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office of the controller Food and Drugs Administration

Madhva Pradesh

No. V/NIisc/Jurv/zOro I
To, ./

L,/ Xl Drugs InsPector'

MadhYa Pradesh

4t4l Bhopar, Dated Zgl!_l2y.Lg

Sub.:-RecognitionofMedicallnstitutionundertheNarcoticsDrugs&Psychotropic
substances Rules 1985'

Asitisalreadyknown,Governmentoflndia'MinistryofFinance(Departmelltof
Revenue) vide notification No. G'S.R. 359(E) has amendecJ the Narcotics I)rugs

& Psychotropic substances, Rules, 1985' The new Rules which are now called the Narcotics

Drugs & Psychotropic substances (Third Amendment) Rules 2015 now have come into force

w.e.f. 05-05 -2015.

1)AsperRule52NoftheNarcoticsDrugs&Psychotropicsubstances
(.I.hirdAmendment)Rules2015',(]tlr,,erltr.llcnt.ctc.hospital.dispcr,rsar;-ttli-lc
deemed rcc.gnized meclical irrstitution :- Governtrent tl1'Murnicipul ('orpofuti()ll of

MurricipalC.or-rncilor,/'i|aParishadhospital.clispensaryclrrr.redicalinstitr"rtion'withat

lcast one registered mcdical practitioner possessing a minimum qualification of a

degree in medicine or dentistry and who has undergone training in pairr reliel'and

palliativecareortraininginopioidsubstitutionthcrapyfbrprcscriptitlnot'csscrttial
narcoticdrugfbrtreatmentofopioiddependerrce.wlroshallprescribcanclclispetise
essentialnarcoticsdrugs,shallbedeemedtoberecognizedmedicalinstitr"rtionunder
these rules for possessing, dispensing or selling of essential narcotic drugs for

medical PurPose"'

IthasbeenclarifiedintheexplarrationisthisRulcthat''Medicallnstitution.'nleallsa
hospital"dispensaryclinicorarrinstiturtionbyw.hatcvct.nanrcca}lcdtlratol.tir
servicesorlacilitiesrequiringcliagnosistreatmcntOrcaretll.illrrcss.discasc.iniury,.
clelbrmity or abnormality. established and administered" maintained .by 

the

GovernmentorMunicipalcorporationorMunicipalC]ouncilclrzilaparishadorany

Person or bodY ol'Persons'

2)Inordertostreamlirictlreprocessol.recognitionol'Meclicallnstitutesunderthese
Rules tollowing gcneral instruotions are hereby issued'

i'ApplicationbyaMedicallnstituteseekirrgrecognilionunderthescRirlcstor
possessing,dispensingorsellingessentialnarcoticsdrr.rgsfbrrledicaI
purposes shall be made in Form No. 3F' to the controller 01' [)t'ttgs'

iPhoro.opy of Form No' 3F is enclosed hetewithl'

ii.Followingdocumentsshallbesubmittedalongwitlrtheapplicatiorts:.
a) APPlication Form No' 3F'

b) Bstimate of Annual requiremeut Form No' 3'l'

c) List of qualified staff (Doctors' Nurses &'fechnician)'

d)Storageplan&lacilitieslbrtheesscntialnarcoticsdrr"rgs'
c) l)ctails oi Ar-rthoriscd person who woulcl prescribc/rcccivc/clispctisc the se

cirugs viz Nat.t.tc. I)csignatiorl' [rducation Qualillcaticln ctc"

t) ('opy o1'recognitr.n,ri't1.,. Mecjical institLrtior-rs (i1'alrcacly rccognisecl)'

g) pl,rotocopy of ,,u.k register of all the drugs. (11'the medical institution is

already using such drugs') 
ao'tiuued 2""""""



ovcrall in-chargc

reqr.rircd. (lbrn-rat

cnclosed)

On rece ipt ol'the application, the controller ol' I)rugs (Controlling Authority) shall

instruct the concerned Drugs ltrspeclor to inspect the nredical institute' verify the

necessary documents and strbmit the report to the office of the controller'

The report of Drugs Inspectors should be precise' It must clearly state tl.re

lbllowing:-
a)WhetherthemedicalinstituteisregisteredbytheDistrictCMHOornot?
b) Bed CaPacitY of the hosPital'

c)Typesoftreatments/surgeries/facilitiesprovidedbythehospital.
d) Details of overall in-charge of hospital viz Name' Flducational Qr"ralilication &

specialisation. -.:... .r-.,,.

e) Details o1'the doctors who would prescribe thc essential narcotics drugs vtz

Name, Bducational Qualification & specialisation'

