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HAT—I11
RAOT TR
wWrRey fawmT
SIELCEI

feHT® 2 T, 2019

AT oMo 56 / Hodlo 23 /2010 /Hlo 54 /2019.— Tfh WIRA B FHG RT A&IH MU (RIS
IR fafrae=) efarfa™, 2010 (2010 &1 B I 23) g1 <M fhar T e Feafd ¥Ra @«
IMCART ¥ 18 TR 2010 Pl U gg, T 19 W 2010 BT WRA & [oUF (SRAIRY) H YHIRIG HRATAT
AT o ;

IR g e e (R iR fafgee) sifafe—m, 2010 (2010 &1 d=ig AfAFRM 23), @
gRT 52 §RT Y& UGGl &1 YANT &Rd Y, Dl WRGR gRI W&l WUF (= WReR) 749, 2012
g9Tg Y, 5 23 W, 2012 BT MR & o195 (SRR H YHIRIG HRATAT AT o ;

IR Ffd BRATM & IYUTA §RT 23 SR, 2018 BT SRATVM S WA (RFTLIHROT iR fAfrrm)
IRTIHROT LTI, 2018 (2018 T BRATUN AeAT<R 1), YEUd fhar a7 RO 25 SaRT, 2018 BT SRATOM IST9A
(rATeIRYT) H YHTRIT HRATIT AT T ;

IR Ffe AN T [uTETSA gRT BRI RIS e RRTERRYT iR fafEe) s
BT 2018 (2018 w1 RN MffTH 11) sfdfem feor wn, Rraay wgafa eRaon & saura |
22 AT, 2018 P YT Bl T3 AR I 9 AU, 2018 P SRATUN ASIUF (SARIRTN) H YRR HRATAT AT T ;

IR Ffe e A (RRREIHRT iR faffme) 1M, 2010 (2010 &1 H=ia JRIFFH 23) BT aRT
54 RT Uad WAl &1 GART d’d §Y, SRAVT & IoguTd gRT Ramn Aerf+e e (RRRgiasor iR
faf-rm=) @, 2018 9T 1Y, 518 13 SATg, 2018 I BRATUM STUH (IATIRTY) H FHIRIT HRATAT AT oF ;

IR g IfA=r awrm wu, R (Fofiga) a9m duws Rig <l dur = (Hlosflodiodio
o 2016 ,/2016) & AWM H Uod T BRI STd AT gRT 9 & forw qen il @ weedm & forg
Bl arem a1 SIfeaar & R B & fofg IfRgET SN -+ 2g I WRGR B fder fag 1y o ;

3R FfP UoTe T BRATT S WA S AR DI AU 3, FHI—FHT W JAT AT <17
WU (H=1d ARHR) 99, 2012, 39S §RT, T GHIRG  HRAQ O & |

(Fred @R URAR HeaT A= (Wl R URAR Hearor favmT), e s
JAlodTofYo 387(31), faTid 23 7, 2012 P FTHI—AT W JAT [T U Herd )

NEIERNE
IR gy e, gRAM WP,
warey faurT |
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[Authorised English Translation]
HARYANA GOVERNMENT
HEALTH DEPARTMENT
Notification
The 2nd August, 2019

No. S.0. 56/C.A. 23/2010/S.54/2019.—Wheress the Parliament of India enacted the Clinical Establishments
(Registration & Regulation) Act, 2010 (Central Act 23 of 2010) which received the assent of the President of Indiaon
the 18th August, 2010 which was published in the Gazette of India (Extraordinary) on the 19th August 2010.

AND WHEREAS in exercise of the powers conferred by Section 52 of the Clinical Establishments
(Registration and Regulation) Act, 2010 (Central Act 23 of 2010), Centra Government made the Clinical
Establishments (Central Government) Rules, 2012 which were published in the Gazette of India (Extraordinary) on
the 23rd May, 2012;

AND WHEREAS the Governor of Haryana promulgated the Haryana Clinical Establishments (Registration
and Regulation) Adoption Ordinance, 2018 (Haryana Ordinance 1 of 2018) on the 23rd January, 2018 which was
published in the Haryana Government Gazette (Extraordinary) on the 25th January, 2018;

AND WHEREAS the legidature of the State of Haryana enacted the Haryana Clinical Establishments
(Regidtration and Regulation) Adoption Act, 2018 (Haryana Act 11 of 2018) which received the assent of the
Governor of Haryana on the 22nd March, 2018 and the same was published in the Haryana Government Gazette
(Extraordinary) on the Sth April, 2018;

AND WHEREAS in exercise of the powers conferred by section 54 of the Clinical Establishments
(Registration and Regulation) Act, 2010 (Central Act 23 of 2010) the Governor of Haryana made the Haryana
Clinical Establishments (Registration and Regulation) Rules, 2018 which were published in the Haryana Government
Gazette (Extraordinary) on the 13th July, 2018.

