cluna
Radian: Business Consortium |+ | Lighr Mix TH EUA N
Arhi { B s
. i et Madules MolbiniSyntheseisborGbil Eresbur | o037
23 S e Sarbecovirus E-géne Ea'f arbenoyines sstr. 22-23, Beviine, Geronpny
LS NREE R o Muodel Nu; 50-0776-56, E-gene BaV
Radiant Bugmess Congortium | Light Mix Mudular SARS |1 fphe Mix c TIB FUA Hi.
Lrd Cov-2 RD RP Modular SARS MulbiniSyntheseliborDmbF, Etesbur Trr- 038
34 2301, Dhemmondi, Boadt | Model Mo 53-0777- Cov-2 RID RF gtz 2223 Beriin, (fermany
Dabak- 1205
Chrerieas Matlteting RealStar SARS-CoV-Z-ET G Alfona ThHagnostics GmbT, FLUA No
Cutpozation (Fyii Ll SARS-CoV-2-RT-PCR kit |-PCRE Murieristr 12, 32767 Hembumg, Irng-039
5 Germany

Unigue Trade Centes (UTCH
Level-15. Panthapath.
Dhiaka- 1215
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SLNa, Local Agent Brand Name Newic Class EUA
Oenome DX Copurttion. | GeneProof SARS-CoVez | BARB-CoV-2 € | GenePeoofA8, Videnska 1017113, EUANa
26 |20801 (1t Floery, De Advanced PCR Kit Advanced PCR ﬁﬁrﬂ:'wm e L Lmp-042
Kudeat-E-Khuda Road, B i
Dihaka-1205
Cenevic Health Limited, 3/0. | SAES-COV-2 RT-BCR SAHS-COVE HATECH PTY LTy, 3111413 ELA Mo
27 |Ksbbokssh, Karwan Bezar. | Multiples Diagnostic it RT-FLR & Brooichollow Avenue Norwest Irrp-043
Dbk Doltiplex Buginess Park, Baulkham Hillza MW
Diingnoshis Ki 2153, Austsalia,
Geneyie Health Limited, 3/D. | ANDis Fast SARS-Cov-2 | SARS-Cov-2 5D Blomedicme Seisnce & EUA Mo,
55 |Kobbokosh KarwanBesar | RT-qPOR Detostion kit |R1-GPCR € | Technotogy Co. Limited. Block-A. Imp-044
Diaky Drefeation Kir Building-2, Wo- 158 Xinjunhian T,
Shanghai, 701114, China
Gilobal Fhdrma Digtnbetens: | SMARTCHEE Maowvsl SARS Cow-Z RT C Genesysam Co,, Lad, ds1 floorn, EUA Mo,
29 |Lsd., 54, Kawren Bazat, Cosnmavitus PTR Test Kit 2045, Techno 2-m. Yuseang-gu, Imp-043
Linica-1215 (SARS-CoV-Detection Iagjean. Scuth Kares
kni
Medikit Comporation, Honse | SARS-Cow-2 Nucleic Acld | Covid-19 BT C Zyhio lnc Floor 1 to Floor 5, EUA N
o no-BIT0S, Road ool New | Defection it PCE test Kif Building 30, .Nn. f uFTallmjg Fond. Lrng-046
hakhall DOHS Dhaks PORF b Block C of Jiangiao Indusizial Fard,
s i Dadulosu District 40082 Plongqing,
me=thad) OFina
Hisman Traders Merel Comorayins SARS CoV-IRT C Shanghai GengoD™ Bigtechnology ELA N
31 |55 Purana Patan, 2013-nCaV Mocleig Acid | POR Test Kil Comgany Limited, 15t Qoo building Irnp- 048
- : 2 No-486, Yindo Road, Xu Hui
2 i t ft /
Dhaica-1000 Il.'-:;:'ﬂrﬂﬂ it {Fnl Tinia Dhigmict, Shanghet, (hina.
GI5 Mopping Bongladesh, Mabile Derees Bio BOC19 SAEE-EW;I RT [ Iiohite Detacr Bin, ne. EUA Mo,
32 |Unit-B3, Plot-58, Roed-16, | (MD-Bio BCCI9) Test kit | PO Test kit £20, Industrial Blvd, Sugar Land, Trnp-49
Hiack-A, Banani, Dhaks T TI475. VA
Techmate. GM Mansion 480. | LYRA Dirsct SARS-Cov-2RT | | Quidel Corporsiing. 2005 East Stace FUA N,
33 |DIT Read, Malivagh. SARS-CoViz Agsay RT | PCR Test kit Simet et 00 athens. BRERTOL | 026
I
Dhaka-1217 PCR ks =2
Crvareeas Morieding RI-PCR Accala SARS Co\LIRT C Bdege Biotach Inc.. 6190, Comietstons EUA N
4y |CoEThon (Bet) R SARS-Cav-2 Test PCR Test Kit court, suite 220, San Diego, CA g5
Linique Trade Canrer (LUTCT, 8211, TT5A
Lewel-15, Panthapath,
Dhaka-1215
Heoffen Trade Inrernationgf VART-O COVID-1% SARS CoVA BT % MicoBighied Co. Lid, 116, Gondsm FUA NG
35 |74/8/l. Green Road, Tejgaon. | RT-POR Tesi Kirs (Model: |PUR Test Kit L-m. Angeong-gi Gysonggi-da, South Irup—ﬂﬁi-
Dhaks CaVLOM) Boaes,
B3 Enterprise fnd Trading Morvai Coranavins HARS CoV-2RT Q Biptrke Corpomtion | Wiod)Co, Lk EUANa
I Conztiltasts, Flag A, (BARS-CoV-2) Nuclejs PR Tegt Kit Chinz Trop- 058
Baghatiflorizone, 31 Kemal | Ackd Deteorion Kit
Atarurk Ao, Dieaka- 1213 [Floaregoance TCT
Stesting WMulti-Technalogies | DiaPlexe Novel SARS CoV-2 G SolGent Coy Lad, 43- 10 Techno S-ro, EUA NG
37 |Limited, 23 PuranaPaltan Coransiing (2OI9aCoNy [T on ot kil :‘“’m’?m‘}m' Rapukben: Imp-058
Lane {20d Floas), Detection Kit o
Diaks- 1000
AliMadina Pharmaceuticals | SARS-CoV-2 Nuclels scid |SARS-CoV-2 G Teligen Corparatinn, Bullding-1, Mo, EUA Mo,
I8 L, HouseddDTi48h Fioar), | detection kit based on Real-Time PCR LE5, Eane-572, Bibe: Ropd, Free Imp-59
Teat Kit Trade Area, Shanghei 201203, China.

Rpads2d, New DOHS,
Mishakhaii, Dihaka- 1206,

feal-Time FCR platfonm
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SL N, Local Agent Brand Name Neras Class Msnufneturer EUA
Ms TME Corpasation. Real Tome PCR Kitfor | SARS-CoV-2 € Shenzhen Umi-medica Technalogy EUA N2
29 299/2-A_ Sonargaon Road: Movel Coronayins Eral-Time PFOR Ef‘f%ﬂ-ﬂm Egﬁh_;cﬂk_tﬁ:l@ Ienp-060
Dhanmondi, Dhaics-1205 | 2009nCoV (ORFIALI) | 1ucy i T
Guangdong Provines BR. China
MR Agsociates Singuway SARS-COV-2  [SARS-CoViIRT Sinpuweay Biotech Tac,, BL3GE, Life EUA No
Baitul Abed. 6th Floor, Test for PORKI(PCR. | pes Tems kit ¢ | Seience Pack, Shen Cheng Tou o
40 YRoom#d 501, 53, Purang Fluoreacence Probe Innowation Facsory: fulongshan A g
Paltan, hMotijheel, Dhaica Iettiod) Road, Jiwsm Community, Kengr
Street, Pingshan Thstrict, Sheazhen
Ciry, 518123 Coangdong, PR China
A Supphes Ltd, GP Ja-4, [ Multiple Rep! Tima PCR [ RARS CoV2 RT C Raijing Applied Bigkogical EUA NG,
4l Inohakhali Cia, Dhaka- 1212 | it for Detestinn of POR Test Kit Technotogies Co. Lid i XABT) Tenp-063
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Pharmacovigilance (PV) is defined by the World Health Organization {(WHO) as “The science and activities

relating to the detection, assessment, understanding, and prevention of adverse effects or any other
drug-related problem™ Adverse Drug Reaction Monitoring (ADEM) Cell of Directorate General of Diug
Administration (DGDA) 1s performing Pharmacovigilance activities as it 1s the National Drug Monitoring
Centre of Bangladesh It 15 120th full member of WHO-Uppzala Monrtoring Centre.

Background

Pharmacovigilance (PV) 1s one of the important departments of NRA to ensure safety of the Drugs
and vaccines.

Directorate General of Dmug Admimstration (IDGDA) started PV activities first in 1996 with WHO
support.

DGDA has been conducting the Vigilance activities in Bangladesh successfully after restarting 1n

2013 with the support of USAID funded MSH/SIAPS program At present MTaPS project of
USAID is providing support PV activities at DGDA.

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

Government of Bangladesh is very much concern about Pharmacovigilance.

q' ot P
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Aims and way of ADE reporting and analyvsing in short:

Main objective of Pharmacovigilance 1s to ensure the dmg safety through collection of Adverse Dirug Event
reports, to analyse them accordingly in a scientific manner, to detect any harm earlier and to prevent that by
taking right measures on 1t. Ultimately these activities ensure the Safe & Rational Use of Drugs. Healthcare
providers are main stakeholders (where anvbody 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 dmugs. Thus Companies are recerving ADE reports from the field
level through their field forces and are submitting reports to DGDA. Adverse Drug Reaction Monitorning
Cell of DGDA is plaving the vital role of scrutimizing the completeness, serious/'non-serious and relevant
documents (if anyv). Then the Cell places the reports to the Techmical Sub-Commattes of ADR. Advisory
Committee (ADRAC) for analvsing’ causality assessment using appropriate scale of categonsation the
events. Finally the serious reports are bewmng reviewed by the ADRAC for making neadful 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 n this regard.

Legal provisions, Regulations and Guidelines for PV in Bangladesh:

The Drug (Control) Ordinance-1982_ section 6 (2)

*

Govt. Gazette notification of legal provision for VL.
The National Drug Policy, 2016, section 4.13 (K).
National Pharmacovipilance Guidelne.

Guwdeline for AEFI vigilance of EPI Vaccine.

* + + + »

Pharmacovigilance Protocol for Covid-19 Vaccine.

These provisions ensure-
»  Establishing the national vigilance system for Dmugs and Vaccines.
*  Authorizing the NRA to conduct all vigilance activities.
+ Mandating obligating the manufacturers and/or MAHs
# to establish vigilance systems for thewr medical products.
# 10 report safety data to the NEA.
# 10 designate qualified person responstble for VL.
*# Explain how to conduct the VL activities effectively.
* Encouraging vigilance reporting to MAH and NRA.

+* Reliance on international organizations' agencies/ authorities.
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Effective organization and good governance.

