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MINISTRY OF HEALTH AND FAMILY WELFARE
{Department of Healih and Family Welfary)
NOTIFICATION
Mew Delhi, the | Sth May, 2015

G5 R, 468 E)—Whenes the draft of ceriain nales o amend the Clinical Bxtablishments (Ceneral Goverimsenl
Rubes, 2012 was published, an required under section 52 of the Clinical Establishments (Regisivation usd Repsiation)
Act, 2000 (23 of 20000, in the Grzewe of India, Bxtmicedinary, Part 11, Secfion 3, Sub-section (i) vide mifigaion af the
Governmeat of Indin in the Ministry of Health and Fumily Welfare, Depasment of Heabih and Family Welfure, qumber
GSH 441E), dated the 5 May, 2017 inviting objections and suggesticers from sil persans lkely o be alfocted duwrehy.

Ard whiereas objections aml supgestions receved from ihe public have beon duly considersd by the Cenerl
Governemend;

Ko, thereford, i éxercize of the powers coaferrcd by section 532 ol the smid Act, the Central Gosernmeis
berety makas the following roles fonher s smend the Clinieal Establishmants [Cemiral Gevernment) Rules, 2017
I!ﬂl:lﬂr.—-

RULES
I (1) Thee rides may be called the Clinical Espshlishments (Centrial Oovermment’ Amendmend Rales, 2012
£2) They shall come ito force on the-date of their publication In the Oificiol Gazeic

1 In the Clinical Extablishmenss (Central Govertmenr) Roles, J12, (hérglanfter relorrod to s the wid ndgs,
in rale 2, aftcr clwnss (B, the following clause shall be inpenel, amely —

“(bb) “Schedule" means il Schedule appended o these mles”_
& In the said rales, sfier rude 8, the following rule shall be inserted, nomely:—

"BA. Mimimum Standands for Medicsl Disgiostic Labaratories {or Pathobogical Loboratories) — [very
clinnce] establishmen rehuting to dingnosis or trostment of disenus, where pathological, bocicanlsgical,
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genetic, radiofogicul, chemical, liological imvestigations o ciher dingnostic of imvestipstive serdiock, &
wsusdly eorried on with the aid of laboratory oo ather medical equipment, shall comply with ghe mbnimmen
stinclards of facilities nrdservices at spetified in b Schedule™

4,

I the it rules, ulter nole 9, ihe following Schedale shall be irscstad, amaly-

SCHEDULE
5. ™o, | Typewf Laboratory Bask Comogife Medizm Addvanced
(@ i (@ &) :
! Broms of Survices Thess [ E] fus | In additiem to the fests In additien 1o fesls
entioned below) can be | performed  in bosic perfirmed i medism
pefformed  in mchide | composite  labomtory, horalory,  additons]
inbomtory  at fickd | inclufing sesty mentioned teats mentioned as undet.
lpcatbons &5 as nmker.
{2) Biochemistty Rootine  Bipchemstry | Hommone Blonssay, | (2] coagulation peafile,
tests fike Blood Supar, | Twmor markers, plasma Thug monidonng  dnd
Repal Pusction  Tesis, | peotein electrophorests tadicology Ay,
Liver Function Tests, {b) Mobscular
Amyla, wsis for desection  of
Lipase, Liped profile, imbarn  ermors of
Corebrn  -Spinal  Fluid metaiolizm
[CEF) arl othos
bickogleal fluids {glucose
ad  prowcin), Ol
Glucuse Tolerance Tet,
Electralytes, Calkium or
Phosphase, HbALc, any
hin  chemisiry  besed
rapid (=5t
== b} Haemaubogy Hapmogmm, | Biceding | Cragulation Assay Al other Haematology
Time, Cloting Times Ieste alsn,
Prothrombit Tinie,
Activaped Parilal
Time, Blood grouping
nnd mobshing
{61 Histopathology pil May do, subjct  to | Hisopathology
availabifity of egupment | Examination
ured specislist
{d) Molecular Gonetics | Nl May 4o, subject to | Molecular genctics
availability of equipment
gnd specialist
le] Cyopatholozy il AP smear, Fine Needle | Immurs  Cytochemsstry.
Aspiration Other biclogical fluid
CymalagyFHNALC), cyiclogy;
spuluim and  CSF | Ultrssour or CT prided
B cvicingy Fidn
{7 Tmwico- Hil bl Tmrmunpbisto-chemistry:
“nixtopaiinlogy
{u) Meticnl Microbiology | Basic tosts like Toupid | (3] Scrclogical tests for | () Culre  sensitivily
& Tmmmoaiogy Test (Point oF Core tests) | viruses, baclerin, fungi, | tests for vimmses.
= P, AR
g “:""’“‘ﬁ“‘ S0 | by Cpitral  Sensigivity | Polymesiss Chain
; g Reaction bessts,
dmp"mml'n FI . cmm“ml: RESIE Bn:h-lﬂm-l'mp] m:_
Sxool for ovi, CysL () Cber specisl stains | (¢} Tiesos diagnosis tcet
t ... | Pesides Cirum's stain. forr infuctions disesses,
All HIV positve rapd
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pamays need 07 be
comfirmed fram e nee
Bevud dingnostic
labaratary.

