wnwownlynn wypwuph wdpnnowlju

vauruaprre

«Unughntu-Eukpgnduy» OLC-u EULKUMRR-2022/15-13-CNE2
swthwpwdhtubph vnnpb ukpyuyugunid E hp §nnuhg wnwowplynn wypwiuph wdpnnowljuit ujuwpwghpp .

dwblwgnpny EbEjwupntuwhtt wdnipngh

Zutqus 1.1
EULUN2R-2022/15-13-ENRZ2  swdljugpny

EEjupntughtt wénipgh hpwydtph

opowbiwlnid puwn

Swthw Unwownljynn wupuiph
pudih wpuwnpn
Uuyht wyputipuhl nh
h Py
punhu widuinudp tipwlip Uuljihop wbjunid wkjutplulwh pimpugninp
I
EjEjuhu b Unpwu e 411 mtwjhquunph hwudwp
Eikjuhu wmquun phpopuhtth (Elecsys FT4 III)
1 Eikjuhu pwbwluljut npnpdwt phup-hwjwupwsnt:
wqun Onhghtw): Ukpnn ' Ejkjunpnjubdhinidhtibugktvnughtu

1 pbiopubhh FT4 G3 Elecsys cobas e | FT4 G3 Elecsys | FT4 G3 Elecsys | Roche Ehm]_hq: ﬂ)rgll{dmt? 200 Iillpnza? u 1/nnuhn1}1[/.hllju m:]:
puliwljulju 200 cobas e 200 cobas e 200 Diagnostics unignn tinty” wpjul phand/upuquw: Lnp §

u npnodw soqgunugnpdywd, gnpdwpwbiwght hwpkpwynpdwdp:

phup- Nuwhywtdwb yuydwubpp® 2-8°C

hwjuwpwdnt oipdwunhfwtnid: Zwudukint ywuwhhu
whwnwuhnipjut dudlbnh 1/2 wnjuynipjnit, For In
Vitro Diagnostic:
Eikjuhu b Ynpwu e 411 wbwhquunph hwdwp
EEjuhu @hpinupny hnpdnth (Elecsys TSH)

2 Eikjuhu putwjuljut npnydwt phup-hwjwpwsdnt: Ukpny

[Fhpknwnpny EiEyunpnpubkdhinidhubugbunnwhtt wbwhg:

9 ;ElI;LEEEJHm TSH Elecsys cobas e TSH Elecsys TSH Elecsys Roche Sibnﬁzzil}l i?élnliz[m;lnp]i?i? ;g;f@iTsaﬁiL{iﬁl?
A 200 V2 cobas e 200 V2 | cobas e 200 V2 | Diagnostics soquugnpaiud, qnpdupuiight thupkpurnpudp:
phup- Nuwhywidwb wuydwubpp® 2-8°C
hwjwpwédnt oipdwunhfwtnid: Zwuduknt ywwhhu

uhtnwtihnipjut dudljinh 1/2 wnljuynipinit, For In
Vitro Diagnostic:




E1EYjuhu wquun phpnpuhtth Yujhppuwnnnp (Elecsys FT4
CalSet IIT): Ophghtwy: EjEjuhu b Unpwiu e 411

3 E1Ejuhu wlwjhquunph hwdwp: Utkpny
wquin Roche ElEjunpnubdhnudhubugbinnught wbwhq: Snpdwn’
3 phpopuhtth | FT4 III CalSet FT4III CalSet | FT4 III CalSet . . 4x1 U] inuthnud/hwwn: Unp k, soqunugnpéyws,
Diagnostics

Juhppwnn gnpswpwiught hwpbkpwynpdudp: NMuhywbdwb

n wuwydwuubkpp' 2-8°C obpdwunmhfwi: Zwbdukjnt
wuwhhtt whnwihnipjut dudljtnh 1/2
wnljuynipinii: For In Vitro Diagnostic:

E1Ejuhu yptkuhyntunpn) Thyro Ab-h: Ophghtiwy:
Eikjuhu b YUnpwu e 411 wbwhquunnph hwdwp:
4 Fyklupu PC Thyro AB Utipny T::‘thlmpnhlhdhlmdbhhughhmul]b'u wlwhq:
PC Thyro AB dnpdwwn’ 4x2uU] inithnid/hwwn: Lnp L,
wnptuhlnuwn | PC Thyro AB Gen.2 Gen.2 Elecsys, Roche
4 Gen.2 Elecsys, . . soqgnugnpdyws, gnpdwpwbiughtt hwpkpwynpdudp:

nn] Thyro Elecsys, cobas e cobas e Diagnostics .