0 Details of the stafT who wor-rld receive such drugs viz Name' f"ducational

Qualificalion.
g) Storage plan o1'these drugs along with tacilities'

h) t)etails of the recognition under NDPS Act and Rulcs (if'any) helcl b-v tltc

medicalinstitutevizrecognitionNo'.dateofissueandvalidity.
i) Stock details of available essential narcotics drugs with the closing stock on the

inspection date duly verified by the Drugs lnspector'

j) L,stimate of annual requirement which is recommended fbr approval'

Rule 52'f of these Rules specifies that every recognized medical intuitions shall

submit the estimate of its annual requirement of essential narcotics drugs in

Form No. 3j by th. 30''' November of the preccding cale.dar 1'car and i1' the

requirement exceeds the annual estimate submitted to thc clontroller ot' i)rugs'

the medical institute shall submit a revised cstimate by thc 31'' August o1 tl-rc

calendar year to which the said annltal cstiulatc pcrtuitts' l'hcsc dittcs shourlcl bc

strictly adhered to.

Ifamedicalinstituteapplies'tbLtheapprovalof.lbrmulationcontainingthesedrugs.
it shourld be ensured ihe in-.harge Registered Medical Practitioners possess the

minimum qualification of a degree in medicine or dentistry and has undergoni'

training in pain relief and palliative care for prescription of essential narcotics dn-rgs

for pain relief and palliative care or training in opioid substitution thcrapy lirr

prescription of essential narcotics drugs for treatment of opioid dependence'

DuringVerificationofthephysicalstockoftheessentialnarcoticsdrugsitshouldbe
mandatorily ensured that the physical stock of these drugs exactly match the closing

stock as mentionecl in the stock re gister' 'fhere should be no blank entries ir.r t[e stock

register and cuttingioverwriting (i1'any) shall b1 cottntcrsigncd by thc clocttlr ttl-

charge. Also it is io be ensured that daill'accollnts ot'essetltial uarcotics clrttgs tu

Form 3D, Form No. 3H, and details of the patients to whom essential narcotics drugs

are dispensed - Form No. 3F.. are dr-rly maintained by the recogt]izcd nTedical

institute. (liormats of the se tbrms cncloscd';'
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Photocopy of registration o1'the nledical institution'

l)eclaratior-r liom the Dcsignated Medical Practitiotrer

specifying while the qLrantity as applied in lrorm i'f

h)

i)
AS

is

3)

4)

5)

6)

7)



-.t-

s)Itshouldalsobeensuredthattherecognizedmedical
fbrthecalendaryearonorbefbrethe3l'.Marchofthe
No. 3-1" to the controller of Drugs' (Format enclosed)'

institution files returns

subsequent Year in L-onn

shor.rlc'l I.tot bc

othcr institutions
g) lt should also be ensured that essential tlarct;tic clrttgs

transl.crred/loarredorsolclbythcrecognizedmcdicalinstitutionto
withoutthepriorapprovalof.thecontrollerofdrugs.

i0) It should also be cnsured that the expircd stock o1' essential narcotics drugs is

destr.-v-ed only in thc presence ol'an otflcer notrinated b,v the (lontroller tlf' Drugs

and thus the rec.gnized meclical institutc shall infirnn in writing to thc cotltroller of

Drugs and obtain relevant permission/consent' Also the quantity to bc cJestroycd

should be duly verifred from the stock register befbre destruction'

1 1) lt is also to be noted that the unused essential narcotics drugs returned by thc patients

shouldbeconsideredasreceiptsbytherecognizedmedicalinstitutiorrsandtlrus
shouldbeaccordinglyincorporatedinthestockregister.

12) Any personnel carrying a quantity of essential narcotics drugs required fbr horne carc

treatmentofthepatientsshouldbeauthorisedbythedesignatedmedicalpractitioner
or the overall in-charge in writing. Records are also to be nlaitrtained accordingll"

ltistclbenotedtlrathomecaretreatmcntshallntltbeprovicledfbrtreatmcntot.
oPioid dePendence'

.l'het)rugslnspectorsshouldsr-rbmithis/herrcportwithclearopilrit.rnabtluttire

cligibiriry o1-thc nreclical institute to bc recognized under Narc.lics D.rgs & Psycl.tropic

substances ('i'hird Amendment) Rules 201 5 Act & Rules within fltlecn clay's'

Encl.: As above' :L*-*-L
(DiPali Rastogi)

Controller
Food and Drugs Administration

MadhYa Pradcsh

Endt. No. v/Misc/July/2016 | 4l<z Bhopal Dated 29kl 2p,16

Copy to:-
1) ',fhe Excise commissioner, Excise Department. Moti Mahal' (iwalior (M'P')

2) indian Medical Association. I.M.A. llouse. Indraprastba Marg' Ncw Delhi- 1 10002

3) Dcputy Drugs c'ontroller. Irood and Drurgs Administration' Madhya Praclesh'

4) State Licensing Authority, Irood and Drugs Administration' Madhya Prade:sh'