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

Adverse Drug Reaction Advisory Committee (ADRAC) meeting held:

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

National Pharmacevigilance Centre of Bangladesh recerved total 968 reports from different stakeholders.
All these reports were primarily evaluated by ADRM cell. Out of these 968 reports 317 reports were found
complete/partially complete and 381 reports were found incomplete for lacking-of mummum mmformation.
After primary evaluation of the reports. ADREM cell placed 233 serious reports before Techmical
Sub-committee (TSC) for cavsality assessment. TSC classified as Probable Likely-49. Possible-37,
Unlikely-48 and Unclassifiable-38 as per WHO Caupsality Aszessment scale. Finally, these reports were
placed before 11th and 12th ADRAC meeting for review and the honourable members of ADRAC agreed
with the assessment done by the members of TSC. The committee has also recommended on the safety
information published 1n the Drug safety information of WHO Pharmaceuticals Newsletter-1, 2. 3. 4. 3 & 6
2020 and Issue No. 1&2, 2021.

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

ADEM Cell. DGDA o ity Incomplete 393+3ou=002
WNon-Serious 3wo+25=537
Serions Juhtis 3da

Technical Sub Commatiee 8 e Certain-0H0
Pmbablaflﬂcei}'—ﬁhﬁ
Possible-250
Unlikely-857F
Unclazzifiabie- @50

Adverze Dmg Reaction 3 Yol Probable L ikely-857
Advisory Commatiee Do
(ADRAC) (3 e 38 Tu =5y Pozzible-¢oE
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Regulatory Recommendations from ADRAC:

Important recommendations made by 12th ADRAC meeting held on 29 June 2021 based on reguiatory decisions
of different NRAs published 1n WHO Pharmaceuticals Newsletter-1, 2, 3. 4. 5 & 6 2020 and Issue No. 152,

2021 are as follows:

s =& T, S0l T%?.‘#'T;"_é'ﬁ ADRAC- &5 yy%a 7em WHO Pharmaceuticals Newsletters, IszueNo. 1,2 3.4 3 &8,
2020; Issue No, 1&2, 2021 (Drug safety information) & 2FF7S 20is [Biers USFDA, HSA, MHRA &=t SFDA ﬂ"éfﬁ
=ET T[9E Tl FESSE 60t e T ADR 99 BWg wuEF T *w 5T Patient Information Leaflet (PIL)
Upzrade 977 =70 7o 7% SEA0 (BT S0 o 2 Shee = a9 8

a) Clozapine 7= (FE T127) ZE 3§ *RES0T Serious bowel Complication T57F *M%; (Reference; USFDA, 28
Jamoary 2020] |

b) Montelukast (7207 =0y ST 4= U S SEETE 29 90T (Reference: HSA, 10 December 2020)

¢) Pirfenidons <F (590 Sertous lver injury <5 37 70m% (Reference: MHRA, 16 November 2020) |

d) Carbamazepine R0 WNoE SERET =T SO (Severe cutaneons adverse reactions ) T Stevens Johnson
Syndrome, Toxic Epidermal Wecrolysis- &g 5 T (Reference: HS A 10 December 20207, o=

e) Ibrutinebh 45 503 Increased rizk of cardiac failore -!'ﬁ%% s (Reference: SEFDA. 2020)

3. | WHO Phammarcenticals Newsletters & =555 =05 T2&0T Positive Re-challence 5577 % Fluorouraci] S50 o550
Bradycardia ‘T 3777 R990 9095 91 =8 | 5= Fluorouracil (Single) S5 PIL-4 7050 &< Bradycardia S0

Awareness program on PV to increase the ADE reporting:

Head of the National PV Centre Dr. Md. Akter Hossam uvsually attends different awareness programs on
Pharmacovigilance for building PV reporting culture. He says, to increase the number of ADR reports receved
bty the ADRM cell and meet the WHO reporting target, there 1s need for continuous engagement with different
stakeholders, including health care providers and patients, to create awareness on the benefits of reporting ADRs
and other dmg-related problems: Additionally, more awareness traming i1s needed to expand the number of
hospitals and pharmaceutical companies submitting ADR reports 1n Bangladesh Other avenues for increasing
reporting, such as expansion of reporting and traimng for pharmacies that sell medicines to consumers 1o the

COmMmumty. are required.

%o
@o
Da

ADE Monstorme Ceil. DGDA 13 parficipating i workahop to increaza swaransss on PV
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Awareness and Scale up of Pharmacovigilance program:

To increase awareness and develop a sustamnable nationwide PV program, the MTaP5 team facilitated two
stakeholder consultative workshops on September 14 and 20, 2020 at DGDA. More than 70 stakeholders
from government, nongovernment, pharmaceutical companies, academician, WHO, BAPI. and hospitals
parficipated in the discussion on awareness and scale up of the PV program at the selected sttes of hospitals
and pharmaceuticals. Between 2018 and 2019, the number of supported facilities was increased to 30
hosprtals and 50 pharmaceutical companies. In 2020, the number of supported facilities was increased to 65
hospitals and 62 pharmaceutical compames. Most of them have thewr own PV team, each with a focal

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

This year DGDA has also celebrated World patient safetv dav. In accordance with WHO, DGDA has also
celebrated the world patient safety day 17th September. 2020. An informal speech was delivered by DG of
DGDA Major General Md. Mahbubur Rahman on the importance of the day and DGDA's role in this
regard. Long Festoons and wall banners/festoons were hanged for public awareness. Finally all the
participants prayed to Almighty for the eternal peace of the people died in COVID-192 pandemic and also
for staying safe with zood health

Celabratiom of World Patrent Safety day at Aushad Bhaban, DGDA

DGDA monitoring AEFIs for Covid-12 vaccines:

1) “Protocol for Pharmacovigilance of Covid-12 vaccines™ has been developed by DGDA. approved by
the Ministry and disseminated accordingly for conducting Pharmacovigilance of COVID-19 vaccines
as Ministry of Health and Family Welfare empowered DGDA for this joh.

2 The Protocol includes AEFI reporting form, AEF] reporting system, AEF] investigation, Causality
Assesement and regulatory recommendation’action provisions. Structures of differemt AEFI
committees have been constituted in all District/City Corporation, Divisions and National levels. All
of these commaittee have been formed accordingly and functioning as well

L)
e

The Nattonal AEFT Advizory Committee for COVID-12 Vaccines 18 meeting regular basis as required
to review the sertous AEFIs for COVID-19 vaccines after investigation & causality assessment for

tegulatory recommendation/decisions to make the vaccination safe nationwide.
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Partners (USAID s MTaPS. USP-PQM+).

J Successtul coordination and cooperation have been developed between DGDA and DGHS (EPI, MIS
& other wings) for AEF] reporting to the online portal of DGDA . AEF] reports are being collected 1n

DGDA’s own online portal.

<l ]’}fﬂ}ﬁ 2T 2030-3033

Pharmacovigilance & Covid-19 Safety Surveillance Cell has been constituted to provide secretaniat
support to the National AEFI Advisory
comprises of DGDA PV officials along

Commuttee & entire PV process monttoring. The Cell
with experts from EPI. [EDCR. WHO & Development

Pharmacovigilance meetings held at National and International levels:

D E 0D

o
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Darector General of DGDA Mzjor General Md. Makbubur Rahman 1# conducting 2 virtual mesting wath WHO-HOQ), South-East Asian
Remonal and Cowniry cffice, Bangladesh experis and Team Ieaders of the nine fimctions of the National Regulatory Authomty

(DGEA) on 3nd M

gy 2021 before WHO- Global Benchmarking formal aszessment, 2021

Activities of the Committees for COVID-19 vaccines:

Commities! Cell Name Number of Mecstings Number of reports Remarks
conducted evaluated
{Jan 2021 to Jun 2021)
Pharmacovigtlance & 08 438 (Prpiary evalostion)
COVID-19 Safety
Surveillance Cell
District/ City Corporation 50 235 SAF= (Investigation) Twice for each caze
AEFT Committee
Drivisional AFFT Cansslity 15 23 SAE= Total Decizions-42
Azsessment Commities {(WHO Cauzality Regulatory
Azzpzzment puing worksheet) | recommrndations-13
National AFEFI Advizory 07 Overall azseszsment and

Commuttee for COVID-19
Vaccines

necessary
decisionsrecommendations
for making the vacciiation
iafe

{5 )
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Coordination meeting with DGHS (EPI & MIS) and WHO at DGDA on 22 June 2021:

Mol signing ceremony for coordination and eollaboration betwien DGDA and EP]

Role of EPI and DGDA in AEFI monitoring for vaccines:

EPl Provides training and captures AEFI reports for routine vaccination programs from

sub-national and national levels following Guideline.

Collects investigation reports from District/City Corporation Committee for sertous cases and
place 1n the AEF] Expert Review Committee for Causality Assessment.

Send reports mformation to DGDA for placing i the ADRAC for review and regulatory
decision'recommendations.

For COVID-19 vaccines EPI provides traming & materials and involves own channel including
HCPs for AEF] reporting.
DGDA arranges traiming, captures ADE & AEF] (for other vaccines) reports from all sources.

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

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

For COVID-19 vaccines DGDA provides/arranges traimng with EPI & WHO for reporting,

investigating & causality assessment related personnel

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

Places the serious AEFI cases in the National AEF] Advisory Commuttee for COVID-19 vaccines
and communicates for regulatory actions as necessary.

¢ 58 )
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Number of AEFI Reports for COVID-19 Vaccines (Jan-2021 to Jun-2021)

Total number of cases 5t
Male 183
Non-Serious 433

Musiritd ol Ropodt Reddived
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Trend of AEFI reporting through DGDA Online platform
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Division wise online AEFI reports for COVID-19 vaccines
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Total reported AEFI vs. serious cases for COVID-19 vaccines
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Classification of 25 SAEs for COVID-19 vaccines

Causality Assessment Classification Numbers
A) Coincidental, i.e. Not related to vaccination 17
B) Vaccine Product Related Reaction 05
C) Immunization Anxiety Related Reaction 02
D) Indeterminate 01

{ Vg v tuimn i o o s el flat PhRE L e e st e )
Total Serious AEFis 25
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Activities done as a preparation to face WHO- Formal Benchmarking Assessment July 12-23,
2021 targeting Matarity Level-3:

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

2018:
S Geapn OV th Tt Response WHO-GBT Indicators
} o Follow up Dfpj’ﬁpn'sed ch'ug act to Bﬂ.ﬂglﬂdﬂih Gazette notificatica [G‘D".T. Circular VL O1- ]'_grga-j_ Prowvisions,
enzure mclesion 0o 45.00.0000.182 22 .001.21.103, Date: 04 may, Regulations and Guidelinez
2021) hias been poblished on 28 June 2021 mandatine
NEA to camy oot VL functions.
& Follow up to ensure including the | According to Bangladesh gazette {Section:a (4)}. all | v g1- Legal Provisions,
focal person in proposed drog act | medicine and vaccine manufacturer, importer and Regulations and Guidelines
distniboter mmst condoct their PV achivities by
forming a PV team incloding & qualified person.
3. | Development of an ergsmzation chart | An orpamization chart of Vipilance depariment haz VL 02: Arrangement for
for wgilance mcloding subnational (at|  been prepared and approved tncorporsting DGDA - | effectsve oreanization and
least Dinasion level) offices. officers:of 64 District offices: good govemance.
4. Two days workshop between s A panel dizcussion was also held jountly by VL 02: Anancement for
DGDA and EPI EPLIDGDA WHO-CO and WHO-HQ about effective organization and
Orgzanization. Structure and statuz of the vaccine sood govemance.
pharmacovigilance system in Bangladesh on 20-21
November 2018,
s A coordination meeting held on 22 June
2021 and a Moll haz been sicned between DGDA
and DGHSEPI for sharine VL data of EPI vaccines,
3 INational staff who participated in Most of the Nationat staffs who gerticipated inthe | VL 03: Homan rescurces to
the azseszment have short inferim assessment (1 2018) are shll workine with VL perform vipilance
experience in current poats. Thev -glong with increased number of team members activities.
should be retrained for longer DiERA officers from HO). divisional-and distnict level
duration are participatng different nahonal & intermations]
phammacovipilance trainmes workshops snd seminars
0 a-regular basis for competency development
6. Dhvizional level trammng for 8 Virtual tramning took place for 3 Divisional and there | VL (3: Homsn resonrces to
divisions under district level DGDA officers. Members of the perform vigilancs
Daatrict & City Corporation AFFT comemittee for Ectivities:
COVID-19 vaccines including CHO=, Civtl Surgecns
and UHFPOs joined the traiming:
7 Deyclopment of effective traminiz Effective traiming process and specific traming | VT 03: Human resources to
process and specific trainms =tratezy have been developed. perform vigilance
sirafesy. If necessary hire copzulisnt | All 2ortx of tramning dats are beins maintamed in the T
to gasist with thiz process. trasning log book as per SOP
g SOP revision:needs tomclude the | VI S0Pz have been revised by includine vaccines: | VL 04: Procedures esizblished
vaccines seciion as well related words in the appropriate places. and implemenied to perform
vigilance goinvities:
g, Dhscussion on conflict of inferest in | Approsal process have been nndertaken to reform the VL 04: Procedures

membership of ADBAC and AEFT
commuttes and finalize the ToRs
and roles and rezponsibilities

ADRAC and AFFI Expert Beview Committes fo
‘overcome the conflict of nterest

I,

established and
implemented to perform

vigilance activities.
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Keyv Activities performed & Achievements of Pharmacovigilance Department:

Adverse Drug Reaction Monitoring (ADRM) Cell of Directorate General of Drug Administration
(DGDA) 1= functioning as the National Pharmacowvigilance (PV) Centre. Bangladesh 1s thel20th
full member country of WHO-UMC, Sweden.

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

Participating in vigilance related meeting’ Training’ workshop/ seminar 1n many countries of Asia,
Europe and African Continent for gathering knowladge.

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

Establish system and different level functional commuttees for vigilance and mereasing education
& awareness programs on PV,

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

During pandemic situation DGDA has been conducting VL activities successfully mcludmg
COVID-19 vaccines. Sertous AEF] reports have also been shared with WHO-UMC VigiBase.

DGDA staff training at PMDA, Japan

PV ramne 2 PAMDA. Japan

¢ s )
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Pharmacovigilance training (virtual) for DGDA (national & sub-national) colleagues on 06
June 2021
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Procedures to perform vigilance activities:

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

® ADE report form (Yellow Card). AEFI reporting form, COVID-19 Vaccine AEF] report forms are
available 1n the website of DGDA (www dgdagov.info)

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

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

m  [echnical sub-committee, ADR Advisory Commuttee, District/City Corporation AEFT Comimittee and
Natronal AEFT Advisorvy Committee for COVID-19 Vaccines are working as instruction.
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FPhermacovizlancs tezm of DGETHA vdarted Kormittels 500 bed Genarz] Hospital

Challenges & way forward:

® To more engage different stakeholders including public.
To increase numbers as well as quality of reports 1n PV
Changed attitude with confinuous traimng, education, awareness program and improve
communication may be way forward

Conclusion

Pharmacovigilance 1s really important to ensure the safety of medicinal products, which reflects on Patients’
Safety.

Healthcare providers are the mamn stakeholder to search any harm by reporting any kind of side effects
adverse effects of any drug products’ vaccines

DGDA 1s very much commatted to keep continuation of PV activities in the country as per need with support
from all stakeholders.

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

Implementation of Risk-Based Fost Marketing Swveillance (RB-PMS) through using Minilab™ screening
techniques by Directorate General of Drug Administration (DGDA) facilitated by Promoting the Quality af
Medicine (POM-~) Program, United States Pharmacapeial Cowvention (USP)

Post Marketing surveillance (PMS) is a corner stone mechanism of Directorate General of
Drug Admmistration (DGDA) for monitoring the quality of medicines throughout the country.
Market Surveillance and Control department of DGDA perform market surveillance on regular basis
to evaluate the guality of medicines available 1n the market & propose appropriate actions as nesded; to

{2 )
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check the quality of imported medicines to recommend appropriate regulatory actions. About 266
pharmaceutical industries and 330 traditional medicines manufacturers produces huge number of medicinal
products and many imported drugs distributed all over the country. There 1s increasing recognition of the
burden of poor-quality medicines and their threat to public health in Bangladesh Substandard and Falsified
(SF) medicines can cause treatment fatlure and adverse reactions, can mcrease morbidity and mortality, and
may contribute to antimicrobial resistance. These medicines represent not only a waste of scarce resources
but also a substantial risk to public health.

Inspectors are husy vath mine lab sample testine tmder RB-PNE program at Rajshabhi

In November 2018 DGDA started implementation of Risk-based Post-Marketing Surveillance (RB-PMS)
with technical support from USAID funded program USP-PQM. RB-PMS focuses on sampling considering
the most vulnerable nisk factors 1.e. top selling sample. geographical area, hard to reach area, new product,
products having stability 1ssue, costly products, disease, season etc. that may affect the medicine quality &
prioritize testing those products to find out SF products & subsequent legal action to ensure quality products
in the market with the limited resource in a cost-effective wav.

(&)
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To implement EB-PMS, DGDA established six (06) Minilab™ donated by USP for screening of PMS
samples at six divisional drug offices- Dhaka, Barishal Khulna, Chattogram. Rangpur & Rajshaht

DGDA developed a guideline on “RB-PMS surveillance guideline of medicinal products” to implement
the program successfully. In 2020 DGDA added 05 more mimlab donated by WHO and USP for covermg
all the 8 drvisions and most vulnearable 3 districts-Cumilla, Bogura, Cox's Bazar 1n this program. DGDA
inspectors are working with the minilab to 1dentify suspicious medicines and send to NCL for conformatory
test for identifving SF medicines for subsegquent regulatory enforcement actions.

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

DISTRICT TOTAL TEST SUBSTANDARD
1. Rajshahi 60 0
2. Chattogram 48 x
3. Banishal 52 2
4. Rangpur 3 2]
3. Dhaka 09 0
6. Cox’s Bazar 06 4
7- Mymensingh 12 0
8. Khulna 33 0
Total 353 08
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F.89 Application checklist for permission for Manufacture & import of Medical devices
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- Name, address and communication details of the Manufacturer /Agent in Bangladesh
. Authorization letter of the Authorized Agent

Name gddress and communication details of the manufacturer

_ Are the products already imported in Bangladesh. if so since when
. Name of the product. including 1ts generic name, 1f any

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

Details of the Conformatory Assessment body

Since how long the device 15 being used commercially? Has chimical evaluation and safety 1ssues been
addressed for the deviee?

. Principle use of the device
10.
11.
12,
13.
14
15.
16

Is 1t a drug-device combination?

If the above 15 “yes”, 15 the drug a new drug

Is 1t a kit comprising of more than one device?
Sizes of the device

Is Device Master File submuitted

Short description of the Manufacturing process
Procedure for sterilization

(o)



aﬁ%ﬁﬁrﬁmaﬂa-{ua o e TR

- Procedure for sterilization

- Procedure for release of the Device in the market

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

_ Details of QMS and manual

. Is the product tested before release. if ves. submut details; if no. specify criteria for release
- Has the product been withdrawn due to any reasons? If yes please specify.

- Recall procedure to be followad 1n case the product has to be withdrawn

. Names of the countries where the device 1s exported.

.88 Criteria for CRO/Clinical Trial Centre:

. CRO Profile to be submutted
- Organogram
. CV of Researchers and members
_Job Description
. Whether every person mvolved in the chinical trial has each got GCP tramning.
. Chinical trial site master file.
. Whether the Clinical Trial Center/CRO has Bio-analytical Lab
a. If not, have they oot 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 acereditation.
8. Whether anv chief investigator designated or contracted to the CRO or Clinical Trial Center.
. Whether the CRO got IRB/IEC
a. Structure of IRB/IEC
b. Whether IRB/IEC registered from BMRC or approved by Law/Authority
10. Storage Facility of IP
a. Whether Temperature Sensitive Product Storage Faculity
11. SOP for Handling of IP
12_ Archive Facility
a. Is the Archive Facility has Controlled Access
b. Is the Archive Storage Area Fire Proof & Pest Controled
13. Does the CRO/Clinical Trial Center has hospital facility
14. Whether they have emergency handling facility such as. Intensive Care Facility in the Hospital or has
contract with any nearby intensive care unit.
15. Emergency Trolley & Ambulance Facility
16. Quality Management Systems
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List of Essential Drugs (Allopathic)

1.1 General anaesthetics and oxvgen
1.1.1 Inhalational medicines
1. | Halothane
2. | Nitrous Oxide-Oxvgen for Anacsthesia
3. | Oxygen Inhalation
1.1.2 Injectable medicines
4 | Thiopental Sodiom Injection
5. | Ketamine Injection
1.2 Local anaesthetics
6. | Lignocaine with or without Adrenaline Imjection 1% and 2%
7. | Procaine Hydrochlornide Injection (Various Strengths)
8. | Bupivacaine Hydrochlonde In}-ectiﬂn
1.3 Preoperative medication and sedation for short-term procedures
9 | Atropine Sulphate Injection
10.| Morphine Sulphate Injection
DISORDERS (DMARDs)
2.1 Non-opioids and non-steroidal anti-inflammatory medicines (NSAIMs)
11 [ Aspirin Tablet 75-100 mg
12| Paracetamol Tablet'Syrup/Suspension’ Suppository
13| Pethidine Hydrochloride Injection
14 | Indomethacin Capsule/Suppository/ Sustained Release Tablet
15, | Ibuprofen Tablet
16 | Naproxen Tablet
2.2 Opioid analgesics
SL No.-10 |
2.3 Medicines used to treat gout
17.| Allopurinol Tablet
18.| Colchicine Tablet
2.4 Disease modifving agents used in rheumatoid disorders (DMARDs)
19| Penicillamine Tablet
20| Solphasalazine Tablet
21.| Sodwm Aurothiomalate Injection
22 | Methotrexate Tablet Tnjsction
| 23.| Chloroquine Oral liquid/Tablet
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3. ANTIALLERGICS AND MEDICINES USED IN ANAPHYLAXIS
24, ﬂhlcrphemrammﬂ Maleate Tablet/'Syrup/Injection
25.| Predmisolone Tablet
26| Dexamethasone Tablet'Cream/Injection
27_| Hydrocortisone Injection/Cream/Omtment
28| Promethazine Hydrochlonide Tablet'Injection

