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JIETeR @9¢ g Afaifor A @eE Rfeg @ o FRiPreHaen @R srewaTR [Kfeg @R s S
A2 G RIS GO BTG AR STster 2o 7 27 |

5.9 | afeE {13

T eAifre SFCHT @RS FIHINE [ 2re S F1 2F, are ARF AR QT 0T I 27 | 894 g
AT AGTSTAET T ACH IO TSI A0 2= AT FIGIAET SAMCTT STgier (2o FRACR | TSI TP
TS BIE wgeE Y0NS (ST AT 93 @R o g Fa 2R | T g9 (NG 88 B 2% 8Fe FIviNE
TV ATSHINCE I AW ST ZCACR | TS TF O3 A TR’ AfeD Tesiwe v Iz | afieng AkGre
e AfSBIN ~efatet B X0 S0 JIBTA TAAM weea vifwar ibwr $atem FIoE Seomaaiar aAfeves [Koaee qeif
AT A |

.8 | T FCGI FREHACE ABHI(SF AT SroFats
4R Al @ e A syfEw wiewr 83y e wfawetad wi&9 National Drug Control Laboratory (NDCL) @31
Drug Testing Wing €3¢ Vaccine Testing Wing @3 SRS TFIE @2 TSI T@ANE BIowaa M<ies Seeifes qiey
TS TR | G2 (ARIRTSR *RAG T IRCasal [T Trorl 8 AT |foF TF FeF AfFGB* T (AACE |

) Bangladesh Accreditation Board (BAB) €3 @f &S5 S&i- 20543 Bangladesh Accreditation Board (BAB)

W National Drug Control Laboratory @< Microbiology Laboratory 2054 3T ISO/IEC 17025:2005 &%
OfEFTEHHT T 2T | 2RSS, T AfEGH* [SO ¥BIeie St ISO/IEC 17025:2017 (S T5re AR |

?) ANAB Accreditation-2018: National Drug Control Laboratory @3 Drug Wing 05b 3tsT ANSI (American
National Standards Institute) National Accreditation Board (ANAB) 35\2/35 ISO/IEC 17025:2017 «@feCG
e AR | RAeICe s ISP GRIRIRFSIR YR FFEH AL Surveillance FF=EF Test Scope AT IR
I (AR |

©) WHO Prequalification-20%0: T6-20%0 @ National Drug Control Laboratory- &% =gy s1egf ﬁi\g/ﬁs REGE
@3 &« Pre-Qualification T SIS FACE |

SO T (576 @ FRe e

Proficiency Test (PT), Inter-Laboratory Testing (ILT)/ External Quality Assurance Assessment Scheme (EQAAS) by
WHO, National Drug Control Laboratory @ *&® ffeg wresifes g W wcAiferes Proficiency Test (PT)
Inter-Laboratory Testing (ILT)/External Quality Assurance Assessment Scheme (EQAAS) by WHO ¢ faifsre sigsiarze!
FACR G2 A Soo (B8 TH QT I AFOIE ol AT (AFCET T &I *[eor) |

SIfE Groa e WHO Maturity Level-3 SGiCHa & 5T SIEeF3

TETS 208 National Drug Control Laboratory Vaccine Testing @3 ML-3 (Maturity Level-3) St &5 Formal
Assessment g ACR |

I (Grbd el e Ty Sreryy RKfoy S 7l JRCR | SIFFH (576 PG (SRMIT FA1F &) TN T
IRV GFB ST G R | SO GO FTHT! i (AR | TN GGG Aee! Tesfiire g Sy
(BUBT TS TS FCACE |

Animal Laboratory:

©JIFH (53 &) Animal House €% Sgf&T=12 National Drug Control Laboratory €3 Animal Testing Laboratory
(S OISR In Vivo (BB T30 ble] <1 AR |

©
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National Drug Control Laboratory (& 3%, (2ITe12 Sy 12 #9111 &y (NfSret fCoies arQeanar B ST 20ACE |
& &I W%, (2TeTR waley {213 (3rbd 93! bie F47 2R | Medical Oxygen Test &« TR GIZ! (ST TR |
National Drug Control Laboratory (NDCL) U7 Sfffie S[eit T 804 AT 10F T A4+ @ [raraees ¢ =g
TE FCACE | TS I BICLT @A [{eaeed oS SF Medicines (Substandard and Falsified Medicines), Medical
Device FNGFAR (F0a @97l SaT ACE |

@Y 2 NV TS Sel1F Y T@Afenz GiexaieT (e =717 g 1 TR0 |

Y 2 NVIET NET S SfF T@=I1fo7g FAABF #II7 FT FT AR |

Afrwe emig

ffeq MeBA SCAId ST P AFWRET T il FCGE SRR (qaretiae) [feg awa Saw afsrwe awig
2T | 9 7¥8 Bangladesh University of Engineering and Technology (BUET) @3 o= J51tex af¥rweidiitns afsrwet emia
FECR |

ey wiswifeos Fiwite et azes
5. WHO Benchmarking: 334 &= Sf{newaa Sy Giol $CGIT HRE0 (9f6hHas) @7 sffsfifs WHO wea
wcaifere Benchmarking @ WHO GBT Assessor fRETCI 9<% &2e ¢ AMCF |

3. WHO Expert Advisory Panel: T o FCHIE sp_eE0ar (9afehas) «a gfsfafs WHO Expert Advisory
Panel for International Pharmacopoeia and Pharmaceutical Preparations €3 %3 f&01a Si@eifes wfsece oy
g N Fee wIfere fifey F@ afsfifiy T A4 |

©. WHO Temporary Advisor: Si*Ie gl SCG #7Kea04! (afehias) «3 afsfafs WHO @3 Temporary Advisor
RN fae ~41gy 1g) F9% wiifere ffey er sfife/ earice sieard w6 f[fey [Ewr Tome awie S A |

8. South East Asian Regulatory Network (SEARN): SEARN @3 Working Group €3 Chairman e fafeg
i/ el efsfafey w@ [feq Scientific Document/ Report/ Guideline/ WHO TRS T5ifit tedite S@wiH @0
be1CR | @ =%l NDCL @3 F5@eid SEARN @3 Working Group ¥ Rapporteur fRETI€ Wiy 21w I SR |

WHO Prequalification (ML-3) :

fog =Argy STgIa M= Sl G FIia SFY faer il FSoTFa of6 T F& T AT | FIRIATET 052-
. National Regulatory System (RS)

. Registration and Marketing Authorization (MA)
. Pharmacovigilance (VL)

. Market Surveillance and Control (MC)

. Licensing Premises (LP)

. Regulatory Inspection (RI)

. Laboratory Access and Testing (LA)

. Clinical Trial Oversight (CT)

. NRA Lot Release (LR)
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e oS ARTeE gt FRE 7Y fNrgesia 7yl e i =gy g (WHO) Tigfe Alew &=y Sfafe afefs i
TR FIF AFCS T | 374 2 Afamed WHO Maturity Level-3 STd #03% 2029 At WHO HZ S5 SF3«
TR (WHO, USAID, USP, MSH) #f$Ttaa Siext aizeet 136 5-Year Strategic Plan (2016-2022), (2022-2023) ez
TN (R G (T8 A SR T 311 2002 | TS 2A1F FPIea @2 b G T @71 o7 fofe wea 89y =i wifgme
5 5 O 219 a1 20z | 894 A¥P wfymes WHO Maturity Level -3 SISGR 610w ARG 133, @3sf (SOP)
TS € 2T T TS o AN veIR A AW imferd Standardized '€ Harmonized $C2 |

5.¢ 9FY fFREEe 77 W8 e

Y @l g1 WA * TSI TR FCHT TSI FFFICH ST S 2T AW &y N8 TG 3 (T3S SBT*)
G GAE Y TFATT PO AN AR | 8FY 2P M FHI T 8 P Ol ARG 0wy b ool fefes
THTE 8FY T MR 24l SR @GR fasliel sl zwace | 9 936 @R Grifexarer (fehm a7 u e 537e
(A | AZTNS BFY AT NAWECAF STATCNT [ ANT FeTH S 1ol T4 ZCZ | ST AT @ q@if fragees o= oe
5 (oI1G SFeoT SRG Bie] a1 Soarlsl 27 T4 RAACZ | TS 0B (2115 ST S e ZCACR |

5.Y e fTeiRem @G i ¢ To s

TP (et fTois ffoe i Aoy Sae F9e (TeHIET fCeR @erE=w MTCAIZT AR | AAF© 8 (e
TeAire (fEie fCeEeR @GrEEH JviF F1 TR | (1T G20 A1t YGaT &7 WE e F6a (edT 7052 | TSNy
SIS 2wk G B, C, D ierifke (iewe CeReT @arg=e ¢ qo¢ & A FIboriie aiewe CeRe Sgems A
T4 TR | (e fToRe™ o FhT $@ (e Smer A e Ty (e fo3sT 21hz | Qet@ ™ ey
ey (R- Cardiac Test, Intracular Lens, Heart Ring, Ring Accessories, Guide Wire Catheter, Heart Bulb,
Pacemaker and Air Ring Te7if7 |

.9 S @IfET QT Moo T0oe FIEHT 8 N0 (@R *1 Foies

TR | WG FICHIPTR FIGRT FINEFE TS ARBITS 27 | AR FICET TIZHNE SF© T SCHT TSN 0T
FIGOT/ N @GO *5 BT (T Tgd Gl AREM AW F41 R 9 IR 2[OT FICHNSTEATPS NG FICH1/ MeT
FERT *ITor TFre T 2052 |

5.b TSI Teri Fiders

FrfwfefEens ST ARpEE o 93T AReE qwe | FRCHefanE Ik g7 T 89y g wiyme
ADRM Cell, WHO Upsala Monitoring Centre €3 S0 F 3w | I ¢ & ZoriTel 8 oo & &1 Seofmasiar
ARSH SI=eT2tT ADR report National ADR @16 &l fehz | RToNBeted casualty assess ¥ 93! a2¢r @22 VigiFlow
(S AT AT T 0% | §7Y Teomaeiat AfeHees TSR (e b FA19 &= Sga 41 70 @ Afefs
(@FARICS 96 QPPV WIS AT FAPIG G A |

.5 o= G

@t fFfre Grae o @ Fidwaend ARGER & Good Clinical Practice (GCP) #2wenss qweg | S e G
ARGEE &5 Sb B CRO (Contract Research Organization) AR U3 GF 2029 *F& sdo G Flaier e oGt

S T RRACE |
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SI. No Contract Research Organization (CRO) Name & Address

M/S. Clinical Research Organization Ltd.

Clinical site: Farabi General Hospital Road-14(New), House-8/3, Dhanmondi, Dhaka.
1. E-mail: shawpnil@gmail.com

Mobile: 01711567275

M/S. Khwaja Yunus Ali Bio-Research Services

2. Enayetpur, P.S- Enayetpur Sharif, Upazilla-Chowhali, Dist -Sirajgong.

E-mail: info@kyameh.org

M/S. Eminence Associates for Social Development

3/6 Asad Avenue, Mohammadpur, Dhaka-1207

3. Contact No: 01713066602, Email: ceo@eminence-bd.org
Clinical site: Care Hospital Diagnostic (Pvt) Ltd.

2/1-A, Igbal Road, Mohammadpur, Dhaka.

Email: moazzam(@citecho.net

Mobile: 01733588337

M/S ESKEGEN Limited (CRO)

& 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.
6 M/S. CRO DMC

(Clinical Trial Center/ Contract Research Organization, Dhaka Medical College)
M/S. Novas Clinical Research Sevices Ltd. (NCRSL)

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

7. (Previous Name and Address: M/S. Beximco Bioequivalence Center).

E-mail: dka@bpl.net.drk

E-mail: azireshad@yahoo.com

M/S. Child Health Research Foundation (CHRF)

SEL Hugq, Dkypark, 23/2 Khilji Road, Block-B, (Mirpur Road), Mahammodpur, Dhaka-1207.
International Centre for Diarrhoeal Disease Research

9 Address: Bangladesh (icddr,b), 68 Shaheed Tajuddin Ahmed Soroni

Mohakhali, Dhaka-1212

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

Office- House 48, Block B, Road 9, Bashundhara, Dhaka-1229.