Controllcr
Food and Drugs Administratittn

Madhva Pradesh



DECLARATION

Hospital solemnly affirm that . ,. hospital is registered

as a. ...., bytheCMHO District... videno. ,;......

which is valid upto . I have submitted an application for recognition

as a medical institute under the Narcotics Drugs &. Psychotropic

substances Rules 1985. I also confinn that Dr. ... ,shall

be responsible for prescribing such drugs. These drugs would be stored in

.,...,with Lock & key under superuision of all the relevant

records would be maintained for such drugs &. I also contlrm that a

quantiry of ... has been applied since

Date :
Overall In-charge

Hospital
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(4) 'l-his consignment note shall bc retained fbr a perirxl of two years fiom thc clatc of transacrion.

(5)'l"hc records ref'erred to irr this note shall be producecl before thc corrcelrrccl authorised officers whenever
callecl uporr during thc course of'their inspection/investigation.

FORM NO.3D
' lSee nrle 52H(2)l

DAILY ACCOUNTS OF ESSENTIAL NARCOTIC DRUGS TO BE MAINTAINED BY
REGISTIiRED MEDICAI, PRACTITIONER AND AU:THORISITD PERSONS

Full Name / Designation (if any) Signature

Note:

(1) This record shall be inaintained on day to day basis and entries shall be made firr each day.

(2) Entries shall be completed for each day befixe the close of the day.

(3) llhe pages of the register shall be serially numbered.

(4) Separate record shall be maintained for each essential nru'cotic drug.

(5) This record shall be retained for two years from the date of last entry.

(6) l'his record shall be produced before the conccrttccl authorised otTicers whenever called upon during the
course of their inspection/investigatiol.l.

21

Name of the Essential
Narcotic Drug

Authorised limit

Date

Opcning stock

2. Quantity received

2(i) Received trom (give details)

2(ii) Consignment Note /BilI llnvoice / Cash Memo, Number etc.

Quantity dispensed

.+. Name and address of the person to whom dispensed

(include patient registration number maintained in Fomr No. 3E. where
applicablet

Closing stock
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}.ORM NO.3E

lSee nrle 52H(3)l

DIITAII,S OI- THE PATII'N'I'

TO WHOM ESSENTIAL NARCOTIC DRUGS DISPIINSRD

(TO BE MAtrNTAINED BY REGISTERED MEDICAL PRACTITIONTTR / RECOGNISI|I)

Registration Number

MEDICAI, INSIIII:IIUTION)

Date

Note:

(l) This record shall be retainecl fgr two years fiottl the tlatc 9f last cntrv.

(2)This recor<J shall he produced before the concemed authorised officers whencver callcd upon during the

course of their inspcction/investigation.

FORM NO.3F

lSee rule 52-O( I )l

APPLICATION FOR ISSUE / RIiNEWAL OF CERTIF-ICATE OI" RRCOGNITION AS

Name

2. Complete postal address (with contact nuntber, if any)

-). Brief description of the illness

4. Whether registerecl with any other registerecl medical
pfactitioner / r"ecognized medical institution

(lf yes, details to be recoded)

5. Details of the essential narcotic drugs dispensed

Date Narne of the essential
narcotic drugs

Quantity Signature / Thumb impression of
the patient

Remarks. if any

RECOGNISED MF]DICAL INSTITUTION

I Name and compiete pxrstal address

number. facsimile number and e-mail
to be submitted)

of the institution with telephone
ID (relevant supporting documents

2. Nanre of the Head / ln-charse of the lnstitution

3. Number of persons ernployed

(i) Doctors

(ii) Nursing staff

(iii) Others

4. Number of patients treated during the previous cale nclar year

(iy in patients
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ITORM NO.3H

lScc' rulc .52R ( | Xc)l

DAII.Y ACCOUN'I'S O}'ESSENTIAI, NARCOTIC DRUGS TO I}I' MAINTAINTID I}Y
RIICOGNISIID MEDICAI, INSTITUTION

Name of the Hssential
Narcotic Drug

Date

I Opening stock

2. Quantity received

2(1) Received fiom (give details)

2(ii) Consignment Note / Bill / Invoice / Cash Memo, Number etc,

3. Quantity dispensecl

+. Spccify registratiou nuntber of the paticnt(s) maintainecl in

Fornr No. 3L ancl cluantity dispensed to each)

5. Closing stock

Full Name / l)esignation (if any)

Note:

Signature of the overall in charge

(l) This record shall be rnaintained on day to day basis and entries shall be rnacle ftrr each day.

(2) Entries shall be completed lor each day befbre the close of the day.

(.]t 'l'frc pagcs of thc rcgistcr shall bc serially nuntberccl.

(4) Separate record shall be maitttained fbr each essential narcotic drug'

(5) 'fhis rccorcl shall bc retaincd for two years tiom the clatc of last entry.