AND WHEREAS the High Court of Punjab and Haryana in the matter of Association of Practising
Pathologist, Haryana (Regd.) Vs. Depinder Singh Deshi and others (COCP No. 2016 of 2016) directed the State
Government to issue notification in order to overcome any hurdle or complication for future and for clarity of all;

AND WHEREAS in compliance of the order of the High Court of Punjab and Haryana, the Clinical
Establishments (Central Government) Rules, 2012 as amended from time to time hereby re—published

[COPY OF MINISTRY OF HEALTH AND FAMILY WELFARE (DEPARTMENT OF HEALTH
AND FAMILY WELFARE), NOTIFICATION NO.G.S.R. 387(E), DATED THE 23RD MAY, 2012
AS AMENDED FROM TIME TO TIME BE ANNEXED]

RAJIV ARORA,
Additional Chief Secretary to Government,
Haryana, Health Department.
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WY iR IRAR HeaToT HaATed
(Fameey 3R URAR Hearor W)

SIEGCE]
3 faoell, 23 #8, 2012

[oBL [ 387(31). —d PR, H&IG AT ﬁ?fﬁao—w ik fafgw=) <rfaf===, 2010

(2010 T 23) BT URT 52 ERT Y& WAfdTAT BT TIRT B gY, FAfiRad oM 94T 8, 3fiq —

1.

e W iR URM—(1) 39 i &1 dferd AW AeIe W (g WRER) R, 2012 '
2) A INYF H UBRE B ARG Bl AN BN |
URITEIY — 9 99 # 519 9@ {6 de 9 s snufed 7 81—

(@) omfrm I Aee e RRRSIERT iR fafres) sifafrm, 2010 ifawa 2 ;
@) wfoa A LR A e w®Y @1 |afig g §
(M) S Trel 3R Y&l B, S 59H Ugad © SiR g4 frm H aRwifia € @

g e & oRifya € oY srf BRF ot 39 aifafes & 7

BT AR R IS uRyg & dferg o Fgfaa—

(1)  ¥RA WHR & WY IR IRIR HAT0T FATeT H AMd R4 & fI5g &7 |91
AT YT AfId ¥ BT SN ARTIH BT ORT 3 B [IUWRT (1) & A= Wi s A=1d
I gRYg &7 ued Afad N |

@ i gRyg &1 A g uRug @ Afdrerd & FRIET S8R udy den g uRkeg
ARYATer & o HHATNGal & YAJEN Bl SARERT BN 3R U g dadl Pl JJUT BT Sl
SR & yAro @ forg Wl uRvg gRT S SfUet @l S |

(B)  uE IR e WA B JBi H AT o |

@) < gRug & dHaRdes & Had iR IcRalfid 98 B8R i I uRvg & afea
ERT THI—9T TR 1w fhy oe |

I aRYg iR @ SudfAfaa —

(1) i uReg  oief @ ArgdTE yonferdl @ Aigie wIuE @I aifig Bl 3R S9
e & ol S WRBR B Ao |

@ R uRve y@s S 9T @ g & fou su efift & g, Sse fge @
mﬁﬁqwl?ﬁrﬁwlaﬁ?HWdﬁwwwlﬁqﬁTaﬂﬁ?ﬁWW@ﬂTaﬁqﬁﬂﬁﬁﬁTﬁ|§Rﬁ‘cﬁ
IU AT B RN B I 98 g GHAREd R BT YA BT S b urgde daer ufedd
TR 3R /39 WIS, IR AR daex, gfae FMari, Ao a1 rgdu, o # | 9 deafda
el & faurysh & yde Affa # < R ¥ gt ufaffee 8

@) UAF Su AT @1 sremer Su A @ Fygfed @ v I uRve gRT e B8R |

(4) U AT & BT @ BRIRE & BRIgT & ©T F G B8R |

) 3u afAfd gRT @ TS BIE RIEIRY 39 AR iR ST @ enavdd dRAE @ fory
I gRYE & FHe I ST |

6) I ARIe e uRvg fEdl fARte 9Md R g9 [aR & fou fag Suaer axm
B I5T IRYE AT FH 9T gRYG A FRE IR Gl | Ife ufey g, 59 uRusl F1 HE I
gRYg, IR, IIER IRYE T Bl WRGR & FRY W AT 1 ey AFel a1 48 R GaR
faet iR RIwIRe @ & forw Su afafa w1fs o) wa i Rt w1 a1 g aRvg & weg 8
fovg @ favvst B, Rt eaf ve av & s fd® g8rft |
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I TReg R SU Wil @ wewrl & forg ww —

ISR AS WA IRYg & ANaH Fe IR WRER & FH & IaR U= AT 3R
e I S I W U B RTI 98 AT 99 UTd $Rd & | GRYG & IR WRGN Ael Bl
FITS TG IS & GHE & ARBING & oy FHI—FHI W AN R TR & FH & SR
JTHT Al Fad [har S |

ST IRYG BT ol # Ty URS AT AY Iy gRNg BT Ufifee—

I gRYG 3Tl dadl H AT o7 & forg Ua a1 e o uRwal & ufafel (afaffean)
gRyg gRT g8 fdhar e |