10. Analytical Facility — 9 Mohakhali C/A (Amtoli), Hosaf High Tower

National Bank Building, 8" Floor, Dhaka-1212.

Clinical site- Farabi General Hospital, Road-14 (New), House-8/3, Dhanmondi, Dhaka.
M/S. Bangabandhu Sheik Mujib Medical University (BSMMU)

Address: Shahabag, Dhaka-1000.

Hospital Facility: Bangabandhu Sheik Mujib Medical University (BSMMU)

Shahabag, Dhaka-1000

M/S. Projahnmo Research Foundation

12 Administrative Office: Flat- 5D, House No-37, Road No-27, Block-A, Banani, Dhaka-1213.
Hospital/Research site: Centre for Woman and Child Health (CWCH), Ashulia, Dhaka-1349

11
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SI. No Contract Research Organization (CRO) Name & Address

M/S. Dev Care Foundation

13 Address: 1501/B, O.R Nizam Road, Mehedibag, Chattogram.

Hospital Facility: Max Hospital Ltd., 35/36, Mehedibag, Chattogram.
M/S. Filaria and General Hospital.

Address: Kalma-1, South Zinzira, P.O-Dairy Firm, Savar, Dhaka-1341.
The Leprosy Mission Intemational-Bangladesh

Address: House No - 488A, Road No-32, New DOHS, Mohakhali, Dhaka

Advance Bioresearch Solution-BD

16. Address: Mukto Bangla Shopping Complex, 7ft Floor, No-120, Mazar Main Road-I
Mirpur, Dhaka

M/S. AMZ Hospital Ltd.

Address: Cha-80/3, Sadhinota Swaroni, Uttar Badda, Dhaka.

Clinical Studies and Research Outreach Department of Pathology

Faculty of Veterinary Science, Bangladesh Agricultural University, Mymensing

14

15.

17.

18.

.50 8T N AKEET Antimicrobial Resistance FH® FEews

“ @fSaIRTerifRaE S30¢a feqe (Dispensing), IIXT (Use) @R 832 (Disposal) IIZH TGS SO et -qreenm=”
RHOH

(T ARG TGO AT &I R, 00,53 (R IARSIE QFSIIB IR 874 fEoeaife (W97 ¢ aifer Bfiewmr) a3
SRS 8 (AT @GS §FteR o aais eyl faw a1 iR @fePereT JjfErs giw e |
National Strategy and Action Plan for Antimicrobial Resistance Containment in Bangladesh (2021-2026) @ S[t=7-
@.5.5, AR5, A.R.Y, .29 R 9.2.¢ (NONIF QBB 894 @7 fToreife @3 fesmairestar «iferfsr eroraeaa it F@t
TR | TR ARTAMFCS 874 o Sfwes “Ireetioeed GfBaRaREe eaqres e, 5327 3 fevife Iageiar e
TR Tl Qelead Soastel el FCACR | Y Y LB AITOR MTT 121 o= «I¢H5 working committee,
stakeholder consultation meeting €<% taskforce to monitor AMC/U Bangladesh @< el TGP R | MITERAG PR3]
ST SCFIT TECE | Sbr-b Fo=T (7 AT Antibacterial week e T 2 |

Taskforce to monitor AMC/U Bangladesh &3 3Slg

09 GIHFF, 2039 ©IfF¥ Taskforce to monitor AMC/U Bangladesh @3 @35 778! Sefde 270 | e Torifew FE (e
(SHIRE (MW 289, NRARGES, 894 e SIfewed | e CDC, IEDCR, DLS, BLRI, BSMMU, DOF, FAO,
USAID, USP-PQM+, BHB, Fleming Fund Bangladesh Country Grant 932 WHO Bangladesh @3 afsffagm S#ifge
forer |

foq: o0 GIEF, 030 OIS B Tuskforce to monitor AMC/U Bangladesh 97 ol
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(¥) Antimicrobial Consumption Surveillance 2033 ST 27 |
(¥) Standard Operating Procedure (SOP) for AMC Surveillance in Veterinary Vedicines e &3 |
(o) “JrETTATe @f ST $ated fead, R W3R feife g M@ Trely i e *Ite sifirs
EXE
- COFRTEMS VOIS AR G A (2 TS R(T IR FFY P AALTAT SRARE A TS RS |

World AMR Awareness Week ST &3¢ e1q WW &S do & (APBIF S FAT TH3
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SOP for Antimicrobial Consumption (AMC) for Veterinary Medicine in Bangladesh:

9% e+ Sfewed National Centre for Antimicrobial Consumption (AMC) Surveillance in Bangladesh &1 2055
37 (AT Antimicrobial Consumption (AMC) Surveillance for human medicine ARG FCH S0 G 2083 I (AT
WHO-GLASS @ Railt F@ =IPitg | 894 &P Sfim@d human €32 veterinary medicine $© ¢%@2 National
Regulatory Authority 21T ATy AW I AMCF | ISAT Antimicrobial Resistance (AMR) (NIFIR#T human 97
“T=io{if* veterinary GT3G38 surveillance system establish T TS | 74 e NfqWE Antimicrobial Consumption
(AMC) Surveillance for veterinary medicine ARGFIR #C%7 system establish ¥R Staps e @dz DLS, BLRI,
DOF, FAO, Fleming Fund Bangladesh Country grant €32 WHO Bangladesh @3 szzarireim SOP & e stacg |

e G BB Reieat @fSaiReerfRaer @fertist R Trorelems Tor Sieae q3r Rt iama Tt 837 exiee
wfnes g3k FifEH $¢ 4fe “WHO AWaRe” 1951 fRoe:

5¢ Wb, 029 AR [OMT 43R 09-08 G, 2w FEAN ety IR @EHI AW APeToNFE ToF
e = | 92 W i T ermr et g weT fedEmme e aftwEtsae @ferts e
AreTOET ey Wb T 78 @R Refefriaes w89y e wfmed @ik ek a9 efte “WHO AWaRe”
ARSI froqel <1 =7 |

fom: FreP g @3¢ SEaIT feIee aqEe BN @B [REE A oTeryas o

fRFft7a WTF Antimicrobial Resistance REx ACoOTOETR W?{é‘fﬂs

g =1%7 g @fSTIRTEIRAE @fEPEIAE (AMR) TR el &) So & A =gy 2ufed M4y Srey ¥ gy e
TR (el TR | TSN AfSTRT 3% 7% Qo YW VW AFSNBHIRET @REsI™T @3 FIeet M1 AR | I 5e0e
FCET 0G0 AT TR AN S (&6 TG | NS A CISITR (@A =rer @fSareiaiRaer &g ey w3 St
TR @R (self-medication), A5G T @ T 1 1, e ¢ I AWy (fFee) a1 ffeein it
TR AFSNEHRAE @EPBI™ @7 TN TR | WY 9T TR T (ATF AN SRR AT T T 20
AHST TO QA ANWME @27 (e | firedne @ aafs 330e «g, S|l e sves 2@ IR-S1 72 Q-7 8
LAFSTINIF FES FACS AT, @ FCHT FI4 T NWRT @ 77 Z0S T8 TFT AL AAMNOR 05 (TP, 2030 OIfqe
PPN T FoT 9T I, (X2 (@T, TP QIR 29-38 GICHHA, 2020 SIAT FIBACT ARfTE FoT I FCeTer, b
TR, 8T «F REFRIME T Antimicrobial Resistance ISRCRI SRS I W3 s efsrirem s
T4 T | TR 8T e Sfmed Tre aFifte afeastEfE @femee e iy 33 “B-fg ¢ o am”,
coloring book "The Invention of Penicillin" feae &1 27 | 7357 Wity wreitad “ad ger «fSawfbs e sakge!
THACE RS A PRTARCS AT ZCACR | JoT03 BRI RGBT T SHepowret e &2 Feera Fredicns e
ST T SVRER 93 SIS |
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foq: fSFIFalapT 77 T 9T FeTer, (390 (@IS, BT 9F (rwdiong Ml Sczifere foarse effscarier |

@RIGIe Antimicrobial Resistance R bl Gfaca “Ba-{eg @ oI I eFe T 2R |
So | &FY AP Sfged Te vl 6 Koo wifeais

YRREET ¥

=k J—

foas et IR, SF% 2T, faarersd FeF sl SieqrT | foms cerem PRIeTH, &34 eI, BIeZeT Fo@ Afablere SiodrT |
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55, ST T HATRT FF 2033-20%0 T I TS FiRE
TR MR = R (7B)
0 Y LA ACNMS A5 S
ox B7Y TeAmFa AfeBitTa @S N aifos Y
09 BTY TeAMFIAT AFSBITTT I ANRS AT 08
5. &FY TesAmARIT AfSBI “AfFoTeayia
Products | Production Units| "™ | Marketing Helgeup | 2P [Non-Functlonal
Allopathic 302 229 08 63 02
Unani 286 252 - 32 02
Ayurvedic 207 163 5 38 01
Homoeopathic 71 53 - 18 -
Herbal 39 36 - 3 -
Total : 905 733 13 156 05
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Post Marketing Surveillance (PMS) SIXIT ANSHT I |

39.5 | 033-0%9 ¢ IFF 8FY IRIT Ty W CPP (Certificate of Pharmaceutical Product), EAIT
#2E™ Form-10 A, GMP (Good Manufacturing Practices) o6, FSC (Free Sale Certificate) €3

AfRoTRLTI
3F© ACPP (Certificate T35F© FSC ( Free TS TR ML ThF© GMP (Good
of Pharmaceutical Sale Certificate Form-10 A Manufacturing
Product) Practices) 5
80’Y LR N 88
39.50 | DGDA Alert Notice:
TE | Alert Source Subject Manufacturer| Action by DGDA

«® Notice date

oY s5/ob/2033 | WHO
Medical
product
alert N°
4/2022

% =gy A (WHO) 7=ifs ifeamer orers
@G 4/2022 @ @3 N0 ToF FR0Z @, [PSEN
F$< TeAfre DYSPORT @ *Iiof6 &1 <15
TGN, G, P, TS AR (AL S
MG ABZ | DYSPORT AT e AW
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FAFSNE TF Al
ST AN (10T &
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Medical
product
alert N°
5/2022

TR | AT T Y F4t
[
0 ¢/ov /2032 | WHO g =gy g (WHO) 77fs (e (ofleig | Astra Zeneca ST ST VAT

@G 5/2022 @ 93 WG TP FEER (@,
AstraZeneca 93¢ Teofifte  DIPRIVAN
(Propofol) a3 726 e 15 (STAGCRER ST
ANeFT Aoz | DIPRIVAN @ ST SRAMeFIET
AfSD  AstraZeneca wiNGe @, Tfafke
DIPRIVAN @3 Vial @ (FTGate gmf*fe s w7,
T TR OIS | (T WS 2mifee
a7 @R R[fey q@eem @y e e ffey

WS TR AT
FESE TS Al
ST 2ANSAT (AT ST
AR Ty T 2w
A QY IR (RETAFAR
AT & 87Y
JRE @Q@F @o

Medical
product
alert N°
6/2022

QAP T LAY
RIS QT AR | Rl
00 | oe/50/223 | WHO g gy sigr (WHO) =ifs oifese (ofrers &Y I AT

GG 6/2022 @ AT T TS FERCZ (T, NFFE
o QIREIE) S MAIDEN
PHARMACEUTICALS LIMITED, Haryana,
India F9¢ Sesfifre Sfafre siafG &aty