4. ANTIDOTES AND OTHER SUBSTANCES USED IN POISONINGS

4.1 Non-specific

29 | Activated Charcoal | Tablet
| 4.2 Specific
30_| Naloxone Hyvdrochlende Injection
31.[ Pralidoxime Mesylate Injection
SL N{'} -09 InjectionEve drop/omntment

. 'Pheﬁ;i};mmﬂe '

TabletInjection
33.| Phenytoin Tablet/Capsule Elixir
34 | Ethosuximide Capsule
35: ‘u-iﬂgnemmn Sulphate 30% Injection
6.1 Anthelmmhcs
6.1.1 Intestinal anthelmintics
36.| Mebendazole Tablet
37.| Albendazole Chewable Tablet
38 | Levamisole Tablet'Syrup
39 | Niclosamide Tablet
6.1.2 Antifilarials
40.| Diethylcarbamazine Tablet'Suspension
SL No-37
6.2 Antibacterials
6.2.1 Beta Lactam medicines
41 | Amoxyecillin Capsule/Dry Syrup /Injection
42 | Ampicillin CapsuleDry Syrup /Injection
45| Phenoxymethyvl Penicillin Tablet/'Syrup
44| Benzathine Penicillin Injection
45.| Flucloxacillin Capsule'Syrup/Injection
46 | Procame Pemeillin Injection
47.| Cephradine Capsule/'Syrup/Injection
48 | Cephalexin Capsule/Tablet/Syrap
49.| Benzyl Penicillin Injection
30| Cloxacillin Capsule/Syrup Injection
51.| Amoxiclav Tablet'Capsules’ Dry Syrup/Injection
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6.2.2 Other antibacterials
52| Erythromycin Tablet/Oral Suspension Injection
33.| Chloramphenicol Eve/Ear Drops Omntment
54.| Doxyeycline Capsule
35.| Co-Trimoxazole Tahlet' Suspension
56. | Metromidazole Tablet'Oral Liquid/Injection
57.| Tetracycline/Oxytetracycline Hydrochloride | Capsule/Tnjection
58| Nalidixic Acid Tablet'Syrup
39| Tnmethopnim Tablet'Suspension Injection

6.2.3 Antileprosy medicines

60_| Clofazimine Capsule
61.| Dapsone Tablet
6.2.4 Antituberculosis medicines
621.| Ethambutol Tablet
63| Isoniazid with or without Ethambuto] Tablet
64 .| Pyrazimamide Tahlet
&5.| Rifampicin wath or without Isoniazid Tablet
66| Streptomycin Sulphate Injection
Rifampicin + Isoniazid + Pyrazmnamide with A
67.| w.rgém e U Combination tablet
68 | Rifampicin + Isoniazid + Ethambutol Tablet
6.2 Antifungal medicines
69 | Griseofitlvin Tahlet
70| Clotrimazole Cream/Pessanes/SolutionDusting Powder
71| Nystatin Tablet'Suspension/Cream/Gel
-7 | Preparations of Imidazole or Nystatin for
| Vaginal and Vulval Candidiasis
6.4 Antiviral medicines
. Tablet'Cream /Eve ointment/
43| Acxcve Intravenous Infuziun
74 .| Nelfinavir (NVP) Oral powder/tablet
6.4.1 Antiherpes medicines
75, | Idoxmuridine | Eve Drops
6.4.2 Antiretrovirals
6.4.2.1 Nucleoside/Nucleotide reverse transcriptase inhibitors
T6.| Abacavir (ABC) Oral Liquid’ Tablet
77.| Lammvudine (3TC) Oral liquid/Tablet
78.| Tenofovir disoproxil fumarate (TDF) Tablet
79 | Zidovudine (ZDV or AZT) fﬂﬁfﬂ%‘fmﬁf‘“d‘“ igston,
6.4.2.2 Non-nucleoside reverse transcriptase inhibitors
80.| Efavirenz Capsule/Oral Liguid Tablet
81_| Neviraptne (NVP) Oral Liquid/Ta biet
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
&4 | Sodwum Stibogluconate | Injection
6.5.3 Antimalarial medicines
|| 6.5.3.1 For curative treatment
85 | Artemether with Lumefantrine Tabiet
86. | Primaguine Tablet
&7 | Sulfadoxin with Pyrimethamine Tablet
88, | Artesunate Injection Tablet
89 | Mefloquine Tablet
20. | Quinine Injection/Tablet
6.5.4 Antipneunmocystosis and antitoxoplasmosis medicines
o1 P}crlmc‘thammvz | Tablet
: iy = RAINE MEDICINES
7.1 For treatment of acute attack
91_ | Sumatniptan Succinate Tablet/InjectionNasal Spray
93, | Acetylsalicvlic acid Suppository Tablet
SL No.-11
SL No--12
7.2 For prophylaxis
o4 Pmpfanﬂlci
,FA]:II&'ITFE CARE
3.1 Immunosuppressive medicines
95 | Azathioprine Tablet/Injection
96 | Cyclosporin Capsule/Oral SolutionTV Infusion
3.2 Cytotoxic and adjuvant medicines
97. | Actinomyein D/Dactinomycin Injection
0% | Bleomycin Injection
99. | Calcium Folinate/Calcium Leucovonn Tablet/Injection
100. | Cyclophosphamide Tablet
101 | Busulphan Tablet
102_| Cisplatin Injection
103 | Chlorambucil Tablet
104 | Crisantaspaze/].-asparaginase Injection
105.| Thioguanine Tablet
106.| Vinblastine Sulphate Injection
107.| Vincristine Sulphate Injection
108.| Doxorubicin Injection
109_| Mercaptopurine Tablet
110.| Lomustine Capsule
111 | Melphalan Tablet/Injection
112 | Mitomycin Injection
113 | Mustine Hvdrochloride Injection
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8.3 Hormones and antihormones
114.| Tamoxifen Tablet/Capsule
115.| Vasopressm Injection
116.| Liothyronine Sodium Tablet Injection
117 | Stulboestrol Diethyistilboestrol Tablet
SLNo-26 Injection
SL No-27 Injection
3.4 Medicines used in palhative care
118.| Hyoscime Butylbromide Tablet Tnjection
119 | Amitryptyline Tablet
120.| Propantheline Bromide Tablet
121 | Lactulose PowderSolution
SL No.-26 Tablet'Injection
9. ANTIPARKIN 1M
122 | Levodopa with th:énpa ] Tablet
'10. MEDICINES AFFECTING THE BLOOD
10.1 Antianaemic medicines
123, g:;i F;‘lillphate.-Fummtez with or without Tabet/Syrup
124, | Folic Acid Tablet
10.2 Medicines affecting coagulation
125.| Hepanin Injection
126.| Dipyridamole T&blen-"{}rai Suspension/Injection
127. 1
ll 1 P‘l:sma suhsl:ltntes
128.| ACD Blood Pack Double Bag Triple Bag
170 Plasma Subm:ﬁmesﬁ]mgn—riﬂf Succinviated
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 dinstrate Tablet/Injection
135, | Isosorbide Mononitrate Tablet
12.2 Antiarrhythmic medicines
136 | Procamnamide Injection/Capsule
137.| Digoxin TabletInjection
138.| Disopyvramide Tablet/Capsule
12.3 Antihvpertensive medicines
139 | Atenolol Tablet
SL No-94 Tablet'Injection
140.| Methyldopa
141.| Captopnil Tablet
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142 | Diazoxide Injection
143 | Sodium Nitroprusside Injection
144 | Prazocin Hyvdrochlonide Tablet
145.| Enalapril Tablet
146_| Sprronolactone Tablet
147 | Hvdrochlorothiazide Tablet
12.4 Medicines used in heart failure
148.| Dopamine Injection
SL No--137
SL No.-144
12.5 Antithrombotic medicines
148.| Clopidogrel | Tablet
12.6 Lipid-lowering agents
150.| Simvastatin | Tablet
12.7 Anti- Hypotensive medicine
151 | Metarminol | Injection
~ [13. DERMATOLOGICAL MEDICINES (topical)
13.1 Antfungal medicines
_152.| Miconazole CreamDusting Powder/Spray/Oral Gel
153 | Bodmum thiosulfate Solotion
13.2 Anti-infective medicines
154 | Potassium Permanganate Crystal/'Solution (0.1%0)
S1 No -37 Omtment
155.| Silver sulfadiazine Cream
13.3 Anti-inflammatory and antipruritic medicines
136.| Calamine Lotion
157.| Betamethasone Chmmment. Cream
158.| Betamethasone with Neomycin Chntment
139 | Neomyvein sulfate with Bacitracin OintmentPowder
SL No.-26 Cream
SL No.-27 Cream/Omntment
13.4 Medicines affecting skin differentiation and proliferation
160 | Salicylic Acid +~ Benzoic Acid {(hintment._Cream
161 | Fluorouracil Capsule/Injection/Cream
162.| Balicylic acid Solotion
13.5 Scabicides and pediculicides
163_| Benzyl Benzoate Lotion
164 | Permethnn Cream/Totion
14.1 Ophthalmic medicines
165.| Flurescein Eyve drops
166._| Tropicamide Eve drops
14.2 Radiocontrast media
167 | Barium Sulphate (X-Rav Grade)
168. | Iodipamide Injection
169_| Iothalamic Acid with Meglumine Dral Selution
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170.| Chiorhexidine with or without Cetrimide Solution/Cream
' 171.| Povidone-Todine 10% Alcoholic Solution
172.| Bismuth, Iodoform and Paraffin Paste (BIPP) | For Nasal Pack
15.2 Disinfectants
173.| Chloroxvilenol | Solution Cream
| 16. DIURETICS ‘
174 | Frusemade Tablet/Injection
175.| Bendrofluazide Tablet
SL No.-146 Tahieﬂﬂapsuie
176.| Mannitol Infusion Solution 10% and 20%
SL Nu_—l—’ﬂ’
171G ROINTESTINAL MEDICINES
17d fhntmh:er medicines
Aluminium Hvdroside Gel with or without : .
S Masaesiom Tritlicate Tablet Suspension
178.| Ranmidine Tablet/Injection
179.| Omeprazole Capsule/Tablet/Injection
17.2 Antiemetic medicines
180.| Cmnarnizine Tablet
181.| Metoclopramide Hydrochlonde Tablet/Oral SolutionTnjection
182 | Prochlorperazine Tablet'Injection
SLNo-28
17.2 Anti-inflammatory medicines
SL No.-20 | Suppository
17.4 Laxatives
183.| Glycenn/Glycerol Suppository for adult/child'infant
184 | SennaSennosides Tablet
17.5 Medicines used in diarrhoea
17.5.1 Oral rehydration
185.| Potassium Chlonide Tablet/'Syrup
156, ]‘%{m flﬂeﬂde 0.9%, wathout or with Tespaente Futusish
187.| Sodmm 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.| Ethinvlestradiol + Levonorgestrel | Tablet: 30 micrograms + 150 micrograms
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192.| Ethinylestradiol ~ Lynestreno! Tablet 0.0373mg~0.75mg
193, Desogesterol + Ethinylestradiol Tablet:0.15mg+0 03mg
194 | Levonorgestrel Tablet 73mucrogram
18.3.2 Injectable hormonal contraceptives
195_| Depot Medroxyprogesterone I Injection
18.3.3 Intrauterine devices
196_| Copper-T contaiming device [
18.3.4 Barrier methods
197.| Condoms |
18.3.5 Implantable contraceptives
198.| Levonorgestrel-releasing implant |
18.4 Estrogens
199 Oestrogens with or without Progestogens for
‘| HRT
18.5 Insulins and other medicines used for diabetes
200.| Glibenclamide Tablet
201.| Insulin Various preparations
202.| Chlorpropamide Tablet
203_| Metformin Hydrochlonde Tablet
18.6 Ovulation inducers
204.| Clomiphene Citrate | Tablet
18.7 Progestogens
205_| Medroxyprogesterone acetate I Tablet: 3 mg.
18.8 Thyroid hormones and antithyroid medicines
206_| Carbimazole Tablet
207.| Aqueous Iodine Oral Solution (Lugol’s Solution)
208. Tablet
209, Tablet
'210.| Sodmum Diatrozoate with Meglomine 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)
213.| Human Normal Immunoglobulin Injection
19.3 Vaccines
216.| BCG Vaccine
217.| DPT Vaccine
218.| Pentavalent vaccine (DPT. HepatitisB. Hib)
219 | Pneumococcal Vaceine(PCV)
220.| Pohiomyelitis Vaccme(OPV &IPV))
221 | MR Vaccine (Mesales &Rubella)
2221 Measles vaccine Injection
223 _| Hepatitis- B Vaccine Injection
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20. MUSCLE RELAXANTS (PERIPHE
224 | Neostigmine Tablet Injection
225 | Suxamethonmum Chlonde Injection
226.| Pancurium Bromide Injection
227.| Gallamine Trithiodide Iﬂgemm
11.1 Anti-infective agents
228.| Framycetin Sulphate Eyve Drops/Omtment
228 | Gentamyecin ImjectionEye Drops/ Omntment
230 | Tetracaine Amethocaine Eye Drops
SL No-33 Eve Drops/Omtment
21.2 Anfi-inflammatory agents
231 | Corticosteroid Eye drops Omntment
SL Ne-158 Eve Drops
21.3 Local anaesthetics
SL No.-230
11.4 Miotics and antiglaucoma medicines
232 | Pilocarpme Eve Drops (Various Strengths)
233 .| Acetazolamide Tablet
| 234 | Carbachol Tablet Eve Drops
51. No-151
21.5 Mvdriatics
235 | Phenylephnine Hydrochlonde Eve drops
236.| Homatropine Eve drops
SL No.- 09 Injection/eve drop ointment
72 1 U‘Iﬂnclcs
(237 Tnfluperazine Tablet'Oral Solution
238 | Oxytocin Imection.
239 | Erzometrine Injection

