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National Drug Policy

Relating to Herbal & Traditional
Medicines

Objective:

o/ delineg, promoteranarregulaterthe
standards; ot AyUrvedic, Hemespatiic,
Traditional and ether system: o MEICINES
byfadepting; sCIEntIic approachH:




Policy Strategies:

IRk erderto promote the drugs Under AyUrvedic,
IHemMEeopathic, Iiraditienalfand Other systerm of
MEdICINES, the producton off dridgs for WRICh the
fermularis wellFaecumented Under thelr recognized
iteratures will e facilitated soth  at: goVemmental
and private Seciors.

he ditigsibased on these iormulas as Well'as
Other Ingredients willfsermodernized Into; d0Sade
ferms and be;stbjected torscientiic evallation ol
thelr salety, enficacy and quality:




Eontad:...

ActivitiestrelateaterartigsiunderAyUrVedic,
iHomeEppatnIcs, Niaditional and other system
ol medicines Willrberdeveloped suitainly:
INVOIVInG gualiiedipersonnelfand related

technelegist:

he; Ayurvedicidepartment wWillFconduct and
co-ordinate allftechnical activities related te
AVUrvedicidrtigs:




Regulations:

Governing Act: Drig Act 1976

National’Authority for' Drug/ Control:
PDepartment el PDrugrAdministration (DPA)),
Gevernment o INepal, Ministay/ ol Healthrana
Pepulationis National Regulaterys Altherty (INRA)

National Reference’ Laboratory: Natienal
Medicines lLaboeratory (INMIE)NS the prRcipal body,
off Government i Nepalior SCIEntilic FEsEeakch),
testing and analysis el ditig:




Relevant Drug Regulations:

Priig Registration Reguiation (1989)— Production)
EXPO/IMPOKE

DruglConsultative Councll and DruglAcdVISoLRY.
Committee Regulation (1960)

Drug Enguinysandrinspecuon Regulation 1980

Driig Standard Reguiation” 1985

DrugiManuiactiring Code (1986)




Drug Registration Requirements:

Domestic Products

ODbtalning therletterr ol recommendation  ior
Cher establisiment o artig IndustHes

Obtaining the productlIcENSe

Registration fioR sale/disthbutien ol ProductS
(NationalfGuidelinestior GMP)




Contd....

Imported Products

REgIStration ol imported prodUctTor
saleranaiadistrinltion off  preoduct

Obtaninerthe |etteFoifrecommendation
ferexpoLt-Impoert oirditigstAVIHO GIVIP
Glidelines)




Documents Required for Registration of
Foreign Manufacturing Company:

= AR application By the compamny fier the
company registration N Preseribed ok

= [Letter ol authorty: tor the IMPOrter
(Registeredrwithr DDA)rIsstied by the
HESPONSIbIE PErSOn| Of the company

= Site Master File (as per PIES guidelines or
guidelines provided by Department oz Brug
Administration, Nepal)

= Up-terdate manuiacturing lICERSE ISSUEM DY,
National-Reguiatory Autnomty (INRA)




Contd....

List off products intended torbe; iegistered

Letter oirwaranty (Iniermat provided by,
DEpPaitMent o DrugpAdministration), INepal)

Latest GIMPinternal audit report

PHOLOCOPY. Oif REGIStration: o INEpalese
Importes(WWhelesaler)

» Alcomplete set oirdechiments ferat |east one
producti needed fer product registration: as
PIESCIPEM.




Documents Required for Registration of
Medical Products:

,prpIication for product registrationtin prescribved
Orm.

Application fer preductimport recommendation

|etter’in the prescrbed fermk

Attested copy: oft Valid Certificate of
Pharmaceuticall Products (CPP) ast iecommenced
Py WHO(Attestedr iy INational-Reguiatory,
Authority/erNetary PUblIc).

Detailfermulation ncItcing reCIPIERLS, color, flavor
ELC.




Contd....

Preduct specification
VMIEtheds O analysis

Samples off the product (Z-Unit packs)), Iabels
and Cartoen

Analytical reéportirem owniabranal e amny. of
the laborateries for the Same: Datch

Govermment Iaberatery, eiF the expolting CoURtRY,
eriNepali(INepalese alporateries)

(@pproved by Gevernment oif Nepal:




Contd....

Note:
[Listedi o theInspection ol ManUfaCtling) sité

[fFsatisfied Withr mantifacturerabout GIVIP
Implementation: statls) -

Registration o the manuiactuker

Precess o) thel product registration offeach
Medicine:




Registration Fees:

SHIE INSPECTHGON:
SAARC Countries: UsD 1500
Other'than SAARC Countries UusD 2500

REGISTIRATIONOE MANUEACTURER:
SAARC Countries NRS. 50000
Other than SAARC Countries NRS. 80000

PRODUCT:
Import Registration NRs: 2400
Import Recommendation NRs. 300




Some Statistics:

Number of Registered Pharmacy Outiets

\Wihoelesalersk REtIErS:
Allepatiy, 855 Allepatiy. 495V
VeterHnany. 166 VEternany. 00V
Homeopatay 2.2 IHomeopatny 76
AyUrVedic/unanis 82 AVURVERIC/URanIE 275




Number of Registered Industries

Domestic Industry:
Allopathy, 10
VELerinany. 7
AVURVEdic/unani 32

[ForeIgn Industys
Allepathy, 2iL7
Veterinary. 24
Avurvedic/unani 29




Commitments for the promotion of
Herbal Medicines:

RESErRICHON On’ USE; ol URNECESSARY, Ifational
andiarmiitlSmediCines

Regdistration on Scientiiic Basisior @uality

ASSUFaNEE

Amendmentieir Act and Reguiation ior
Export promoticRin the context oi-\WAXO

ImplementationieiNationalrGUidelines on
GMP(2007) e manuiactirng Herbal
Medicines




Contd....

Rationalize tuseroir Multisingredientsiin
IHEral VIEdICINES

Peveleping Clinical irialPretecolNor;

CUrNGr SPECIfic DISeases by HHernal
MEedICINES

EStablisSning CentrererrAytvedic Drlg
REsearch




Opportunities:

> SAAREC Regiont RICHN R Plant REsOUrCES

> Mgy examples 6n use o [Herbal
Vedicinesssince it:s PartioF Clttral
IHErtagen therRegion

» Vany elditestamentsiandiliteratires
available enherbal medicines ntthe
fedien:

> Glebally-more 8rmore pPeople getting
attracted towards tise o nerbal  MEdICINES




Challenges:

DEVEIopInG) the NEal MEdICAMERLS 6N
SCIENUIICIDASIS,

QUality, Contrel and @uality /AssUranee
technigues

Counterfeit 8r stbstandard M mediCines i
the market

Many: commercial SV iermulatiens 1IN the
Market:




Constraints:

REsolrce constralnts e the! researeh
dCLIVITIES

More Research centerstreguired

Vore EXpertise required

Inadeguate technigues fior @C moenitorng




Actions to be taken:

Regional ceordination: /- co-0pErationsy.
NEtWOrKING O the Fesearch activities

PDeyve
PDeyve

OPING JOIRt MeNeGapPiSs
OPING guality controlfttechnigues

Regional/Domestic market survellanee
[ercotinterfelt & substanaanraiv
MEediCIneS and " ADRS,;




fihank You

EOr more infermation:
WWWEEEargeV:np




