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““T VII- =
AY-ATRTHE TFATIOT (R HET
ST 1: ATATESTT ST e et SMaeqhd Ty
1. FTHE-

(1) € AT -ATRTHE TFATT CRHETMIET 31T 390 Tgrad ITRUN & o qrore, fHoares,
TEAAT ST AT GLAT AALTFHATAT I [RE FAT &, AR STAR UTF SAFACATA oo F% G THAT
THEATT  AL-ATHTHE 979 F forw &ar srar 21

(2) I NN FaA dig, FATS AT ST HI ATIT ATl IR I AR 21T &l
2. oTeRTAAT -

(1) sAteperedy fafer -

7 fafar s g srawg gu+t % Suw eafaat (B2 Fiesrs eafaat fga 8) T a1 qgamr
ST (ST % T ATSAHIRA FIT) FFih Aa%g qa1d &l fi-eT T 91T §, eatqagt feers
THATT o |1 The BIAT & A eaaat STAESToleh THATT o &1 I g1 1T 2l
(2) =T

T T FATIT ST ATAT =,
(3) F%-

AT-SATHTHE TAATINT EFHHAHIET & T2 § U solS< 3i¥ Ueh T oTiHer g, forer TRt & 31
T AT AYST ATAT 2

12099 FF FASK S SAST F1 437 FTAT TF HATHRIL GIT THT 51 THAT &, T 3 TF AT
SATY g1 TFAT & (FITT AT Tlad F% UF a9 I 517 & 9T UF ZF2T 517 &)1
(4) B9 aTeq -

AT & I AR Tt & A= H e & fore a9
(5) STHEETTer THATT (HTH)-

USRI A feahet ol TATIAaT o TROMHEaST o1 THATT i LATH J1|
12077 : GTESTE 3% THT1T & FIXV, T 9H #1 g7 # &< I% #% & &7 {797 17T T8 T
(6) BT -

TATT AT ATIT 3T TZINT Feed 6 o s og<h ST
(7) 91T GHAT THATT (HT) -

TEHATT T o6 U 97 6 GHIHAT B AT UF Zad TS dAare & q97 & faariora & smar 21
12099 GTEETEe® THIT & FIX0, 36 HI7 1 g7 # &< I #% & &79 HT97T 17T T8 T

Ao TEEaTor S STAElorsd ThATT HIAT T STTNT Fleh ATEd AT THATT il TUET T SITAT
T 2

(8) FT-TehTH TAATIOTd R H 2T, -

TRATT o ATTLTAT -3 THF ATHAT % (10 TETATA 33T ST 1T =rfaheaT g sueeor, e

UF eI &, Uh J9¥ TSy, RUas & o uF ared, ThaTT &1 JqHTE @R & (o0 sg=rierd
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FEHT AT AT H ITTRT 60 ST a1er fReeer 3 1721 a1 3= SwAeT fohar Srar 21 29 a7e 50 9T §
= “RAEATEY” & &7 § §ai9q 97 147 2l
(9) FT-ATeHTHF THATT TTY,-

AT =T % [T gAAT THATT 1 STeded 7|
(10) sitfErerratfes fafer -

g fafer ST arg ot # srawreft F% T BT AT G 6 S (HEetior, SR i ofed
T AT T STTHTT AT g

1207 - T o AT Y gAT fhTe o 31, et THATT TEAT o TROTHEST FF § gie gard
gfade () BId gl ST AT HT a7 SR SATAT g 3T ATT TOITe § Haferd % aa1d gedl & a1
TUEd AT SITaT 81 39 SUeid gedt & A7 Reeiierd, SEeliers Y A1y gl WhaTT §edl w1 UF
U TATTESH T ITART e O & F T 62T ST Tl T 31
(11) Tefe fFgerey,-

A T oA o FIT SATHATH G Fh Tod /AT AEHete] e Al HT ATHLT FIA & [0
ERExRl

fooqoT 29 ITHTOT FT ITANT ATT FETHAT o T 6 forw Fgi 6 Sar g, At Aeares #ir
2T 7 e A & TolT SHeht saeThar gral gl
(12)=z&fe JorTeAt, -

g Tt e T TaragTh oY T@E-AAET 9T SE w6, ST, deFey, ared, Sy i
9 T B gl
(13) otz v aTed -

FTAATT TOITSAT T AT F GTAT F % T qrea|
(14) w=t=,-

T F A JAd: AAFIT AT AT AT I AT g
(15) frearfers =T (JT9), -

TUITANTT A feohel o HFad 6 TRUTHEAET AT THATT FT ATTHTH T |
fooqor © gregTeeiea TNTal % FIT, T AIH &l g&F & &< 9% F%F & 912 G797 A7 ATl

(16) EFIT T~

STTRTHAT I ITHIUT % AT T T AT Tg o TTH HLed & THAT|
(17) |TT TOTTAT T T THTATS, -

g THAT ST ATHE AT a1 (57 @a1a: 0 kPa (0 mmHg)) 9% @&t G & 3=+ &1 0.0 kPa
(0 mmHg) T TET FTAT 2l

3. SO FT AT AT FEFwor.- REHAATHTET F o FeF UF FF ¢ ST TN o 3097 o AT A AT STl

g, T H ISY ¥ T STAA ST IS & (o7 TF T, ST FqaTerd ®9 F TharT 6 oAl ol q79 3T
Tt XA ATAT Teh IR 2

fooqur 1 =9 9oft § oA faforg Sueor wa 8: T-ATI % forw A | ey, TharT AifHes e a3
TATEST T AT TSI STANT & [olT ITINT FohT ST AT Fg-02TH e J9ie Jifdex|

fooqur 2: PR AT % Jedi # AT & AFHE, &%, JOehiid & oI area (e i Yo’
FT ASH & GTAT 2 o ToIT qTed 6 AT HATSH H), AT o SFALT 6 (o707 G, 3T FHeloher (e

4. ATT T ZTHTZAT- THATT 7 AT a1 Ferrareser (kPa) a1 fefitfieT o™ (mmHg) & gortam o)



4 THE GAZETTE OF INDIA : EXTRAORDINARY [PART II—SEC. 3(1)]

5. ATA(ESTT AG9TFHATY. -
(1) atarefi oot 3 siqsta #% & Hohd T sTfasay T it -

10 °C 7 40 °C T % Tiaefy arawTe I 3fi¥ 15% & 85% @ sl ATUeT ST 4o1 o ¥ et of
et & o, 92d o7 Jed 2a@ Tl & o, 719 39 & et | &g 9% 7% 2919 & q909 & o0 Jigwaq
T AT + 0.4 kPa (2 3 mmHg) T AT #7 £ 2% M, ST of stfers gn
(2) F=Tiee = g et T 919 i srferesraw s e, -

AR  foru Mt srfasray s Ffeat @y g
(i) ATT AT SrfeeRaw sfEa Afe: £0.7 kPa (25 mmHg);

(ii) srferray wATTeRe AT A= 1.1 kPa (8 mmHg)!

(3) WETIOT RATAT o TZT FF TATA Hehd ol ATEHAH T T (Al ,-

R TITReT &7 -5 °C & 99 aT9qT™ 9% 24 52 F o0 =T & 78 29 9T § Ay sraegswarsi
Tl ST TEAT AU, THE 12 50 °C % IF ATIHI ¥ 85% (X-T=wh) il ATIE Aaar 9¢ 24 5 & fou
FTARR AT AT ATRUN
(4) THATT |ATT HHET,-

RRHAATET FasTq JaeT § 7 ¥ %7 2.7 kPa (20 mmHg) & 8.0 kPa (60 mmHg) @& a1
F¥I97 5.3 kPa (40 mmHg ) & 17.3 kPa (130 mmHg ) T STIEeIfrs haTT 9079 | T g1 AT ul

ErR AT f2re] staedT § %9 § %7 5.3 kPa (40 mmHg ) & 14.7 kPa (110 mmHg) @& T
F=77 8.0 kPa (60 mmHg ) & 30.7 kPa (230 mmHg ) T faearfors Thamy g9ie § 49 g1 ATgul
(5) THATT Fehe T AT, -

10 °C ¥ 40 °C T% & TiRaeft araae I 3T 15% & 85% @ i ATUET AT & HIq< (el |r
fRufa & fom, TRAEmEAHET & TR Sad #7 AN 7 F=ad 0.4 kPa (3 mmHg ) & ffere 981
g
6. TERATHT ATTITHATT..

(1) F18717T .-

T T H Fiota arly a7 BereT 7 f9Oe arhy o1 RBSreT #1 SuEeT F9 9rer SUSr a7 39
AT T TR AT SO, AfS 7g TieTaq o ST e T qeear e w=eie &t v |qare =3t ame &
El
(2) FF 3T 54T F forT qefeTehl TaeTHATU -

(i) FF & SIS gAT AT AT ATHS ZHAT AU FF T w12 e F=iaa o smar =t (Fr=r
AT TR FHasht T ITANT ) qrfe T f2T 0 oRr aRfe % SqeT I F% S F ITART HT
qAtad i sfaatera T ST o,

(ii) == & FarS % i s AT F wer f&g aw o i afifer % et 0.80 x gnfi wETerr it
VST % T T AT F W fag a2 o i afvfer % =7 & #:#7 0.40 x g

O TS FT 6 forw fAfatar & dew gearerst § qrs i fafer aqrer gri
(3) famra & & Areest TREd T T974 -

(i) strate g orf<r =, -
(%) Fafawtar g FAfce w1 #iur F Jiaw Fiees § 9Rads FF @1 SR T TATEd T8l Fam
(F) TH T HHT % FTE HIS FF a9 Hehdl 3T THATT T T hie T T Aol AT ST
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(ii) aTET fE=a arf<r =, -
() fafawtar g Afde w1 #9 F T Jiees § afada &% 919 Tohd ®T TATET Jal
(@) fafamtar g e w1 {97 % 918, T F% 979 Gohd A THATT 99 FT s TroTH Ja 97T T2t
B sToem
(4) ~gEfe® sorTtert, -
(i) = Frema,-
a1 fama z@Ta # fwrEe 0.8 kPa/min (6 mmHg /min) & stfer w81 gI=T AT U
(ii) strEFoeedy fater a7 STTRT T ATer ITFHLONT hT 979 | FHT AT 79, -
AL & § HATq i TATorq Rweree ared & oo qama &7 F7d aret Jorett et s
TTAEE (o THATY #hl ertera |97 & ¥ 0.3 kPa/s & 0.4 kPa/s (2 mmHg /s & 3 mmHg /s) #it Rwerem

T TATT @ | TeOH R To8 &L o Ueh B o €9 § 979 § FHT il I3 FF 7ol TR0 o [,

0.3 kPa/7ed & 0.4 kPa/7eq (2 mmHg /91 & 3 mmHg /7o) FT fRTerer 3% a9TT TE&t STuaf|
fooqor « A ®9 F gATTrd ATERITT aTed 37 Yodi & o7 AT § THRST g |

(GIEREEDR:

~THTeF TUITEAT o AT e & 2, aTed quid: g1 g1 9%, 34.7 kPa & 2.0 kPa (260 mmHg
H 15 mmHg ) T ZaT9 FH 21 &1 97 10 Fhe & ATIF Tl 21 AT ul

TSI AT TAL] ATEAT § AIAA T 7T TG ATl RRHAATH ST & {70, JTea Q0 &9 F GaT g
I ATASTT TOITAT o 1A [T o I @ama &1 20.0 kPa 7 0.7 kPa (150 mmHg & 5 mmHg ) & &/
FIA T THT 5 Tqhe | ATIF T21 241 AT
(iv) FTI STOTTEAT T T THTATS, -

R T FaTed 7T T9TISE | Fe09 gHT AUl 7T a1 3t=a e a2 &
ST AT, FH | FF S [SaTeq A1 gl 47T q91Ie & 918, Zare« 0.0 kPa (0 mmHg ) F I gama
T Hehe T

ST FEATT STESLHAT T AMSee U &ahet da<rel (0.1 kPa a1 1 mmHg ) a1 38 A8 21 S[1av 8, ar
FERHTAATHTE S FHTITST T ILTUHAT AT E=Td & H §F &l S0