22.2 Antioxytocics (ftocolyvtics)

]nnapemcneai dlah 318 salutmn (ﬂf .

241 Parenteral solution.
appropriate composition)
24. MEDICINES FOR MENTAL AND BEHAVIORAL DISORDERS
24.1 Medicines used in psychntlc diserders

242 | Chlorpromazine Hydrochloride Tablet'Syrup/ Injection

243. | Halopenidol Tablet Capsule/Oral Liquid
24.2 Medicines used in mood disorders
24.2.1 Medicines used in depressive disorders

244 | Imapranmine Hyvdrochlonde Tablet Syrup

245 | Nortniptvline Tablet

246 | Flupenthixol Dihvdrochlende Decancate Tablet Tnjection

SL Ne-119
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24.2.2 Medicines used in bipolar disorders
247 | Carbamazepine Tablet'Oral Liquid'Suppository
248 | Lithium Carbonate/Citrate Tablet'Oral liquid
24.3 Medicines for anxiety disorders
240 | Diazepam Tablet'Injection
230.| Clobazam Tablet
24.4 Medicines used for obsessive compulsive disorders
231 | Clemipramine Hydrochlonide ] Tablet' Syrup Capsule Injection
24.5 Medicines for disorders due to psychoactive substance use
252 .| Methadone Hydrochlonde | TabletInjection
| 25. MEDICINES ACTING ON THE RESPIRATORY TRACT
25.1 Antiasthmatic and medicines for chronic obstructive pulmonary disease
233 | Salbutamol Tablet'Elizur
254 | Adrenaline Epinephnine Injection
253, Ammoph;ﬂme TabletTnjection
2&. SGLTTImNS GORREEI’]HG 'WATER, ELECTROLYTE & ACID-BASE
Iﬁ 1 Gral
256 | Oral Rehydration Salts (ORS) Sachet for 300 ml
257.| Cholera Fhuid Intravenous Infusion
238.| Sodium hvdrogen carbonate Injection
26.2 Parenteral
239 | Dextrose 11 Water Intravenous Infusion. 5% 25% and 50%
260._| Supplemental Parenteral Nutrients For adding to Infusion
261.| Glucose Injectable solution
262 | Glucose with sodium chlonide Injectable solution
263 .| Sodium chlonde Injectable solution
264.| Sodium chlornide 3% IV fluid
Sodium chlonde quartat str 225% )+ )
365 Fo R T o oed ength (022599 | v fiud
SL No.-239 Injectable solution
26.3 Miscellaneous
266.| Water for Injection (sterile pyrogen free)
267. Dmlvszs Flmd
| 27.VITA AD
| 268. Ascm‘bic Amdf"-.ﬁtmmm C Tablet
g sule 50.000-2,00,000 IU (Injection
200 it 1 ?{%Em I for SL and abm-eghj
270.| Vitamm By Tablet Injection
271.| Vitamm K Tablet Injection
272 | Vitamm E Tablet
273.| Vitamin B-Complex Tablet Drops
274 | Calcium Gluconate Tablet/Injection
275.| Todized Oil Injection
276.| Vitamin Bi; Injection
277.| Nicotinamide Tablet
278.| Pyridoxine Tablet
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Capsule’ Tablet/ Oral otly solutionWater-

miscible injection
38!)- Riboflavin Tablet
281.| Thiamine Tablet
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(List of Essential Unani Medicine)

whew s cRE Dosage Form
o} | <o Sy (Birifal Ustukhudus) g
o8, | LEe g (Etrifal Badian) HR-FGE
o8. | agme g (Ennifal Mugil) i
of. | &G s (Etnfal Sagmunia) i el
ok, |4 gary (Etrifal Zamant) =R-Ew
o3, | ofw =g (Etrifal Shahatara) SR
o, | < g (Etrifal Mundi) i
ow. |4F% =<m (Etnfal Kabir) o
So. | & =we (Etnifal Gudadi) P
Sk | =R eGSR ST (Khamira Abresham/Abresham Arshadi) i
3. | <pere (Khamira Khashkhach) R
s, | e messE (Khamira Gawjaban) e
38, | sy mmess = (Khamira Gawjaban Ambari) =
st | s e S T e (Khamira Marwareed Anoshdaro Liluvy) o
$b. | e =g (Khamira Zaharmohara) R
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Sy ST SRR
T 0 (ETAEE Dosage Form
¥, | <o (Khamira Banafsha) -
Sy, | =i wEeT (Khamira Nazli) -
Yo, | =egreeS% = (Jowarish Ood Tursh) ==t
3o, eI o PR (Jowarish Ood Shireen) =
3. | =R == (Jowansh Kamuni Kabir) =prate
1z, | =emee =w (Jowarish Kundur) e
8, | =emie Twew (Jowansh Qurtum) e
38, | =egReese (Jowansh Zarooni) e
3 =euee =5 (Jowansh Zarishk) s
%, |=emerngim (Jowarish Shahreyaran) e
34, | =emre = (Jowarish Jalinpos) ==
. | =emre e (Jowansh Falafil) =i
3». | e gEsT (Jowansh Mustagi) P
&5, | =emEer=men (Jowansh Amla) -
sy, | =emEer = (Jowarish Kamuni) e
23, |=emEe ows o (Jowarish Tamar Hindi) P
&, | =EEee =we ( Jowarish Bishbasa) -
o8, | =memeoEer (Jowarish Zanjabeel) -
et. |=emE= e (Jowarish Shahi) it
s, | wremET-wE vEe (Dawaunl Misk Mutadil) e
#5. | ===y (Majoon Agbar) =rer-=tw
o, | WremnemamEeE {(Majoon Awja' Azarag:) el
&%, | =rET =Ews ense (Majoon Arad-e Khorma) =
o, | WrEe o feEstr (Majoon Ushba/Choobehini) -
&, |w'=wws/amTs (Majoon Sa'lab Mumsik) ErEaE
g2, | wrge =EmEE (Majoon Falasefa) =P
ge. | wW'=sw mmw (Majoon Suranian) By
88. |wrew eerTes (Majoon Schagsoonth) -
a¢ | wres araEEs (Majoon Mughalliz) g
g, | WrEE TEmE wes (Majoon Hazrul Yahood) o
gq, |=rs= I = (Majoon Humal Ambari) R
&v. |=r'=ewew em% (Majoon Dabesdul Ward) P
&, |wrgm weeg (Majoon Nankhah) ot
¢s. |w'==FeEer= (Majoon Supanpak) -
@. | ¥ @ ore (Majoon Jogra) Gogul) =Py
¢s, | T=m =S (Majoon Rahat) ST
¢, |=rg==w (Majoon Lana) e
28, |wrsE =FermErs (Majoon Kalkalanay) ==
¢ | W= ¥ms (Majoon Khadar) & e
¢-. |wr=s =wm/za= (Majoon Khadar Jabeeb) e
@a. |=res = = (Majoon Seer Afra) =
8. |wreg e (Majoon Sangdana) e wn
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FEy Fee ey
T S (HTREE WA Deosage Form
¢5. |=E= wwrse (Laoog Amaltas) -
b, | e s (Lacog Asthmin) =
vy, |7&= 5w (Laooq Badam) kil
w3, | wET e e (Lacoq Katahw: Sapistan) =
L8, | W, = e (Lacog Damavin/Zeequnnafas) b
8 |=m===1% (Lubub Kabi) e
ue. |"Es T= (Lubub Saghir) -
Lt |merem weE/STeT (Halwa Sa'lab/Baiza) i
Bi. | ey e P (Kushta Abrak Stvah) =
wr. |7 ==ar (Koshta Qalyee) =
us, |7 e (Kushta Sadaf) ==
%0. | === =% (Kuoshta Jist) ==
a3, |TEr=eTs (Kushta Faulad) -
%3, =@ sg= (Kushta Baiza) ==
9%, | 3= smiees (Kushta Barasingha) =
8%, |7 vwensw (Kushta Manwareed) ==
S, | ueEm (Kushia Marjan) =
g%, | e (Kushta Zahrmohra) ==
53, T wrEeer-Tew (Kushta Haprol Yahood) =
. | === ofews (Kushia Gowdanti) =
. | == 5757 (Kushta Bussud) =
o, | S UeEm weanEeE (Kushta Manan Jawahirdar) =0
b | sEe s (Kushta Zamurrad Yashab) =
b, | = SEwe (Kushta Usrub) ko
re. | e (Kushta Mirgang) =
8. | = g (Kushta Musallas) =g
. | F=mm e (Kushta Tila) =
v | F% 7= (Kushta Nugra) =
ve. | =WE o= EEw (Aab-e Namak Shireen) =
v, | T meeTen (Arg Afsanteen) =
W, | TET SMmeTEs (Arg Ajwaimn) =T
wo. | T Eienw (Arg Badian) o
#y. | =m=meeT (Arg Choobching) =
% | =E=arenE (Arg Nankhah) T
w8, | =T Fe™ (Arq Fauln) =
w8, | == @E (Arg Bokhar) =
. | T TS e (Ang Maol-LahmT.ahmina ) =
sk, |=TmEgETE (Arg Muhalhl) g
¥ | =mTsieerrT (Arg Baramjasuf) £
B, | *weE Srneem (Sharbat Amjebar) =
Sh, | FeT =l €m= (Sharbat ArzaniUnnab) =
oo, | =meE wEers (Sharbar Kaknay) =
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T A (B A Dosage Form
dob. | *meT Eger (Sharbat Jirvani) =
o3, | RS B aee (Sharbat insmmMavez) =
so8, |w=== T (Sharbat Dimaghi) =
208, | === g% (Sharbat Mudir) i
soft. |==t %= (Sharbat Mundin) -
Yo, | ¥EST TTE w- ( Sharbat Tamarnon) i
399, | mew = (Sharbat Ejaz) =
sobr. | =g=% 97 (Sharbat Khansina) sy
so». |=eT @] (Sharbat Ushba) =
3o, |=m=s=ernew (Sharbat Chylosin) il
35, |*m=% 5% (Sharbat Deenar) o
333, | =zee Ferw (Sharbat Kirmin) =
sye, | =5== gErer (Sharbat Musaffi) =
238, | *ms= ¥y (Sharbat Nazla) T
ss¢. | =m== === (Sharbat Neelofar) =
Wy, |*m=T =& (Sharbat Faulad) L id
3. | *s== 55 (Sharbat Buzuri) =
sy, | *m=T =rom (Sharbat Santara) =
2e. | =m=T @wrE (Sharbat Belgiri) Kl
yac, | =m=E e (Sharbat Niswan) =
s |*m== 7= (Sharbat Nisa) =
3%, |*m=% =1 (Sharbat Shahga) T
20, | ==% 7 (Sharbat Shefa) =T
338, |=m=T g (Sharbat Misalr) =
AR, | *5=s woEE (Sharbat Mavez) T
22k, | =5=€ &5 (Sharbat Seb) =T