INFRASTRUCTURE

| Basic Compatile

| Mediem

Adv=nced

L Signago

{a} Batle signage- A
slgnuge within or catide
the facility should be
mads availables
comuining the following
information.

Essantial .

Essenlial

Exuantial

(b} Mmne af the porson-
in-charpe with
qualification and
regislration nwmber

Ezsembinl

1

{c) Broad EETVIOEE
provided e
Hremuinlogy,
Beechemlistry,
Patholagy, — Histelogy.
Cytalagy, Muoleculsr
Cenetics-  whicheyer I8
applicabis

Clinégnl

(€} Timings of 1he

isffensnt consuliants

Essentidl

Eszentind

Esgeniinl

Dresimile

Exseniial

(e} Toternet feciliiy or
Telephone  and  mobile
pumber for appuintnical

“Desirable

Presimable

Essentin

| Dresiznke

il Pee siructars; To be
displeyed  separately
ncluding  type  of
investigation nod clurges
Lo, Special mod roukioe

Eszzntial

Eszengial

Essenmial

L Saliy Signupe | Wherever applicable)

Essentiul

[ Essemtinl

Basennnl

fb) Appropeiane. Pire exil
Eignages - Minimum one

o e et

Desslrable

1

Desirghle

Esseatinl

3 Space requirement

W) Regsimtion  &nd
vwedtng room, poblR
utilities; Eafe  drinking

Desirable

Esmenimal

Escnnzl
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medics]  peactitioner e

wialbEr et
{By Bampie  coliechon | Essentiul Fssential Tesential
55 =]
[c} Lahomiory with | Easesitinl Bssaniad Faze=niial
pifequese diffuse and spol
lighting . -
(&) Tolict Hesontial Fwemilal Hesential 118
ie) Repardep apyd billing | Essentinl Eeseniizl Essential
AR
T Sulf  wom il | Desiralde Desirable Essential
| docdors duty room - Mok
and  [emmbe  differend
whire 14 hours sarvices
! qvailnble
| i) Waihing Teom Essential Taxzutial Easeatisl
Th Proservailon of o Exseniisl Easeptial Essential
pocimng nnd shides
T |1 Biecucal Gauilities | Bsserutal Essential Essential
[l Tempemtuze cotirgl | Bssentiol Essemtial Exsemitial
fur specialired sgmipmest
ez fow cytomeley uesl
chiiri |l Eet=ncE
cyrngmens JBLISA st
equipment €tc.
T Counseliing oo, for | Esscbial, #f HIV et g | Essential, if TV Leat in | Fawontial, if HIY test i
[TT dome dure done
{l] FNAL room For ali | Desirahlc Diesirablc Drexizable
paignts  for  sample
galbartite
fen) Dk room  for | Mot required TNot Teguisesd Esential
Iparatm-flunnzscence
[n} Frowen Soction | Mot spilicabie Esseotisl Essential
fucilitios
4 Farniinrg  and | Essenial Essciuial os per scope of | Essentinl a8 per scope
Tixctinres, SErViCCE of fervicey
5 Communication Thesirenle Desirabie. Desirable
systiin - Telephoné and.
Aol mumbor for
IpEOiTLEENS
. £, Wash Basing Exsentiul Essential Tazentin!
T TIUMAN RESOURCE i
18} Mimimam Ticrabie Bochelor of | Essentil.  Doctor  of | Esgentiak  Docter of
rinlieabon af | Medicing - and Bachelor | Medleing . (MDY or | Moficine (WMD) oo
Technical Head  of | of Surgery (MBES) fram Diplomate  of Mationsl | Diplamate of Naticoul
Laborutory of Speeialist | @ recognised univetsity | Boasd Rl in | Board  [DMB)  iw
wr = Aathorised | iestivtian. Pathalogy or | Patbology ar
interpretatiod of  ah M or | Medical Michabiclogy
resalts or oginian here | LAboratosy Medicioe o or Laboratary Medicive
di e reqmined, Diglcema, i Clivical ar Diploma in Chnical
*Thc guthorised | ocioermd Bachelor of Puthoiogy  (DCF  or | Pathology (PO} or
siprutory - will be lobls | ppegeine and Bockelor Bachelor of Medicine and | Bachelor of Medicine
for metbenticity of the | or  Surpery [MBBSJ Bachelor'  of  Sugery | and Hachelor of Sergery |
inbarniary tesl repoil (MBBS) with Dector of | (MBBS]} with Diocser af