Ab-h cobas e NMuwhywidwb wuydwbubpp' ukiyuluygh
ohipdwunh&wnud: Zwuadubnt yyuhhi
uhunwthnipjub dwudltnh 1/2 wnljwnipinil, For In
Vitro Diagnostic:

Juniduyhtt yywuwnhly thnpdwungpe 2 Uy (1.5 Uy tdnioh
Swuy / 0.5 Up 3.2% Na citricum), surthup 9 x 120 U,
VACUETTE VACUETTE twhunbudwsd ELU wtwihgh hwdwp: Ophghtwyg:
22 VACUETTE TUBE 1 5 TUBE1.5ml | TUBE1.5ml Nnjhypnwhkuh unbphhqughwi' jnpnbubpn]
dnpdwtinpe . | 4NCESR 4NC ESR . Swnuwqupwjht: @npdwtnpp twpwwnbuyws k
ml 4NC ESR sodium . . . . Greiner . )
22 Juninid . sodium citrate | sodium citrate . Greiner pinuinhyh hwdwp: dnpdwn 2x50 thnpdwuing
citrate 3.2% 9x1 20 Bio-One
ELU-h black PP. N2x50 3.2% 9x1 20 3.2% 9x1 20 wnithnid/hwn: ‘Unp E, soqgunugnpéqus,
hwdwp ack cap, =5 black cap, PP, | black cap, PP, gnpéwpwiwght hwpbkpwynpdudp: NMuhywbdwb
N2x50 N2x50 yuydwutbpp® ukiyuluht obpdwunhfuinid,
Zwuduknt ywhhtt whnwihmpjut dudljtnh 1/2
wnluynipinil, For In Vitro Diagnostic:
Cobas b 121 it Cobas b 221 wtiwjhqunnpubph hwdwp
PH uhlpn Ejkupnn: Ophghtiwg: Ukpny Ion selective
MICRO MICRO electrode (ISE) wmtimjhq: dnpdwn’ 1 dhlpn Efunpny/
23 ishlilli Lilthm iﬁCRO ELECTRODE ELECTRODE | ELECTRODE IR)(i):hrfostics hwwn: ‘Unp L, sogqurnugnpsyws, gnpswpuiugghe
LHApnt PH PH & thwpbpwynpdudp: Muhywidwt guydwutbpp 15-25

otbipdwunmhdwi: Zwbdutjnt ywwhht ywhnwihnipjut
dudljtnnh 1/2 wnfuynipenil, For In Vitro Diagnostic:




24

24 PO2
Uhlypn
Etlinpny

MICRO ELECTRODE
PO2

MICRO
ELECTRODE
PO2

MICRO
ELECTRODE
PO2

Roche
Diagnostics

Cobas b 121 it Cobas b 221 wtiwjhquunnpubiph hwdwp
PO2 uhlpn Bjkyupnn: Ophghtiyg: Ukpny Ton
selective electrode (ISE)mitimjhq: dnpdwn® 1 dhlpn
EEjunpny/hwwn: ‘unp E, sogurnugnpdyws,
gnpswpwiuwght hwpbkpwynpdudp: NMuhywtdwb
wuydwubkpp 15-25 ohpdwunhfwie: Zwtdubjne
wwhht whnwihnmput dudjinh 1/2 wunjunipmntl,
For In Vitro Diagnostic:

25

25 PCO2

uUhypn
ElEjunpny

Micro electrode PCO2

Micro
electrode
PCO2

Micro electrode
PCO2

Roche
Diagnostics

Cobas b 121 st Cobas b 221 wmtwmjhquunnputph hwdwp
PCO2 uhlpn Ejkljpnpng: Ophghiwy: Ulkpnn Ton
selective electrode (ISE) wmtiwijhq: dnpdun® 1

dhypnk Ejunpnn/hwwn: Unp E, soqgunuuugnpéyws,
gnpswpwiught hwpbkpuwynpdudp: NMuhywdwb
wuydwbbkpp 15-25 obpdwunhfwie: Zuwudubne
wwhht whnwiuhnipyut dudljtnh 1/2 wnjunipni,
For In Vitro Diagnostic:

26

26
NEdLpkuu
uUhypn

ElEyunpny

MICRO ELECTRODE
REF

MICRO
ELECTRODE
REF

MICRO
ELECTRODE
REF

Roche
Diagnostics

Cobas b 121 t Cobas b 221 wmtwjhquunnputph hwdwp
NEdtpkuu /Reference/ Uplpn Ejkljwnnpnn: Ophghtiwyg:
Utipnn Ion selective electrode (ISE) wuihq:
dnpdwn’ 1 dhlpn LiEjunpny/hwwn: unp L,
soqunugnpdyws, gnpdwpwbiughtt hwpkpwynpdudp:
Nuwhywidwb wuydwbutpp 15-25 gkpdwunhdwi:
Zwuduknt ywhht ywhnwihnpjwt dudytnh 1/2
wnljunipjnil, For In Vitro Diagnostic:

27

27 K uhlypn
Eklinpny

Micro electrode K+

Micro
electrode K+

Micro electrode
K+

Roche
Diagnostics

Cobas b 121 t Cobas b 221 wmtwjhquunnputph hwdwp
K uhypn Ejkwnpny: Ophghtiw: Ulpnr Ion selective
electrode (ISE) muwhq: dnpduwn’ 1 vhljpnk Ejunpny/
hwwn: ‘unp L, soqgunnugnpdyws, gnpéwpwbiughe
thwpbpwynpdudp: Muhywidwt gquydwbtbpp 15-25
obipdwunmhdwi: Zwbdukjnt ywwhhtt whunwthnipjut
duidltwnh 1/2 wnuwynipnil, For In Vitro Diagnostic:

28

28 Na uhlpn
ElEyunpny

Micro electrode NA +

Micro
electrode NA +

Micro electrode
NA +

Roche
Diagnostics

Cobas b 121 t Cobas b 221 wtiwjhqunnputiph hwdwp
Na dhypn Ejkljnpnng: Ophghtiuy: Ubkpnn Ion selective
electrode (ISE) wtwijhq: dnpdwwn’ 1 dhlpn EEfunpny/
hwwn: ‘Unp Lk, soqurnuugnpdyws, gnpswpuiughe
thwpbpwynpdudp: Muhywidwt wuydwbtbpp 15-25
otipdwunhfwt: Zwtdubnt wwhht whunwhnipjuh
dudljtinh 1/2 wnuynipenil, For In Vitro Diagnostic:




Cobas b 121 it Cobas b 221 wtiwjhquunnpubiph hwdwp
Ca uhypn Eikyupny: Ophghtiwy: U"hpnr}‘ Ton selective

