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MINISTRY OF HEALTH AND FAMILY WELFARE

(Departm€nt ofHeatth and Famity Wetfare)

NOTIFICATION

Ncw Delh i .  rhe t8rh May,2018

G.S.R. 468(E)-Whercas thc dr.fr ofcenain rutcs to anend the Ctirical lsr.blishncnrs (Ccnret co!.rjdrnr)
Rules, 2012 was published. .s required undcf s@tion 52 of thc atinical Est.blishmcnrs (l{egis(,ation .nd r{csuh(ion)
Act,2010 (23 of20i0), in the cazette oflndia, ExlraordiDary, pan I, Sccrion 3, Sub secrion ii) vide nohl,cdror of rr,c
Go-vsnmenr of lnlrra in rhe Minisrry ot Hcclrh and Familv wclfare. Depafimenr of Healrh and Famity wef.c, !umbcr' C.S.R. 44lrEr. dared rhe 50 May, 20r7 inviring oblcctions and suss€srions from ait perrcns tikcty ro b; attccrcd rhcrby:

- And whereas ob.jcctions and suggesrions received from rhc public have been duty consi.te.ed by rhc Cdnr,rl
Cu.c nrPn, :

Now, therefore, in exeroise of the powe.s contercd by section 52 of thc said Acl. thc Ccrr.at (jovcrnnrcrr
hereby makes the following nrles furthcr ro amend rhe Clinic.l Estabiishmen$ (Central Covcmmcit nutcs.20t2.

l_

3.

2.

RIJLF,S
(l) These rules may be called the Clinical Establishments (Cenirat Covernnenl) Anendndnr Rulcs, 20l s
(2) They shlllcome inro lbrce on the date ofthct public.iion jn rhe Officiatcazctc.

In thc Clinical Establishmenrs (Cenrrat covcnnnero Rutes, 2012, (hcrcirafte. rclcrcd ro as rhr \rid (rtc9.
in rule 2, aftcrcl.use (b), the followirgclause shatt be inscrled. llnrcty _
'(bb) "Schedule" meansthe Schedule appendcd to rheserulcs .

Inthesaidrules, after rule 8, rhe followirg rule shlll be inserledi nanrely:-

"8A. Minimm Standads for Medical Dia8nostic Laborarories (or parhologicat Labor.roie, ti,cry
clinical establishmenl rolatinS to dlagnosis or lrcatment of diseases, whcrc parhotoSicrt. bacreriotogicrt,
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ec) . r ,c , ,anio l  g :cr ' . .h 'n ' : . - .  b ' loC:  ' l  in \e\ r rErron\  or  o lher  d i rgnosr :c  or :1\esr igalE rnnc '  4e

i . " . i j r . , : , , r " j  i "  . , , r ,  . r , .  , iJ  o.  Lb;crory or  orncr"m€-drc" t  equ,nn{r  shal r  rcmol)  s . rh l "F mrn. t rJ-

]i.i"1* "ii-'r;ir"',"0*Nices 
as speciried in rhc schedure"

4. In thc said rules. afler rule 9. thc following Schcduio shall be inscrted' nanelv:-

SCHEDIJI,E

M€dium
i. No.

(4)
( l )

In addition to thc tests
perforned in bastc
composiE laboFtory'
including tests mentroneo

In addition to lesls
performed in medjum
labomtory, additional
tes$ mentioned as under,

Thcse lcsls \as
ncntioned below) can be
peiformcd i. 'robile
laboratory al ltcro

Hornone Bioasay,
Tumor ndkers, Plasma
p.otcin elecboPhoresis

G) coasulation Profile.
Drug monrtonng ano

(b) Molecdaf senelics'
tests for detectior of
inbom of

Routine tsrocnenlsty
rests likc Blood S!gd'
Renal Function Tests.
Livcr Function Tesls'

Lipale. LiPid Profilc'
Cercbro Spinal Fluid
(CsF) and other
biological iluids (el!.osc
and prolcin), Oral
Ghcosc Toldancc Tesl'
Elcclrol,,tes. Calcium or

Phosphate. llbAlc. anY
bio chemisty based

All other HaenatologY
Haemogram, brecolnS
Time, Clotdng Tnnc'
Prothrombin Time.
Activated Pdlial

Tlme, Blood grouptng

May do, subjet to
availability of equipmenl

HisiopathoLogYNil

May do. subjcct to
availability of equipmert

Moleculdr eencrlcsl ' l r  Mareculr  ccnet ic\  
lNi l

PAP sned, Fine Ncedle

Cltolosy(FNAC).
sputum and CSF

Immuno C''lochemisbY
Other biologjcal iluid

Ultrasound or CT 8lided
FNAC.

Nir

Nil Immurohisto_chemstry:Nil

a:) sqoloeical iests fd
viruses, bacteria, fungi,

(b) Cullual Sensitivity
tssls: Bacterial or fDngal

(c) other special siains

G) Culturc sensnillty

(b) Real Tine
Pollderase Chain
Reaction (RTPCR) tests-

(c) Tissue diagnosis tcst
for infectious d'seasos.