T 3R TER IRREX e & forg AT RSB Ty —

R WRGRI AT HE IS IR gRT A1 & AY8Y H TF wual GiHrad & Hd d 3iR
T @Y aRT 38 3R URT 39 B TATSH & forv fdIT UHy # Iy IRVERT H 3R LR Afoex
T AP AR IS IRV & Hae H ST YAT§ IY W D o1y, IS IRV A1 Imas &
IR BROT & v 7196 3mdeT wwy f fAeRIa Hm |

Rrer <foregaxor wifdresRor —

(1)  wiitERvr & Hewl B MY & folw edi iR Eee e o —frern IR
UIEHROT R &) &RT 10 B STWRT (1) & T (1) & M T IR RT AR & A
J wfy BRI S AF 9 Al | e} g, S e daaer a1 e afge @& gNT
TEfAfee 8 ok foraw, JenRerfd, frem gier omgad a1 WU gfory seflerd a1 SdT AMR iR,
el TR R RN WA BT SUS WR &7 1, e sufkerfa, senRefa, et § a1 s &
HreR &, fobelt gfcres FRifebear e ar frera A e ufafel wffafer g, sxaer safer <1 af @1 gr |

2 orHREe RfAd & v — I B MHRHd R @ 98 97, ANIF a1 9N &
PRI, Bl & fHaed H FFHdar a1 & Faffde aaw &1 {50 o=y erar & RO Ica el
2, T Rfda e Feaex a1 Rrem wfinge g™ st 1€ gfdd & g7 w8 Seell ok 59y
Fad 9ew V4 Jfdd &, e M W 98 Mg [$ar 11 28, 31 Ry @y & fay ug gRor
BT |

@) eI Al & SrFfaH RSSO & U B ol [T WRed sifeRl A1 g7
frferear R @ ofdaet — e wares AR a1 ge fafecr e (@ s fasft f 7
U YBHR SN), ARFRE B gRT 10 B ITRT (2) & JA A MUl & AR IS THR0T &
oM & forg fferRad erfaeat &1 vt o, srerf—

@) eIe Ml & o INELHRT & TEeE & ot 59 AR gRT 3ifidmd
fofed U fau= & ®Ig ofmde ST B, S g WRGR T gRT 31aenRka
PR DI, B AT BT,

e JAfodd w9 A IT b IT MFAg BIsel 8l

@)

M e w@reg AfER a1 Rien ffdc ffer) 0 mdes @ uiftd @ a9
T e @1 afd & Miak T ey, fafdifedl ok SMeRY § S 50 WReR
ol gRT JraenRa &, T YA, JMded B UG BRI

@) R @Reg AER A1 §= e sUaRl s UAIvT U=, UsH BRA |
d PIg S A8 PR,

@) e @ forg i yArME geE 8 9 WA R wWed e
A IOREHROT Ta| dRa | dareid o & srafyy & Hiar o1 o1 Afa #
S I AR I R @uiRa dR Fal, $9 USSR HfE RS
ASIG @MU & T AR BT BRI,

@) Sl e Rl @ Gdy W e AaMe Bl IReR gRT egfaa g Y
8l, 3ifc IISRETHRT YT AT Tdiepd 81 BRI —

() FINe U=l B g H S 9 W & URW M W Ugd IiRkdw H
of AM®I BT ARGAT B ARG ¥ qT 9¥ BT 3f@f ;
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)

(i) eI WIET B T H S S SMUNTH & URY B @ UvErd fahq
AFDT D MG Ugel ARK@ H 3Ny, MfGEAT B dRG F T 9y
a‘?ramﬁsﬁ?

(i) IS Rudl & oy S AHeT @ IRRIUd 8 & gvEnd JiRd@ # 3,
AE SR B TN W B A B 3@ & o

affd el & e REd 8Y, TP IAfaH RITEIBROT GHAOIS D

SR B 3R T IRREIHRIT b AR &) dRRg | 9RE 71 & 3ifqw fod dh

fafemr= R |

RISIEETBRT & FAFIBRU & [T 3fTaed foTel w@Red el a1 gy fafdber
BN BT FEfRH IREITAERT gATOIS &1 fAf=rar @ goftg & 39 T &
WTR HRAT BT 3R HH IATREIBRT & FATK 8T SfH & YA TdIdRo &
foq fdy ST v8  ofdes &1 <9 H, WieRe VAl 931 gs B & Hal WSl
T WHR Rl gRT eaaiRa o, IRDRGIGROT & TR0 BT ST B
HH |

YHYE & W S, T B W, fddhd 8 S A1 iU 81 S @l g’ H

IR0 QIS MUl & SR TR FEoE @) g ufd &kt v &
A WR Sl 58 ARBR 18] gRT SFaemRa &, SRl A

A R B IOREIEROT IR 99 W & folg 39T 3IM —TAP AGId R IRVRETHROT 3iR

g1 & & fog f=faRad ordt @ qof v, srerfa —

() UG =S IO U Wil AR FRERl & e TR & oy guR &R Pl weRia
PN AR AT & a7 & oy SU I AN & A S H HEeigw WM W

E 3 ;