| Philosophy _(PHD; e |
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caseatial.

af the subjeeds above
Dresirabie:

IF any speclald 123t of olbor
epociality is done. @ e
dexirahle hwi spocialest ol
thisd b-'dh]-l!-t:! needs be thess
e Fusll Lime: ar part tine of
lEdEnasd hagin.

*Special s means amy
athat apest from rowline
sz biochesmlsiry,
haemswlogy, or medical
mirobiclogy  tesls &
fighad |o basic composing

o

iabovaiory,

Meviration;

fil Special Ternr
pematatg e His
ﬂmm'.:rrr LT e
Liology shall be reparied
by Doctar of Mediging
{0} or Dipleenate af
Mational Beerd - {DMWE]
g Chawidsiry el
Dector of  Medicing
MDY or Diglomale of
idaticnal Board (DNB)
Micra-fuilogy
Frdpechivaly,

{ti) Hinpsier or Cyiefopy
sproimens st he
repaiedl e @ petraen
posieifing Dociw  of
Medigine (M} o
Diglamnte . of  Matioaol
Boand (DNE) Hrfology

vy wf the ogiberns
HiPaipes,

Dresieahie:

IF aoy wpecanl e of
athor speciality Ix dune,
Wom desimble (R
speenaling al fel b
noeds e ibere om [ull
lime ar part 1Eme o or
outsonroed basis
*Specinl lesv  moans
finy olhwer aparl {rom
roGtine s
eochiriratry.
i'ru.r:m.lniu_gy, ar
mhicnl  merabiodogy
s as leiled in i
campusig mhosiary,
Iiliextratiog:

fi)  Spevipl Tty
et v Hse
Chewistry ound Mieea-
dialagy vt ]
reguvried ||:|_'.- [T |
Modigime  [MUD) or
Diplomutle ol Muytipnugl
Bomnl  (DNRE B
Cleaniviry wond  Dector
of Makeine (M)
I}iplm'rulc ol Matwmal
Broard (DNBY  Micro-
.ﬁf'adug_r.lﬂp.rrr:'tﬂ_v

i) Ripppres T
Cylvilegp Aecintens iy
i be iepanied BYoa
e Fsian AR
Dot of  Metciose
(MDY or Thplamnie of
Matranl Houad 108E)
Faihelogy.