1. PROMETHAZINE ORAL SOLUTION BP
(Promethazine)

2. KOFEXMALIN BABY COUGH SYRUP
(Pheniramine Maleate, Ammonium Chloride,
Menthol)

PHARMACEU |55 ofia s@eT

Haryana, India |32 A@eEy 93
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3. MAKOFF BABY COUGH SYRUP
(Chlorphenamine Maleate, Phenylephrine
HBR, Dextromethorphan syrup)
4. MAGRIP N COLD SYRUP (Paracetamol
Phenylephrine HCL, Chlorphenamine
Maleate) SIS @ G Sfsfae fre
diethylene glycol <R ethylene glycol 4%
TAfFfS siear o T T AW & Fhowd @
AP CFCE AT |
08 03/53/203% | WHO g =gy eyl (WHO) 2ifs @ifeaiet (o1eid | PT Konimex, |39 <P W@
Medical | 9aE 7/2022 @ @ WO o AT @ T | PT Yarindo W e R
product foafs Seommmad #Afe¥M PT Konimex, PT | Farmatamaand |F5®es & A
alert N° Yarindo Farmatama and  Universal | Universal e ST (T &
7/2022 Pharmaceuticals IndustriesW@‘Q"ﬂf\h_\D A5 | Pharmaceuticals |F63  2taeam BISEA
e Brests R 1. TERMOREX SYRUP | Industries 2RCeTR &y T A
(Paracetamol 160mg), 2. FLURIN DMP A RY AR AN
SYRUP (Paracetamol120mg, AT ©F 8TY
Chlorpheniramine maleate 0.5mg, BISEIE MR (C N EEIC)
Pseudoephedrine HCL 7.5mg and PR & DAL P
Dextromethorphan HBr 5mg) 3. UNIBEBI |
COUGH SYRUP (Paracetamol 120mg,
Guaifenesin 25mg, Chlorpheniramine maleate
Img 4. UNIBEBI DEMAM
PARACETAMOL SYRUP (Paracetamol
120mg) 5. UNIBEBI FEVER DROPS
(Paracetamol 100 mg) WA Drug
Regulatory Authority Bandan, POM (National
Agency of Drug and Food Control, Indonesia)
fbre @t @it SR AT SIY P
SRMEACE SRR | T PR tETe Tafolie
sifeeel FfRfery aiRee @R OB AR
SIS AR AN T A G o 8 TP
@ oIS |
o€ | 29/53/2033% | WHO g =gy gl (WHO) 7=ife ifeae (oitei | CELON ST P S
Medical | @e1iE 8/2022 @ % N0 7o FCaTR G, CELON | LABORATORI |19 it 7wt
product LABORATORIES, PVT LTD- Telangana | ES,PVTLTD. |¥AFOLE TE Al
alert N° | State, India $$¢ SeAlifte RMPL PHARMA | Telangana State, | STSTC ATSRT C71CT &t
82022 |LLp-Mumbai 5T TeRETege | India T e B
: SR &y et Wi
METHOTREX 50mg @3 @36 WHO Eastern
. . BN R (RETACHAT
Mediterranean region GRINY 8 SR ST B 97
Health Authority ¥9F Substandard s TRE @@ Ee
Pseudomonas aeruginosa €9 T3 e el
QY (1A 8 SR Health authority T
156 Substanndard (T FCATCR |
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oY 33/03/30%9 | WHO 4 =gy 71 (WHO) =3 @ifSaiet (reid | MARION 3T I
Medical | @@T5 1/2023 @ €3 0 o FCACZ @, BIOTECH PVT. | Sfawew@s I i
product | MARION BIOTECH PVT. LTD (Uttar LTD (Uttar T AP TS
alert N° | Pradesh, India) $$< SeAiift® AMBONOL | Pradesh, India) | ST Jreries Azt
1/2023 syrup and DOK-1 Max syrup (AT 735 (1T & [
ToRiFIN @2 SRS substandard AT IZT
(Contaminated) f2@1a fbfZe zwatz | AMBO- SRR &y o
NOL syrup and DOK-1 Max syrup @3 (5 AT F1 -F QR
TeAmaIar 2f$¥ MARION BIOTECH AR AT
PVT. LTD (Uttar Pradesh, India) SR (@, A ©& @74 JIZA
Sfarfrs AMBONOL syrup and DOK-1 Max (AT [T7© A &
syrup PrRNteTe S@ifsiie sfawie gfiferm SCATY 2T |
M O3 T3-SR gi123et =3 ez A
T =ANE G o 8 HF CFLq IS |
09 | *¥/ox/R0R0 | WHO 2y g7 ALl (WHO) 2ifs @feie Areid | Galentic FTY ST AW
Medical GG 2/2023 9 A3 [0 Mo IR (F, Pharma (India) |19 “&icae st
product | Galentic Pharma (India) Pvt. Ltd ¥$% Pvt. Ltd FATSS TG T
alert N® | gespifirte TETRACYCLINE HYDROCHLO- ST 2GS (T G
2/2023 | RIDE OPHTHALMIC OINTMENT USP 1% T TGN
5 fafegy oo [fey et @ ens s e | aReers &y fyea!
@ (Fq SfFRS (i3 Particles €< A6 § VI T2 GR
Iee7 foger wfiwif e 2@z | Particles @ ST ATFHII-
A, BT, (122 G F12 8 TG fogo! AME ©F 8T AT
A AR | (A FEF Qa6 Sigfe RISAEECRICIEACT]
[IGACRS voluntary recall T AR | BB SR
obr 55/08/20%9 | WHO ey 1%y < (WHO) =S (e (1% | Gentium Srl SIY 2T AV
Medical | @eT5 3/2023 @ @3 TG o FCECR (T, S A AT
product | Gentium Srl ¥$% EeAAifre DEFITELIO THFSIE TS T
alert N° | 80mg/ml concentrate for solution for infusion T 2GS (N TR
3/2023 @3 G35 T IS BT @ TFE T IR AT TIZ
TSR IS 26T Ao | DEFITELIO 2R &y fve!
80mg/ml concentrate for solution for infusion AV BT - AR
7 ST BeAMSIEr AfSPE Gentium Srl CRETCHAR ATFI-
wifacace @, Sfefe DEFITELIO 80mg/ml TR O 8T /LA
concentrate for solution for infusion €3 (AT [§7© AR &5
TR emi¥e [T6 N, GAM SeIcd Sifed ST TR |
M | G 2mi*e 2ifee «F @rar f&feg
RO ¢ '8 el ey gaeers wet «ieaem |
od | 3¢/o8/2029 | WHO g g7 A1 (WHO) 7% o1t (orerd | QP PHAR- Y AP S
Medical | @=T5 4/2023 @ @3 WX ToF FACE @, QP MACHEM LTD |& “<iea= s1ee
product | PHARMACHEM LTD (Punjab, India) ¥$% | (Punjab, India) |F¥SIE T w3
alert N® | geopifire @3 TRILLIUM PHARMA (Hary- IS NS (T G
4/2023 | ana, India) $$< IreTETeFS QUAIFENESIN IR TS I
SYRUP TG SYRUP &3 96 5T 515 et SRR Sy Tt
IS 8 NS AU ST AR | oI TR IR
GUAIFENESIN SYRUP TG SYRUP f& AR LTI
Therapeutic Goods Administration (TGA) 4% AR T 8FY IR
FRIFAG FCHE ATRCIBAICS AT JeeT (7T IR (At RE® AR Ty
e Di-Ethylene Glycol I Ethylene Glycol Y P =Y |
AT M@ SIS AT (& R
“hezl Tz | Di-Ethylene Glycol I Ethylene
Glycol TR *[EH & Fload 8 S CFC@
e |
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3¢.9 Assembly of the Members of the South East Asia Regulatory Network (SEARN)

Date: 24 to 27 July 2023, Venue: Jakarta, Indonesia
Theme: Regulatory Collaboration for Harnessing Assured Medical Product Access

1. Introduction: The South-East Asia Regulatory Network (SEARN) is a volunteer
association of the National Regulatory Authorities of the countries in the WHO South-East
Asia region: Bangladesh, Bhutan, the Democratic People's Republic of Korea, India, JeIS RIS
Indonesia, Maldives, Myanmar, Nepal, Sri Lanka, Thailand and Timor-Leste. The Vision FsfNyr

of SEARN is to support timely access to affordable medical products of assured quality, !_‘Regulatory
safety and efficacy in all countries of the South-East Asia region and beyond. The Mission [\ [147/e]{

of SEARN is to develop and strengthen regulatory collaboration, convergence and reliance
in the South-East Asia region over shared regulatory issues and challenges that will build
trust and capacity, and will enable National Regulatory Authorities (NRAs) to fulfil their
mandates and better safeguard public health.

The objectives of SEARN includes

a. Information sharing: Create an enabling environment to enhance communication and information sharing on
regulatory policies, guidelines, standards, procedures, outputs and regulated products and entities between
NRAs in the region.

b. Systems strengthening: Facilitate and support regulatory capacity development to enhance regulatory skills and
competencies and strengthen regulatory systems in the region.

c. Convergence: Promote convergence and alignment of regulatory approaches and requirements based on
international standards and good regulatory practices.

d. Collaboration: Identify and develop potential work sharing and reliance processes to help address common
work areas and optimize use of existing regulatory capacities and expertise available in the region.

2. Participants: i) Mohammad Mozammel Hossain, Director (CC), DGDA, Dhaka.
i1) Hossain Mohammad Imran, Assistant Director, DGDA, Dhaka.
iii) Dr. Md. Sheikh Sadeque, Sr Assist. Secretary, HSD, MoHFW, Dhaka
iv) Romel Mullick, Superintendent of Drugs, DGDA, Dhaka.

3. The Program: Chair: Ibu Dr Penny K. Lukito (Indonesia)

Members: Mr. Mohammad Mozammel Hossain (Bangladesh), Mr. Md. Sheikh Sadeque (Bangladesh), Ms Gym
Bidha (Bhutan), Mr. Jigme Tenzin (Bhutan), Mr. A K Pradhan (India), Dr. Rajeev Singh Raghuvanshi (India, Chair of
Working group 3 Vigilance), Dra. Togi Junice Hutadjulu (Indonesia, Chair of the Steering group), Mrs. Nunning
Lestin Bintari (Indonesia, Chair of Working group 5 Medical Devices), Ms. Thooma Adam (Maldives), Ms. Aishath
Mohamed (Maldives), Mr. Narayan Prasad Dhakal (Nepal), Mr. Bikram Prasad Pandeya (Nepal), Prof. S D Jayaratne
(Sri Lanka), Mr. Amith Perera (Sri Lanka), Mrs. Tharnkamol Chanprapaph (Thailand), Mrs. Sirinmas Katchamart
(Thailand)
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Meeting of the Assembly of Members of the ' X% World Health
South-East Asia Regulatory Network (SEARN) %2 Organization
Jakarta, Indonesia, 24-27 July 2023 s oo SOUth-East Asia

SEARN Secretariat: Dr Anil Chawla, Mr. Manoj Jhalani, Mrs. Poonam Sadana, Dr Adrien Inoubli

Other participants: Dr Md. Harun-Or-Rashid (Chair of Working group 1 Quality), Dra. Tri Asti Isnariani (Chair of
Working group 2 Regulatory Strengthening), Mr A.T.M. Golam Kibria Khan (Chair of Working group 4 Information
Sharing), Mr. Hossain Mohammad Imran (Bangladesh), Mr. Romel Mullick (Bangladesh), Mr Jigme Dorji (Bhutan),
Mr. Sonam Chophel (Bhutan), Mr. Thinley Dorji (Bhutan), Ms. Wangmo (Bhutan), Dr Ashok Yadav (India), Dr
Vivekanandan Kalaiselvan (India), Mrs Mimin Jiwo Winanti (Indonesia), Mr. Bayu Wibisono (Indonesia), Mrs. Nova
Emelda (Indonesia), Dr. Ria Christine Siagian (Indonesia), Mr. Noorman Effendi (Indonesia), Mrs. Yanni Parmawati
(Indonesia), Dra. Susan Gracia Arpan (Indonesia), Dra. Mirawati Siregar (Indonesia), Mrs. Dwi Damayanti
(Indonesia), Mrs. Anggrida Saragih (Indonesia), Mrs. Diah Puspitasari (Indonesia), Mrs. Megrina Dian Agustin
(Indonesia), Mrs. Wilia Indarwanti (Indonesia), Mrs. Juliati (Indonesia), Mrs. Atiek Supardiati (Indonesia), Mrs. Dio
Ramondrana (Indonesia), Dra. Arum Prasetyaningtyas (Indonesia), Mrs. Kirwanto (Indonesia), Mrs. Farida Ami
Asviah (Indonesia), Mrs. Nurul Prasetyorini (Indonesia), Dra. Mudi Yunida Bukit (Indonesia), Mrs. Nanik Sundari
(Indonesia), Mr. Faris Hadi Prasetyo (Indonesia), Mrs. Teti Hastati (Indonesia), Mrs. Imelda Ester Riana (Indonesia),
Mrs Ria Krisna Muladsih (Indonesia), Mrs. Better Ridder (Indonesia), Mrs. Etyk Yunita Anjarsari (Indonesia), Mrs.
Siti Asfijah Abdoellah (Indonesia), Mrs. Dwi Resmiyati (Indonesia), Ms Dini Kusumawati (Indonesia), Dr Ayuti
Haqqi Aliyan (Indonesia), Dr Indah Zulhijma Wattiheluw (Indonesia), Dr Nurhidayat (Indonesia), Ms Eva Zahrah
(Indonesia), Ms Tian Nugraheni (Indonesia), Ms Aishath Jaleela (Maldives), Mr. Mohamed Fazeen (Maldives), Ms.
Gowrie Kaththriarachchi (Sri Lanka), Mr Kritsada Limpananont (Thailand), Mr. Wittaya Prachachalern (Thailand),
Miss Thanyaporn Puengpipattrakul (Thailand), Ms. Boontarika Boonyapiwat (Thailand), Mrs. Witinee Kongsuk
(Thailand), Dr Antonio Oqui (Timor-Leste), Dr Olivia Maria Leite (Timor-Leste), Mr. Teodoro Margal de Jesus
(Timor-Leste), Ms. Aminath Fariha Mohamad (WHO), Dr Anita Sands (WHO), Ms. Liyana Rakinaturia (WHO), Dr
Marie Valentin (WHO), Ms Prapassorn Thanaphollert (WHO), Mr. Roderick Salenga (WHO), Mrs. Sonam Yangchen
(WHO), Mrs. Sushma Shakya (WHO), Mr. Ugyen Wangchuk (WHO), Dr Valerio Reggi (WHO), Dr. Vinod Bura
(WHO)
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As requested during the June 2022 meeting in Delhi and as informed during the meeting of the Steering group in
December 2022, the Assembly were included two main sessions:

a) 24-25 July: Preparatory meeting of the Working Groups and Steering Group (the costs of physical participation
will be borne by WHO for the members of the Steering group, the Chairs of the working group, and the
Rapporteurs — other participants may attend at their own costs or virtually)

b) 26-27 July: Assembly of the Members of SEARN (the costs of physical participation will be borne by WHO
for Heads of NRAs (or a person designated) and one person designated to assist in the discussions, the
members of the Steering group, and Chairs of the working groups — other participants may attend at their own
costs or virtually)

4. Bill Approved in SEARN Assembly:
A. Revised ToR:

a) Description of the role of partners and other supporting organizations, and applicable rules for confidentiality
and links of interest

b) Rotation members from steering group: 2 years mandate

c) Possibility for secretariat to circulate draft agendas without prior clearance from the chairs (the date will
continue to be agreed before)

d) Meetings frequency: deletion of the reference to 6 months
e) Description of the role and responsibilities of the focal points
f) Addition of a section on Preparedness and SEARN coordinated response to a public health emergency

g) Addition of a mention in the Transparency section that ‘all efforts will also be made to publish a summary of
the outputs from the work plan’

B. Bangladesh will be the Host of the next Assembly of the Members of SEARN:

As one expression of interest received from Bangladesh, member countries agreed with the proposal and approved
in the house that Bangladesh will be the next hosting country and Chair of the Steering group for the year 2024.

C. Rotation members of the Steering group:

One expression of interest received from Sri Lanka to be a member of steering group, for this reason house approved
the proposal of Sri Lanka to replace the Maldives in the Steering group.

D. Approval of the outputs from the working groups

WGH: all outputs adopted, with a request to further detail the scope and means for sharing test results, as
appropriate

WGQG2: all outputs adopted
WG3: all outputs adopted
WG4: all outputs adopted
* Declaration of the SEARN members
* Guidelines to SEARN members on information sharing
¢ Confidential Disclosure agreement template
WGS: all outputs adopted
Secretariat to circulate draft minutes of this week:
* Working groups
* Steering group

* Assembly
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Secretariat to revise the public summaries of the outputs of the 2022-2023 workplan in line with the discussions
¢ To be published once the minutes are adopted
Declaration of the Members of SEARN on information sharing and new work plan to be published on the website
First meetings of the drafting groups and working groups to be planned
Initiation of the CIP: discussion with interested partners based on the adopted work plan

5. Learning from SEARN:

a) Capacity Building: To facilitate and support regulatory capacity development to enhance regulatory skills and
competencies and strengthen regulatory systems in the region. Pilot the development of the preferred domains
from each dimension of the draft Global competency framework: Meta-Competencies (Collaboration),
Core-Competencies (regulatory framework, policies, and process), Role-specific competencies for reviewers
(Product quality), inspectors (Regulatory decision-making), laboratory analysts (Laboratory systems and
equipment), vigilance personnel (Post-market surveillance)

b) Information Sharing: SEARN is dedicated to information sharing, and especially to create an enabling
environment to enhance communication and information sharing on regulatory policies, guidelines, standards,
procedures, outputs and regulated products and entities between NRAs in the region.

¢) Reliance: Facilitate reliance in the SEARN region to understand how reliance is used in the region and better
define the needs and to build convergence on criteria for identifying a reference regulatory authority. SEARN
supporting the development of reliance in the same functions where it is currently used especially Marketing
Authorizations, Vigilance, Regulatory Inspections, and Laboratory Testing. The current use of reliance in lot
release but a significant interest was also expressed in developing reliance for regulatory system.

d) Sustainability: How to ensure sufficient and sustainable resources among the SEARN network and carry out
the intended activities included in its work plan.

e) Reference Standard: Drafting a strategy to facilitate the identification needed and sharing of reference
material/chemical reference standard in the region

f) Laboratory QMS: A variety of tools is available to support laboratories in improving and demonstrating their
quality. These include WHO pre-qualification, accreditation according to ISO 17025, WHO-NNB Network and
WHO assessment as per GBT. Participation, implementation and information sharing in relation to these tools can
contribute to improve the performances of laboratory testing in the region and facilitate reliance.

g) Increase Reporting: How to draft a strategy to stimulate reporting in the region, including technical solutions.
This work shall be embedded in the scope and objectives of WG3, which include all medical products that are in
the scope of SEARN and also consider substandard and falsified products. While there are specificities to the
different types of reports, it is expected that this strategy may address many of the common challenges and
solutions.

h) Regulatory Intelligence: How to develop a regional approach to regulatory intelligence in time of public
health emergency to support NRAs. WHO South-East Asia Regional office shared its experience of the type of
information which has proven helpful in time of public health emergencies.
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6. DGDA Achievement from SEARN:
* Maldives and Bhutan expressed interest to depend on DGDA for registration of medicine and vaccine.
* Positive attention and good remarks from the member countries of SEARN.
* DGDA Shown potentiality in working group 1 (Quality) and working group 4 (Information Sharing)
* Laboratory access department of DGDA drawn attention for training hub of other SEARN members.
* Bangladesh will host next SEARN very first time which will be remarkable in the health sector.

7. Saima Wazed, elected 1st Bangladeshi head of WHO Southeast Asia:

Saima Wazed, the daughter of Bangladesh Prime Minister Sheikh Hasina, and an autism activist, was elected the
head of the World Health Organisation’s (WHO) Southeast Asia office on 1st November 2023.

She is the first Bangladeshi to hold the post and will take over next February from another pioneer — India’s Poonam Khetrapal
Singh, who became the first woman Regional Director of the Southeast Asia Regional Office (SEARO) in 2014.

©
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Mini Lab Report: July 2022 - June 2023:

DGDA Implemented Risk-based Post-marketing Surveillance (RB-PMS) to identify Substandard
and Falsified (SF) medical products from the market to take regulatory actions.

Quality medicines are essential for effective disease control and management. Substandard and Falsified (SF)
medicines in the market can cause treatment failure and adverse drug reactions, increase morbidity and mortality, and
contribute to the development of drug resistance. Eliminating SF medicines from the market is an essential Medicines
Regulatory Authority (MRA) function. Directorate General of Drug Administration (DGDA) under the Ministry of
Health and Family Welfare (MoHFW) is sole responsible to ensure the overall quality, efficacy, and safety of medical
products in the market and protect public from the threats posed by SF medical products. DGDA’s Market
Surveillance and Control (MC) department, through post marketing surveillance, identifies the SF medical products
available in the market. Since 2018 DGDA has been performing risk-based prost marketing surveillance (RB-PMS)
to monitor the quality and safety of medical products throughout the country.

USAID’s Promoting the Quality of Medicines Plus (PQM+) program assisted DGDA to establish eleven Minilab at
its eight divisions and three most vulnerable districts. PQM+ supported MC department to establish the RB-PMS
system by developing the RB-PMS guideline, Standard Operating Procedures (SOPs), protocol, template, format, and
providing Training of Trainers (ToT) to the DGDA’s inspectors.

The RB-PMS approach comprises field-based screening techniques to identify suspicious and doubtful samples
available in the market. In this approach, prioritizing the products for collection is based on associated risk factors,
e.g., first moving, the sudden outbreak of disease, costly products, incident/prevalence of disease, complexity of
products, distribution complexity, patient vulnerability, etc. DGDA also takes into consideration the national- and/or
donor-priority medicines for inclusion in the annual RB-PMS plan, e.g., TB, MCH, FP, HIV, Malaria, and others as
NCL has the capability to perform quality testing of these priority medicines.

An RB-PMS committee oversees and provides overall guidance to the field inspectors to conduct RB-PMS of
medical products throughout the country using the eleven minilabs and supports leadership to disseminate SF result
among the stakeholders and public. DGDA, in April 2022, started adopting PQM+ Medicine Risk-based Surveillance
(MedRS) tool focusing the national priority medicines. MedRS is a tool that facilitates the planning, design, and
development of sampling protocols for a risk-based PMS. The tool helps evaluate risks associated with medicines,
geographic locations, and supply and distribution chains. By calculating composite risk scores, the tool can help
determine what medicines to sample, how many samples to collect, and where to collect those samples.

Opening speech of RB-PMS MedRS workshop by Major General Mohammad Yousuf,
Director General, DGDA on 28 Mar 2022.

o
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The risk-based approach in Bangladesh has indeed made a significant impact. By focusing on higher-risk products, it
enhances patient safety and ensures efficient resource utilization. The risk-based approach prioritizes products that
pose greater risks to patients. By identifying and addressing risks early, the risk-based approach helps prevent AMR
that help consumers to gain confidence that medicines are under surveillance by DGDA.

DGDA is now planning to extend the number of Minilab sites to provide increased coverage of sampling and testing
throughout Bangladesh under RB-PMS system. Currently USAID’s PQM+ has been supporting DGDA MC
department to initiate RB-PMS of vaccines through the development of guidelines, protocol, testing procedures, and
providing capacity-building training to DGDA and NDCL staff.

TE 7

W

USAID Activity Manager visited Mymensingh minilab in August 2022.

RB-PMS Status
Period: July 2022 to June 2023

Divisions/Disrcts | Toal Froducts | Number ofsuspesed
Rajshahi 387 01
Chattogram 249 02
Barishal 292 0
Rangpur 249 01
Dhaka 535 09
Cox's Bazar 110 0
Mymensingh 126 03
Khulna 185 0
Sylhet 140 0

Total 2273 16

Table: SF result of RB-PMS from July 2022 to June 2023

DGDA established a central monitoring system for the RB-PMS system at DGDA, Dhaka. All the relevant guidelines,
standard operating procedure, protocol, template, format, annexures, record log and online database are maintained
by the MC department. Skilled and experienced workforce are assigned to conduct regular RB-PMS.

@
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.89 Application checklist for permission for Manufacture & Import of Medical Devices

0 3 N L AW

9.

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

. Authorisation letter of the Authorised Agent.

. Name address and communication details of the manufacturer.

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

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

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

. Details of the Conformatory Assessment body.

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

for the device?
Principle use of the device.

10. Is it a drug-device combination?

11. If the above is “yes”, is the drug a new drug.

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

13. Sizes of the device.

14. Is Device Master File submitted.

15. Short description of the Manufacturing process.

16. Procedure for sterilization.

17. Procedure for release of the Device in the market.

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 QMS and manual.

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

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

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

<.88. Criteria for CRO/Clinical Trial Centre:

1
2
3
4
5
6
7

. CRO Profile to be submitted.

. Organogram .

. CV of Researchers and members .

. Job Description.

. Whether every person involved in the clinical trial has each got GCP training.
. Clinical trial site master file.