(6) This record shall be prociuced betorc the concerned authorised ofTicers whencvcr called upon cluring the

coursc of their inspection/investigation.

FORM NO.3.I

lSee rule 52R (1Xd)l

ANNUAL RETURN OF PROCUREMENT / DISBURSEMEN'I

OF IISSENTIAI, NARCOTIC DRUGS

(TO BE ITILIIED BY RECOGNISED MIiDICAI,INSTITUTION)

a\

Date of subrnitting
fetufn

Retum for the year

Number and date of the current certificatc of recogttition

Nanre of the Recosuiseci Medical lnstitutiolt
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,il.
No.

Narne of esscntial
narcotic dlug

Quantity
in original
annual
e sflmate

Quantitl,
ur rcviscd
arriual
estimate
(if any)

Opcning
st0ck

Quantity
plricured
<lurirrg thc
y0ar

Quantity
disbursed
to paticnts
clunng the
ycar *

Ciosing
stOck

(l) (.2) (3) (4t (5) (6) (7t (l()

The designated medical practitioner or charge, as the case may be, shall reirxrl a briefjustification where the actual disbursement per cent of the estimate or revisecl estimate , as the

the over-all in
is more than ten

case may be.

Full Name / Designation (if any) Signature of the overall in chargc

IroRM NO.3.l

[See rule ,521-( I )]

ESTIMA'I'E OIT A NNUAI- REQUIRTIM TINT OT.' ESS IINTIA I, NA RCOTIC DRU GS
Estirnatc fbr the year L)ate of submitting

cshmat(]

r. I r\umncr al)d (late of thc curfent certificatc of rccognition

2. Name of the Recognised Medical Institution

3. Details of the estimated annual requirement of esseiitr"rl
narcotic clrugs

til.
No

Narne of the
cssential narcotic
drug

Quantity disbursed
during previous
year

Estimated
annual
recluire me nt

Revised estinrated
annual lecluircmcut*

Reason tilr
rcvision

(lr (2) (3) (4t (5) (6)

F'leasc attach copv tlf the original cstinratc

l;ull Narrrc / Dcsignation (if any) Signaturc of thc ove rall irr chargc."

IF. No. N/l ]01 l/l/2014-NC-tr ( l)l
SA't'yA NARAYANA L)ASti. Lrndcr Scuy.

Note.- 1'he principal rties were published in the Gazette of lnclia, Exrraor4inary. part Il, Sccti,n .1.
Sub-section (i) vide nurnber G.S.R. ti37(E), dated the l4'h November, 19t3.5 an<1 subsecluenrly amerrded vitjc
notifications numbers S.O.786(E), dated the 26th October, 1992, S.O.599 (E), dated the t06 Rugurt. l9gl,
G'S.R.,748 (E)' dated the 14ft December, 1993, G.S.R..543, rJate<i the24tt' Octorrer, lqq4, G.S.R. g2. clated
tjre, l4'r'Febu,rary. 1995, G.S.R. .556 (E), clated the I4n Juty, l'qgj. C.S.n. 25 (E), ctate6itre iZi;j,,""*V. il;;
C'S.R' 509 (E). tiateci the 4'r'November, 1996. G.S.R. iso (ul, clatecl rhc 25'i'June. 1997. G.S.R. z14 (E).
datecl the l9'r' Marc:h. 2002, G.S.R. 763 (E). darecl 14,r, Ntx,ernber. 2002. C.S.R. Il.5 (Ljt, rlarcd rhc2l'' I'elrruary,2003, C.S.R. 129 (E). clated thc 26'r' Fcbruary.2003. c.S.R. 211 (E). clatecl thc'17"i Ma,.lh,
2003, G'S'R 95 (H). datecl the 4'h February.2004. G.s.R. 104 (E), clatccl thc 2.5f'Felrruar.y.2005. C.s.R.7.16
(E), dated the 22"'I Decetnber, 2005, G.S.h. 639 (Et, clatcd rhc i3"'oct.rbcr, z9oo. d s.R. 2 (H). clared rhc)l'' January. 2008. S.O. l66l (1,). rJaterJ thc l3'r' July. 2010. S.0, 739 (L). clatcrj ,f,. tf ,,,'lp,;i,'lbil
G.S.R. 410(E). datcd 2l" Juttc. 201 I, c.s.R. (x).5(l-.). tirtctl 28rh Dcccnrbcr. 2{)ll. G.S.R. 426(E). datertl'' July.20l4. (i.S.R. 7:t(L.). clarcd 5'r' Fcbruary,20l5 arrd C.S.R. 224 (E), darccl2.5,r,March,20l5.

ancl I)ublishecl hy the Cr.rntr.olle l ot [)ublicatious. I)elhr- I 10054.