{b) Mumber af kabargtory
fechnigians with Ciploms
in  Meadica! Lebamtary
Techmology (DMLT] or
Bachelor of  Sciepce
(BSe) Mbcincal
Laboratory  Technofogy
(MLT} or

Masier of Selesce (M50}
Bur-chemistry or Micro-
bipdogy qanlificsien from
o rococgnired sniversity or
imstituelon

Basepial: I

Bssemtial: 2

Esscrtial: 4

(&) Support slaff
{Laboratory  Assistunt or
Labarabary  Anersdant)
Raser ol salary of =aff,
Fonodic  health  check-
ups and vaccination of

Essenitnl: |

Gasengial: 2




e

T T A 1 BTN

13

e —

wbiff

v

[NRTRUMINTS DR EQUIPMENT OR DRUGS

in) Lid of
mcdical
lakrubory
wiilh epidmialy

iiapnos s
euipment

g | Essential as per scops of

SETVIEES

Eusential us per seope al
SEIVHCEE

Essentinl a8
of services

pef SUOpD

fhy List of
ricdical
Iwbormiary
with grankisy

pmiminsm
diagnasibcy
insinamenis

Essentish as par scope of
Frreig

Estenilinl 2% por scope of
EErvices

Hesenfial an per scope
af sorvichE

[e] Sterilisalion soch s
b s aven or sulockave

Exseaiaul

Bssenilal

Essentinl

idd List el rengents ond
casnmatbes i'H'FIFII'

Es=cmtinl

Eimsentas]

{g} Liu of Dsposahles

Easeniial

Essonlial

() Policy ©f ool
tinlence  conracl ar
coapprokens v
eiitibiteninee comtract ard
moonds  foi - gquipment
{Lag, bk

Dicgirble

Disarabbe

[ FGAL DR STATUTORY REQUIREMENTS

laigal o
regeiremenls sueh o
reapdration.  uoder  the
provisians of Bipmedics]
Waskn Miunapcmeni
Ruales, a with Sdape or
Lipan sormitoekcs’
Pallsibes Cringrol ™ Aoard
with regislsalioe  minker
aed alwie of expiry, e,
smuce,  focatlon  woad
enviroameninl

iequircmens by b g% per
ez Bve- lews

sauhubory

Taserial

Esaenial

E=zential

RECORD MAINTANENCE AND REFORTING

(2} Repots  of -l
putlents dute wise  und
mpechalty Wi for
crampier Histopatholagy,
Cwology,  Hoemalodogy
gl Labomimry Medicing

Essenlinl {Clindenl
Establighmeas 1
rrnintain informsslion and

galisticy provided)

Essenial {Clinical
Betablishment fo mwdeaim
informatian &nd siatistics
peavided]

Esuenibial (Clanscal
Eatablishmeni in
ralniwin  informEuon
amil septistics provided)

T} Medien el
ewands, i applicabin (a8
jrer medevant baw)

Hesemial

Essentind

Eszeniial

] Heconl keeping af
hechmicians  working: in
kbormory indicating ibeir
dotaals  of  qualificetion
trulning and obers

Exseniind

Essential

Essontial

iy Availabahity af
reference Iy
including  books o
periodicals or e-purnals
ur Compect Bise (CHs

Dresicable

Tiesirabda
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Wil

{2 Dusstion of
preservation of record {as
applicaale fram ime o
thiess)

Essantial

“Essentinl

Basentsl |

| STANDARDS ON BASIC PROCESSES

fa} Imfection  Control
preclices - &5 par Bio
Medical W asie
Managewmnl Rales, 2016

Easentinl

e

Fissendial

(b} Safery
pomssileratioos- o al
dispeable noedles ete

Eumu:t:]‘

Es=entinl

Esseniinh

(¢} Patient [nformaton
end Bfacation

Essential

Bxsonlizi

Eezesiitial

) Process of celibcation
af equdpimsnt anil
PEARERIS

Beszntial

Ezm=niinl

Esicotal

Esszntial

Basemiil

Easentinl

Exscntiml

Essendl

Eresisahle

Thesirahle

{h) Palicy of pruficiency
sesting of 1este performed,

Desivable

Desirakle

Crasirnivig

[ B Mo 2 2B 30T ME]

SUDHTR KUMAR, I Secy,

Miste: The prineipal rules wene published in the Gazetio of Indés, Extracedinary, Purt T1, Scetion 3, sub-section 1) vide
natification number G.5R. IEHE), duied the 21™ May, 2012,
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