. Whether the Clinical Trial Center/CRO has Bio-analytical Lab

a. If not, have they got any contract with any Bio-analytical/analytical Lab having Biological Sample

Analytical Facility.
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b. Biological Sample storage & Carrying facility.
c. Whether the Analytical Laboratory got any accreditation.
8. Whether any chief investigator designated or contracted to the CRO or Clinical Trial Center.
9. Whether the CRO got IRB/IEC
a. Structure of IRB/IEC
b. Whether IRB/IEC registered from BMRC or approved by Law/Authority
10. Storage Facility of IP
a. Whether Temperature Sensitive Product Storage Facility
11. SOP for Handling of IP.
12. Archive Facility
a. Isthe Archive Facility has Controlled Access .
b. Is the Archive Storage Area Fire Proof & Pest Control .
13. Does the CRO/Clinical Trial Center has hospital facility.
14. Whether they have emergency handling facility such as, Intensive Care Facility in the Hospital or has contract
with any nearby intensive care unit.
15. Emergency Trolley & Ambulance Facility.
16. Quality Management Systems.
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SL. # | 1. ANAESTHETICS
1.1 General anaesthetics and oxygen
1.1.1 Inhalational medicines
1 Halothane
2 Nitrous Oxide-Oxygen for Anaesthesia
3 Oxygen Inhalation
1.1.2 Injectable medicines
4 Thiopental Sodium Injection
5 Ketamine Injection
1.2 Local anaesthetics
6 Lignocaine with or without Adrenaline Injection 1% and 2%
7 Procaine Hydrochloride Injection (Various Strengths)
8 Bupivacaine Hydrochloride Injection
1.3 Preoperative medication and sedation for short-term procedures
9 Atropine Sulphate Injection
10 | Morphine Sulphate Injection
2. ANALGESICS, ANTIPYRETICS, NON-STEROIDAL ANTI-INFLAMMATORY
MEDICINES (NSAIMs), MEDICINES USED
TO TREAT GOUT AND DISEASE MODIFYING AGENTS IN RHEUMATOID DISORDERS
(DMARDs)
2.1 Non-opioids and non-steroidal anti-inflammatory medicines (NSAIMs)
11 | Aspirin Tablet 75-100 mg
12 | Paracetamol Tablet/Syrup/Suspension/ Suppository
13 | Pethidine Hydrochloride Injection
14 | Indomethacin Capsule/Suppository/Sustained Release Tablet
15 | Ibuprofen Tablet
16 | Naproxen Tablet
2.2 Opioid analgesics
SL No — 10
2.3 Medicines used to treat gout
17 | Allopurinol Tablet
18 | Colchicine Tablet
2.4 Disease modifying agents used in rheumatoid disorders (DMARDs)
19 | Penicillamine Tablet
20 | Sulphasalazine Tablet
21 Sodium Aurothiomalate Injection
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22 | Methotrexate Tablet/Injection
23 | Chloroquine Oral liquid/Tablet

3. ANTIALLERGICS AND MEDICINES USED IN ANAPHYLAXIS

24 | Chlorpheniramine Maleate

Tablet/Syrup/Injection

25 Prednisolone

Tablet

26 Dexamethasone

Tablet/Cream/Injection

27 | Hydrocortisone

Injection/Cream/Ointment

28 | Promethazine Hydrochloride

Tablet/Injection

4. ANTIDOTES AND OTHER SUBSTANCES USED IN POISONINGS

4.1 Non-specific

29 | Activated Charcoal Tablet
4.2 Specific

30 | Naloxone Hydrochloride Injection

31 | Pralidoxime Mesylate Injection

SL No - 09

Injection/Eye drop/ointment

5. ANTICONVULSANTS/ANTIEPILEPTICS

32 Phenobarbitone

Tablet/Injection

33 | Phenytoin

Tablet/Capsule/Elixir

34 | Ethosuximide Capsule
35 | Magnesium Sulphate 50% Injection
6. ANTI-INFECTIVE MEDICINES
6.1 Anthelminthics
6.1.1 Intestinal anthelminthics
36 | Mebendazole Tablet
37 | Albendazole Chewable Tablet
38 | Levamisole Tablet/Syrup
39 | Niclosamide Tablet
6.1.2 Antifilarials
40 | Diethylcarbamazine Tablet/Suspension
SL No — 37

6.2 Antibacterials

6.2.1 Beta Lactam medicines

41 | Amoxycillin

Capsule/Dry Syrup /Injection

42 | Ampicillin

Capsule/Dry Syrup /Injection

43 | Phenoxymethyl Penicillin

Tablet/Syrup

44 Benzathine Penicillin

Injection
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45 | Flucloxacillin Capsule/Syrup/Injection
46 | Procaine Penicillin Injection
47 | Cephradine Capsule/Syrup/Injection
48 | Cephalexin Capsule/Tablet/Syrup
49 | Benzyl Penicillin Injection
50 | Cloxacillin Capsule/Syrup/Injection
51 | Amoxiclav Tablet/Capsules/ Dry Syrup/Injection
6.2.2 Other antibacterials
52 | Erythromycin Tablet/Oral Suspension /Injection
53 | Chloramphenicol Eye/Ear Drops/Ointment
54 | Doxycycline Capsule
55 | Co-Trimoxazole Tablet/Suspension
56 | Metronidazole Tablet/Oral Liquid/Injection
57 | Tetracycline/Oxytetracycline Hydrochloride Capsule/Injection
58 | Nalidixic Acid Tablet/Syrup
59 | Trimethoprim Tablet/Suspension/Injection
6.2.3 Antileprosy medicines
60 | Clofazimine Capsule
61 | Dapsone Tablet
6.2.4 Antituberculosis medicines
62 | Ethambutol Tablet
63 | Isoniazid with or without Ethambutol Tablet
64 | Pyrazinamide Tablet
65 | Rifampicin with or without Isoniazid Tablet
66 | Streptomycin Sulphate Injection
67 Ri'fampicin + Isoniazid + Pyrazinamide with or -
without Ethambutol
68 | Rifampicin + Isoniazid + Ethambutol Tablet
6.3 Antifungal medicines
69 | Griseofulvin Tablet
70 | Clotrimazole Cream/Pessaries/Solution/Dusting Powder
71 | Nystatin Tablet/Suspension/Cream/Gel
7 Preparations of Imidazole or Nystatin for
Vaginal and Vulval Candidiasis
6.4 Antiviral medicines
73 | Acyclovir Tablet/Cream /Eye ointment/

Intravenous Infusion
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74 | Nelfinavir (NVP) Oral powder/tablet
6.4.1 Antiherpes medicines
75 | Idoxruridine Eye Drops
6.4.2 Antiretrovirals
6.4.2.1 Nucleoside/Nucleotide reverse transcriptase inhibitors
76 | Abacavir (ABC) Oral Liquid/ Tablet
77 | Lamivudine (3TC) Oral liquid,/Tablet
78 | Tenofovir disoproxil fumarate (TDF) Tablet
79 | Zidovudine (ZDV or AZT) g}?gjggﬁ;iizuid/ 1V infusion/
6.4.2.2 Non-nucleoside reverse transcriptase inhibitors
80 | Efavirenz Capsule/ Oral Liquid/ Tablet
81 | Nevirapine (NVP) Oral Liquid/ Tablet
6.4.3 Other antivirals
82 | Oseltamivir Tablet
6.5 Antiprotozoal medicines
6.5.1 Antiamoebic and antigiardiasis medicines
83 Diloxanide Tablet
6.5.2 Antileishmaniasis medicines
84 Sodium Stibogluconate Injection
6.5.3 Antimalarial medicines
6.5.3.1 For curative treatment
85 Artemether with Lumefantrine Tablet
86 Primaquine Tablet
87 Sulfadoxin with Pyrimethamine Tablet
88 Artesunate Injection,/ Tablet
89 Mefloquine Tablet
90 Quinine Injection,/Tablet
6.5.4 Antipneumocystosis and antitoxoplasmosis medicines
91 Pyrimethamine Tablet
7. ANTIMIGRAINE MEDICINES
7.1 For treatment of acute attack
92 Sumatriptan Succinate Tablet/Injection/Nasal Spray
93 Acetylsalicylic acid Suppository/Tablet
SL No—11
SL No — 12
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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/I'V Infusion
8.2 Cytotoxic and adjuvant medicines
97 Actinomycin D/Dactinomycin Injection
98 Bleomycin Injection
99 Calcium Folinate/Calcium Leucovorin Tablet/Injection
100 | Cyclophosphamide Tablet
101 Busulphan Tablet
102 | Cisplatin Injection
103 | Chlorambucil Tablet
104 | Crisantaspase/L-asparaginase Injection
105 Thioguanine Tablet
106 | Vinblastine Sulphate Injection
107 | Vincristine Sulphate Injection
108 | Doxorubicin Injection
109 | Mercaptopurine Tablet
110 | Lomustine Capsule
111 Melphalan Tablet/Injection
112 | Mitomycin Injection
113 | Mustine Hydrochloride Injection
8.3 Hormones and antihormones
114 | Tamoxifen Tablet/Capsule
115 | Vasopressin Injection
116 | Liothyronine Sodium Tablet/Injection
117 Stilboestrol/Diethylstilboestrol Tablet
SL No —26 Injection
SL No —27 Injection
8.4 Medicines used in palliative care
118 | Hyoscine Butylbromide Tablet/Injection
119 | Amitryptyline Tablet
120 | Propanththeline Bromide Tablet
121 Lactulose Powder/Solution
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SL No — 26 Tablet/ Injection
9. ANTIPARKINSONISM MEDICINES
122 | Levodopa with Carbidopa Tablet
10. MEDICINES AFFECTING THE BLOOD
10.1 Antianaemia medicines
123 I1:::ir((:)11AsCi(81ulphate/Fumarate, with or without Tablet/Syrup
124 Folic Acid Tablet
10.2 Medicines affecting coagulation
125 | Heparin Injection
126 | Dipyridamole Tablet/Oral Suspension/Injection
127 | Protamine sulfate Injection
11. BLOOD PRODUCTS AND PLASMA SUBSTITUTES
11.1 Plasma substitutes
128 | ACD Blood Pack/Double Bag/Triple Bag
129 Plasrga Substitutes/Dext.ran—40/ Succinylated
Gelatin Intravenous Infusions
130 | Dextran 70 Injection
11.2 Plasma fractions for specific use
131 Plasma Fractions/Human Albumin Solution for IV infusion
12. CARDIOVASCULAR MEDICINES
12.1 Antianginal medicines
132 | Metoprolol Tartrate Tablet
133 | Glyceryl Trinitrate Tablet /Spray
134 | Isosorbide dinitrate Tablet /Injection
135 | Isosorbide Mononitrate Tablet
12.2 Antiarrhythmic medicines
136 | Procainamide Injection/Capsule
137 | Digoxin Tablet/Injection
138 | Disopyramide Tablet/Capsule
12.3 Antihypertensive medicines
139 | Atenolol Tablet
SL No 94 Tablet /Injection
140 | Methyldopa
141 Captopril Tablet
142 | Diazoxide Injection
143 Sodium Nitroprusside Injection
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144 | Prazocin Hydrochloride Tablet
145 | Enalapril Tablet
146 | Spironolactone Tablet
147 Hydrochlorothiazide Tablet
12.4 Medicines used in heart failure
148 | Dopamine Injection
SL No — 137
SL No — 144
12.5 Antithrombotic medicines
149 | Clopidogrel Tablet
12.6 Lipid-lowering agents
150 | Simvastatin Tablet
12.7 Anti- Hypotensive medicine
151 Metarminol Injection
13. DERMATOLOGICAL MEDICINES (topical)
13.1 Antifungal medicines
152 | Miconazole Cream/ Dusting Powder/Spray/Oral Gel
153 Sodium thiosulfate Solution
13.2 Anti-infective medicines
154 | Potassium Permanganate Crystal/Solution (0.1%)
S1 No 57 Ointment
155 Silver sulfadiazine Cream
13.3 Anti-inflammatory and antipruritic medicines
156 | Calamine Lotion
157 Betamethasone Ointment, Cream
158 | Betamethasone with Neomycin Ointment
159 | Neomycin sulfate with Bacitracin Ointment/Powder
SL No —26 Cream
SL No — 27 Cream/ Ointment
13.4 Medicines affecting skin differentiation and proliferation
160 | Salicylic Acid + Benzoic Acid Ointment, Cream
161 Fluorouracil Capsule/Injection/Cream
162 | Salicylic acid Solution
13.5 Scabicides and pediculicides
163 Benzyl Benzoate Lotion
164 | Permethrin Cream/ Lotion
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14. DIAGNOSTIC AGENTS
14.1 Ophthalmic medicines