(v) BTHTET e Hre -

ERAAAH T § UF AT TE JIE g1 ATgU ST HF o HF ATHAT THATT Hehd AT 9C
oo Tama ATT it AqATT <qT 81 T HIS ATHTT STANT H 3T Tl g, SAThel AT AT TLEAT HIHAT TH
2 =i grm

ST R AR FT 90 7€ | @l SA1aT g, ar ad T arg e 51 F:2 7w s

fAmTar 77 qf® #3329 anr % 37 5% IT-99T (1) o7 87 6 F 3u-w (4) F @< (iv) §
T IO AT ST /IS § TR0 F J979 21
(vi) srtersmas a9 foree forT & T FemT Jar g, -
FIE ARMAT % AT § T q07 Foreeh o1 gama 2.0 kPa (15 mmHg ) & 13 grar §, 180 & 7 affers
Tel T AU FASTd AT T8 TRAT & A8 | Fof 997 oiees o0 gama 0.7 kPa (5 mmHg ) & stfers

21T 2, 90 The H ATAF el a1 AUl
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(5) Ferra FFarehier &1, -
(i) TOT TfACrers &T9ar, -

Aot sraeasdTd ARy giv:-

() T = e s a1 ST geaedl |/ 9 S99 Hohd § (ae A8l AT, AATq FF 4979 F 91T
¥ forw srfersraw Tt A + 0.4 kPa (2 3 mmHg ) a1 T &7 + 2% gRf, ST |7 s1fdr 2r; =

(=) =t e = R a1 ST geaadl % FI0 HTS STHTHAAT S gl 8, a7 ST w7 T8
&Y H FITAT SITUAT 37 FAae i TSaet G0 g & 30 Hhe 6 HIqT T TRATAT agTd HedT 994
LR

(ii) TereFgTaSiLT gEqerT feherdT,-

Tfe FPRHEATET FT ITTRT TAUE iRrha STHRT & 17 FohAT ST 8, a7 98 UAUE giotehd
IYHLOT G Icqo & % 9 § A % a1e 10 Tehe F W< fUzer st ae 9% araa s stro, f&ar
Freft T 2T i gt
(6) SrTfaferd,-

10 000 FI=IAT AT =i * T8 FF 979 Hohd H TAAT I 2979 37 § 0.4 kPa (3 mmHg ) &
e FEt g =1
(7) ZTATE A ITHLU & [T Tehe el SALTHAT,-

(i) T TETE AT T ATHATS AT S 1T HHT,-

FF 419 /Y o forw araar @7 fBfagtar g [ty i srosth w % g9 f a9 S ET s
T 3 FEET gRIT| FF 979 0 ATHHTS ST F GTg THATT ATT TROTTHT & /AT & €9 7 & HHT7 9
e F =7 H T o s =nfu

T 3o ALTEror g AT ST
(ii) FefSreer &, -

(%) RRfSres Thet siaarr 0.1 kPa (1 mmHg) g,

(@) =tz et SRtex &1 /19T 909 UF | sfee fre 9% I90iar S0 8, a1 a+@r fewr uF &
HEATHF ool FATU;

(1) TN 9T WTUT HEATHF T, Y ATT A THTSAT FT TRATOT FIA aTer Tt Fl 26 a9 o
sratead 3 STuT ave o ST ¥ 997 S 99,

(¥1) FEATT AT AT TTL ®] F ATS 21 AR, AT

() TErEror 3o fAdteror g Rt STTos|
(i) T=9TT % TorT qefelieht sTareaehda Ty, -

et &1 70 avg & BT i sxafeaa T ST Arfeu & a9t STt 9@l ST o9 3f< sremt

H TZATAT SIT Hehl
Tty fRewer ¥ Sferarersi &1 SUTNT 3T SITaT g a7 F TH T g

(a) “S” AT “SYS”: FrEeifers THaTT (ATF);
(b) “D” AT “DIA”: TTIEEI{orsh THATT (HTH);

(c) “M” AT “MAP”: RTET &H+T THATT (ATH)
Tehel 3TETE ATl HTSTATEAT T 36 q4g o T@T STHT ATeU F UHes et & ary 9u i Rafa =

|
Treror g9 ALTET gy AT ST

(8) Forrer TYE 3T A= qe TIE, -
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-z fie AT 91T & o yrEies e T $iT areeye 91 (A SeThE AT gIEw], o9 R
HATSHIR [FUe 3A9e) &1 AT a2 gRtEa F0 & Tad aiis & e 0 T a1 M9 9@ TR
F TS % TaT9 AT THATT T Tod Tohd Tgl g

fooqur © ua F{fe "@e9r a1 vF |t e =i gl

(9) HT&AT AMALTHATY,,-

(i) 7T AT &, -

TRt T To et T I gIT R | TR ' T A AT 99 g T T8 i
e grm
(ii) STeTerpa Tg= oY EFaT T, -

TETHAT Tl TATAT FI AT THT (FHAV HT STATTSFT Tga | Fa1T 6 (o0 o HT [@FT ST
SYHLIT T SEBTE A T {70 THT ITRTIT /T ITFNT FTAT T AT Tt Bl AT 2T

AT 3o FAEeAT g Rt ST SffReT &1 a8 T g1 91U 4 SEare AT A9Tiada 18+
T2 & AT
(iii) =TT e,

AT AlE AT FAT Faq FgeT w1 OITAN PEHEARET 9w oAg T S, arte
FERHHATTET F ASeqe Al FTHASAT 59 TUTAT | ST 6 Fhl ot STeH & =91 S 76, Fi gar
AT § TF ATIEHT § 99 3T Tl 2l
(iv) forere &gz, -

AT ERTHTHATHIST T TLIET07 6] AT AALTHATA T ATATAT HAT AT 0, TAT [T Feh

H AT, LT o1 #d g 32 = Frarehr Aqaerdr gisd et Jraul

(10) aTzAer i orfsh * i wfawre,-

R AR e a7 38 G5 ST TaTe=y qaT giadT F aTge T30 &l of ST & 10" SEdHT & o
Tl 3, STH ATHTT ITANT, 9T, T, [ oY geas g & F10r g arer Jiftse a=1a & i g
I TATH AT TTeh AT AMe U T 9T (S8 AT 9% 917 gel) R ad e 30 37 9 il saegahara
o T &l

FY T ATATT F AL o o gLreqor = are, BEEadies o0 90 & 027 5 % 39-927 (1) #r
SUEAT AT HT FAAATAT HT, ATk et 20 °C £ 5 °C F qTIHET 37T Tiaeft srsar a2l

(11) ===t Y Taiaeaar, -

o=t &7 et STHLIT AT TATH a1 GTLT ZETIT ST T Y R F sruterd a7 sfae &
N T € § TSAT a9 @A & o7 918 &9 | {eahrs: gMr1 Afgul Fedt & eEa 7w G=w w7
THT, AT ITANT o TAE Al AT § T@T ST
AR I IEEIERERELE
(1) A=A ATHIEA, -
T THTL 6 (CFTHHATHIET & HF ° HF q (9 TLAT R T /AT ST
HETATSTR 3T THATRT STAIAFATAT & ATETAT T HATIT Fe F T qdieqor == e & awr 2 %
FETE o STu
(2) FeATI, -
TATI o T8, qreq7 10 3t afeaas & 40 =3 afeq=a o amaam™ 357 3% 15% & 85% i @79 irsar
IST o ATaY Sterary Rt % FrT off S a2 fFam Stroem) Fersates s it araeTswdr Jgl gl
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TH WIT o 97 5% IT-9T7 (1) ¥ (5) 3T 9=7 6 F ST-9=T (4) F G (i) T Arae==wvar 7 O fhar STosm
(3) #ifefT,-
2t a2 ATY-Hareft e e e Sron T qgd ey et v A fre fear et # i

T
(i) Tere-AIeT & AT § s PR e feen #7 v Gear 8 THamd &1 7794 & forw gere orsad
T F JTEE I AT ZTHY;

(ii) v Tt RRraE=TH T F et §: AEw0r R G|
Tfe Juwer &7 fAwtor Rt off geaera F g geer it I 3ar g, v ’ra-AT =EEr e ar
LT e 7 o9l % €9 H §er7 Fe A SIA T
Tt g+ TRt ITHTT F°T ITANT o0 [T 5 AT gl
(4) ITHTUT T 3{hed-
(i) Toha ST IT AT F i -
R % Hehas STRL I Haferfd SITHeTr sifehd it STTusfy, srIie:-
=) fAfRwTar &1 7719 37 T2 HTE AT A,

(B) THHTT &7 W,

(ST) ST T 39T

T 39 ALTEroT gy AT ST

(ii) % 9 sruferd fore,-

() FEFwrAReT & % 1 Auferiag s sitha i ST, srai-

(1) st afefer e forg 7 s €

(11) 37 offer Fora =T T i,

(I1) SA=TT T 3, ST GHAT TT FF o (70 G &ofa 7 F97aT 8l

(@) TereAr 3o fAdreAr gy T S

(3T) FATE T T T AT TR F o, 28 anr % 997 7 % S9-927 (4) & 9% (i) sfw 9= (i) ®
sruferd foeei &l Sehdeh TR AT Fh I AT ST Fha T 2

() B TATEST T@ATA ATATAL0 § ITAET Foh0 ST Aol ewvarae e & forg, fosft ST uv sifaw

STANTHRAT GILT ATALTF FATAHTLT Taf9d T ATy, e =gmaw Feferfaa arfee gir-

(1) TfR=TAT ST ASTIOT ATIHET MY aredar HET;

(1) s =rfera Fwara=H e & o £ o sraeasar)

(F) "rEsE ITAET F o Rewraardies, ST aEses o= § @ 3uAn & o g, w Aufei
TragTT AT fAer sifera o s, sraia-

(1) ITIRT o ForT |reremiaaT, s ThaTT 779 6T ST & orw Hihcas o qereel FiTd il 9T & gated
FIAT AT E;
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(1) =T =T e

(5) fafawTar i ST, -

(i) FAfAwTaT gT & T SITHFT 30 AR &F T a9 T3l a7 AT FI(T|

(ii) Farfamtar = e qeasT § FMeforfaa ST anfeer g

() HATAT TRATSAT T SATEAT ST Ael TATAN % (70 AZeaqul g (S8 T ITH % ST &1 94, gad
TI¥ I % T Rt i gama § w1 FiT 3¢ F7 q6Ie);

(|) T THST FHT T THS F TR,

(1) T sAST g™ AT B, AT FF H s fir qgf A FRuta gfatara s i &,

(%) TETETE HT TH AT Argixr S 7 Gt w3 % o sraeas g 5 ST ge a9 get oY qeiera
&Y HAToT 2,

(F) T /T TOITAT | "aferd ot weahi 7 =N, qgras oot af2d;

() THATT HTI AT STFLI F FATAT [Rrgial &1 e,

(=) TETaoft A1 afi=Tes Fwrent 9 feoaforat St fReurae i werEd w97 (S EEE gEah o,
AATAT);

(3) Fowret 3e/emse e e &1 faew;

() Y= FTees FT faaor, I AN 3T,

(=) =F==a arfs & &1 &g, 7t arg Er;

(2) TEreaifers T sraeetfers T |19 & forw |77 1T,

(z)ued =2 &t 917 i

() TATAT T FSTLOT ATIHTH 3T AT HHT;

() St ATera Ta=ATiera RR AT % o g &9 T U, Se g7 Jqrarat,

(V1) ATH-AT THT, IS AT 2,

() “er3e A 7 ffwrer” & o1 &t foae;

(=) STHLOT I ITANT T T FfF T 1wl HIETATART &Y fe wieh F7 foawr,; i

(=) fafawTar &1 9 =i aam

(iiii) TrTeror gor fALTeror T AT ST

STTRT 2: qveror Iierama
1. % TATH Hehl %l ATAHAH SATAT AT o [T TLIEATT-
(1) 39T, -
STl H AEterted ariee g, ;-
(i) 500 Ta=t + 25 AT Fit eqwar arer RS qea a9;
(i) 0.1 kPa (20.8 mmHg ) & A< AfIwaw a7 A ATAT FicTeles TR AATHIET,;
(iii) FATT LT, T RUFI9H qTed F AT qie 97 (B2 99);
(
(

iv) -0 et ST gie fSehl $1 @ats 600 T & o1fersh T 2,
V) FATSHIEH Fa¥, 1 °C % ¥ TIIHT T TFHAT, £1 °C F Ha I it Aieawdr, 5% +
AT AT AT=AT 0T AFTHAT, £5% F A< TTTeT SATRAT sl ATeaT
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(2) st -