(i) Fere U ufEanl iR HaRl @& U TeR & forv &) S99 WM & iR gWrd &, S

TRI—FHT R S WRPHR gRT 5T TRBR b WRER A JaiRa iR IR @1 91g-
(i) Qe WU A ffee An Mo &7 gued gHREad S Sl SH—H IR Bl

RGN AT 9T IRAR & IR F M@Rd 3k SR &1 91 ;
(iv) “<Ie RmuE yde IR &1 Selasifg ey Jifielg TN 3R

(V) TS TEINe WU doadd Ugd R o Al & arefi| ok Sue e e\ Ml @
JITERT H AT 3R AIRGDH! /T |

[®T. ¥, SIS—28015 /87 /2011—d)
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
Notification
New Delhi, 23rd May, 2012

G.S.R. 387(E).— in exercise of the powers conferred by Section 52 of the Clinical Establishments
(Registration and Regulation) Act, 2010 (23 of 2010) the Central Government hereby makes the following rules,
namely:—

1. Short title and commencement.— (1) These rules may be caled the Clinica Establishments
(Central Government) Rules, 2012,

(2)  They shal comeinto force on the date of their publication in the Official Gazette.

2. Definitions . - In these rules, unless the context otherwise requires,—
(@  “Act” meansthe Clinical Establishments (Registration and Regulation) Act, 2010;
(b)  “Secretary” , meansthe Secretary of the National Council for clinical establishments.

(©0  Words and expressions used and not defined in these rules, but defined in the Act, shall
have the same meaning respectively assigned to them in the Act.

3. Appointment of Secretary of the National Council by the Central Government -

(1) The officer of the rank of Joint Secretary dealing with the subject of Clinica
Establishments in the Ministry of Health and Family Welfare , Government of India shall be the
ex-officio Secretary of the National Council for clinical establishments established under sub-section(1)
of section 3 of the Act.

(2)  The Secretary of the National Council shall be responsible for the control and management
of the secretariat of the National Council and supervision of the other staff of the National Council
Secretariat and perform such other duties as may be required of him by the National Council for the
purposes of the Act.

(3) Heshal attend the meetings of the National Council for clinical establishments.

(49)  The duties and responsihilities of the staff of the National Coucil shall be such as may be
laid down from time to time by the Secretary of the National Council.

4. National Council and its sub-committees.— (1) The National Council shall classify and categorise the
clinica establishments of the recognized systems of medicine and submit the same to the Centra
Government for its approval.

(2)  For the appointment of each sub-committee the National Council shall define the functions
of the sub—committee, number and nature of members to be appointed thereon and timeline for
completion of talks. At the time of formation of each sub—committee, effort should be made to ensure that
there is adequate representation from across the country in each committee from experts in the relevant
fields across the private sector, public sector and its organizations, non—governmental sector, professional
bodies, academia or research institutions amongst others.

(3)  The Chairperson of every such sub-committee shall be appointed by the National Council at
the time of the appointment of the sub-committee.

(4)  The proceedings of the meeting of the sub—committees shall be preserved in the form of
minutes.

(5) Any recommendations made by the sub—committees shall be placed before the National
Council for its consideration and further necessary action.

(6) The National Council of Clinical establishments may requested the State Councils or Union
Territory Councils to provide inputs for its consideration on particular matters. If required, the State
Council or Union territory Council shall at the request of the National Council or the Central Government,
as the case may be, constitute sub-committee consisting of members of the State and Union territory
Council and field experts for such period not exceeding one year, for deliberations and making
recommendations on a particular matter or issue.
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Allowances for the members of the National Council and Sub committees.- The officials member of
the National Council for clinical establishments shall draw their travel and daily alowances as per the
Government of India rules from the same source form which their salary is drawn. The non—official
members of the Council shall be paid travel alowance and daily alowances in accordance with the
Government of India rules as applicable, from time to time for the Group ‘A’ officers of Junior
Administrative Grade.

State Council or Union Territory Council representation in the National Council meeting.— The
National Council may invite representative(s) from one or more State councils or Union territory councils
to participate in its meetings, as may be considered appropriate and the expenses on account of
participation by such representatives will be met by the National Council.

Common registration form for compilation of the State and National Register.-

In order to ensure uniformity in collection of information by the State Governments or Union territory’s
administration and data flow in connection with the compilation and maintenance of the State Registers
and the National Register in digital format for the urpose of sections 38 and 39 of the Act, the National
Council shall also develop the standard application form for registration clinical establishments.

District Registering Authority

(1)  Qualification and terms and conditions for appointment of the members of the authority. -
The district registering authority established by way of notification by the State Government
under clause (c) of sub-section(1) of section 10 of the Act shall consist of three other members
who shall be nominated by the District Collector or District Magistrate and they shall include the
City Police Commissioner or Senior Superintendent of Police or Superintendent of Police, or his
nominee, as the case may be, asenior level officer of the Local Self Government at the district
level, one representative from a professional medical association or body having presence
preferably in the district or within the State, as the case may be, for atenure of two years.

(2)  Filling up of casual Vacancy .— If a casual-vacancy occurs whether by reason of death,
resignation or inability to discharge function owing to illness or any other incapacity of a
nominated member, such vacancy shall be filled by the District Collector or District Magistrate by
making a fresh appointment and the member so appointed shall hold officer only for the remaining
tenure of the person in whose place he is so appointed.