165 | Flurescein Eye drops

166 | Tropicamide Eye drops

14.2 Radiocontrast media

167 Barium Sulphate (X-Ray Grade)

168 | lodipamide Injection

169 | lothalamic Acid with Meglumine Oral Solution
15. DISINFECTANTS AND ANTISEPTICS
15.1 Antiseptics

170 Chlorhexidine with or without Cetrimide Solution/Cream

171 Povidone-Iodine 10% Alcoholic Solution

172 Bismuth, lodoform and Paraffin Paste (BIPP) For Nasal Pack

15.2 Disinfectants

173 | Chloroxylenol Solution/Cream
16. DIURETICS
174 | Frusemide Tablet/Injection
175 | Bendrofluazide Tablet
SL No — 146 Tablet/Capsule
176 Mannitol Infusion Solution 10% and 20%
SL No - 147

17. GASTROINTESTINAL MEDICINES

17.1 Antiulcer medicines

177 ﬁ;;;nslinr; TI_I’II}; (ijlrizzi:e Gel with o without Tablet/ Suspension
178 | Ranitidine Tablet /Injection
179 | Omeprazole Capsule/Tablet /Injection
17.2 Antiemetic medicines
180 | Cinnarizine Tablet
181 Metoclopramide Hydrochloride Tablet/Oral Solution/Injection
182 | Prochlorperazine Tablet/Injection
SL No - 28
17.3 Anti-inflammatory medicines
SL No-20 Suppository
17.4 Laxatives
183 | Glycerin/Glycerol Suppositoryfor adult/child/infant
184 | Senna/Sennosides Tablet
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17.5 Medicines used in diarrhoea
17.5.1 Oral rehydration
185 | Potassium Chloride Tablet/Syrup

186 Sodium Chloride 0.9%, without or with Dextrose | Intravenous Infusion

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
192 | Ethinylestradiol + Lynestrenol Tablet 0.0375mg+0.75mg

193 Desogesterol + Ethinylestradiol Tablet:0.15mg+0.03mg

194 | Levonorgestrel Tablet 750microgram

18.3.2 Injectable hormonal contraceptives

195 | Depot Medroxyprogesterone Injection

18.3.3 Intrauterine devices

196 | Copper-T containing device
18.3.4 Barrier methods
197 | Condoms

18.3.5 Implantable contraceptives

198 | Levonorgestrel-releasing implant

18.4 Estrogens
199 Oestrogens with or without Progestogens for
HRT
18.5 Insulins and other medicines used for diabetes
200 | Glibenclamide Tablet
201 Insulin Various preparations
202 | Chlorpropamide Tablet
203 Metformin Hydrochloride Tablet

18.6 Ovulation inducers
204 | Clomiphene Citrate Tablet
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18.7 Progestogens
205 | Medroxyprogesterone acetate Tablet: 5 mg.
18.8 Thyroid hormones and antithyroid medicines
206 | Carbimazole Tablet
207 | Aqueous lodine Oral Solution (Lugol’s Solution)
208 | Thyroxine Sodium Tablet
209 | Levothyroxine Tablet
19. IMMUNOLOGICALS
19.1 Diagnostic agents
210 | Sodium Diatrozoate with Meglumine Sodium Injection
211 Tuberculin, purified protein derivative Injection

19.2 Sera and immunoglobulins

212 | Diphtheria Antitoxin

213 Polyvalent Antivenoms

214 Tetanus Antitoxin Injection (Minimum 10,000 IU Dose)
215 | Human Normal Immunoglobulin Injection
19.3 Vaccines

216 | BCG Vaccine

217 | DPT Vaccine

218 Pentavalent vaccine(DPT,HepatitiesB ,Hib)
219 | Pneumococcal Vaccine(PCV)

220 | Poliomyelitis Vaccine(OPV &IPV))

221 MR Vaccine (Mesales &Rubella)

222 Measles vaccine Injection

223 Hepatitis- B Vaccine Injection
20. MUSCLE RELAXANTS (PERIPHERALLY-ACTING) AND CHOLINESTERASE
INHIBITORS

224 | Neostigmine Tablet/Injection

225 Suxamethonium Chloride Injection

226 | Pancurium Bromide Injection

227 | Gallamine Trithiodide Injection

21. OPHTHALMOLOGICAL PREPARATIONS

21.1 Anti-infective agents

228 | Framycetin Sulphate Eye Drops/Ointment
229 | Gentamycin Injection/Eye Drops/Ointment
230 | Tetracaine/Amethocaine Eye Drops

SL No - 53 Eye Drops/ Ointment
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21.2 Anti-inflammatory agents

231 Corticosteroid Eye drops/Ointment
SL No - 158 Eye Drops
21.3 Local anaesthetics
SL No - 230
21.4 Miotics and antiglaucoma medicines
232 | Pilocarpine Eye Drops (Various Strengths)
233 | Acetazolamide Tablet
234 Carbachol Tablet/Eye Drops
SL No - 151
21.5 Mydriatics
235 | Phenylephrine Hydrochloride Eye drops
236 | Homatropine Eye drops
SL No - 09 Injection/eye drop/ointment
22. OXYTOCICS AND ANTIOXYTOCICS
22.1 Oxytocics
237 | Trifluperazine Tablet/Oral Solution
238 | Oxytocin Injection
239 | Ergometrine Injection
22.2 Antioxytocics (tocolytics)
240 | Nifedipine Capsule
23. PERITONEAL DIALYSIS SOLUTION
241 Intraper.it'oneal dialysis solution (of appropriate Parenteral solution.
composition)
24. MEDICINES FOR MENTAL AND BEHAVIOURAL DISORDERS
24.1 Medicines used in psychotic disorders
242 | Chlorpromazine Hydrochloride Tablet/Syrup/Injection
243 | Haloperidol Tablet/Capsule/Oral Liquid
24.2 Medicines used in mood disorders
24.2.1 Medicines used in depressive disorders
244 | Imipramine Hydrochloride Tablet/Syrup
245 | Nortriptyline Tablet
246 | Flupenthixol Dihydrochloride/Decanoate Tablet/Injection
SL No-119
24.2.2 Medicines used in bipolar disorders
247 | Carbamazepine Tablet/Oral Liquid/Suppository
248 | Lithium Carbonate/Citrate Tablet/Oral liquid
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24.3 Medicines for anxiety disorders

249 | Diazepam Tablet/Injection
250 | Clobazam Tablet
24.4 Medicines used for obsessive compulsive disorders
251 Clomipramine Hydrochloride Tablet/Syrup/Capsule/Injection
24.5 Medicines for disorders due to psychoactive substance use
252 | Methadone Hydrochloride Tablet/Injection
25. MEDICINES ACTING ON THE RESPIRATORY TRACT
25.1 Antiasthmatic and medicines for chronic obstructive pulmonary disease
253 Salbutamol Tablet/Elixir
254 | Adrenaline/Epinephrine Injection
255 | Aminophylline Tablet/Injection
26. SOLUTIONS CORRECTING WATER, ELECTROLYTE & ACID-BASE DISTURBANCES
26.1 Oral
256 | Oral Rehydration Salts (ORS) Sachet for 500 ml
257 | Cholera Fluid Intravenous Infusion
258 | Sodium hydrogen carbonate Injection
26.2 Parenteral
259 Dextrose in Water Intravenous Infusion, 5%, 25% and 50%
260 | Supplemental Parenteral Nutrients For adding to Infusion
261 Glucose Injectable solution
262 | Glucose with sodium chloride Injectable solution
263 Sodium chloride Injectable solution
264 | Sodium chloride 3% I/V fluid
265 IS)(;iitl;;l;ec;Z)ride quartat strength (0.225%) + UV fluid
SL No 259 Injectable solution
26.3 Miscellaneous
266 | Water for Injection (sterile/pyrogen free)
267 | Dialysis Fluid
27. VITAMINS AND MINERALS
268 | Ascorbic Acid/Vitamin C Tablet
R
270 | Vitamin B, Tablet /Injection
271 Vitamin K Tablet /Injection
272 | Vitamin E Tablet
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273 | Vitamin B-Complex Tablet/Drops
274 | Calcium Gluconate Tablet/Injection
275 | lodized Oil Injection
276 | Vitamin B> Injection
277 | Nicotinamide Tablet
278 | Pyridoxine Tablet
279 | Retinol .Ca'lpsu?le/ Tablet/ Oral oily solution/Water-miscible
injection
280 | Riboflavin Tablet
281 Thiamine Tablet
SL No - 124
28. EAR, NOSE AND THROAT CONDITIONS IN CHILDREN |[c]
282 | Ciprofloxacin Eye drops for SL and above
283 Gentamicin + Hydrocortisone Ear Drops
284 | Xylometazoline Nasal drops
SL No - 53 Ear Drops/ Ointment
29. SPECIFIC MEDICINES FOR NEONATAL CARE |[c]
30. MUCOLYTICS, EXPECTORANTS AND COUGH SUPRESSANTS
285 | Dextromethorphan Syrup
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3¢, | *1w9® Fega (Sharbat Neelofar) R
3%, | *9e weev (Sharbat Faulad) ACLE
33q. | *%@® AT (Sharbat Buzuri) T
3o, | *F<® e (Sharbat Santara) Cew
335, | *F9® @R (Sharbat Belgiri) wgeT
S20. | *7de freai (Sharbat Niswan) O
5. | *=ew fr (Sharbat Nisa) AXhl
52, | *[9=® *1ZH (Sharbat Shahqa) ikl
9R9. [ *F¥® *iFl (Sharbat Shefa) o




A

<|-H2‘7<PQWQOQQ-QOQ\') e e fmen
T TR SR (AR T Dosage Form

538, | *z<e figEr (Sharbat Misali) NEGl

9R¢. | *F® Jcew (Sharbat Mavez) O

3RV, | *7® @1F (Sharbat Seb) kil

54, [ *FRe (@Xe-wFAl (Sharbat Shehat Afza) o

O | *gqw WreFl (Sharbat Atfal) o T

335, | *fre fofie (Sharbat Tiflin) Sl

s9o. | *gw we¥ (Sharbat Talkh) oI

S0d. | *F<e g (Sharbat Toot) o =

SOR. | enidv 3T (Marwareed Saiyal) O

d00. | Fw wigFd (Qurs Asfar) DINGI
298. | e fewifde (Qurs Ziabit) DA
20¢. | gER YFRET API/AARE (Qurs Mugavvi Khas/Mubahhi) DINGI
S0V, | g Y (Qurs Munashshif) DINGE
»0q. | =% T2 (Qurs Muhazzil) DINGI
Sob. | g AREH (Qurs Sailan) BIRCEs
d05. | gFR ARG (Qurs Salajeet) GRS
380. | gz ¥gres (Qurs Ehtelam) BIIRC0
585, | 9= &K (Qurs Gulnar) IS
382, | gz IR (Qurs Barsina) BIRGTS
580, | g AT (Qurs Hazmina) Sl

v88. | T9= gwge (Qurs Infuza) By
s8¢. | FF= Ao (Qurs Pechish) IDINGI
s8b, | A= T (Qurs Zaheer) BraeETs
s8q. | Pa= I (Qurs Bandish) IDISGI
38b. | TR TIRE (Qurs Mulayin) ByaTs
385, | TR ONSE (Qurs Awja) SracTs
Seo. | @R AW (Qurs Deedan) BIICeTe
S¢S, | 3a= @RI (Qurs Larzin) BIICIt
sex. | oMifef® “=T (Garlic Pearls) IDIRGIE
seo, | 2ER SR (Habb-e Azaraqi) IDINGI
5¢8. |RIT = (Habb-e Ahmar) BT
see. |20 = G (Habb-e Ambar Momiyaee) IDISIGI)
sev, | =T 3Fifwe (Habb-e lyariz) IDINGIT
s¢q. | XCIR ex|i/*we A (Habb-e Usara/Sharbat Sana) GG
ser. | 23R f&qre (Habb-e Kibreet) IEIGI
5eb. | Zta 1 (Habb-e Kath) BIIRe0
Svo, |0 TmeTR (Habb-e Jadwar) B7TS
Suy. | & gW (Habb-e Jund) DRG]
su3, | ¥@E oME (Habb-e Tabasheer) BreEs
svo, | =R fonzaid/fergare g (Habb-e Tiryaqi/Tiryaq Samania) G
S8, | MRS (o7 (Habb-e Tehal) DIEIGIT
sue. | =R e (Habb-e Nishat) Gy