FE FHT AT A Tqet| FHforaes TR AATHIET 3iT Teqv 3 ST arer SueReor % frHieT Tt A S-fi
FeFeT AT I T STANT ek ~IHTEH TOTeAT F e 3 (Frr 1 3@ ffawtar g & € ST
ATETE AT ERHAAH ST HI G0 H1E 9T H HL| UF o7 S-009 Fdade o STTRT Hh ATdh
TATH AT &l T TITSAT & TS| TLreA0 &1 0.0 kPa (0 mmHg ) 37 Thet 397 o STehad gaTd & S

6.7 kPa (50 mmHg ) & s7farss 71 3 gara =FL | #2)

(i) gfeasfiar ol -
TTTHT 377 AT & el yoas w3 & o, sa=rtora REaraaH e 7 FaTsates Ja7 § #9 F
FH 3 5 & forw v qrfes freew Rux Rafa § 9g= 9o
(F) 10 °C afiaer arayqT, 85% ATYE adT (TT-THAF);
(@) 20 °C TiR=9r ATIHTH, 85% ATUET A=A (FL-FHAF);
(1) 40 °C Tfaer aTIHT, 85% ATUET adT (FZ-H=wah)|
ATTHT ST ATRAT 6 TS GATSIT T, T F FId § gl TaATd RHHAATHIET T FT] FY| aTH-
AT q9T (ITANT & forw @ & afvia) g S a&% T &<, 71T F AT 396 ar8 eaATed
EFHTHATH R T 98 2 3

(i) =TT Rafadt & savid,-
T A AT -5 °C F qATIHE 9T 24 w5 % oIy gar w@w & vara arvaeha aRfRafast § adteor G
STTUATT TT 38 d A& 24 5 % forw 50 °C F qTIHE ¢ FATSHICH 5aT § T@T SITUIT| TEHEAT & I
Y oft sremaTer Rufy v &=t B srom)
foroqur ;. TR el r-arHTeT Wifve | UH oed g1 Tad 8 ST WSTIOT o S0 Sfaued 2l Thd gl THer
AT ATIHTH HGT /T ART 1 F T 5 % IT-T27 (1) & g sraeashareli i JoT § 7 w2 3T @7
g1 FTATHLOT F forg, aveqor 20 °C + 5 °C % qATIHTE & qreaeft saar 9¥ «ff frw s & srqafa €
(3) gforTHT #F¥ stfr=af<r, -

gt @ afteror e S arer seriera PR F % g9 59 Y TRE AT & "5
G o = /a7 F &7 § =<6 1)
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1 — TR AREY; 2 — FATSHIEE 9a¥; 3 — T TRt ST ATAT ST, 4 — 9T &1 99, 5 — g9
AT

= 1 — & Ta1a Gord it Ffe HAT TR FT & 0 71T JOrTe’

2. THATT 919 97 F forw adreqor.-

AN 1 % 7 5% IT-UXT (4) T ATTITHAT HT FqATAT il o (o0, Hefertaa aiveqr fhar o
(1) IT=h0T,-

ST H HEferad aree gy, srrid:-

(i) Aehoeetl 3T AHATH I [ATer AT I o TorT Ueie Fregeres, S| g # o SR
AT {9 0.13 kPa (1 mmHg ) & 1fa= 7 2Tl

(ii) STTS Hehd HTH ATHIT giT: Fearfers: 16.0 kPa (120 mmHg ); STa&erfers: 10.7 kPa (80 mmHg
); 98 &X: 70 fie-1 7 80 ffde-11

(2) TR 3T qedid, -

(i) F9fe FHEgee &7 =0 g ° Hohd Sc0d Hid & [0 FHEANST H2 o Ao ERHHa e
e g1 ® sTaeerfersd wRaTT 919 2.7 kPa (20 mmHg ) 3T 399 F9 i7 feerfersd T g1
14.7 kPa (110 mmHg ) a7 399 1fere wafeha ¥, 3 =797 STHeeiios wmarT 719 5.3 kPa (40
mmHg ) IT 39 FH AT Aearfers =T 719 30.7 kPa (230 mmHg ) T 39 stfere gafeta w2

(ii) THERT ST g9 TALTeAor g sht ST
3. THATT Hehel ol TAL T & TLET.-
AN 1 % 7 5 % IT-U2T (5) T ATTITHAT HT FqITAT 3 6 o0, Fefertaa aiveror frar srom
(1) IT=H0T,-
Syl H fAeferfea afeer g, ster:-

(i) Ateheeedl ST AttererH e fafer ar 2t & forg Seie Regeres, Sad g & forg saemas
AT fa=e= 0.13 kPa (1 mmHg ) & S1farss 7 2T

(ii) I Fehed | T g1 fowarfers: 16.0 kPa (120 mmHg ); ETa%erters: 10.7 kPa (80 mmHg
); oed 2<; 70 f8e-1 7 80 fawe-11

(2) st -

AT ERHAAHIET &1 & 3T qeie Aqeles § S1E, ST &7 e i STaeeifersd Thar
A I A2 g (e 2 36

10 °C 7 40 °C &Y =Hrar & Fret off ara9m 9% i 15% & 85% ¥ Frar & Fret off |morer smear
forw 20 =RTaTE 7T #wR)

Device to be Patient
tested simulator
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o= 2 — THATT Foha A AT B T FIA o6 oI HeeT

fooqor 1: 7fT Rares &1 98 9% THaTT 71T & forw fohar ST 2@ g, a7 9ow a¥ 80 fMde-1 ww He
#1 T 2

fooqur 2: 71T ITFTOT /T ILTEA0T FASTa/ U] THETT /T o forw oA 7 3@ 8, T 9ed @ 120 a1
9T T FY T 2

(3) wiurTHi it srfereatsr,-

TEHATT Hohe T AT ¥ TOET 5 T2 & 6T A7 2

2 (Ls) — Lsqmy,)?
Tsmm) =

n—1
lsp) e & e fRarsa ¥ R (a1 Saeiies) THaTT i TIg R T T34+ 4o T,
LS(D)i wdteror F srefir Rarew F ith 719 9 Wi R (@1 seeife) e g,
ZS(D) wdteror F srefir Suweor F R (ar s THaT #1 e siea g,
n ATT sl HE&IT

4, T3=a AT & qTeesT Tadd & TATS T T
AT 1 % 927 6 % IT-977 (3) T TUAT T SATATAT H2 o Tor, FAerferierd areror fFham S, srai-
(1) sirafer faega orf<h =i, -
(i) STFIT,-
Sl H Aefertea arfeer g, srerid:-
(F)  FHEST T G qieest A,
(@) AT geT F 0.5%  aT ATIwas aq=g A F AT qloediey;
@M £0.1kPa (+ 0.8 mmHg ) & sfa< Afwaw =T A F ATT Ficrslcs THLH AAHIE
(ii) i, -
(F) FEETCE R ET % i e ofth & i ST areest srgf & staerfod w¢, e
gtarer fEfamtar g ey siafer Fea of<s | i giaerar % a9qe 21l
(@)  dreeHie F AT AN ST dreest g & gfiad v ard) 0.1 A 3 F2on § T Freest Arghd wr

TTARL TAATIAT CRTHIHATHIET T T e 3 FATH ATeesT AT (FETT H (ST 9 FF 979
TeRd STHT T wafeta grar g

@ g T AT (A= AT<F Sd T SATRTH AT TTarerT = v o7ar srosm

() % TATT T T ATAFHAH ATAT (AT % TorT qdreqor ¥, g Faa 20 °C £ 5 °C F qTIHE IT
3 aRaefiar ArsaT 9%, 3fiT FuT Afotq =aaw areest #AT 9% 0.1 V FT Fig i araem qieest
+Tl

(i) oY Fr srterertE, -

IO T A0 R0 ST ATl FqaT e [ERTHHATH 2T o % aTd Hehd SIY <gAdH aleesl HIHT 97
0.1V &t Ffz 3T ATHATT Aleesl IT THIT HATHIET & T LTS & S Sq¥ 6 &9 § Ah Al

(2)  arg e af<s | - ST 9, -
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(i) SREETUE

Sl H et arfee g, sri;-

F)  FHTIST TATAAT T drees A,

g) AT AN % 0.5% F Ha¥ Afeawas Jqad Jfe aTar aeedie;

M) +0.1 kPa (£0.8 mmHg ) F WY STeaa™ sT=id (e aTAT Hiclaee ThHid G

ii) TR, -

(F) TFATIOIT EFRTHEATHIET &l FHTIST TATAAT GTT Flees T o SIT2| Areedie? F UH Jreest i
H afvade &1 q41d|

(T) FF AT Feh il STTIHAR AAT (AT & @ q0eq0 e, g Faa 20 °C £ 5 °C & qIHEH T
afeesft srsar e

(1) ffeataT grer =fve sfaeay e Jiee;

(1) FAfR=TaT 3T =JUT SAfewas Sl =AqH e qlees FT dad g7,

(Il) FATRHATAT ERT ANT FATH 2 qrees|

(1) TXTEAvT 6.7 kPa 7 33.3 kPa (50 mmHg & 250 mmHg ) &t #19T & ia¥ Fae U FF q&919 9¢ /AT
ST |RaT g

fooqur: srfara® YT dreest AMHATAT G137 =AU AT SITaT 8, 9T &1 <IAdH Ye€ qlees |l
(iii) TRt fY srfreafwr -
RO T T R ST aTer Tt R TR e F % 9T Sehd ST TR A e &
T T & = 3fa< & &9 | <6 H2
(3) AT Tar=ra orf<h &1 - et 9T, -

(
(
(
(

(i) I, -

AT 2 3 97 4 % S7-97 (1) & @< (i) § Mi<g STHaor &7 ST H:7)

(ii) i, -

(F) AT ERHAARTCT FT ST dledst AT o SITE| AeeH 1T % Lhd H STET qTeesT g
e w4

(@) F IAT Hehd Al ATAHAH AT AT 6 orT T L At aer 20 °C + 5 °C F qTqH1 X
afasft srear 97

(1) rfFatar g =fua stfeeraw 2 areeT;
(1)  fafawTaT T =i AfeEmas $i =Aaq 1S Jiees T {Hd Jo7;
(Iy  fafAmTET T =g FAas e e

(1) AT FAe 6.7 kPa & 33.3 kPa (50 mmHg & 250 mmHg ) &t T % WY UF &% a7 f6g 9%
ERuS I

(iii) TRt £ srfvreaf=r -

gt = gt BFu S arer sEtera FEHEA e F % 979 5o oY TR A9 e 6 9T
HFET & = daT F FT H 75 F2

(4) =gy faera orfxF =i 3 Areest afiad T - syorady e, -

(1) SI=HTT,-

T 2 % 977 4 % S9-07 (2) & @< (i) ¥ i suswor &1 59T &3
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(ii) o, -
(F) AT FRHTHATHIEE T THT qieds] q1e § S| dTead e § TH Ao qe1s § gid a1

FEATT T HTH| THT FTeesl TCATS T 5 V F 00 § Taosh? eqaTiord CRHTHAATHET T T F8 7 98
ATH Aleest HAT Rgtha 3 B 97 F6 9 R q=fdq g 2l

(@) fafawmtar g AR w5 | F aree, w2 7% 979 g Tt Tei AT ST

(1) IATF Hohd T ATHRAT AT AT  forw areqor i3, TR shaer 20 °C £ 5 °C F qTIH1H 9T
T 5V F T g€ =Aaw diedst dAT 97 qieasft srgar a7

()  IAT FAA UH FF 979 (95 9 6.7 kPa & 33.3 kPa (50 mmHg & 250 mmHg) T HHT %
sfrae BT sToem)