T
e
T
-l
e
==
SR

329, | *m=T mEre-wwE (Sharbat Shehat Afza)

s, | =m== =rewE (Sharbat Atfal)

33y, |=m<T 5= (Sharbat Tiflin)

to, | =FeE T (Sharbat Talkh)

vy, |*==%= %% (Sharbat Toot}

202, | wemEm wEge (Marnwareed Saiyal)

sos, | S=woEeEs (Qurs Asfar)

ves, | SR (Qurs Ziabit)

Y26, |SmTTTRs ¥/ geEs (Qurs Mugavvi Khas Mubahhi)

ek, | T g (Qurs Munashshif)

voq, | Tw€ wEnar (Qurs Muhazzil)

sey, | TmeEmeT (Qurs Sailan) SR
3¢, |TEwErPTET (Qurs Salajeet) SRET
80. | =% gzroow (Qurs Ehtelam) TRES
85, | T === (Qurs Gulnar) ST
2. | ==e==ee (Qurs Barsina) S
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3ge, | F=w s (Qurs Hazmina) B

s88. | ¥=w IE= (Qurs Infuza) TRETE
8¢, |T=w oo (Qurs Pechish) STRET
8w, |Twew=r (Qurs Zaheer) e
89, | TFE I (Qurs Bandish) SR
¥y, | TR FREE (Qurs Mulayin) ST
e, | TmTEres (Qurs Awga) BT
Mo, |Z= 5w (Qurs Deedan) ST
s¢s. | T=werEEE (Qurs Larzin) SR
se2. | = =7 (Garlic Pearls) S
e, | =mEE wEEET (Habb-e Azaraqr) TG
28, | =nEs === (Habb-e Ahmar) v
e, | =es = matwrer (Habb-e Ambar Momivaee) ST
. | =mET ImEs (Habb-e Ivanz) ST
89, | =Ws= ows*m=s #r (Habb-e Usara ' Sharbat Sana) HEEE
3ty | =wes s (Habb-e Kibreet) SR
#Gb. | =wes = (Habb-e Kath) STREE
svo. |=es =weaw (Habb-e Jadwar) SR
a3y, |=mes = (Habb-e Jund) i
2. | =7%RT T=7 (Habb-e Tabasheer) TEE
oo, | =mes fET ety w (Habb e Tiryagi Tirvag Samania) ST
58. | == cower (Habb-e Tehal) S
su¢, | =nEs #me (Habb-e Nishat) ST
dub, | %S W (Habb-e Madar) S
s»3, | =me= 7@ (Habb-e Rasaut) T
. | Zes =T (Habb-e Shabyar) Bl
sbb. | zmes wenEw (Habb-e Salateen) SRS
Ses. | wes w/aae (Habb-e Munish Mumsik) S
. |=ns= we=w (Habb-e Yarkan) T
9% | FEes T ey (Habb-e Tinkar Usha) R
0. | Zies TS e weEes (Habb-e Havateen) ST
a8, | =me= =@ (Habb-= Humma) ==

a2, | == semis wwer (Habb-e Bawaseer Damavi) ST
Vau, |%iE= TEE yEe (Habb-a Murrakab) =

b == == =& (Habb-¢ Bawaseer Badi) i
v, | == ¥ (Habb-e Mudirn) EiCingie
. | =reae (Hazmol) =

swo. | /=T == (Marham/Arg Ajeeb) i

3wy | weEwEs (Marham Quba) =

sra. | wEEmmew afe (Marham Rowsghan Kharish) T

e, | wEy wess (Marham Naurin) T

R, | weEw eiewee (Marham Soriasm) T
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we, |wEEwswes= (Marham Ateshak) Ca
o, | weEw wernge (Marham Dakhelivoon) Gl
4, | ¥ mnE/ers (Rowghan Amla Bhangra) T
by, | gesw e (Rowehan Surkh Suranian) oo
Wu. | germ =EEeT (Rowehan Jarbmol) TR
Yoo, | e o) wuey (Rowghan Chaharburg) ==
. | o R (Tila MugaviMajloog) I
e, | T =ER I (Qutoor Ainin Ramad) =
swe. | e ssw (Jimad Bars) HEEE
8. | o v e v (Tila MushkiMugawvvi Khas) G
sn€. | forr=msw (Tila Shangraf) il
spb. | T === (Tila Migavi: Shagraf) TR
64, | =F0=r (Barshasa) -
Yo, | %EEs wEww (Ivariz Faigra) I
Soh. | ArEeRET e (Hulas Shammi Takhlakha Muattar) T
Yoo, |=eumEs e (Jawahir Mohra) =
203, |=e=gr (Jawhan) Eo
o2, | =% =75 (Jawhar Kafoor) =
zoe, | =e=m S (Jawhar Seen) =g
108,  |7=T 2 (Sufoof Idrar) e
2wt |7 s (Sufoof Intesabi) MEEE
2on. | =zaE ( Sufoof Gurmar) eow
308, |7 EEEw (Sufoof Jintyan) e
0. | wew (Sufoof Namkin) Rl
2on. | FeE oEee (Sofoof Mundamil) oow
a0, |FEErEmElwmaEs (Sufoof Suzak/'Gonorm) “EEE
2. | T e ( Sufoof Glyoin) e
183, | 7=F 7ArE (Sufoof Mufathit) T
we, | =wE==T= (Sufoof Ahmarin) s
8. | == = 79 (Sufoof Qavhee Kushta) ey
B, | e (Sufoof Musammin) TEEE
aye, | FEE e (Sufoof Musakkn) “EaE
135, | 7= === (Sufoof Sanz-Shikan) ey
2. | e e (Sufoof Smatm/Surangan ) sTEIE
. |TET ﬁ?{ Sufoof Hareera) e
36, |77 TEee 9% (Surma Mugavvi Basar) T
333, |7 oneesE/ ST (Sutoof Pyonn Babla) HEEE
333, | gFs gmwew (Zuroor Mujaffif) T
a33e, | = =Ra= (Farzaa Qabiz) & i
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List of Essential Drugs (Homoeopathic Medicine)
Potency Medicine (Potencies : 3X, 6X, 6, 12, 30, 200, 1M, 10M)

SLNe.| ‘Name of Medicine SL Ne. Name of Medicine
1 Abrotanum 38. Brvonia alb
2 Absinthinum 35 Bromium
3 Aconitum nap 40, Bufo rana
4 Actea Racemosa 41. Camphora
3 Acalvpha India 42, Carcinzin
G Aesculus M 43 Calc carb
1. Agaricus M 44 Calendula
8 Alumina 45, Cannabis indica
Q. Allium Cepa 46, Causticum
10. Aloe Soc 47. Cactus G
11. Ammonmum Carb 48. Capsicum
12 Ammonium Mur 49 Carbo veg
13. Ammonium Phos 50, Carbolic acid
14. Angus tura vera 2 2 Carbo ammalis
15. Antimonmum Crud 52, Calc fluor
6. Antimonmm Tart 53. Calc phos
17. Anacardium 34 Cantharis
18. Anthracinum 33 Caulophyllum
19. Apis Mel 56. Carduas mar
20. Apocynum M Cedron
21. Arsenicum album 38 China off
22, Arnica mont 39. China ars
23 arg. Nit 60. China Sulfh
24 Arg. Met 61. Chamomuilla
25: Aur. Met 2. Chelidonium
26. | Bacillinum 63. | Cina
27- Badiaga 64 Cicuta vir
28. Baptisia T 65. Cocculus ind
10: Belladonna 66. Coca
30. Benzoic acid 67. Coftea Crud
31 Bar. Carb 68, Colchicum
32 Baryta mur 69, Conium mac
33: Berberis Vulgaris 70. Croton tig
34 Bellis per 71. Crotalus Horndus
35. Bismuth 2 Colocynthis
36: Bovista 73. Cundurango
v Borax T4 Cuprum met
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SL No. ‘Name of Medicine SL No. ‘Name of Medicine