(3)  Powers of the District Health Officer or Chief Medical officer for the purposes of provisional
registration of clinical establishments.— The District Health Officer or the Chief Medica
Officer(by whatever name caled) shall exercise the following powers for the purposes of
provisional registration of clinical establishments under sub—section(2) of section 10 of the Act,
namely:—

(@  for the purposes of provisional registration of the clinical establishment, an application in
the prescribed proforma as adopted by the State government with the requisite fee as the
State Government may by rules determine;

(b)  the District Health Officer or Chief Medical Officer shall not conduct any inquiry prior to
the grant of provisional registration;

(c)  theDistrict Health Officer or Chief Medical Officer shall, within a period of ten day from
the date of receipt of such application, grant to the applicant a certificate of provisional
registration in such form, particulars and information, as the State Government may by
rules determine;

(d)  the District Health Officer or Chief Medical Officer shall not conduct any inquiry prior to
the grant of provisional registration;

(e)  notwithstanding the grant of the provisional certificate of registration, the District Health
Officer or Chief Medical Officer shall, within a period of forty-five days from, the grant of
provisional registration, cause to be published in such manner, as the State Government
may by rules determine, al particulars of the clinical establishment so registered
provisionaly;

()] where the Clinical Establishments in respect of which standards have been. Notified by the
Central Government provisional registration shall not be granted or renewed beyond.

0] The period of two years from the date of natification of the standards in case of
clinical establishments which came into existence before the commencement of this
Act.
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(9)

(h)

(i)  The period of two years from the date of notification of standards for clinical
establishments which came into existence after the commencement of this Act but
before the notification of the standards, and

(i)  The period of six months from the date of notification of standards for clinical
establishments which come into existence after standards have been notified:

(iv)  Subject to the conditions as mentioned above every provisional registration shall be
valid till the last day of the twelfth month from the date of issue of the certificate of
registration and such registration shall be renewable;

the application for renewal of registration shall be made to the District Health Officer or

Chef Medical Officer within thirty days before the expiry of the validity of the certificate of

provisional registration and, in case the application for renewal is made after the expiry of

the provisional registration, the authority shall allow renewal of registration on payment of
such enhanced fees, as the State Government may by rules determine.

in case the certificate is lost destroyed, mutilated or damaged, the authority shall issue a

duplicate certificate on the request of the clinical establishment and on the payment of fees

as the State Government may by rules determine.

9. Other conditions for registration and continuation of clinical establishments:- For registration and
continuation, every clinical establishment shall fulfill the following conditions, namely:-

(i)

(i)

(iii)

(iv)

v)

every clinical Establishment shall display the rates charged for each type of service
provided and facilities available, for the benefit of the patients at a conspicuous place in the
local aswell asin English language.

the clinical establishments shall charge the rates for each type of procedures and services
within the range of rates determined and issued by the Central Government from time to
time. In consultation with the State Governments:

the clinical establishments shall ensure compliance of the Standard Treatment Guidelines as
may be determined and issued by the Central Government or the State Government as the
case may be from time to time.

The clinical establishments shall maintain and provide Electronic Medical Records of
Electronic. Health Records of every patient as may be determined and issued by the Central
Government or the State Government as the case may be from timeto time;

Every clinical establishment shall maintain information statistics in accordance with all
other applicable laws for the time being in force and the rules made thereunder.

[F.No. Z-28015/87/2011-H]
Dr. ARUN K. PANDA,N J. Secy.
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@Ry IR IRIR BT HAT
(Tae 3R URaR Heuror fIvmT)

RIBGCEI]
73 faoell, 18 #8, 2018

ALHLA. 468(37).— AIH AU (@R WRGR) 99, 2012 &7 HARE B & oI Hwfaay
Al &1 urwy, Aere R (RRTREISRr SR fafg#) «ifarfm, 2010(2010 @7 23) & GRT 52 @
JUATTAR WRA TRHR & WReY AR IRAR HearoT FAed, WReY 3R URAR wemr faumT &1
JNfERTET HRUS: ALHL: 441(37) ARG 5 AS, 2017 ERT VR ToT0H AR, 9T 11, Ts-3,
QUGS (i) H YHIRIG fham T o [ S8 JoIfad 819 arel |1 afdaal | e iR gsia di[T
Y <

3R SIAT & U 37eral SR gl R B WRBR gRT FRI% w9 9 faar fosar mm g;

T G DR WPR I AWATIH BT IRT 52 §RT Yaed Al Pl YA PR 8Y, QI
AT (BT TRBR) 7, 2012 BT IR FORE &)+ & forg FaferRaa e a9l €, srerfa—

fram

(1) =9l @1 ferd A AeIfE R (G ARGR) I H, 2018 © |
@ I U H D YSRM B ARG BT g B |

SIS AT (G RGR) 799 2012 # (RN S99 396 9991d S9d 99 $aT 141 8), 99 2
#,

We(@) & yvard, fReAferRad W ofd: zenfod farar Se, srerfd—
Sad Al #, e 8 & g |, f=faRad fom efa: wenfia fasar Soem | reria—

sw%ﬁﬁﬂﬁmﬁmmm(m?hﬁaﬁmm)zﬁmww—mmw
P SUIR I IR UAd HGI=h MY, S8 YA a7 3= ffeciy SRR & a8radm 9
faefa fagm, \ﬂIQIﬂ fasim, sﬂ—j‘crf%ra% fafevor fasm, sarfae fasm, sarfae, Sfae o ar