(iii) Tt fY srfreafwr, -

RO T AT R ST AT ST RIS O 9T Hehd oY 5 V F FE gE <qAaH areest
AT I€ THLH AT & G697 12 o S+ o< & &9 § 2<h A1

(5) st frera arf<r & & Fieest TRade - TeTer 9T, -

(i) ST, -

TH I o 97 4 % IT-927 (1) & @2 (i) § FMi<e STHTr &7 ITTRT Fi<|

(ii) wfsrT, -

() gﬂq@ﬁ%ﬁﬁ%ﬁﬁ%ﬂﬁ%ﬁlmﬁﬁmmﬁﬁm
|

(@) 0.1 FTee & FTOI | ST ATeesT MY wl TRATAT Fleh TAATAT EFRTHAAHIET FHT TLHEAT FE
3 HaH dteest ST FeTha w3 59 9% FF Tama gaa T2i9iq grar &l

) fafawtar g i Frd #r & aree, w5 F% a9 G T2090d Tl 647 ST

(1) T TATH THohd T STTERAH T AT 6 o7 qEeqor &Y, At shaar 20 °C + 5 °C F araq=
T ST Tt srEar 9% 0.1 V | FET g2 ~IAdH dledsl HIAT 9

@) AT Had TF F 24719 6g 92 6.7 kPa & 33.3 kPa (50 mmHg & 250 mmHg ) &t HT %
sfrae BT sToem)

(ii) o T rfeeteE, -
TR T T fohT ST ATel T aTod PR AR e & % 2819 dohd i< 0.1 V | @i g5 ~IAaH
Freest FAT UT TR AHE F &9a Q2T & i+ 3 F &7 § =27 F:2

5. =gt Jorrett & A fErea & forg afvero.-

AT 1 % 937 6 F IU-97 (4) F G2 (i) FT TTAT FT ATATAAT F2 & Tory, et adeqor G
ST

(1) ST, -

STl H Aeterted ariee g, ;-
(i) ST AT AT FSR 41 Feiey;
(u)avmraﬂi?{ STITq Feeter aTed & &7 i 97 (8 99);
(iii) EETIE=
(
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(i) arg | 0.8 kPa/min (6 mmHg /min) % z&ma § [iemae & dfd T8i gT Argul Aeferied
TETETOT GTXT SAAATAR T ST e | T TRATRT 0N & T IT-TE § FT07q G0 Al FIT ST TRl T, AT
fAfaaTar geT MiEE Jsfeas areor IHRaT T STTRT Hi

(i)  wreror gaEtaeetty afkRyfaat & e sroem
(iiiy  IETET F FA F TEA, AT (ERIHHAA T ] HTH FA & TIIHT qF T 3

(iv) &% & (feieY & 910 A 39 a¥g AUe [ HALT dig Sl STH &l 7T ATl ITHLIN 6 [o[T, T
T FF Y arter e i aiter & 7% & srfeew 7 21

(v) & ¥ FH fiT 79 €9 ¥ fqfid g =Feon (39 6.7 kPa (50 mmHg ), 20.0 kPa
(150 mmHg ), 3T 33.3 kPa (250 mmHg )) 9% ¥ AT 357 9% T FY| Fieh STl 2819 90 § Faad
THT TETG FT FH FA AT TEE H THISTIATHE Sqod TATEAT AT 8, THIT AT 984 F Ig FH T FF
60 Fehe TeTeaT w31 5 T it srafer & arg fwma 1 adveror 3 i 288 /797 12 779 [Ferha w57

feoqur 1: Toae-Seaeaa 99 ST [Eeew &1 REaT 8, ST Te0r & o S=IRT f6am S dehdar g1 ared ST
ST ®T F G &, Ire T & (7T FHeT ST Tl gl

feoqur 2: =7 wéeror & forw Greft Sfersres Yoie friier &t styeT 92t & FifE awheror arer gfHe F %
TaTa BT T ITANT a9 T3t ST 9T 8 T % 979 Hehd & UL Rl <@T STaT gl TH T FT 19 T8
& T Teqr ATt e o 9o o= | g1 STiafwh S RATa il 987 99d gl

(3) Tt ¥ srfvrsaf=r -
a1 e &1 g fee e grie & 32 % =7 § F970)
6. Aieheaady fafer &7 ITTNT FF SUFLN FF TaT9 FH FLA 1 € HT TL0-

AW 1 % 927 6 & IT-UX7 (4) % @< (ii) T STUAT FT SAATAT el o (o0, Foforfaa adrerr
STTUATT, ST~

(1) ST,
ST 7 et emfaet g, srai-
(i) - e

(i) oo srseqe 9ie T £0.1 kPa (£0.8 mmHg ) & HIa¥ stfeshas T Jfe aTaT hicisice Thid
e,

(i) FOE AT HEA ST (ART 2 3 5(2) F siaiq feeqor @)

(iv) R=iET ..

(2)  wiFaT-

(i) AT AT FHA R 9T T | FHT A 2 H AT

fooqor 1: W ST T ITTRT AT ST, AR A T Ha i o 919 o0 0 777 T 2l

fooqoT 2: F7 ST ST T STANT AT ST ATR T, ST 3T Tifer i Sur e A=t H87 % T« g,
S AT U 3T FE AT T SUFRT AT S

fooqur 3 e STt T fereraaTd /e S i Fg AEET Swarst i At ted Hd gl

(iy  =FF F% Roeeram =% # % oo &1 OfF & warfaa g gt €, safor 7 & 9 37 SToRT-31eRT o[ T
AR T FH F FF 9 I1€ AT T AT H F TAF * o0 % a0 e [ewret| i sroferg grar
oo it e oA ST 9&hat 2

(iiy  Fowee YEGT FrdeT w1 S| g wF T A2 Feee TR §9THET F arseue fBE A
it gffe & =)
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(3) wivorraT 1 srfereai=h,-

()  =Ta w9 8.0 kPa (60 mmHg ), 16.0 kPa (120 mmHg ) 3T 24.0 kPa (180 mmHg ) W% a1 #
FHT #iT a7 FeTha w3 (ITTEX & forT ITTthser qeaieh oY eqeivar di=v) |

(i) ~ =ara @ 8.0 kPa (60 mmHg ), 16.0 kPa (120 mmHg ) 3% 24.0 kPa (180 mmHg ) i faferr
T giferaT F forT srer-3re t oraT B30 0 g /1 F =Y § 979 | FHT 22 T T0ET F

(i) =T TamE § FH AT 7 gom w AT g, a1 uew 32 Rl ) 2 /e §, aRoms #ir af) g w9
RT9H 3T % &7 § 2 F:2)

7. e uwtee ¥ forw gferor-

AT 1 3 92T 6 3 IT-97 (4) F @2 (jii) FT ATAT T ATITAT F2 o forw, Feferfea adreror G
S
(1) ST, -

SYFT § Aeferied arfae g, St
(i) =7 RfSre oer fomeht erar #wwer: 100 faeft + 5 fo=it 3fiw 500 fFeft £ 25 [ v,
(i) 0.1 kPa (0.8 mmHg ) & fia< stfershaa T1h1d JE ATAT Hiclslce ThH HAHIET;
(iii) =TT T
(
(v

iv) & Feeey;
) T
(2) faar,-

(i) T % T 9T 500 et &fiex & aaa & adrer w¢| Faees 3 forep /e #§ |19+ T e|ar arer
TaTiera FRRTATA e 3T FeTE 9% qTOH 9Tl STHLL 6 o7, FF & 219 9% 100 W=t fec Faaqa 9
TEET Y

(iy  Fferses YR AT A - g =gafes gt 7 S|

(i) 9T 1% 9T 6 F IU-UT (4) F @< (iii) H U T0 GREITF T9F TF FH T FH TATC, 60 FFHS dH
JATEAT L 3T U UISAiee ared &l Uldaae FiLl

(iv)  F=Uai= &7 ITANT Feh AT 1% 97 6 F IU-927 (4) * &2 (jii) § AFAEs & geat & a7 71
THT AT
(3) af¥orTHT T srfereaf<h,-
TROTTHT T 979 TU T3S (e 807 & €9 § =A< Fil
8. HTI TUTeAT o [ FTHTATSIT & (1T qLeq-
AN 1 % 07 6 % IT-UXT (4) F G (iv) FT TTAT T ATATAT el o 1or0, Horfertera adteror
STTOAT, i
(1) 39T, -
STl H Aeterted ariee g, ;-
(i) 500 fA=t + 25 AT armaT T e a9,
(i) 0.1 kPa (0.8 mmHg ) & Ha< STfEwas T (e ATAT Hhiclsee Thid HATHIET,
(iii) Fe=a-=i= Tama a1 9%+ q;
(iv) JeT STeT, S RTerer ared & |1 i 99 (5 9);
(v) E-FT FFey;




[\ II—8vE 3(i)] HTL T (ST ETLTI0T 17

(vi) BTt
(2) STTHRAT T AT -

(i)  =fe TR oo & 28 3U-gve § Fivid e 721 T o g 2, a7 Ratar g R dweus
g IR T IR T SToem

(ii) [T AHTATSIA T T FA o [orT, =HEF Torret 9% +0.8 kPa (+6 mmHg ) 3T aca=rd 0.8
kPa (-6 mmHg ) T TaTad AR <. 3T IR il LA-HTET ALH FiLl

(iy gl w% & adt setsta gara a1 & w79 -0.8 kPa (-6 mmHg ) =¥ +0.8 kPa (+6 mmHg )
FT Fafead e ar |

(iv)  TETET 0% FIA F Tg, FFATIT ERHHATHIEY Hl FTAATA TTTATT TF Tga &
(v)  Oreor gq TEaTierd BRI e F FEE s w1

F)  F% & 500 el F T 7 T

)  Fferses YR AT w1 A Feder grer e gt § = Tel;
M) I FAFeT G A1 AT T G F A S TOTeAT H TG T,
) -0 FAFeL G TG ST Al AHEH TUTAT § ST |

2oy - 17 GlAET% &1, a1 9T FTT FIT # [T FIF IT TF T HIT G779 T2 & &7 97 UF
TFHITIST T7 FT FTTIT 33T ST TFAT 51

(viy fFRafeafes & T o ag:

F)  FEAIOd FERHEAH 9 T T i qwrse #57;

(

(@)  Tam@E & 13.0 kPa (31 100 mmHg ) TF F2T0 ST SATed RRHHEAHIET & Hohd Hl [Th(S 5
(¥ 12.9 kPa aIT 99 mmHg );
(

M) T IR U ST GHTES T G097 +0.8 kPa (+6.0 mmHg ) #T T9Td AR FY;

(F)  TaTT T 13.0 kPa (a7 100 mmHg ) T AETT ST Taferd fwriefies % w3 1 frts %)
Tg (@) # 351 =7 (3 12.1 kPa a1 93 mmHg ) 7 0.8 kPa (6 mmHg ) # T =1f2T;

(F) T T UF T gHESA wed 997 -0.8 kPa (-6.0 mmHg ) FT Ta1d AR 3,

(@) &= & 13.0 kPa (I1 100 mmHg ) T TET0 3T TATd ERHAAHIET & Hehd &l [Lhie Hil
Tg F9T (F) § T JoF (4 13.7 kPa a1 105 mmHg ) & 0.8 kPa (6 mmHg ) 3Tfa g1 =T u

(3)  wiormt # srfreateh,-
TH T % 927 8 % IU- 47 (2) F @< (vi) F IU-ET (F) T G (F) H 9T 7Ry =71 1)
9. T TS Hohd o ITRLUTT TET o forT areror-

AN 1% T2 6 % IT-037 (4) F @< (iv) AT STUEAT T ATATAT H2 o6 (o0, Feafertaa areror
STTURTT, 377 -
(1) |TETIT,-

Tg TLNAT e *aqF S FEeA o QA AT T THATATSIA FT a1l STHIU 9T AT 2T 2l
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(2) 3=, -
Sl # fAeferfed afeer giv, sraiq -
i) 500 faeft + 25 fa<ht erwar arer e a9,

i) % &1 500 ToefT F a9 | Faet| Ficrses TRH AATHIET T oie fBepere &1 J-09 Fades g
AT #fhe § 3T

(i) O [ T H U, FATId (R HIHATHIET T START 6 fqaern & ot siraefest arawm a%
Tead 4l