73. Digitalis 116 Ledum pal
716, Dhiozcorea 117. Lilinm tig
T Diphtherinum HE Laobelia inflata
78, Dirosera 119 Lycopedium
79. Dulcamara 120 Lyssimn
80 Equisetum 121. | Magcarb
g1. Formicarufa 122, Mag phos

il Eupatorium perf 123, Medorrinum
B3- Euphrasia 124 Mere =0l
24 Ferrum met 125 Mere sulph
&5, Flouric acid 126. Mezerum
86. Gelsemmum B2i: Mercurnis
2. Glonoine 128, Millefolm
88. Graphites 129. Mur. Acud
89. Guaiacum 130. Murex
90. Hamamelis vir 131, Mygale
1. Helleborus 132. Naja tri
a2, Hepar sulph 133 Nat mur
93. Hippoz aenium 134 Nat phos
04 Hyoscyamus 135 Mat carb
95. Hydrocotvie A 136. Nat sulph
96. Hydrasitis can 137, Nat ars
o7, Hypericum 138. Nitacid
98. Ipecacuanha 139. Nux vom
99, Ignatia 140, Nyctanhes arb
100. Iris ten 141. Opmum
101 Iris ver 142 Oleander
102, lodium 143, Peiroleum
103. Kali bich 144 Phoshorus
104 Kali Carb 145, Phosphoric acid
105 Kali sulph 146, Phytolacea
106 Kali bromatum 147 Physzostigma
107. Kali cvanatum 148 Platina
108 Kali Iod 149, Plumbum met
109. Kali Mur 130. Podophyvllum
110. Kalmia lat i3 Prunus spimnosa
111 Kresotum 1532, Pzorimum
112. Lapis albus 153 Pulsanlla
115 Lachesis 154. Pyrogenium
114 Lac Can 155, Randunculus Bulb
115 Lac defloratum 156 Fhatma
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FEy Fee ey
SL No ‘Name of Medicine SL Ne. Name of Medicine
157, Rhus-tox 178. Symphvtum
158. Rhododendron 179. Tevermum M.V
139 Robina 180. Tellurium
160 Ruta gr. 181, Thuja occt
161. Rumex crispus 18X Tarenrula Cub
162. Sabal Serrulata 183. Terebinthina
163 Sabina 184, Thyroidinum
164. Sangunaria 185 Trillum Pendulum
165. Sarsaprilla 186. Trombidium
166, Selentum 187. Tuberculinum
167. Secale corr 188. Urtica urenus
168 Senecio arueus 189, Nran Nit
169 Sepia 190. Ustilago
170. Silicea 199 Verat alb
171 Spongia tosta 192, Virat Viride
172 Spigeilia 193, Vipera tor
173. Staphisagnia 184 Viburnum op
174 Stramonium 195: Viscum alb
175 Stannum met 196, Wyethia
176. Sulphur 157, Zinc met
Y7 Sulphuric acid
SL Ne. Mother Tincture SL Noe. Mother Tincture
L. Abies Can 18 Bellodonna
2 Aconttum Nap 19. Berberis Aqu
3 Actaea Rac 20. Berbens Vul
1 Aesculus Hip 21, Blatta ot
= Agnus Cast 22 Brvoma Alb
6. Alfalfa (Medicago satrva) 23, Buchi (Psoralea cor)
T Allum Cepa 24 Caladmum Sac
8. Allum Sat 25, Calotropis G
9. Aloe Soc 26. Cantharis
10. Anacardmum On 27 Capsicum An
11. Apis Mel 28 Carduus Mar
12 Aralia Race 25, Caulophyllum T
13. Arnica mont 30, Ceanothus Amer
14 Aszafoetida 3l Chaparro Am
15. Avena sat 32 Chehidenium Maj
16 Azadirachta Ind 33 China Off {Cinchona)
17. Baptisia Tinc 34 Chionanthus

5
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SL No Mother Tincture SL Ne. Mother Tincture
35. Cimicifuga 69, Millefolium
36. Cina 70. Mullewn Ol (Verbascum Thab)
37 Cinnamonum (i1 2 Mymnistica
38. Coca 12, Nuphar Lut
39 Coftea Crude 73 Nux Vomica
40 Colchicum A 74. Ocimum Canum
41. Collinsonia Can Fisl Passiflora Inc
42 Colocvnthis 6. Phytolocca I
43 Condurango {2 Pinus Lamb
44 Cratacgus Ox 78, Plantago M
43 Croton Tiglhum Pk Podophyllum
46. Cyclamen 80, Pulsatilla
47. Damiana (Tumeva) 81 Quassia
48. Digitalis P 82. Rhus Tox
49 Dioscorea V 83 Robinia
50. Dolichos P 84, Sabal Serr
51. Drosera B 83. Sabina
52. Echmacea A 86. Salix Nigra
33, Ephedra N 87 Sambucus Can
54 Fraxinus A 8. Sanguinana Can
55 Fucus Ves: 89. Secale Corr
56. Gelzemmm o0, Senecio A
57. Ginzeng o1, Stramonmum
58. Gossypium 92 Syzygmom Jamb
39, Guaitacum 93, Teucrmom My
60. Gymnenma Syl (Mesasrag:) ol Thuja Oce:
61. Hamamelis Ver 93, Trnbulus T
62 Helonias Tha G6_ Urtica Urens
63. Hydrastic can or. Viburnum Opu
64 Hydrocotyle A 98 Vibumum Pru
65. Jaborandi 69, XNanthoxvium
66. Jonosia Asoka 100. Yohimbmum
a7. Justicia Ad. 101 Zingiber
68 ILycopodum
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Biochemic (12 Tissue Salt (Potencies 3X, 4X, 6X, 12X)

SL Ne. ‘Name of Medicine SLNe. | ‘Name of Medicine
1. Kali Phos il Kah Mur
2. Calc Phos g Nat Mur
2 Nat. Phos 2 E Kal: Sulph
4 Ferum Phos 10. Nat Sulph
3. Mag Phos 11. Calc Sulph
6. Silicea 12, Calc. Fluor.
TRITURATION (Powder & Tablet)
SL No. Name of Medicine SL No. Name of Medicine
: Acid Chryso 14. Acetanilide
2 Ammon Phos : 55 Ars Sulp Flav
3. Antim Crud 16. Ephedrine
4 Borax 17 Sulphur
5 Carbo Veg 18 Ammon Benz
6 Cholesterinum 19; Hecla Lava
7. Graphites 20, Selenium
g Gun Powder 21, Glonomum
9 COrea Tosta 22. Aurum Mur Nat
10. Antim Tart 23 Kali Bichrom
11. Heper Sulph 24 Uranium Nit
12. Merc Sol 20 Arsenic lod
13. Titanium
External application only
L. Mullen Ol 4. Plantago Maj ()
2 Euphrasia eve drops 3, Kreosote ()
£ i Cinerarta M succus eve drops
Ointment/Cream
E Calendula 7. Hamamelis
2 Cantharis 8 Aesculus Hip
3. Rhus tox 9 Berbenis
4 Bryoma 10. Petroleum
3 Ledum pal 11. Armica
B Graphities

=Y
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BIOCHEMIC COMBINATION TABLETS
COMPOSITION OF THE DRUGS (each tablet contains all drugs in equal quantities)

L No.1 - Cal Phos 3X, Ferrum Phos 33 Nat. Mur. 33 Kali Phos 33X

2. No. 2 : Kali Phos 3X_ Mag. Phos 3X._ Nat. Mur. 33 Nat Sulf 3X.

3 No. 3 - Mag. Phos 3X, Cal Phos 3X_ Nat Sulf 3X_ Ferrum Phos 3X.

= 5 No. 4 Cal Flour 3X_ Kal: Mur 33 Nat Mur 33X Silicea 33X

5. No. 6: Fermum Phos 3X, Kali Mur 3X_ Mag Phos 3X_ Nat Mur 33X Nat Sulf 33
a. No. 7 : Cal Phos 3X, Ferrum Phos 33X, Kali Phos 3%, Nat Phos 3X, Nat Sulf 33
T No. 2 - Ferrom Phos 33, Kali Mur 3X_ Kali Phos 3X, Mag Phos 3X.

B No. 10 : Cal Phoz 33, Ferrum Phos 33X, Kal Mur 3X.

g No.12 - Ferrum Phos 3X, Nat Mur 3X, Kali Phos 3X_. Mag Phos 3%

10. No.13: Cal Phos 3X, Kali Sulf 3X_ Kali Phos 33X Nat Mur 3X_

11. No.15: Cal Phos 3X. Ferrum Phos 3X_. Kali Phos 3X. Mag Phos 3X_ Kali Sulf 3X.
No.17: Cal Flour 3X_ Kali Phos 3X. Fermum Phos 3X_ Kali Mur 33

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

14 No. 20 : Cal Flour 3X_ Cal Sulf 3X_. Kali Sulf 3X_ Nat Mur 3X_. Nat Sulf

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

16. No_ 24 - Cal Phos 3X, Ferrum Phos 3X, Kali Phos 3X, Mag Phos 3X_ Nat Phos 3X.
17. No. 25 : Nat Phos 3X, Nat Sulf 33 Silicea 3X.

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

19 No_27: Nat Mur 33X Kal Phos 3X_ Cal Phos 33

sfEfE-e TIEPEREET S wiFRT (STErrfEE)s
List of Over-the-Counter (OTC) Drugs (Allopathic)

1. Albendazole Chewable Tablet

2 Antacid Chewable Tablet'Suspension

% Ascorbic Acid Chewable Tablet/Svrup

+. Benzyl Benzoate Lotion

3. Calcium Tabiet

6. Chloramphenicol EyeEar Ointment Drops
1 Chlorhexidine Lotion/Cream

. Chloroxylenol Lotion/'Cream

9. Chlorpheniramine Maleate Tablet/Svrup
10. Condoms

11. Diclofenac Gel

12, Dextromethorphan Syrup

13: Eerrous (Sulphate, Gluconate & Fumarate) Tablet/Capsule/Syrup
14 Gentian Violet

15, Glycenn Supposttory

16. Low Dose Contraceptive Pills

17.  Mebendazole Tabiet

18. Metronidazole Tablet'Suspension
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19.  Methyl Salicylate Gel

20 Milk of Magnesia Suspension

21, Mouthwash Preparations

22 Multwvitamin Tablet/Capsule/Drops

23 Neomyvein' GentamveinBacitracin or combination Ointment/Cream/Dusting Powder
24 Omeprazole capsule

15 Oral Rehydration Salt (ORS) (with or without glucose or flavours) Sachets
26 Paracetamol/Acetaminophen Tablet/'Syrup/ Suspension’'Suppository
27, Permethrin Oimntment/Cream