<
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Suy, | T IWE (Habb-e Madar) DIRIGIT
svq, | 2R FeTe (Habb-e Rasaut) BIIRees
S, | RMe3T =923 (Habb-e Shabyar) DN
S, | 23R ARSI (Habb-e Salateen) IsGI
S90. | YR T2/ AA® (Habb-e Munish/Mumsik) GRS
59). | XTI (Habb-e Yarkan) DINGI
59, | R foma/e=am (Habb-e Tinkar/Usba) BIICTs
590, | FMIF RS [@F wewiczns (Habb-¢ Hayateen) DINGE
sa8. | I = (Habb-e Humma) oG
%q¢. | TS AeTRIE wwet (Habb-e Bawaseer Damavi) DIEGE
59V, | TR< TSN @< (Habb-e Murrakab) oG
5q9. | 23T AreTEia dr (Habb-e Bawaseer Badi) BrEs
sqb. | ”IGIR Y (Habb-e Mudir) GRS
596, | EE (Hazmol) o
Sbo. | RRN/SFE W& (Marham/Arq Ajeeb) ikl
Sk, | TR FT (Marham Quba) TS
SR, | TERA/Aes Wi (Marham/Rowghan Kharish) e
Sbo. | =Y wefqw (Marham Naurin) ETS
w8, | Wy @Nifsiftie (Marham Soriasin) T
S, | TERY Ate*F (Marham Ateshak) eI
Sy, | =Y wiekfe (Marham Dakheliyoon) [T
Sorq. [ Fee sEl/erEEt (Rowghan Amla/Bhangra) [l
S, | Feew 34/ (Rowghan Surkh/Suranjan) [l
>, | aes e (Rowghan Jarbinol) [l
Sdo. | Fes 5iRRA/EEt (Rowghan Chaharburg) (e
5. | feet yIRAl/Teeg® (Tila Muqavi/Majlooq) [acl
SR, | TR WIRfw/amm (Qutoor Ainin/Ramad) SxGl
>po. | femm <@g (Jimad Bars) MeTR
558. | oo /@19 4= (Tila Mushki/Muqavvi Khas) [l
>o¢. | feerl *kar® (Tila Shangraf) skl
oL, | femtt gAY <ia® (Tila Migavi/Shagraf) [kl
554, | @i« (Barshasa) Dkl
sob. | Eifeer wwea (Iyariz Faiqra) ACTr
Sob. | ZeeT =ri/aArderat Yoo (Hulas Shammi/Lakhlakha Muattar) &kl
R00. |TEANRT (r=AT (Jawahir Mohra) o
205, |=e=dr (Jawhari) °
03, | oS FFF (Jawhar Kafoor) °H
s09, |@e=d A (Jawhar Seen) o
308. |7%® g\ (Sufoof Idrar) AT
J0¢. |7 28wt (Sufoof Intesabi) ATl
Jov, | 7E® T (Sufoof Gurmar) ATCTH
04, |7gE ffsme (Sufoof Jiriyan) AT
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Sor. |7%® %9 (Sufoof Namkin) ATSOHR
S05. | 7E® TAiIfe (Sufoof Mundamil) ASTIF
o, | 7T /A (Sufoof Suzak/Gonorin) N OIE
3y, | TEE miRhE (Sufoof Glycin) AT
3. | 7T gwifes (Sufoof Mufattit) AToF
syo. | wmEEE (Sufoof Ahmarin) MTTI
338, |7 Fat 34l (Sufoof Qayhee Kushta) AT
e, | gE P (Sufoof Musammin) ASTlT
v, |7 Ffes (Sufoof Musakkin) MTTIF
339, |7 3R (Sufoof Sang-Shikan) AT
. | e AGA/REE (Sufoof Suiatin/Suranjan) ACelR
395, |7 TR (Sufoof Hareera) ACTR
%0, |3t THIRET q=F (Surma Mugavvi Basar) ATCT
2R3, | W ArReRE/AE (Sufoof Pyorin/Babla) Ao
. | 7R Y@EFE (Zuroor Mujaffif) eI
229, | el $itaw (Farzaja Qabiz) ACTR

ARIFE- TR RfreiRe 3t wifeis

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

SI. No. Name of Medicine Sl. No. Name of Medicine
1. Abrotanum 22. Arnica mont
2. Absinthinum 23. arg. Nit
3. Aconitum nap 24. Arg. Met
4, Actea Racemosa 25. Aur. Met
5. Acalypha India 26. Bacillinum
6. Aesculus M 27. Badiaga
7. Agaricus M 28. Baptisia T
8. Alumina 29. Belladonna
0. Allium Cepa 30. Benzoic acid
10. Aloe Soc 31. Bar. Carb
11. Ammonium Carb 32. Baryta mur
12. Ammonium Mur 33. Berberis Vulgaris
13. Ammonium Phos 34. Bellis per
14. Angus tura vera 35. Bismuth
15. Antimonium Crud 36. Bovista
16. Antimonium Tart 37. Borax
17. Anacardium 38. Bryonia alb
18. Anthracinum 39, Bromium
19. Apis Mel 40. Bufo rana

20. Apocynum 41. Camphora
21. Arsenicum album 42. Carcinsin

<
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SI. No. Name of Medicine SI. No. Name of Medicine

43. Calc carb 84. Ferrum met
44, Calendula 85. Flouric acid
45. Cannabis indica 86. Gelsemium
46. Causticum 87. Glonoine
47. Cactus G 88. Graphites
48. Capsicum 89. Guaiacum
49. Carbo veg 90. Hamamelis vir
50. Carbolic acid 91. Helleborus
51. Carbo animalis 92. Hepar sulph
52. Calc fluor 93. Hippoz aenium
53. Calc phos 94. Hyoscyamus
54. Cantharis 95. Hydrocotyle A
55. Caulophyllum 96. Hydrasitis can
56. Carduas mar 97. Hypericum
57. Cedron 98. Ipecacuanha
58. China off 99. Ignatia
59. China ars 100. Iris ten
60. China Sulfh 101. Iris ver
61. Chamomilla 102. lodium
62. Chelidonium 103. Kali bich
63. Cina 104. Kali Carb
64. Cicuta vir 105. Kali sulph
65. Cocculus ind 106. Kali bromatum
66. Coca 107. Kali cyanatum
67. Coftea Crud 108. Kali Iod
68. Colchicum 109. Kali Mur
69. Conium mac 110. Kalmia lat
70. Croton tig 111. Kresotum
71. Crotalus Horridus 112. Lapis albus
72. Colocynthis 113. Lachesis
73. Cundurango 114. Lac Can
74. Cuprum met 115. Lac defloratum
75. Digitalis 116. Ledum pal
76. Dioscorea 117. Lilium tig
77. Diphtherinum 118. Lobelia inflata
78. Drosera 119. Lycopodium
79. Dulcamara 120. Lyssin
80. Equisetum 121. Mag carb
81. Formica rufa 122. Mag phos
82. Eupatorium perf 123. Medorrinum
83. Euphrasia 124. Merc sol
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SI. No. Name of Medicine SI. No. Name of Medicine
125. Merc sulph 162. Sabal Serrulata
126. Mezerum 163. Sabina
127. Mercuris 164. Sangunaria
128. Millefolium 165. Sarsaprilla
129. Mur. Acid 166. Selenium
130. Murex 167. Secale corr
131. Mygale 168. Senecio arueus
132. Naja tri 169. Sepia
133. Nat mur 170. Silicea
134. Nat phos 171. Spongia tosta
135. Nat carb 172. Spigellia
136. Nat sulph 173. Staphisagria
137. Nat ars 174. Stramonium
138. Nit acid 175. Stannum met
139. Nux vom 176. Sulphur
140. Nyctanhes arb 177. Sulphuric acid
141. Opium 178. Symphytum
142. Oleander 179. Teucrium M.V
143. Petroleum 180. Tellurium
144. Phoshorus 181. Thuja occi
145. Phosphoric acid 182. Tarentula Cub
146. Phytolacca 183. Terebinthina
147. Physostigma 184. Thyroidinum
148. Platina 185. Trillum Pendulum
149. Plumbum met 186. Trombidium
150. Podophyllum 187. Tuberculinum
151. Prunus spinosa 188. Urtica urenus
152. Psorinum 189. Nran Nit
153. Pulsatilla 190. Ustilago
154. Pyrogenium 191. Verat alb
155. Randunculus Bulb 192. Virat Viride
156. Rhatnia 193. Vipera tor.

157. Rhus-tox 194. Viburnum op
158. Rhododendron 195. Viscum alb
159. Robina 196. Wyethia

160. Ruta gr. 197. Zinc met
161. Rumex crispus
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SI. No. Mother Tincture SI. No. Mother Tincture

1. Abies Can 42. Colocynthis

2. Aconitum Nap 43, Condurango

3. Actaea Rac 44. Crataegus Ox

4. Aesculus Hip 45. Croton Tiglium

5. Agnus Cast 46. Cyclamen

6. Alfalfa (Medicago sativa) 47. Damiana (Turneva)
7. Allium Cepa 48. Digitalis P

8. Allium Sat 49. Dioscorea V

9. Aloe Soc 50. Dolichos P

10. Anacardium Ori 51. Drosera R

11. Apis Mel 52. Echinacea A

12. Aralia Race 53. Ephedra N

13. Arnica mont 54, Fraxinus A

14. Asafoetida 55. Fucus Vesi

15. Avena sat 56. Gelsemium

16. Azadirachta Ind 57. Ginseng

17. Baptisia Tinc 58. Gossypium

18. Bellodonna 59. Guaiacum

19. Berberis Aqu 60. Gymnenma Syl (Mesasragi)
20. Berberis Vul 61. Hamamelis Ver
21. Blatta ori 62. Helonias Dio
22. Bryonia Alb 63. Hydrastic can
23. Buchi (Psoralea cor) 64. Hydrocotyle A
24, Caladium Sac 65. Jaborandi
25. Calotropis G 66. Jonosia Asoka
26. Cantharis 67. Justicia Ad.
217. Capsicum An 68. Lycopodum
28. Carduus Mar 69. Millefolium
29. Caulophyllum T 70. Mullein Oil (Verbascum Thab)
30. Ceanothus Amer 71. Myristica

31. Chaparro Am 72. Nuphar Lut

32. Chelidonium Maj 73. Nux Vomica

33. China Off (Cinchona) 74. Ocimum Canum
34, Chionanthus 75. Passiflora Inc

35. Cimicifuga 76. Phytolocca D

36. Cina 77. Pinus Lamb

37. Cinnamonum 78. Plantago M

38. Coca 79. Podophyllum

39. Coffea Crude 80. Pulsatilla

40. Colchicum A 81. Quassia

41. Collinsonia Can 82. Rhus Tox
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SI. No. Mother Tincture SI. No. Mother Tincture
83. Robinia 93. Teucrium Mv
84. Sabal Serr 94, Thuja Occ.