(i)  UF A AT 99 w1, TR 79, ¢ AyTRa #2, S 9% F st Regaadie s
CEEE E IS

(iv) TR ERTHTAAHTEY T =T H2 3T TH G0 HI€ T2 He ALl T(Iai= ¢F F2 AL T 979 dohd
FT srterhay T qfeAT & oo oo § [fee afehar & aqae Fad 20 °C + 5 °C & qraH1 i
gfeaefi sEar 9% 6.7 kPa (50 mmHg ) FT T&Td AN AT SITUam |87, £ 20 7% 979 S6d &
afaae &7 Feieer #3) 7g = &t Srustt &% 75 0.1 kPa a1 1 mmHg & 1fa 7 21

10. % T ATHAT Fohae THT T FATAT AT, THeH o0 TLTeq0T-
AWT 1 % 92T 6 F IT-927 (4) F @< (vi) AT STUeAT T AqATAT F2 o Tou, [Fefertaa adveror o
STTUATT, ST~
(1) ST, -
St H fAeferiea afeer g, srerid -
(i) e FEgeres ar FE =t
(ii) T=raa=
(2) SRAT 3T qeaThe-

AT ERTHTHA e &l el STh 9% FEMTAT STTOAT A7 990 Feele | STET S0 97 &f, T
AT SI¥ T (091 ¢ 6T ST THATT HIT AT TATHAT Fo THT TF FgT0| (FF SFred F 09 a=rierd
PR T 719 % ) 9T 37 % e &

(i) ST T TR o, e & 7 Roed &% S[1ar g a7 O1: <% g1 ST &;

(i)  Roed ared # 8779 &9 F Ja%5 FLF|

FF TATF F T 1% 9T 6 F IT-97 (4) F g% (vi) § ARy gama g & = [ew a& &1 997 9
1. wrie & forg adreqor-

AW 1 % X7 6 F SU-U3T (6) T TTAT T AITAT FeA o Tory, Forfertera aiveqor fBram s,
AT -

(1) ST
o # fReferfaa oo g, ot -
(i) 500 TH=fT + 25 Teft ervar =TT RfSre e 39,
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MINISTRY OF CONSUMER AFFAIRS, FOOD AND PUBLIC DISTRIBUTION
(DEPARTMENT OF CONSUMER AFFAIRS)
NOTIFICATION
New Delhi, the 28 July, 2025

G.S.R. 498(E).—In exercise of the powers conferred by sub-section (1) read with clauses (c), (f), (h), (i) and (s) of
sub-section (1) of section 52 of the Legal Metrology Act, 2009 (1 of 2010), the Central Government hereby makes the
following rules further to amend the Legal Metrology (General) Rules, 2011, namely:-

1. Short title and commencement.— (1) These rules may be called the Legal Metrology (General) Third Amendment Rules,
2025.

(2) They shall come into force on the date of publication in the official gazette.
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2. In the Legal Metrology (General) Rules, 2011, in the Eight Schedule, for PART VII-B, the following shall be substituted,
namely:-

“PART VII- B
NON-INVASIVE AUTOMATED SPHYGMOMANOMETERS
PART 1: METROLOGICAL AND TECHNICAL REQUIREMENTS
1. Scope.-

(1) This part specifies general, performance, efficiency and mechanical safety requirements for non-invasive
automated sphygmomanometers and their accessories which, by an inflatable cuff, are used for the non-invasive
measurement of arterial blood pressure.

2) This part only applies to devices measuring at the arm, the wrist or the thigh.
2. Terminology.-
(1) auscultatory method,-

The method whereby sounds (known as Korotkoff sounds) are heard or detected (e.g. by a microphone) over
an occluded artery as the occluding pressure is slowly released, the appearance of sounds coinciding with the systolic
blood pressure and the disappearance of sounds with the diastolic blood pressure.

(2) bladder,-
The inflatable component of the cuff.
(3) cuff,-

The component of the non-invasive automated sphygmomanometer, comprising a bladder and a sleeve, which
is wrapped around the limb of the patient.

Note: A cuff might comprise a bladder and an inelastic part that encloses the bladder, or have an integral
bladder (i.e. the cuff including the bladder are fixed together or are one piece).

(4) deflation valve,-
The valve for controlled exhaust of the pneumatic system during measurement.
(5) diastolic blood pressure (value),-
The minimum value of the arterial blood pressure as a result of relaxation of the systemic ventricle.
Note: Because of hydrostatic effects, this value should be measured with the cuff at the heart level.
(6) manometer,-
An instrument used to measure and display pressure.
(7) mean arterial blood pressure (value),-
The value of the integral of one cycle of the blood pressure curve divided by the time of one heart beat period.
Note: Because of hydrostatic effects, this value should be measured with the cuff at the heart level.

The calculation of the mean arterial blood pressure using only the systolic and diastolic blood pressure values
is not allowed.

(8) non-invasive automated sphygmomanometer,-

The medical measuring instrument used for the intermittent non-invasive estimation of the blood pressure by
utilising an inflatable cuff, a pressure transducer, a valve for deflation, with or without displays used in conjunction with
automated methods for estimating blood pressure. Hereafter referred to as “sphygmomanometer” in this part.

(9) non-invasive blood pressure measurement,-
The indirect measurement of the arterial blood pressure without arterial puncture.
(10) oscillometric method,-

The method that estimates systolic, diastolic and mean arterial pressures during the slow inflation or deflation
of an occluding cuff at the brachial artery.
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Note: During the inflation and deflation of the cuff, small pressure changes (oscillations) occur in the cuff as a
result of the arterial blood pressure pulses. These oscillations are detected and stored together with the corresponding
cuff pressure values in the measurement system. With these stored values the systolic, diastolic and mean arterial blood
pressure values can be mathematically derived using an appropriate algorithm.

(11) patient simulator,-

The device for simulating the oscillometric cuff pulses and/or auscultatory sounds during inflation and
deflation.

Note: This device is not used for testing measurement accuracy but is required in assessing stability of
performance.

(12) pneumatic system,-

The system that includes all pressurised and pressure-controlling parts such as cuff, tubing, connectors, valves,
transducer and pump.

(13) rapid exhaust valve,-
The valve for rapidly exhausting the pneumatic system.
(14) sleeve,-
The essentially inelastic part of the cuff that encloses the bladder.
(15) systolic blood pressure (value),-
The maximum value of the arterial blood pressure as a result of the contraction of the systemic ventricle.
Note: Because of hydrostatic effects, this value should be measured with the cuff at the heart level.
(16) tamper proofing,-
To prevent the user from gaining easy access to the measuring mechanism of the device.
(17) zero adjustment of a measuring system,-

The procedure that corrects a deviation of the pressure reading to 0.0 kPa (0 mmHg) at atmospheric pressure
(gauge pressure: 0 kPa (0 mmHg)).

3. Description of the category of instrument.- The basic components of a sphygmomanometer are a cuff that is wrapped
around a patient’s limb, a system for applying and releasing pressure to the bladder in the cuff, and a measuring and
displaying blood pressure values automatically.

Note 1: Specific device types included in this category are: sphygmomanometers for self-measurement, blood pressure
monitors and multi-parameter patient monitors used for home healthcare, or public use.

Note 2: Components of a sphygmomanometer include: manometer, cuff, valve for deflation (often in combination with
the valve for rapidly exhausting the pneumatic system), pump for inflation of the bladder, and connection tubing.

4. Units of measurement.- The blood pressure shall be indicated either in kilopascals (kPa) or in millimetres of mercury
(mmHg).

5. Metrological requirements.-
(1) Maximum permissible errors of the cuff pressure indication under ambient conditions,-

For any set of conditions within the ambient temperature range from 10 °C to 40 °C and the relative humidity
range from 15 % to 85 %, both for increasing and for decreasing pressure, the maximum permissible error for the
measurement of the cuff pressure at any point of the measurement range shall be +0.4 kPa (+3 mmHg) or £2 % of the
reading, whichever is greater.

(2) Maximum permissible errors of the blood pressure measurement as determined by clinical investigation,-
The following maximum permissible errors shall apply for the sphygmomanometer:

(i) maximum mean error of measurement: £0.7 kPa (£5 mmHg);

(i1) maximum experimental standard deviation: 1.1 kPa (8§ mmHg).

(3) Maximum permissible errors of the cuff pressure indication under storage conditions, -
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The sphygmomanometer shall maintain the requirements specified in this part after storage for 24 h at a low
temperature of -5 °C, followed by additional storage for 24 h at a high temperature of 50 °C and at a relative humidity
of 85 % (non-condensing).

(4) Blood pressure measurement range,-

The sphygmomanometer shall be capable of indicating diastolic blood pressure over at least the range from 2.7
kPa (20 mmHg) to 8.0 kPa (60 mmHg) in neonatal mode, and 5.3 kPa (40 mmHg) to 17.3 kPa (130 mmHg) otherwise.

The sphygmomanometer shall be capable of indicating systolic blood pressure over at least the range from 5.3
kPa (40 mmHg) to 14.7 kPa (110 mmHg) in neonatal mode, and 8.0 kPa (60 mmHg) to 30.7 kPa (230 mmHg) otherwise.

(5) Repeatability of blood pressure indication,-

For any set of conditions within the ambient temperature range from 10 °C to 40 °C and the relative humidity
in the range from 15 % to 85 %, the experimental standard deviation of the blood pressure indication of the
sphygmomanometer shall not exceed 0.4 kPa (3 mmHg).

6. Technical requirements.-
(1) General,-

Equipment, or parts thereof, using materials or designs different from those detailed in this part shall be
accepted if it can be demonstrated that an equivalent degree of safety and performance is obtained.

(2) Technical requirements for the cuff and bladder,-

(i) The cuff shall contain or incorporate a bladder. The cuff shall be designed and marked (i.e. using permitted
circumference indicators) to ensure and restrict the use of the appropriate cuff size corresponding to a given limb
circumference;

(i1) The bladder length shall be approximately 0.80 x the circumference of the limb at the midpoint of the
intended range of the cuff. The width of the bladder shall be at least 0.40 x the circumference of the limb at the midpoint
of the intended range of the cuff.

For reusable cuffs the manufacturer shall indicate the method for cleaning in the accompanying documents.
(3) Effect of voltage variations of the power source,-
(1) Internal electrical power source,-

(a) Changes in the voltage within the working range specified by the manufacturer shall not influence the cuff
pressure indication.

(b) Outside this working range no cuff pressure indication and no result of the blood pressure measurement
shall be displayed.

(i1) External electrical power source,-

(a) Changes in the voltage within the working range specified by the manufacturer shall not influence the cuff
pressure indication.

(b) Outside the working range specified by the manufacturer, no cuff pressure indication and no result of the
blood pressure measurement shall be displayed.

(4) Pneumatic system,-
(i) Air leakage,-

Air leakage shall not exceed a pressure drop of 0.8 kPa/min (6 mmHg/min).
(i1) Pressure reduction rate of devices using the auscultatory method,-

The pressure reducing system for manually operated and automated deflation valves shall be capable of
maintaining a deflation rate of 0.3 kPa/s to 0.4 kPa/s (2 mmHg/s to 3 mmHg/s) within the target range of systolic and
diastolic blood pressure. For devices which control the pressure reduction as a function of the pulse rate, a deflation rate
of 0.3 kPa/pulse to 0.4 kPa/pulse (2 mmHg/pulse to 3 mmHg/pulse) shall be maintained.

Note: Manually operated deflation valves shall be easily adjustable to these values.

(iii) Rapid exhaust,-
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During the rapid exhaust of the pneumatic system, with the valve fully opened, the time for the pressure
reduction from 34.7 kPa to 2.0 kPa (260 mmHg to 15 mmHg) shall not exceed 10 s.

For the sphygmomanometer having the capability to measure in a neonatal or infant mode, the time for the
pressure reduction from 20.0 kPa to 0.7 kPa (150 mmHg to 5 mmHg) during the rapid exhaust of the pneumatic system
with the valve fully opened shall not exceed 5 s.