2 Potassrum Permenganate Granules for Gargle

29. Povidone Todine

30, Promethazine Theoclate Tablet

il Ranitidine Tablet

32. Riboflavin Tablet

33, Salbutamol Tablet

34 Salicylic Acid ~ Benzoie Acid Omtment

33. Silver Sulphadiazine Ointment

36 Sunscreen Preparations

37. Vitamn A Capsule

38 Vitamin B Complex (individual or combinations) Tablet/'Syrup/Drops
39 XHylometazohne 00.1% Nasal Drops

(List of Over -the -Counter (OTC) Avurvedic Drugs)
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Sy e E e
T3 TErRREs S wfeR (28A):
List of Over-the-Counter (OTC) Drugs (Unani)

o3. | <@ Swge (Ewifal Ustukhudus) i
cx. |4 g (Btrifal Mugil) g
o8, | «efe e (Etnfal Kashnizi) T
9%, | &Gwe =mean (Etrifal Shahtara) e =
o¢. | e 5= (Etrifal Mundi) bl
o, | <Fw gaer (Etnfal Zamani) b Bl
o4, | =emrher = (Jowarish Kamuni) R
oy, | e e (Jawarish Kundur) e
on. | =egree ages (Jawansh Zarooni) R
*0. | =eqrREer = (Jawarish Jalinoos) R
¥, |=ews g (Jawansh Mastagi) R
s, | wr'mw wEmew (Majoon Falasefa) R
¥o. | wrswwEns oiesn (Majoon Arad-e Khurma) il
8. |wr'ew wEEe (Majoon Azaragr) R e
*&. | == (Majoon Ushba) R
*b. | wrEe wege @ (Majoon Dabeedul ward) R
#L |wr=e wemee (Majoon Falasifa) R
*F. | wr'ew g (Majoon Kundur) -
*#. | wr'sw Py (Majoon Prvaz) el
0. | wrew e (Majoon Szhagsonth) Bulalinil
3. | === == (Majoon Suratyan) -
3% |7%= =@F (Lacog Katan) W
38, |7E=wneEe (Lacog Sapistan) R
38, |=mT EE (Arq Bukhar) =
at. | =m= 7 (Arg Dashmool) ==
3b, | =ET=ER (Arg Ajeeb) =T
z3, | =m=oE (Arg Gulab) o
3y, |=mF = (Arg Kasm) =
Im. | =mT T (Arg Mako) T
¢o. |*m=e g (Sharbat Buzun) =
8k |=w=® === (Sharbat Unnab) bcnid
8%,  |*m=T 5=% (Sharbat Deenar) Ll
&%, |=z== o= (Sharbat Vasac) kil
#8. | === g5 (Sharbat Ejaz) T

*F=T s (Sharbat Neelofar) il
&Y =55 T wew ( Sharbat Faulad) ==
2%, | =gms g (Sharbat Musaffi) b
oF. |*E=E TE e (Sharbat Hazrmna) il
5. |*msToursw s (Sharbat Havatin Murakkab)

| 338



@%W 3030-30%)
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rﬂ”ﬂ#‘m Generic Name < (eafas 710 Deosage Form:

8o, | ormgRE = (Sikanjabeen ) E

#. |=m===7eE (Sharbat Santara) =

83, |“m== 553 @nei (Sharbat Bazoon Motadil) =T

88,  |w=== mwra (Sharbat Belgini) T

88. |*m=% T3 (Sharbat Kurchi) =

8¢ |*m<T Brevw (Sharbat Kishwar) i

#s. |=m== = {Sharbat Seb) i

ga, |*m== Fepemm (Sharbat Niswan) =

8y, |*=9% %@ 7EE (Sharbat Toot Siyah) =

. | TmwEre+ (Qurs Bandish) FREE
@o. | s (Qurs Garlitab) Sy
¢ | T=mwmEEee (Qurs Hazmol) B
¢ | =% 4% (Qurs Pudina) ST
¢o, |T=e i (Qurs Pechish) e
6. |smam (Qurs Deedan) TEE
ee. | TR (Qurs Mulayin) Bl
@%. |=Ee= =W (Habb-e Humma) e
#5. |=w= @m7(Habb-e Shefa) T
¢y, |T=woEEar #w (Qurs Mugavyi Khas) SR
@, |=mw gz (Qurs Ehtelam) SEEE
0. | smeeETET (Qurs Salajeet) ST
vk | mwEewE (Qurs Asfar) TS
L3 | === (Habbe Quba) ST
w5, | Smw s (Habb-e Kafoor) T
b8, | =W Tmace (Habb-e Mulaivin) BEED
st | 5= 4 e (Habb-e Afsanteen) ECai
b, | =we=s =TT (Habb-e Helteet) ST
4. |znes TEw e (Habb-e Kabid Naushadr) ST
uYy. |=es fzm=% (Habb-e Tinkar) e
L&, |=me< Te (Habb-e Hayateen) =

0. | TR 4= (Habb-e Khubsul Hadeed) ST
8y, | ZWe< =wemm (Habb-e Jadwar) SR
52, |=nA= Feme (Habb-e Nishat) ST
9%, | =RsE &ETe (Habb-e Jiryan) i
%, | =7e= e (Habb-e Munish) DD
5%, | =me= 7= (Habb-e Suraman) EJICai)
%%, | %He= Ume (Habb-e Mudir) TRE
99,  |=ne= =wregs (Habb-e Aftimon ) e ]
oy, | =%Es s e (Habb-e Dabba-e-Atfal) TR
ay. | === =% (Habb-e Hamal) TS
ve. | 2SS =eues (Habb-e Jawahid) BN
vs. | s (Habb-e Jund) R
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-osames=gLs

" bR |awes v (Habb-c Karanjwa)

ro. |=%es 7= (Habb-e Nazla)
v, |TRT T (Habb-e Raal)
e =NE< 909 @ (Habb-2 Rasaut)

tre. | =WEs 5591 (Habb-e Surfa)

¥q. |=nes == (Habb-e Tabashir)

. | wEEn = (Marham Quba)

e, | Twaw 95 (Marham Khansh)

53, | == (Tila Jadeed)

%3, | (Sufoof Sailan)

we, | 7@w o (Sufoof Teen)

8. |7 mew (Sufoof Humuzin)

ad. | 7pE = (Sufoof Jurhmn)

B, | =0E 7 Faw (Aab-e Namak Shireen) “TeeE
s, | =T ETe (Kafoor Saval) ==
b, |7 TESw (Sanoon Pyonn) EEE
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@252 ASSIGNED CODE AGAINST THERAPEUTIC CLASS OF DRUG

1. | Adrenergic 001
.5 Adrenocortical Steroids-antagonisis 002
3 Amino Acids 003
4. Anaesthetics (General) 004
5: Anaesthetics (Local) 0a3
6. Analgesics and Antipyretics 006
¥ Antacid Adsorbent 007
g, Anthelmintics mcluding schistosomiasis and filanicides 008
9. Antarrythmics 009
10. | Anticancer 010
11. | Anticholinergic 011
[ Annticoagulants and Fibrinolytic Drug 012
13 Anticomvulsants 013
14 | Antidepressants 014
15 | Antidiabetes 015
16. | Antidharrhozal Agents 16
17. | Antdotes and Heavy Metal Antagonists 017
18 | Antiemetic 018
19, | Antifibrillants 019
20. | Annfungl Agent 020
21. | Antthistamine ]
22, | Antihypertensive 022
23, | Anti-infective 023
24. | Antimalarial Antikalazor 024
25. | Antiparkinsonism @25
26. | Annplatelete 026
27. | Antiprotozoal 27
28 Antipsychotic 028
20, | Annseptic and Disinfectants 029
30. | Anntubercular and Antileprotic 030
31, | Antitussives, Expectorants and Mucolyvtic 031
32. | Antviral 032
33. | Blood Coagulating 033
34 Bulk phammaceuticals (Baw materials) 34
33, | Cardiac Glycosides 035
36. | Cersbral Vasodilator and Drug used in stroke and Penpheral vasodialators 36
37 Cholinergsc n37
38. | Common Cold Preparations 038
38 | Contraceptives (includimg devices) 39
40. | Coronary Vasodilators and Antiangmaldrug s

| 329
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| SL No. Therapeutic Class Code Number
41. | Diagnostic Agents, Medical Device 041
42. | Dwretics 042
43. | Drug used for erectile dysfunction 043
44 | Drug used m 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 i migraine 047
48 | Drug used in Osteoporosis 048
49 | Drug used in obstratics and Gentiourinary disease 049
30. | Ear and Nose Preparations 050
51. | Enzymes 051
32 | Eye Preparations 052
53. | Ferulity Agents 053
54. | Galenical preparations and Prescription chemicals 054
55. | H2 Receptor Blockmng 0353
56. | Hormone 056
37 Hypnotics: Sedatives & Anxiolitic 057
58 | Immuno-suppressant 058
50, | Kidney Dialysis Fluid 059
60, | Laxatives 060
61. | Lipid Lowerning 061
62, Metals, Salts, Minerals and Calcium Preparations 062
53 Neuremuscular Blocking 063
64. | Nonsteroidal antinflamatory and drugs used in arthritis 064
[ Opioid Analgesics 063
66. | Opioid Antagonists 066
a7, Proton Pump inhibitor 067
68 | Radiopharmaceuticals 068
6o Sera. Toxins, Toxoids and Vaccines 0s9
70. Skeleton Muscle Belaxants a7a
71. | Skin and Mucous Membrane Preparations 071
712. | Steroidal Anti inflammatory 072
73. | Throat Preparations, Mouth Washes and Gargles 073
74 | Thyrowd and Antithyroid 074
73. | Other Classification 075
76. | Uricosuric and Anti-Gout Agents 076
T7. | Vetennary Drugs 077
78 | Vitamins and Combinations 078
79 Water for Injection, Electrofyvtes, Blood Volume Rastorers and Calonic Agents, 079
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Annexure-3
Application checklist for permission for Manufacture & Import of Medical Devices
Complete application has to fill 1n clear manner. If any data 15 not relevant and applicable, please enter N'A (not
applicakle)

Annex details wherever required.

WName address and commumicatton detatls of the
L. |Manufacturer/Agent in Bangladesh

5 Authonization letter of the Authorized Agent
MName address and communication details of the

3- | manufacturer

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

5. |Name of the product, including 1ts genenic name, if any

5 Drevice class and elassification system followed. Atnached

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 1ssues been addressed for
the device?

9.  |Ponciple use of the device

10. |Is it a drug-device combmation?

11, |Ifthe above 1s "yes”, 1s the drug a new drug

12.  |Is it a kit comprising of more than one device?
13.  [Sizes ofthe device

14,  |Is Device Master File submutted

15, |Short description of the Manufacturing process
16, |Procedure for sterilization

17, |Procedure for release of the Device in the market

Name and qualifications of technical personnel for
manufacture and quality assurance

18.

12,  |Lavout plan of the premises accompanied by the floor plan|
20.  |Details of QMS and manual
Iz the product tested before release, if ves, submat details; if

5
21 no_specify criteria for release

++ |Has the product been withdrawn due to any reasons? If yes
= |please specify.

3 Recall procedure to be followed 1n case the product has to

be withdrawn
24  |Names of the countries where the device 1s exported.

| 3ab
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