Y &1 o gedTel GaeN §aTg wr: @ o 2, 3 SIRTE # ger fafvfde glemsil oiR Jarsit

@ AT AFDT BT uTT Bl |
Sad fHl |, e 9 @ aeana, ffeRead fam ofa: zemufa far s, srerfq

IR
HE. | WNTRIET & g HHIfsie HTEH Jod
THR
(1) @ (3) (4) (5)
l. A BT AR | A SE (G e | e s HegH YARTRIT H Bl
SfeaiRaa 2 ) WIS & 59 | ST aTell STid &
AraTsel winrener # | faRed, S e Sfeetfad
off fhy o7 @ 2| SfeatRad Sira afed |
RIS
(@) Sha T | 1 Sfig |9 9Re0r | gME Sifdd aeen, | (%) SHae Uwlsd, 9
SN &€ PR, IS | TR AGR, oA | AifeRT SR fawrhar
B WIET, (@) A rdfr,
UHTgCTSl, THTgeTY, ERICEREN N IRECIL ]
forfre drwrga, avslt BT gal o @ Shid |
¥TgTel %efgs
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RISSRENES]
Sfad ave uered
(TIPSR UIEH) 3RS
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)

Notification
New Delhi, the 18th May, 2018

G.S.R. 468 (E).- Whereas the draft of certain rules to amend the Clinical Establishment (Central
Government) Rules, 2012 was published, as required under section 52 of the Clinical Establishments (Registration
and Regulations) Act, 2010 (23 of 2010), in the Gazette of India, Extraordinary. Part I, Section 3, Sub-section (i)
vide notification of the Government of India in the Ministry of Health and Family Welfare, Department of Health
and Family Welfare, number G.S.R. 441(E), dated the 5th May 2017 inviting objections and suggestions from all
persons likely to be affected thereby.

And whereas objections and suggestions received from the public have been duly considered by the Central
Government:

Now, therefore, in exercise of the powers conferred by section 52 of the said Act, the Central Government
hereby makes the following rules further to amend the Clinical Establishments (Central Government)Rules, 2012,
namely-

RULES
1. (1) These rules may be caled the Clinica Establishments (Central Government) Amendment
Rules-2018.
(2)  They shall come into force on the date of their publication in the Official Gazette.
2. In the Clinical Establishment (Central Government Rules, 2012, thereinafter referred to as the said rules).

Inrule 2, after clause (b), the following clause shall be inserted, namely:-
‘(bb) “Schedule’” means the Schedule appended to these rules’:

3. In the said rules, after rule 8, the following rule shall be inserted, namely-

“8A Minimum Standards for Medical Diagnostic Laboratories (or Pathological Laboratories)- Every
clinical establishment relating to diagnosis or treatment of disease, where pathological, bacteriological.
Genetic, radiological, chemical, biological investment or other diagnostic or investigative services, are
usualy carried on with the aid of laboratory or other medical equipment shall comply with the minimum
standards of facilities and services as specified in the Schedule’.

4. In the said rules, after rule 9, the following Schedule shall be inserted namely:-
SCHEDULE
Sr. No. |Type of Laboratory Basic Composite Medium Advanced
1) (2) ) “) &)
1 Scope of Service These tests (as In addition in the In addition in tests
mentioned below) tests performed in performed in medium
can be performed in | basic composite laboratory, additional

mobile laboratory at | laboratory, including |tests mentioned as
field locationsalso  |tests mentioned as under

under.

(@) Biochemistry Routine Bio Hormone Bioassay, |(a) Coagulation profile
chemistry testslike | Tumor Markers, Drug monitoring and
Blood Sugar, Renal | PlasmaProtein toxicology assay.
Function Tests, Liver |Electrophoresis (b) Molecular genetics
Function Tests, tests for detection of
Amylase, Lipase, inborn errors of
Lipid profile Cerebro metabolism

— Spinal Fluid (CSF)
and other biological
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fluids (glucose and
protein), Oral
Glucose Tolerance
Test, Electrolytes,
Calcium or
Phosphate, Hb AIC,
any bio chemistry
based rapid test.