(iv) Zero adjustment of a measuring system,-

The sphygmomanometer shall be capable of automatic zero adjustment. The zero adjustment shall be carried
out at appropriate intervals, at least when the device is powered on. After a zero adjustment, the device shall keep the
indication of a gauge pressure of 0.0 kPa (0 mmHg).

The sphygmomanometer shall repeat a zero adjustment or shall be switched off automatically when the output
of the pressure transducer drifts one scale interval (0.1 kPa or | mmHg) or more.

(v) Manometer test mode,-

The sphygmomanometer shall have a manometer test mode that permits static pressure measurement over at
least the nominal blood pressure indication range. This mode shall not be available in normal use, but restricted to
service or test personnel.

When the sphygmomanometer is put into the test mode, all air outlets shall be closed.

The manufacturer shall confirm that the test results obtained in sub-paragraph (1) of paragraph 5 and clause
(iv) of sub-paragraph (4) of paragraph 6 of this Part are identical to the results in the normal use mode.

(vi) Maximum time for which the cuff is inflated,-

The total time for which the pressure exceeds 2.0 kPa (15 mmHg) shall be no longer than 180 s in the case of
adult patients. The total time for which the pressure exceeds 0.7 kPa (5 mmHg) shall be no longer than 90 s in the case
of neonatal or infant patients.

(5) Electromagnetic compatibility,-
(1) Immunity,-
The following requirements shall apply:-

(a) electrical or electromagnetic or both interferences shall not lead to degradations in the cuff pressure indication, i.e.
the maximum permissible error for the measurement of the cuff pressure shall be 0.4 kPa (+3 mmHg) or £2 % of the
reading, whichever is greater; or

(b) In case electrical or electromagnetic or both interferences lead to an abnormality, the abnormality shall be clearly
indicated and it shall be possible to restore normal operation within 30 s after cessation of the electromagnetic
disturbance.

(i1) Electrosurgery interference recovery,-

If a sphygmomanometer is intended to be used together with HF surgical equipment, it shall return to the
previous operating mode within 10 s after exposure to the field produced by the HF surgical equipment, without loss of
any stored data.

(6) Durability,-

The change in the cuff pressure indication shall not be greater than 0.4 kPa (3 mmHg) throughout the pressure
range after 10 000 simulated measurement cycles.

(7) Technical requirements for the pressure indicating device,-
(i) Nominal range and measurement range of the cuff pressure measurement,-

The nominal range for the cuff pressure measurement shall be specified by the manufacturer. The measurement
range of the cuff pressure shall be equal to the nominal range. Values of blood pressure measurement results outside the
nominal range of cuff pressure shall be clearly indicated as out of range.

Testing shall be carried out by visual inspection.
(i1) Digital indication,-

(a) the digital scale interval shall be 0.1 kPa (1 mmHg);
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(b) in case the measured value of a parameter is to be indicated on more than one display, all the displays shall
indicate the same numerical value;

(c) measured numerical values on the displays, and the symbols defining the units of measurement shall be
arranged in such a way so as to avoid misinterpretation;

(d) numbers and characters should be clearly legible; and
(e) testing shall be carried out by visual inspection.
(ii1) Technical requirements for the display,-
The display shall be designed and arranged so that all information can be read and easily recognised.
If abbreviations are used on the display they shall be as follows:
(a) “S”or “SYS”: systolic blood pressure (value);
(b) “D” or “DIA”: diastolic blood pressure (value);
(¢) “M” or “MAP”: mean arterial blood pressure (value)
Single letter abbreviations shall be positioned in such a way to avoid confusion with SI units.
Testing shall be carried out by visual inspection.
(8) Signal input and output ports,-

The construction of the signal input and output ports (excluding internal interfaces, e.g. microphone signal
input) relevant to the non-invasive blood pressure measurement shall ensure that incorrectly fitted or defective
accessories shall not result in erroneous indication of cuff pressure or erroneous indication of blood pressure.

Note: An error message or a blank display is sufficient.
(9) Safety requirements,-
(i) Aborting a measurement,-

It shall be possible to abort any blood pressure measurement at any time by single key operation and this shall
lead to a rapid exhaust.

(i1) Unauthorised access and tamper proofing,-
All controls which affect accuracy shall be sealed against unauthorised access.
Tamper proofing of the instrument shall be achieved by requiring the use of a special tool or breaking a seal.
Testing shall be carried out by visual inspection.
It shall be clear to an operator if tampering or unauthorised access has occurred.
(iii) Tubing connectors,-

Luer lock and Luer slip connectors shall not be used on sphygmomanometers so as to avoid any risk of
connecting the output of the sphygmomanometer to intravascular fluid systems as air might inadvertently be pumped
into a blood vessel.

(iv) Electrical safety,-

Automated sphygmomanometers shall comply with the safety requirements of the testing, ensuring protection
from electric shock, safe power source handling and electromagnetic compatibility.

(10) Resistance to vibration and shock,-

The sphygmomanometer or its parts not intended for use during patient transport outside a healthcare facility
shall have adequate mechanical strength when subjected to mechanical stress caused by normal use, pushing, impact,
dropping, and rough handling. A fixed (e.g. wall mounted) sphygmomanometer is exempt from the requirements of this
sub clause.

After the test for the resistance to vibration and shock, the sphygmomanometer shall comply with the
requirements of sub-paragraph (1) of paragraph 5 of this part but only at a temperature of 20 °C + 5 °C and at ambient
humidity.

(11) Durability of markings,-
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The markings shall be removable only with a tool or by appreciable force and shall be sufficiently durable to
remain clearly legible during the expected service life of the sphygmomanometer. In considering the durability of the
markings, the effect of normal use shall be taken into account.

7. Metrological controls.-
(1) Model approval,-
At least three samples of a new type of sphygmomanometer shall be tested.

The tests to verify conformity to metrological and technical requirements shall be carried out according to Part
2 of these rules.

(2) Verification,-

At verification, testing shall be conducted at any set of climatic conditions within the temperature range from
10 °C to 40 °C and the relative humidity range from 15 % to 85 %. A climatic chamber is not required.

The requirement of sub-paragraphs (1) and (5) of paragraph 5 and clause (i) of sub-paragraph (4) of paragraph
6 of this Part shall be fulfilled.

(3) Sealing,-

Metrological control marks shall be put on seals. These seals shall prevent, without destruction of the control
marks:

(i) in the case of patient-monitors in which the sphygmomanometer is one part of a system: the manipulation of the
metrologically relevant parts for measuring blood pressure;

(i1) in the case of all other sphygmomanometers: the opening of the casing.

If the construction of the instrument guarantees security against any interference, the metrological control
marks or the security marks are allowed to be attached in the form of labels.

All seals shall be accessible without using a tool.
(4) Marking of the device,-
(i) Markings required on the indicating device,-
The indicating device of the sphygmomanometer shall be marked with the following information, namely:-
(a) name or trademark of the manufacturer or both;
(b) type of sphygmomanometer;
(c) units of measurement (kPa/mmHg), positioned close to the displayed values;
(d) measurement range;
(e) model approval number ;
(f) serial number;
(g) year of fabrication;
(h) country of origin.
Testing shall be carried out by visual inspection.
(i1) Markings required on the cuff,-
(a) The cuff of the sphygmomanometer shall be marked with the following information, namely:-
(D limb circumference for which it is appropriate;
(IT) marking of the limb circumference indication range;
(III) centre of the bladder, indicating the correct position for the cuff over the artery.
(b) Testing shall be carried out by visual inspection.

(c) For sphygmomanometers applied to the wrist, the marks required in clause (i) and clause (ii) of sub-paragraph
(4) of paragraph 7 of this Part may be positioned on the indicating device or on the cuff.
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(d) For sphygmomanometers used for home healthcare environment, the sales packaging shall display information
needed by the end user including, as a minimum, namely:-

(I) the operating and storage temperature and humidity ranges;
(IT) any special requirements for a battery-powered sphygmomanometer.

(e) Sphygmomanometers for public use which are intended for self-use in public areas shall be marked with the
following precaution and instruction, namely:-

(I) precautions for use, including a statement concerning the need to consult a physician for interpretation of blood
pressure measurements;

(IT) adequate operating instructions.

(5) Manufacturer’s information,-

(1) Information supplied by the manufacturer shall comply with the requirements given in this part.
(i1) The manufacturer’s instruction manual shall contain the following information:

(a) explanation of the operating procedures which are important for correct application (such as the selection of the
appropriate cuff size, positioning of the cuff at the heart level and adjustment of the pressure reduction rate);

(b) methods for cleaning reusable cuffs;
(c) if the bladder is removable, the method for ensuring the correct repositioning of the bladder in the cuff;

(d) nature and frequency of the maintenance which is required to ensure that the device operates correctly and safely at
all times;

(e) list of all components belonging to the pressure measuring system, including accessories;
(f) description of the operating principles of the blood pressure measuring device;

(g) remarks on the environmental or operational factors which shall affect the performance (e.g. electromagnetic fields,
arrhythmia);

(h) details of the signal input/output ports;
(i) details of the rated voltage, if applicable;
(j) details of the intended power source, if applicable;
(k) measurement range for the systolic and diastolic blood pressure measurements;
(1) measurement range of the pulse rate;
(m) operating and storage temperature and humidity ranges;
(n) any special requirements for a battery-powered automatic sphygmomanometer, e.g. safety warnings;
(o) warm-up time, if applicable;
(p) description of the meaning of the “out of range signal”;
(q) description of all symbols, abbreviations and error codes used on the instrument; and
(r) name and address of manufacturer.
(iii) Testing shall be carried out by visual inspection.
PART 2: TEST PROCEDURES
1. Test for maximum permissible errors of the cuff pressure indication.-
(1) Apparatus,-
The apparatus shall consist of the following, namely:-
(1) rigid metal vessel with a capacity of 500 ml = 25 ml;
(i1) calibrated reference manometer with a maximum permissible error within £0.1 kPa (£0.8 mmHg);
(iii) pressure generator, e.g. ball pump (hand pump) with a deflation valve;

(iv) T-piece connectors and hoses with an overall length of no more than 600 mm,;
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(v) climatic chamber, non-uniformity of temperature within £1 °C, instability of temperature within £1 °C, non-
uniformity of relative humidity within =5 %, instability of relative humidity within +5 %.

(2) Procedure,-

Replace the cuff with the vessel. Connect both the calibrated reference manometer and the manometer of the device to
be tested by using a T-piece connector and hoses to the pneumatic system (see Figure 1). Set the automated
sphygmomanometer to the test mode according to the information provided by the manufacturer. Connect the additional
pressure generator into the pressure system by using another T-piece connector. Carry out the test in pressure steps of
not more than 6.7 kPa (50 mmHg) between 0.0 kPa (0 mmHg) and the maximum pressure of the scale range.

(1) Under ambient conditions,-

For each of the following combinations of temperature and humidity, place the automated sphygmomanometer in the
climatic chamber for at least 3 h to allow the system to reach steady conditions:

(a) 10 °C ambient temperature, 85 % relative humidity (non-condensing);
(b) 20 °C ambient temperature, 85 % relative humidity (non-condensing);
(c) 40 °C ambient temperature, 85 % relative humidity (non-condensing).

At each combination of temperature and humidity, switch on the automated sphygmomanometer before starting the test.
Wait until the warm-up time (described in the instructions for use) has elapsed, carry out the measurement and switch
off the automated sphygmomanometer afterwards.

(i1) Under storage conditions,-

Testing shall be carried out under ambient conditions after the test sample has been placed unpacked for 24 h at a
temperature of -5 °C and immediately afterwards for 24 h at a temperature of 50 °C in a climatic chamber. Any abnormal
status shall be recorded during the testing.

Note: Integrated multi-parameter monitors may contain components which may be damaged during storage. The general
temperature range has therefore been reduced compared to the requirements as prescribed in sub-paragraph (1) of
paragraph 5 of Part 1. For simplification, testing is also allowed be carried out at a temperature of 20 °C £ 5 °C and at
ambient humidity.

(3) Expression of results,-

Express the results as the differences between the cuff pressure indication of the automated sphygmomanometer to be
tested and the corresponding readings of the reference manometer.