(g) McdicalMictobiologY Basic lests like KaPld
Tcst (Point of Cde testt
for infectior, uride
routino examination and
microscopy, Ha.ging
d.op for Vibno cholerae'

All HIV Positive rapid
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assays need to be
confirmed fron the ncxt
level diagnostic

II INFRASTRUCTURE

1. Signagc

{a) Basic signaee A
signage within or outside
the faciliry should be
nade available
containing the following

(b) Name or the pcson'
in'chdge wlth
qualification and

(c) Bload serviccs
piovidcd i.e.

Biochemistry, Clinical
Parholosy. Histology.
Cytology, Molecular
Conetics- whichover is
applicable

Essential Essential

(d) Timings of thc

{e) Internel facility or
Telephone and mobile
number for aPpointment

(t Fee structurc: To be
displayed separalely
including type of
investiganon and chargcs
i.e., Special and rotrtine

2. Sat ty SiBnage I Wherevcr aPplicable)

(a) safcty hazdd and
caution sig.s
Biomedical wastc
se8regarcd in colourcd
bins and bags as por
Biomedical Waste
Mlnagenenr Rulcs,2016
jncluding radioactive
nardials, toxlc
chonicals. microbial
agents, infccted

(b) Appropriare Firc exit
signages - Mnrimun one

3.
(a) Regislralion and
waiting room, Public
utilities. safe drinking



G) samplc collectioi

lc) Laboratory with
trdcquab dilfuse aid spot

Esseniial Eseniial
id) Toilcl

Essentiat
(e) Repoding and billing

(l) Skff ruon aid

docto.s duty roonr - Molc

Dd fenrale differcnt
whcD 24 hours services

(1, PrcseNaiion ol thc

( , r  EE! r r i r r l  l t t i l i r l ( s
Essenl'al

1l r"n,|,",utut" 
"ont.utn' spccializcd equiprrent

likc 1]ov cytomctry and

cquipmcnL ,EI-ISA tesl

Essential, if HIV tost is Es-sntial, if HIV test is
(t) Counsellins room lor
I  I I V

Esscntial, if Hlv test $
done

(l) FNAC rcofr for all
prLients for sahple

Desi!.rblc

(m) Da.k r)om lor

(n) Frozcn S@tion

Ei."'*iot ur p". ."oP" of E$ential as Per scoPe
7. Furniturc atrd

slstctr - lelcphonc dnd

nrbilc nunber rof

I I I IILiI4AN RESOURCO

qualiiicrLtion of
'fcchnical Head ol

Ldboralofy or Spccialist
or "n uihorlseo

*'thc authoriscd
signardy will bc liable
tbr lutherticitY ot thc

-snablc: B&helor of
Medicinc and Bachelor
of Su.sery (MBBS) from
a recogniscd un'vefttY

**whcre
interpretalion of lab
resulis or opi!,on lherc

rcqoircd,
rcgistcred Bacheior of
Mcdicinc and Brchelor
of SurBerY (MBBS)
mcdical Practltroner Is

Escniial: Doctor of
Medicine (MD)
Diplonate of Natlonal
Board (DNB) in
Pathology
Biochemisiry or Medical
MicrobioloSy
Laboratory Mcdicine or
Diplona iD Clinical
Pathology (DCP) or
Bachelor of Medicinc and

lBachelor of SuscrY

| (MBBS) with Dcror of
I Philosoohv @hD) in anY

Essennalr Doctor or
Mcdicinc (MD) or
Dlplomate of National
Bodd (DNB) in
PathoLogy
Biochemstry
Medical MicrobiologY
or IjboratolY Mcdic c
o! Diplona in Clinjcal
Pathology (DCP) or
Bachelor of Medicine
and B dchelor of Surgery
(MBBS) wilh Doctor of
Philosophy (PhD) il
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of the subjccts.bo!e. ,

If any special lesr of othcr
spccialiLy is done, it is
desir.ble tha! spcci.lin of
lhal subject neds be there
on fulltimc or pan tjmc or

*Special ta$ mcans any
other apa fiom routinc
basic biochcmistry.
haeoatolo8y, o. nrcdical
microbiology rcsls as
Iisbd in basic composilc

Pett4irtnE to Bk)
Chenistry and Mi.h)
biolaS, shaLL be repat.t
bt Do.tof of Mediclrc
(MD) or Diplomare ol
National Board (DNB)

Doctor of Mcdicinc
(MD) or Diplor,atc oi
National Board (DNB)

(ii ) Biopsies or C!bl.$,
spe.inens hos 10 he
r.po e4 Dj 4 Pe^.n
Po.u.rr&g Docll)f of
Medicinc (MD) or
Diplo'nale ol Nariod.l
Boa.d (DNBI P,rh,bs)

any o i  rhc subi .cr \

I f  .ny spoci r l  lcn of
orhcr specialny is donc.
' l  rs  desrnblc lhnL
specia l is l  o l  thr r  rub cc l
nccds be rhcrc oD trll
Limc or pr.r rimc o.