(b) Hematology

Haemogram Bleeding
Time, Clotting Time
Prothrombin Time,

Coagulation Assay

All other Hematology
tests also

Activated Partial
Thromboplastin
Time, Blood
Groupong and
matching
(c) Histopathology Nil May do, subject to Histopathol ogy
availability of Examination
equipment and
specialist
(d) Molecular Genetics Nil May do, subject to Molecular Genetics
availability of
equipment and
specialist
(e) Cytopathology Nil PAP smear, Fine Immuno
Needle Aspiration Cytochemistry Other
Cytology (FNAC), biological fluid
Sputurm and CSF cytology; Ultrasound
Cytology or CT guided FNAC.
(F) Immuno- Nil Nil Immuno-
histopathology histopathology
(g) Medical Microbiology |Basistestslike Rapid |(a) Serological test |(a) Culture

& Immunology

Test (Point of Care
TESTS) for infection,
urine routine
examination and
microscopy, Hanging
drop for Vibro
cholerastool for ova,

for viruses, bacteria,
fungi, parasites

(b) Cultura
Sensitivity tests.
Bacterial or fungal

(c) Other specia
stains besides Gram’s

sensitivity tests for
viruses

(b) Red time
Polymerase Chain
Resaction (RTPCR)
tests.

(c) Tissuediagnosis

St.
%| HIV Positive stain test for infections
rapid assays need to diseases.
be confirmed from
the met level
diagnostic laboratory.
I INFRASTRUCTURE

Basic Composite Medium Advanced

1. Signage

(a) Basic signage- A Essential Essential Essential

signage within or outside
the facility should be




HARYANA GOVT. GAZ., AUG. 6, 2019 (SRVN. 15, 1941 SAKA) 465

made available containing
the following information.

(b) Name of the person— | Essential
in—charge with
qualification and
registration number

Essential

Essential

(c)Broad services Essential
provided i.e.
Haematology,
Biochemistry, Clinical
Pathology, Histology,
Cytology, Molecular
Genetics—whichever is
applicable

Essential

Essential

(d) Timings of the Desirable
different consultants

Essential

Essential

(e) Internet facility or Desirable
Telephone and mobile
number for appointment

Desirable

Desirable

(f) Fee structure: to be Essential
displayed separately
including type of
investigation and charges
i.e., Special and routine
tests

Essential

Essential

2. Safety Signage (Where ever applicable)

(a) Safety hazant and Essential
cautioin signs—

Biomedical waste
segregated in coloured bins
and bags as per Biomedical
Waste Management Rules,
2016 including radioactive
materials, toxic chemicals
microbial agents, infected
biological material.

Essential

Essential

(b) Appropriate Fireexit  |Desirable
signages-Minimum one
fire extinguisher

Desirable

Essential

3. Space requirement

() Registration and Desirable
waiting room, public
utilities, safe drinking
water etc.

Essential

Essential

(b) Sample collection area | Essentia

Essential

Essential

(c) Laboratory with Essential
adequate diffuse and spot
lighting

Essential

Essential




466

HARYANA GOVT. GAZ., AUG. 6, 2019 (SRVN. 15, 1941 SAKA)

(d) Toilet Essential Essential Essential
(e) Reporting and billing | Essential Essential Essential
area

()  Staff roomand Desirable Desirable Essentia
doctor’ s duty room-Male

and female different where

24 hours services available

() Washing room Essential Essential Essential
(h)  Preservation of the |Essential Essential Essential
specimen and slides

(i)  Electrical facilities |Essential Essential Essential
()) Temperature control for | Essential Essential Essential
speciaized equipment like

flow cytometry and

chemiluminescence

equipment, ELISA test

equipment etc.

(k) Counselling room for | Essential, if HIV test |Essentia if HIV  |Essentid, if HIV testis
HIV isdone test isdone done

(I FNAC room for all Desirable Desirable Desirable
patients for sample

collection

(m) Dark room for Not required Not required Essentia
I mmuno-fluorescence

(n) Frozen Section Not applicable Essential Essentia
facilities

4. Furniture and Essential Essential as per Essential as per scope of
Fixtures. scope of services |services
5. Communication system- |Desirable Desirable Desirable
Telephone and mobile

number for appointment

6. Wash Basins Essential Essential Essential

HUMAN RESOURCE

(& Minimum qualification
of Technical Head of
Laboratory or Specialist or
* Authorised Signatories.

*The authorized signatory
will be liable for
authenticity of the
laboratory test report.

Desirable: Bachelor
of Medicine and
Bachelor of Surgery
(MBBS) froma
recognized
university institution.

** Where ever
interpretation of lab
results or opinion
there on are required,
registered Bachelor
of Medicine and
Bachelor of Surgery

Essentia : Doctor
Medicine (MD) or
Diplomat of
Nationa Board
(DNB) in
Pathology or
Biochemistry or
Medical
Micobiology or
Laboratory
Medicine or
Diplomain
Clinical Pathology
(DCP) or Bachelor
of Medicine and
Bachelor of
Surgery (MBBS)
with Doctor of

Essential: Doctor
Medicine (MD) or
Diplomate of National
Board (DNB) in
Pathology or
Biochemistry or Medical
Microbiology or
Laboratory Medicine or
Diplomaln Clinical
Pathology (DCP) or
Bachelor of Medicine
and Bachelor Surgery
(MBBS) with Doctor of
Philosophy (PhD) in any
of the subjects above.