>
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1 — Reference manometer; 2 — Climatic chamber;
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3 — Device to be tested; 4 — Metal vessel; 5 — Pressure generator
Figure 1 — Measurement system for determining the error limits of the cuff pressure indication
2. Test for blood pressure measurement range.-
To comply with the requirement of sub-paragraph (4) of paragraph 5 of Part 1, the following test shall be performed.
(1) Apparatus,-
The apparatus shall consist of the following, namely:-

(1) Patient simulator for the auscultatory and oscillometric method or both, having an experimental standard deviation
for the repeatability of not more than 0.13 kPa (1 mmHg).

(i1) The generated signal values shall be approximately: systolic: 16.0 kPa (120 mmHg); diastolic: 10.7 kPa (80 mmHg);
pulse rate: 70 min-1 to 80 min-1.

(2) Procedure and evaluation,-

(1) Adjust the patient simulator to generate signals in such a way that the automated sphygmomanometer displays
diastolic blood pressure values of 2.7 kPa (20 mmHg) or less and systolic blood pressure values of 14.7 kPa (110 mmHg)
or more in neonatal mode, and diastolic blood pressure values of 5.3 kPa (40 mmHg) or less and systolic blood pressure
values of 30.7 kPa (230 mmHg) or more otherwise.

(i1) It shall be checked by visual inspection.
3. Test for repeatability of blood pressure indication.-

To comply with the requirement of sub-paragraph (5) of paragraph 5 of Part 1, the following test shall be
performed.

(D) Apparatus,-
The apparatus shall consist of the following, namely:-

(1) Patient simulator for the auscultatory or oscillometric method, having an experimental standard deviation for
the repeatability of not more than 0.13 kPa (1 mmHg).

(ii) The generated signal values shall be approximately: systolic: 16.0 kPa (120 mmHg);diastolic: 10.7 kPa (80
mmHg);pulse rate: 70 min™! to 80 min!.

2) Procedure,-

Connect the automated sphygmomanometer with the cuff and the patient simulator, which is set to the target
systolic and diastolic blood pressure values (see Figure 2).

Perform 20 consecutive measurements at any temperature in the range 10 °C to 40 °C and for any relative
humidity in the range 15 % to 85 %.

Patient
simulator

Device to be
tested

T~— cuff

Figure 2 — Setup to test the repeatability of the blood pressure indication

Note 1: If the device is being tested for adult blood pressure measurement, the pulse rate is set at 80 min.

Note 2: If the device is being tested for neonatal/infant blood pressure measurement, the pulse rate is set at 120 min~!.
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3) Expression of results,-

The repeatability of a blood pressure indication is calculated as follows:

i (Lsoy — Lsny,)?
n—1

Tsm) =

rsmy being the display value repeatability of systolic (or diastolic) blood pressure of the device under test;
Lsmoy being the displayed systolic (or diastolic) blood pressure at the ith measurement of the device under test;
Lsmy being the displayed mean of systolic (or diastolic) blood pressure of the device under test;

n number of measurements.

4. Test for effect of voltage variations of the power source.-

To comply with the requirement of sub-paragraph (3) of paragraph 6 of Part 1, the following test shall be
performed, namely:-

(1) Internal electrical power source,-
(1) Apparatus,-
The apparatus shall consist of the following, namely:-
(a) adjustable direct current voltage supply;
(b) voltmeter with a maximum permissible error within 0.5 % of the measured value;
(©) calibrated reference manometer with a maximum permissible error within +0.1 kPa (0.8 mmHg).
(i1) Procedure,-
(a) replace the internal electrical power source of the automated sphygmomanometer with a DC voltage supply

having an impedance which is equivalent to the impedance of the internal electrical power source specified by the
manufacturer.

(b) measure the variation in applied DC voltage supply with a voltmeter. Test the automated sphygmomanometer
by altering the DC voltage supply in steps of 0.1 V and determine the lowest voltage limit at which the cuff pressure
indication is still displayed.

(©) carry out this test with the maximum permissible impedance of the internal electrical power source.

(d) carry out the test for the maximum permissible errors of the cuff pressure indication but only at a temperature
of 20 °C + 5 °C and at ambient humidity, and at the lowest voltage limit described above increased by 0.1 V and also at
the nominal voltage.

(iii) Expression of results,—

Express the results as the difference between the cuff pressure indication of the automated sphygmomanometer
to be tested and the corresponding readings of the reference manometer at the lowest voltage limit increased by 0.1 V
and at the nominal voltage.

(2) External electrical power source - alternating current,-

(i) Apparatus,-

The apparatus shall consist of the following, namely:-

(a) adjustable alternating current voltage supply;

(b) voltmeter with a maximum permissible error within 0.5 % of the measured value;

(c) calibrated reference manometer with a maximum permissible error within £0.1 kPa
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(0.8 mmHg).
(i1) Procedure,-

(a) connect the automated sphygmomanometer to the adjustable alternating current voltage supply. Measure the
variation in AC voltage supply with the voltmeter.

(b) carry out the test for the maximum permissible errors of the cuff pressure indication but only at a temperature
0of 20 °C £ 5 °C and at ambient humidity at:

) the maximum rated voltage, declared by the manufacturer;
1) the mean value of the maximum and minimum rated voltage, declared by the manufacturer;
(I1D) the minimum rated voltage, declared by the manufacturer.

(©) testing may be carried out at only one cuff pressure within the range 6.7 kPa to 33.3 kPa (50 mmHg to 250
mmHg).

Note: The maximum rated voltage is declared by the manufacturer as well as the minimum rated voltage.
(iii) Expression of results,-

Express the results as the difference between the cuff pressure indication of the automated sphygmomanometer
to be tested and the corresponding readings of the reference manometer.

(3) External electrical power source - direct current,-

(i) Apparatus,-

Use the apparatus specified in clause (i) of sub-paragraph (1) of paragraph 4 of Part 2.
(ii) Procedure,-

(a) connect the automated sphygmomanometer to the DC voltage supply. Control the DC voltage supply by
reference to a voltmeter.

(b) carry out the test for the maximum permissible errors of the cuff pressure indication but only at a temperature
0of 20 °C £ 5 °C and at ambient humidity at:

D the maximum rated voltage, declared by the manufacturer;
(I1) the mean value of the maximum and minimum rated voltage, declared by the manufacturer;
(I1D) the minimum rated voltage, declared by the manufacturer.

(©) testing shall be carried out only at one cuff pressure point within the range 6.7 kPa to 33.3 kPa (50 mmHg to
250 mmHg).

(iii) Expression of results,-

Express the results as the difference between the cuff pressure indication of the automated sphygmomanometer to be
tested and the corresponding readings of the reference manometer.

(4) Voltage variations of the external electrical power source - alternating current,-
(i) Apparatus,-

Use the apparatus specified in clause (i) of sub-paragraph (2) of paragraph 4 of Part 2.
(i1) Procedure,-

(a) connect the automated sphygmomanometer to the AC voltage supply. Measure the variation in the AC voltage
supply with the voltmeter. Test the automated sphygmomanometer by altering the AC voltage supply in steps of 5 V
and determine the lowest voltage limit at which the cuff pressure indication is displayed.

(b) outside the working range specified by the manufacturer, no cuff pressure indication shall be displayed.

(c) carry out the test for the maximum permissible errors of the cuff pressure indication but only at a temperature
of 20 °C £ 5 °C and at ambient humidity at the lowest voltage limit increased by 5 V.

(d) testing shall be carried out only at one cuff pressure point within the range 6.7 kPa to 33.3 kPa (50 mmHg to
250 mmHg).
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(iii) Expression of results,-

Express the results as the difference between the cuff pressure indication of the automated sphygmomanometer
to be tested and the corresponding readings of the reference manometer at the lowest voltage limit increased by 5 V.

(5) Voltage variations of the external electrical power source - direct current,-

(i) Apparatus,-

Use the apparatus specified in clause (i) of sub-paragraph (1) of paragraph 4 of this Part.
(i1) Procedure,-

(a) connect the automated sphygmomanometer to the DC voltage supply. Measure the variation in the DC voltage
supply with the voltmeter.

(b) test the automated sphygmomanometer by altering the DC voltage supply in steps of 0.1 V and determine the
lowest voltage limit at which the cuff pressure indication is displayed.

(c) outside the working range specified by the manufacturer, no cuff pressure indication shall be displayed.

(d) carry out the test for the maximum permissible errors of the cuff pressure indication but only at a temperature

of 20 °C £ 5 °C and at ambient humidity at the lowest voltage limit increased by 0.1 V.

(e) testing shall be carried out only at one cuff pressure point within the range 6.7 kPa to 33.3 kPa (50 mmHg to
250 mmHg).

(iii) Expression of results,-

Express the results as the difference between the cuff pressure indication of the automated sphygmomanometer
to be tested and the corresponding readings of the reference manometer at the lowest voltage limit increased by 0.1 V.

5. Test for air leakage of the pneumatic system.-

To comply with the requirement of clause (i) of sub-paragraph (4) of paragraph 6 of Part 1, the following test
shall be performed.

(1) Apparatus,-
The apparatus shall consist of the following, namely:-
(1) rigid metal cylinder of an appropriate size;
(i1) pressure generator, e.g. ball pump (hand pump) with a deflation valve;
(iii) stopwatch.
(2) Procedure,-

(1) Air leakage shall not exceed a pressure drop of 0.8 kPa/min (6 mmHg/min). Check compliance by the following
test. If, because of technical reasons, the test as described in this sub clause cannot be performed, use an alternative test
procedure specified by the manufacturer.

(i1) Testing shall be carried out at environmental conditions.
(1ii) Before beginning the test, allow the automated sphygmomanometer to reach working temperature.

(iv) Wrap the cuff around the cylinder such that, for devices measuring at the upper arm and the thigh, the
circumference of the applied cuff does not exceed that of the cylinder by more than 7 %.

v) Carry out the test over the whole measurement range at at least three equally spaced pressure steps (e.g. 6.7
kPa (50 mmHg), 20.0 kPa (150 mmHg), and 33.3 kPa (250 mmHg)). Because the thermodynamic equilibrium is
influenced by decreasing or increasing the pressure when changing to the next pressure step, wait at least 60 s before
reading the values. Test the air leakage over a period of 5 minutes and determine the measured value from this.

Note 1: Electro-mechanical pumps which are a part of the system may be used for the test. Valves which are permanently
opened may be disconnected for the test.

Note 2: For this test no calibrated reference manometer is required because the cuff pressure display of the unit under
test can be used when the error of the cuff pressure indication is considered. The advantage of this test is that the unit
under test is in its original configuration. Additional connections can increase the leakage.

(3) Expression of results,-
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Express the air leakage as the rate of pressure loss per minute.
6. Test for pressure reduction rate of devices using the auscultatory method.-

To comply with the requirement of clause (ii) of sub-paragraph (4) of paragraph 6 of Part 1, the following test
shall be performed, namely:-

(1 Apparatus,-

The apparatus shall consist of the following, namely:-

(1) T-piece connectors;
(i1) calibrated reference manometer with a signal output port and a maximum permissible error within £0.1 kPa
(0.8 mmHg);

(1ii) artificial or human limbs (see Notes under 5(2) of Part 2);

(iv) recording unit.

(2) Procedure,-

(1) Measure the pressure reduction rate either on human subjects or artificial limbs.

Note 1: The artificial limbs shall be used, but measurements performed with human volunteers are acceptable.

Note 2: Two limb sizes should be used, being equal to the upper and lower limits of the limb circumferences with which
a particular cuff size shall be used.

Note 3: The characteristics of the artificial limbs reflect some elastic characteristics of human limbs.

(i1) Because the cuff deflation rate may be influenced by the way in which a cuff is applied, apply and remove the
cuff for each of at least ten repeated measurements on at least two different limb sizes. The deflation may be reset, if
required.

(ii1) Connect the calibrated reference manometer to the cuff by a T-piece. Connect the output part of the calibrated
reference manometer to the recording unit.

(3) Expression of results,-

(1) Determine the rate of pressure reduction (e.g. by graphical evaluation and drawing tangents) at the pressure
values 8.0 kPa (60 mmHg), 16.0 kPa (120 mmHg) and 24.0 kPa (180 mmHg).