85. Sabina 95. Tribulus T

86. Salix Nigra 96. Urtica Urens
87. Sambucus Can 97. Viburnum Opu
88. Sanguinaria Can 98. Viburnum Pru
89. Secale Corr 99. Xanthoxylum
90. Senecio A 100. Yohimbinum
91. Stramonium 101. Zingiber

92. Syzygium Jamb

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

SI. No. Name of Medicine SI. No. Name of Medicine
1. Kali Phos 7. Kali Mur
2. Calc Phos 8. Nat Mur
3. Nat. Phos 9. Kali Sulph
4. Ferum Phos 10. Nat Sulph
5. Mag Phos 11. Calc Sulph
6. Silicea 12. Calc. Fluor.
TRITURATION (Powder & Tablet)
SI. No. Name of Medicine SI. No. Name of Medicine
1. Acid Chryso 14. Acetanilide
2. Ammon Phos 15. Ars Sulp Flav
3. Antim Crud 16. Ephedrine
4. Borax 17. Sulphur
5. Carbo Veg 18. Ammon Benz
6. Cholesterinum 19. Hecla Lava
7. Graphites 20. Selenium
8. Gun Powder 21. Glonoinum
0. Ova Tosta 22. Aurum Mur Nat
10. Antim Tart 23. Kali Bichrom
11. Heper Sulph 24. Uranium Nit
12. Merc Sol 25. Arsenic lod
13. Titanium
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External application only

SI. No. Name of Medicine SI. No. Name of Medicine
1. Mullen Oil 4. Plantago Maj Q
2. Euphrasia eye drops 5. Kreosote Q
3. Cineraria M succus eye drops

Ointment/Cream

SI. No. Name of Medicine SI. No. Name of Medicine
l. Calendula 7. Hamamelis
2. Cantharis 8. Aesculus Hip
3. Rhus tox 9. Berberis
4. Bryonia 10. Petroleum
5. Ledum pal 11. Arnica
6. Graphities

BIOCHEMIC COMBINATION TABLETS

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

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

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

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

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

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

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

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

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

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

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

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

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

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

A AT e
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No.I :
No. 2
No. 3 :
No. 4 :
6
7
9

Nat Phos 3X, Nat Sulf 3X, Silicea 3X.

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

Nat Mur 3X, Kali Phos 3X, Cal Phos 3X.
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List of Over-the-Counter (OTC) Drugs (Allopathic)

1. 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 Ointment/Drops

7. Chlorhexidine Lotion/Cream

8. Chloroxylenol Lotion/Cream

0. Chlorpheniramine Maleate Tablet/Syrup

10. Condoms

I1. Diclofenac Gel

12.  Dextromethorphan Syrup

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

19.  Methyl Salicylate Gel

20.  Milk of Magnesia Suspension

21.  Mouthwash Preparations

22. Multivitamin Tablet/Capsule/Drops

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

25. Oral Rehydration Salt (ORS) (with or without glucose or flavours) Sachets
26.  Paracetamol/Acetaminophen Tablet/Syrup/Suspension/Suppository
27. Permethrin Ointment/Cream

28. Potassium Permenganate Granules for Gargle

29.  Povidone lodine

30. Promethazine Theoclate Tablet

31. Ranitidine Tablet

32.  Riboflavin Tablet

33. Salbutamol Tablet

34. Salicylic Acid + Benzoic Acid Ointment

35. Silver Sulphadiazine Ointment

36. Sunscreen Preparations

37.  Vitamin A Capsule

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

L S0
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(List of Over -the -Counter (OTC) Ayurvedic Drugs)

ey
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[EEEEN S T [IEEEN @ W
. | oiferenfa wef SO, .
2. ERRISIE 38, | weEfEE
o, | SyHess se. | TRgrEIEE
8. | I IR S, | SRR
G. JrE TR sq. | AifEmsfae
v, | TGRS S,
a. | gowEE 55.
v, | e 0.
5. | wreaE 2. | SER™PR
so. | wryeifsig 2. | e we
». | cfzssife Q0. | IS AN CoE
5. | eI

AfRf*8-03 IIFARIT ST wiferr (LT3

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

[EEEEN Generic Name/S04F (GRS 7 Dosage Form
0d. | «afqee Tgywe (Etrifal Ustukhudus) -
oR. | «afgwer I (Etrifal Mugil) 1o
0o, | «fawe sMaAT (Etrifal Kashnizi) -
08. | «fgwer *igerdt (Etrifal Shahtara) -
o¢. | afgwer JfE (Etrifal Mundi) Ao
ob. | «fawe aEr (Etrifal Zamani) -
oq. |wedlfas FAr (Jowarish Kamuni) S TG
ob. |wefw™ 94 (Jawarish Kundur) -
ob. | enexifa TweAr (Jawarish Zarooni) -3 R
So. | wemif wEee (Jawarish Jalinoos) ST
5. | enedifa s (Jawarish Mastagi) EIRECrn
S | WS FEeTE (Majoon Falasefa) ST
so. | e Sk (A (Majoon Arad-e Khurma) G-I
58. | WI'ga SRR (Majoon Azaraqi) AT
5¢. | W'y ¢4 (Majoon Ushba) S
So, | W'Ee wAvE @3 (Majoon Dabeedul ward) Ao
Sa. | W'ge FECAw (Majoon Falasifa) -
S, | g §9F (Majoon Kundur) AT
5. | Wi'ge RIS (Majoon Piyaz) -
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\’[Hippeﬁﬁmwa-qm\e e e iR
SEE R Generic Name/ ST« (ST Dosage Form
0. |W'EgH GIEES (Majoon Sahagsonth) SiT-Fo
. | W'ge J@E (Majoon Suranjan) S-S
2. | 7%® Fe (Laooq Katan) AT
o, | #es AAZH (Laooq Sapistan) AT
R8. | IRF @M (Arq Bukhar) O
Re. | IFF 7 E (Arq Dashmool) ST
Y. | 9FE WG (Arq Ajeeb) o
9. | 9IS e (Arq Gulab) il
Sy, | oS S (Arq Kasni) e
. | WRF T (Arq Mako) o
wo. | *@¥® WA (Sharbat Buzuri) G
). | *99% ¢gK (Sharbat Unnab) oI
©2. | *F<® AE (Sharbat Deenar) CEH
0o, | *9e IS (Sharbat Vasac) SEG|
©8. | *[9® @& (Sharbat Ejaz) AoRGil
©¢. |*%9® Sered (Sharbat Neelofar) gl
Oy, | *99e Fem (Sharbat Faulad) e
©q, | *79e YRRl (Sharbat Musaffi) °EGl
O, |*%3e g@El (Sharbat Hazmina) R

5. | *@9e TS @@ (Sharbat Hayatin Murakkab)

8o. |GG sml (Sikanjabeen ) T
85. *q9S AT (Sharbat Santara) g
8y, | *¥I® A (el (Sharbat Bazoori Motadil) SEGH
89, |*R<® @R (Sharbat Belgiri) T
88. |*=<® el (Sharbat Kurchi) o
8e¢. |*=9e e (Sharbat Kishwar) ST
8Y. | *x9® @1 (Sharbat Seb) o
8q. |*wa® fpe (Sharbat Niswan) ST
8y. |*@9® ge PR (Sharbat Toot Siyah) il
85. | F= 3= (Qurs Bandish) DINGI
¢o. |3Fe AfE0IR (Qurs Garlitab) IR
@y. | 9= T (Qurs Hazmol) IRIGIT
e2. | == AW (Qurs Pudina) IIRIGID
@o. | == 7= (Qurs Pechish) SIS
@8. | @z wme (Qurs Deedan) DIEGI
€. | E= ERE (Qurs Mulayin) BIIRCTe
@Y. | g 29 (Habb-e Humma) DisGn
@q. | QT ¢ (Habb-e Shefa) DIRIGE
er. | R YFRA A% (Qurs Mugavvi Khas) BrRCETs
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ZEREN Generic Name/S¢7 (SRS 7% Dosage Form

€. | = @ZreE (Qurs Ehtelam) BIICeTs
Yo. |gF= EErs (Qurs Salajeet) BIIRCG
vy, | == =g (Qurs Asfar) DINCi
b2, [ E= 1 (Habb-¢ Quba) BT
vo. | I (Habb-¢ Kafoor) GRS
v8. |92 YRR (Habb-e Mulaiyin) DINGI
ve. | 9= @ SETe (Habb-e Afsanteen) BIITEt
v, | ]IEF @@ere (Habb-e Helteet) DING
ba. | 2R3 FiAm @imEr (Habb-e Kabid Naushadri) DINGI
Y. |23 fev@r (Habb-e Tinkar) DIE(GIT
Us. |27 TSI (Habb-e Hayateen) G|

qo0. | Y[{I-]wM (Habb-e Khubsul Hadeed) IEIGI
Q). | TmeAE (Habb-¢ Jadwar) BreEs
qy. | %@3 fire (Habb-¢ Nishat) SitewS
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Afi#8-8: ASSIGNED CODE AGAINST THERAPEUTIC CLASS OF DRUG:

8T AT AR

SI No. | Therapeutic Class Code Number
1. Adrenergic 001
2. Adrenocortical Steroids-antagonists 002
3. Amino Acids 003
4. Anaesthetics (General) 004
5. Anaesthetics (Local) 005
6. Analgesics and Antipyretics 006
7. Antacid,Adsorbent 007
8. Anthelmintics including schistosomiasis and filaricides 008
9. Antiarrythmics 009
10. | Anticancer 010
11. | Anticholinergic 011
12. | Anticoagulants and Fibrinolytic Drug 012
13. | Anticonvulsants 013
14. | Antidepressants 014
15. | Antidiabetes 015
16. | Antidiarrhoeal Agents 016
17. | Antidotes and Heavy Metal Antagonists 017
18. | Antiemetic 018
19. | Antifibrillants 019
20. | Antifungl Agent 020
21. | Antihistamine 021
22. | Antihypertensive 022
23. | Anti-infective 023
24. | Antimalarial Antikalazor 024
25. | Antiparkinsonism 025
26. | Antiplatelete 026
27. | Antiprotozoal 027
28. | Antipsychotic 028
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SI No. | Therapeutic Class Code Number
29. | Antiseptic and Disinfectants 029
30. | Antitubercular and Antileprotic 030
31. | Antitussives, Expectorants and Mucolytic 031
32. | Antiviral 032
33. | Blood Coagulating 033
34. | Bulk pharmaceuticals (Raw materials) 034
35. | Cardiac Glycosides 035
36, Cereb.ral Vasodilator and Drug used in stroke and Peripheral 036
vasodialators
37. | Cholinergic 037
38. | Common Cold Preparations 038
39. | Contraceptives (including devices) 039
40. | Coronary Vasodilators and Antianginal drug 040
41. | Diagnostic Agents, Medical Device 041
42. | Diuretics 042
43. | Drug used for erectile dysfunction 043
44, Drug used in Bronchial Asthma,Chronic obstructive 044
pulmonarydisease(COPD)
45. | DRUG used in Anemia and other Blood disorder 045
46. | Drug used in Epilepsy 046
47. | Drug used in migraine 047
48. | Drug used in Osteoporosis 048
49. | Drug used in obstratics and Gentiourinary disease 049
50. | Ear and Nose Preparations 050
51. | Enzymes 051
52. | Eye Preparations 052
53. | Fertility Agents 053
54. | Galenical preparations and Prescription chemicals 054
55. | H,Receptor Blocking 055

©
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Y T (WL
SI No. | Therapeutic Class Code Number
56. | Hormone 056
57. | Hypnotics,Sedatives& Anxiolitic 057
58. | Immune-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 antiinflamatory and drugs used in arthritis 064
65. | Opioid Analgesics 065
66. | Opioid Antagonists 066
67. | Proton Pump inhibitor 067
68. | Radiopharmaceuticals 068
69. | Sera, Toxins, Toxoids and Vaccines 069
70. | Skeleton Muscle Relaxan 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. | OtherClassification 075
76. | Uricosuric and Anti-Gout Agents 076
77. | Veterinary Drugs 077
78. | Vitamins and Combinations 078
79, Water‘ for Injection, Electrolytes, Blood Volume Restorers and 079
Caloric Agents.
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ANNEXURE - 3

Application checklist for permission for Manufacture & Import of Medical Devices

Complete application has to fill in clear manner. If any data is not relevant and applicable, please enter N/A (not applicable).

Annex details wherever required.

SI. No Details Comments Supporting
Documents

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

2 Authorization letter of the Authorized Agent

3 Name address and communication details of the
manufacturer

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

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

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

7 Details of the Confirmatory Assessment body
Since how long the device is being used

8 commercially? Has clinical evaluation and safety
issues been addressed for the device?

9 Principle use of the device

10 Is it a drug-device combination?

11 If the above is "yes", is the drug a new drug

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

13 Sizes of the device

14 Is Device Master File submitted

15 Short description of the Manufacturing process

16 Procedure for sterilization

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 QMS and manual

21 Is the product tested before release, if yes, submit
details; if no, specify criteria for release
Has the product been withdrawn due to any

22 .
reasons? If yes please specify.

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

24 Names of the countries where the device is
exported.

@D
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