Desirable:
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(MBBS) medical Phol osophy If any special test of
practitioner is (Ph.D) inany of |other specialty isdone, it
essential. the subjects above. |is desirable that specialist
Desirable: ;)g that sufbj”ectfc needs bet
. ere on full time or par
It any speci al_ & \ime or outsourced basis.
of other specialty
isdone, itis *Specia tests means any
desirable that other apart from routine
specialist of that | basic biochemistry,
subject needsbe | haematology, or medical
there on full time | microbiology tests as
or part time or listed in basic composite
outsourced basis. | laboratory.
“Special tests Illustration:
means any othgr (i) Special Tests
apart from routine pertaining to Bio—
basic Chemistry and Micro—
biochemistry, biology shall be reported
haematology, or | py Doctor of Medicine
medical (MD) or Diplomate of
microbiology tests | National Board (DNB)
aslistedinbasic |Bjo-Chemistry and
composite Doctor of Medicine
laboratory. (MD) or Diplomate of
Ilustration : National Board (DNB)
(i) Special Tests Micro Biology
pertaining to Bio- | respectively.
Chemistry and
Micro-biology (ii) Biopsies or Cytology
shall be reported | specimens hasto be
by Doctor of reported by a person
Medicine (MD) or | nossessing Doctor of
Diplomate of Medicine (MD) or
National Board | pjplomate of National
(DNB) Micro- | Board (DNB) Pathology.
biolog y
Respectively.
(ii) Biopsiesor
Cystology
specimens has to
be reported by a
person possessing
Doctor of
Medicine (MD) or
Diplomate of
National Board
(DNB) Peathology.
(b) Number of laboratory | Essential :1 Essential :2 Essentia:4

technicians with Diploma
in Medical Laboratory
Technology (DMLT) or
Bachelor of Science
(B.Sc.) Medical
Laboratory Technology
(MLT) or
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Master of Science (M.Sc.)
Bio-chemistry or Micro—
chemistry or  Micro-
biology qualification from
a Recognised University or
institution.

(c) Support staff
(Laboratory Assistant or
Laboratory Attendant)
Roster of salary of staff,
Periodic health check.-ups
and vaccination of staff

Essential 1

Essential1

Essential 2

v

INSTRUMENTS OR EQUIPMENT OR DRUGS

(a) List of minimum
medical diagnostics
laboratory equipment with
guantity

Essential as per
scope of services

Essential as per
scope of services

Essentia as per scope of
services

(b) List of minimum
medical diagnostics
laboratory instruments
with quantity

Essential as per
scope of services

Essential as per
scope of services

Essential as per scope of
services

(c) Sterilisation such as hot
air oven or autoclave

Essential

Essential

Essential

(d) List of reagents and
consumables required

Essential

Essential

Essential

(e) List of Disposables

Essential

Essential

Essential

(f) Policy of annual
maintenance contract and
records for equipment (Log
books)

Essential

Essential

Essential

LEGAL OR STATUTORY REQUIRMENTS

Legal or statutory
requirements such as
registration under the
provisions of Biomedical
Waste Management Rules,
2016 with State or Union
territories’ Pollution
Control Board with
registration number and
date of expiry, site, space,
location and environmental
requirements to be as per
local bye-laws

Essential

Essential

Essential

VI

RECORD MAINTANENCE AND REPORTING

() Reportsof al patients
date wise and specialty
wise for example:
Histopathology, Cytology,
Haematology and
Laboratory Medicine.

Essential (Clinical
Establishment to
maintain information
and statistics
provided)

Essentia (Clinical
Establishment to
maintain
information and
statistics provided)

Essential (Clinica
Establishment to
maintain information and
statistics provided)
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(b) Medico Legal records,
if applicable (as per
relevant law)

Essential

Essential

Essential

(c)Record keeping of
technicians working in
laboratory indicating their
details of qudification
training and others

Essential

Essential

Essential

(d) Availability of
reference library including
books or periodicals or
e—journals or Compact
Disc (CD)s

Desirable

Desirable

Desirable

(e) Duration of
preservation of record (as
applicable from time to
time)

Essential

Essential

Essential

vl

STANDARDS ON BASIC

PROCESSES

(@ Infection Control
practices — as per
Biomedical Waste
Management Rules, 2016

Essential

Essential

Essential

(b) Safety considerations—
use of disposable needles
etc.

Essential

Essential

Essential

(c) Patient Information and
Education

Essential

Essential

Essential

(d) Process of calibration
of equipment and reagents

Essential

Essential

Essential

(e) Booklet of Standards
operating procedures
available

Essential

Essential

Essential

(f) Grievance registration
and disposal mechanism

Essential

Essential

Essential

(9) Quality Control in the
form of external quality
assurance scheme or inter—
laboratory comparison, as
the case may be.

Desirable

Desirable

Desirable

(h) Policy of proficiency

Desirable

Desirable

Desirable

[F. No. Z. 28013/40/2017-MS]

SUDHIR KUMAR, X. Secy.

Note.— The Principal rules were published in the Gazette of India, Extraordinary, Part |1, Section—3, sub-section (i)
vide notification number G.S.R. 287 (E), dated 23rd May, 2012.

57233—C.S—H.G.P,, Chd.