(i1) Calculate the pressure reduction rate as the mean value calculated separately for the pressure values 8.0 kPa
(60 mmHg), 16.0 kPa (120 mmHg) and 24.0 kPa (180 mmHg) and for the various limb circumferences.

(ii1) If the pressure reduction rate is dependent on the pulse, record the pulse rate. In this case, express the result as
cuff deflation rate per pulse.

7. Test for rapid exhaust.-

To comply with the requirement of clause (iii) of sub-paragraph (4) of paragraph 6 of Part 1, the following test
shall be performed.

(1) Apparatus,-
The apparatus shall consist of the following, namely:
(1) two rigid vessels with capacities of 100 ml + 5 ml and 500 ml £ 25 ml, respectively;
(i1) calibrated reference manometer with a maximum permissible error within +0.1 kPa (+0.8 mmHg);
(iii) pressure generator;
(iv) T-piece connector;
(v) stopwatch.
(2) Procedure,-

(1) Carry out the test with the 500 ml vessel in place of the cuff. For automated sphygmomanometers having the
capability of measuring in a neonatal or infant mode and for devices measuring at the wrist, carry out the test with the
100 ml vessel in place of the cuff.
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(ii) Connect the calibrated reference manometer by a T-piece to the pneumatic system.

(iii) Inflate at least to the initial pressure given in clause (iii) of sub-paragraph (4) of paragraph 6 of Part 1, wait 60
s and activate the rapid exhaust valve.

@iv) Measure the time between the pressure values specified in clause (iii) of sub-paragraph (4) of paragraph 6 of
Part 1,using the stopwatch.

(3) Expression of results,-
Express the results as the measured exhaust time.
8. Test for zero adjustment of a measuring system.-

To comply with the requirement of clause (iv) of sub-paragraph (4) of paragraph 6 of Part 1, the following test
shall be performed, namely:-

(1) Apparatus,-
The apparatus shall consist of the following, namely:-
(i) rigid vessel with a capacity of 500 ml £ 25 ml;
(ii) calibrated reference manometer with a maximum permissible error within +0.1 kPa (0.8 mmHg);
(iii) electro-mechanical pressure or suction pump;
(iv) pressure generator, e.g. ball pump (hand pump) with a deflation valve;
(v) T-piece connectors;
(vi) hoses.
(2) Procedure and evaluation,-

(1) If, for technical reasons, the test as described in this sub clause cannot be performed, an alternative test
procedure specified by the manufacturer shall be used.

(i1) To test the function of the zero adjustment, apply a pressure of +0.8 kPa (+6 mmHg) and subsequently —0.8
kPa (-6 mmHg) to the pneumatic system and initiate a zero-setting of the device.

(ii1) Ensure that all displayed pressure values have a systematic error of —0.8 kPa (—6 mmHg) and +0.8 kPa (+6
mmHg), respectively.

@iv) Before beginning the test, allow the automated sphygmomanometer to reach working temperature.
v) Set up the automated sphygmomanometer to be tested as follows:

(a) replace the cuff with the 500 ml vessel;

(b) insert the calibrated reference manometer into the pneumatic system by a T-piece connector;

(c) insert the pressure or suction pump into the pneumatic system by a T-piece connector;

(d) insert the pressure generator into the pneumatic system by a T-piece connector.

Note: If convenient, one adjustable pump may be used in place of the pressure or suction pump and pressure generator
to generate the pressures.

(vi) Proceed in the following way:
(a) perform a regular adjustment to zero on the automated sphygmomanometer;
(b) raise the pressure to 13.0 kPa (or 100 mmHg) and record the indication of the automated sphygmomanometer

(e.g. 12.9 kPa or 99 mmHg);
(c) apply a pressure of +0.8 kPa (+6.0 mmHg) while performing another adjustment to zero;

(d) raise the pressure to 13.0 kPa (or 100 mmHg) and record the indication of the automated sphygmomanometer.
It shall be 0.8 kPa (6 mmHg) below the value recorded at (b) (e.g. 12.1 kPa or 93 mmHg);

(e) apply a pressure of —0.8 kPa (—6.0 mmHg) while performing another adjustment to zero;
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) raise the pressure to 13.0 kPa (or 100 mmHg) and record the indication of the automated sphygmomanometer.
It shall be 0.8 kPa (6 mmHg) above the value recorded at (b) above (e.g. 13.7 kPa or 105 mmHg).

3) Expression of results,-

Express the results as shown in sub-clause (d) and clause (f) of clause (vi) of sub-paragraph (2) of
paragraph 8 of this Part.

9. Test for instrumental drift of the cuff pressure indication.-

To comply with the requirement of clause (iv) of sub-paragraph (4) of paragraph 6 of Part 1, the following test
shall be performed, namely:-

(1) General,-
This test applies for devices performing zero adjustment only immediately after switching on.
(2) Apparatus,-
The apparatus shall consist of the following, namely:-
(i) rigid vessel with a capacity of 500 ml £ 25 ml;
(i1) calibrated reference manometer with a maximum permissible error within 0.1 kPa
(0.8 mmHg);
(iii) stopwatch;
(iv) T-piece connectors;
(v) patient simulator as described in paragraph 13 of this Part.
(3) Procedure and evaluation,-

(1) Replace the cuff with the 500 ml vessel. Insert the calibrated reference manometer and the patient simulator
into the pneumatic circuit by T-piece connectors.

(ii) Before beginning the test, allow the automated sphygmomanometer to reach operating temperature as
described in the instructions for use.

(1ii) Perform one blood pressure measurement, then determine the time, ¢, until the automated sphygmomanometer
has switched off automatically.

(iv) Switch on the automated sphygmomanometer and set it to the test mode. A pressure of 6.7 kPa (50 mmHg)
shall be applied according to the procedure specified in test for the maximum permissible errors of the cuff pressure
indication but only at a temperature of 20 °C + 5 °C and at ambient humidity and start the stopwatch. Determine the
change of the cuff pressure indication during the time, ¢. It will be checked that it does not exceed 0.1 kPa or 1 mmHg.

10. Test for maximum time for which the cuff is inflated.-

To comply with the requirement of clause (vi) of sub-paragraph (4) of paragraph 6 of Part 1, the following test
shall be performed, namely:-

(1) Apparatus,-
The apparatus shall consist of the following, namely:-
(i) patient simulator or human subject;
(i) stopwatch.
(2) Procedure and evaluation,-

The automated sphygmomanometer shall be applied to a human or shall be connected to the patient simulator.
Simultaneously a blood pressure measurement and the stopwatch shall start. Extend the blood pressure measurement as
long as possible. Examples (for automated sphygmomanometer measuring during cuff deflation) of achieving are:

(1) by moving the limb, which causes the cuff deflation to halt or re-inflate;

(ii) by manually blocking the deflation valve.



[\ II—8vE 3(i)] HTL T (ST ETLTI0T 37

Measure the time until the cuff pressure drops below the pressure value specified in clause (vi) of sub-paragraph (4) of
paragraph 6 of Part 1.

11. Test for durability.-

To comply with the requirement of sub-paragraph (6) of paragraph 6 of Part 1, the following test shall be
performed, namely:-

(1) Apparatus,-
The apparatus shall consist of the following, namely:-
(i) rigid metal vessel with a capacity of 500 ml + 25 ml;
(i1) calibrated reference manometer with a maximum permissible error within +0.1 kPa (0.8 mmHg);
(iii) pressure generator, e.g. ball pump (hand pump) with a deflation valve;
(iv) T-piece connectors and hoses.
(2) Procedure,-

Carry out the test for the maximum permissible errors of the cuff pressure indication but only at a temperature
of 20 °C £ 5 °C and at ambient humidity prior to prolonged usage.

Perform 10,000 simulated measurement cycles with the complete automated sphygmomanometer at which at
least the following cuff pressure values shall be reached:

(1) adult mode: 20.0 kPa (150 mmHg);
(i1) neonatal/ infant mode: 10.0 kPa (75 mmHg).

Note 1: For devices which measure with the auscultatory and oscillometric method this test should be carried out for
both modes.

Note 2: For devices which measure in both modes (adult and neonatal/infant) the test should be carried out in both
modes.

(3) Expression of results,-

Express the results as the difference between the cuff pressure indication before and after 10,000 simulated
blood pressure measurement cycles at the same test pressure and under the same environmental conditions.

12. Test for signal input and output ports.-

To comply with the requirement of sub-paragraph (8) of paragraph 6 of Part 1, the following test shall be
performed, namely:-

(1) Apparatus,-
The apparatus shall consist of the following, namely:-
(1) rigid vessel with a capacity of 500 ml + 25 ml;
(i1) calibrated reference manometer with a maximum permissible error within 0.1
kPa (£0.8 mmHg);
(iii) T-piece connectors;
(iv) pressure generator, e.g. ball pump (hand pump) with a deflation valve.
(2) Procedure,-

Replace the cuff with the 500 ml vessel, insert the calibrated reference manometer into the pneumatic system
by a T-piece and proceed as follows, namely:-

(1) raise the pressure to 13.3 kPa (100 mmHg) and record the displayed value;

(i1) repeat the procedure of clause (i) whilst short circuiting all contacts of the signal input or output ports belonging
to the automated sphygmomanometer;
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(1ii) repeat the procedure of clause (i) whilst applying the maximum voltage specified by the manufacturer to each
contact belonging to the automated sphygmomanometer.

(3) Evaluation,-

Compare the indicated value under clause (i) of sub-paragraph (2) of paragraph 12 of this Part with the indicated
values under clause (ii) and (iii) of sub-paragraph (2) of paragraph 12 of this Part 2.

13. Test for cuff pressure deflation following an aborted measurement.-

To comply with the requirement of clause (i) of sub-paragraph (9) of paragraph 6 of Part 1, the following test
shall be performed, namely:-

(1) Apparatus,-
The apparatus shall consist of the patient simulator or human subject.
(2) Procedure and evaluation,-
(1) Apply the automated sphygmomanometer to a human or connect it to the patient simulator;
(i) Start a blood pressure measurement and abort the measurement during inflation;

(iii) Start another measurement and abort it during the pressure reduction. If interval measurements are possible repeat
the test in this mode;

(iv) It shall be checked by visual inspection, whether the rapid exhaust is activated.
14. Test for resistance to vibration and shock.-

To comply with the requirement of sub-paragraph (10) of paragraph 6 of Part 1, the following test shall be
performed.

(1) Apparatus,-
The apparatus shall consist of the shaker.
(2) Procedure,-

Compliance is checked by the following tests, namely:-

(i) Shock test using the conditions of test type 1 or 2,-
(a) Test type: Type 1:
(I) peak acceleration: 150 m/s? (15 g);
(IT) duration: 11 ms;
(IIT) pulse shape: half sine;
(IV) number of shocks: 3 shocks per direction per axis (18 total).
(b) Test type: Type 2:
(I) peak acceleration: 300 m/s? (30 g);
(IT) duration: 6 ms;
(III) pulse shape: half sine;
(IV)number of shocks: 3 shocks per direction per axis (18 total).
(ii) Broad-band random vibration using the following conditions,-
(a) Acceleration amplitude:
(I) 10 Hz to 100 Hz: 1.0 (m/s?)*/Hz;
(IT) 100 Hz to 200 Hz: —3 dB/octave;
(1I1) 200 Hz to 2 000 Hz: 0.5 (m/s*)*/Hz;

(b) Duration: 30 min per each perpendicular axis (3 total).
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(iii) Evaluation,-

After this test the automated sphygmomanometer shall comply with the requirements of sub-paragraph (1) of
paragraph 5 of Part 1, but only at a temperature of 20 °C + 5 °C and at ambient humidity.

15. Test for durability of markings.-

To comply with the requirement of sub-paragraph (11) of paragraph 6 of Part 1, the following test shall be
performed, namely:

(1) Check compliance by inspection and the tests as specified in this part.
2) After all the tests have been performed:

(i) markings are rubbed by hand, without undue pressure, first for 15 s with a cloth soaked with distilled water, then for
15 s with a cloth soaked with methylated spirits and then for 15 s with a cloth soaked with isopropyl alcohol;

(i1) adhesive labels shall not have worked loose or become curled at the edges.”.

[ No. I-9/13/2024-W&M]
ANUPAM MISHRA, Jt. Secy.
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