*Spccidl tesrs mcans
.ny oucf apon rron,
ror t inc bnsic

nucmaro'ogy,
nr .d icr l  n icmbioLo.r !
tcsts is liJ|cd ir brsic

lerkurl"j to trto
CheDistt).!"d Mi.ro
bbbq! lntll lL
rct.ttel hr !tac.(\ ai
Mcdici,,c (MI)) o,
D ip lonr r te  o l  Nr r ionr l
Ilornl (DNB) 6rr
ChehiltD and Dart6
o f  M.d ic inc  (MD)  o f
D ip lon :  c  ! l  NrLnnr l
Board  (DNB) , \ r ' i . , ,

CJblogf slL.nNrr hrt
Ia  D.  tePru l t t  h \  4
P.t:br r,rr.$ir(
Doclo ol \4caLcin.
(MD)  or  l ) ip l ( r , i r t c  o l
N. r id rJ  l l ) r rd  lDNl l l

(b) Numbq of laboratory
technicians with Diploma
in Medical Laborato.y
Technology @MLT) or
Baohelof of Science
(BSo.) Medical
Laboratory Technology
(MLT) or

Master of Science (M.Sc.)
Bio chedistry or Micrc
biology qualifi cation from
a rccogrised u.iversity or

Esscntial: I E5srn ! id l :2

(c) Support slaff I Essentiai: I
(Laboratory Assjstantor
Iaboratory Altendand l
Rostcr of salary of staff, I
Pcriodic 

. 
health chcck 

I

lsc i r i . l :2

i

1
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iisllljr' rNTs otr EQUIPMENT oR DRUGs

(.) Stcrilisdtror srch rs
hor arr ovcn or aulocrdle

lssenhal as per scope

Essential as per scoPe

(d) List of rcrgenls aid

Essentlal (Clinical
Estrblishment to
mainlain inturn{hon
and statistics provjded)

E$enrjal (Clinical
Estabushdent to maintain
infdnaton and statistics

(Cl in ica l

tc) Itccord kcepng ot
tc.hnici^ns wo'king in
hlnrrtory indicrtins then
dctails of qdalification

(d) Availability ol
'cfcrcncc library
in.ludin8 books or
!criodicrls or clournals
or ConrFrL Disc lCD)s

i, cel or sraluronY REQUTREMENTS

( l )  Po l i cy  o f  x tnur l
jiuinlcran.c conlrxcl ot

nuintchanc. contrnct and
r.co s tar eq!rPm.nl

I-.!al or strlutffY
icqur fcm.n ts  such os
rc.!rsr.aron urder lhc

t)(rvisr).s of Bionc.lical

r;i-ncporrs rt .-it
par'enLs oatc Mse aro
specjrhy $isc for
.xrmplc: Histopalhology,
( l yLo loBy.  l laenra lo logY
Inn Li60nk,ry Medicinc

(b)  Mcd ico  lcga l
,cdd \ ,  i l  r fp l i c .b lc  (as

wn\(e MxnagcDent
l \ i l cs ,  l0 l6  w i th  SLa le  o r
Un ion
Pollulion 0lxrol Bodl
sirh icAistrnuon nrtr'bcr
and dntc of explry, $tc.
\pace. locdtlo. an'l

r.quircnrcnts lo be rs ler

{rrrtql) ,V,\I,\TA Nr)iCE AND REPORTING
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(e) Dundon of
prcservalion of rccord (as
dpplicable from tine to

vlI STANDARDS ON BASIC

GII',t""ti;- 
-ton'.oT

pracnces ' as per Bio
Medkal  wasLe I
ManrgeD(nr  Rules,  2016 |

PROCI,jSSES

E*r,ti^l

(b) Satety
considaradois use of

(c) Patient Inlbrmanon Essential

(d) Processof calibntion
of cquiprnent and

Essential

(e) Booklot of Standard
operating procedurcs ol
dlpr@cdurcs availablc

registmtion and disposal
Essential

(d Quality Control in
ftc form of erte.nal
quality asuunce schcme
or inld-laboratory
comPanson, $ tne c.sc

(h) Poljcy ol proficiency
resting of tos$ performed. .l

[  ! .  ^"o 2.2801] /40/2017 MSI

SUDHIR KijivlAlt. lt. Sc.Y

Pan Il, Sccrn)n 3, sub-sec(jor (i) vnl.
Noter lhe pnncipal .ules wcre published in thc Gazettc of lndia' Extraordinarv.

notiticarioi rumter C.s.i. :87(E) dared thc 23'd Mav.2012
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ALOK li'l',"11'-ij',l:l',
KUMAR?i\';il'..*i,i