MICRO MICRO electrode (ISE) wtuwihq: dnpdwwn’ 1 dhlpn EjEwunpny/
29 ighiindghpn ziffo ELECTRODE | 4y poTRODE | ELECTRODE E(i’:hsosdcs hunn: Unp b, soqunugnpsiwd, gnpswpuiiughl
LR CA++ CA++ 8 thwpbpuwynpiudp: Muhywidwt wuydwubbpp 15-25
otipdwunhfwt: Zwtdubnt wwhht whunwhnipyuh
dudljtiinh 1/2 wnljuyynipinil, For In Vitro Diagnostic:
Cobas b 121 it Cobas b 221 wmtwmjhquunnputph hudwp
Cl uhlypn Bjknpnn: Ophghtiuyg: Ukpny Ion selective
30 C1 electrode (ISE) wtwjhq: dnpdwwn® 1 dplpn
. Micro Micro Electrode | Roche EEyunpnn/hwwn: ‘Lnp E, sogurnugnpsqws,
30 dgllpnblhllm Micro Electrode CL Electrode CL CL Diagnostics | gnpdwpwtiwghtt hupbkpwynpdudp: Mwhywidwb
POt wuydwbkpp 15-25 obpdwunhfwi: Zuwtdubjne
wwhht whnwuhnipjut dudltnh 1/2 wnjuynipintl,
For In Vitro Diagnostic:
Fninp nuhsh twhwnbuyws UYnpwu b 221
31 Suhsh o hwdwp: $npuwnp’ 1h :
PO PAPER PAPER 8 mm{}ml{lipb ]:ul p: SR 6u1m6]} zlm [&I;Lqp'h
31 tfuwinbuy | PAPER PRINTER PRINTER PRINTER Roche @Iilqg illn Ill[l:u N 2_021‘1’:&?1?11?“111;}?;5 wputugh
wd Unpuu b | OMNI/b 221 Ipc. OMNI/b221 | OMNI/b221 | Diagnostics PRPTHURTHR: e
whwnwuhnipjut dudlbnh 1/2 wnjuynipjni:
221 uwpph 1pc. 1pc. .
Nuwhywidwb wuydwbubpp® vkiyulught
hwdwp
obpdwunhdwunid:
S1 1Jwgnn nudnype twpupwnbuyws Cobas b 221
32 Cobas wlwjhqunnph hwdwp: Snplwn nmgnd’ 2x1850u;
b221 hwdwp ' S1 RINSE S1 RINSE Roche wnwpwubp/hwwn: Ophghtwy: ‘Lnp Lk, sogurnuugnpéyus,
32 S1 1Jwugnn S1 RINSE Solution Solution Solution Diagnostics gnpéwpwiwght hwpbpwynpdudp: NMuhywidwb
|nidnype 1 & wuwydwuubpp +2 C - 425 C: Zwtdubnt wwhht
(2x18501) whwnwuhnipjut dudljtnh 1/2 mnjuynipjnil, For In
Vitro Diagnostic:
S2 jnudnypubph hwjwpwsnt twppwntugws Cobas b
33 Cobas )
221 husd 221 wmtwhquunph hwdwp: Ophghtiwy: dnpdwwn 1
I FLUID PACK | FLUID PACK Roche hwwn (nidnyputph hwywpwsdnt: ‘Lnp L,
33 S2 FLUID PACK S2 . .
|mudnuplph S2 S2 Diagnostics | soqunugnpdyws, gnpswpwitughlt thwpbkpudnpdudp:
hwjwpwdnt Zwuduknt ywhhtt whnwihnipjut dudytnh 1/2

wnlujnipjnil, For In Vitro Diagnostic




Uhlypnyniytwnttp /Cobas integra microcuvettes/
Unpuwu htnkgpu wtwjhquunnph hwdwp: Ophghtiwg:

35 ) .
Uhlypnlgntdt ‘ Integra Integra Roche Snpdwwn* 20x1000 Uhypnlnigtn wnnntthnid/hwwn: Lnp,
35 Integra Microcuvetten . ) . . soqunugnnpdyws, gnpdwpwiwght hwpbpwynpdudp:
wnitp Microcuvetten | Microcuvetten | Diagnostics
pitnkqpu Nuwhwywidwb wuydwtubpp 15-25 okpdwunhdwi:
an swbdbynt ywhht whnwithnpput dudytnh 1/2
wnljuynipinii:
UPUUGLU pulbpnipjut XN 350, XN 450 uwippbph
hwwp Cellpack DCL, inishs: Ophghliuy: $npuwn’ 20
1 1nt6hy/hwn: Uninigynn tdniy* tpuljuyght b
36 Ukjuyuly CELLPACK- CELLPACK- dwquunpujht wpnil: Lnp k, soqunugnpéqus,
36 DCL CELLPACK-DCL 20L DCL 20L DCL 20L Sysmex gnpéwpwiuwghtt hwpbpwynpdudp: NMuhywidwb
wuydwutbpp® ukyuluyht obpdwunhfwunid:
Zwuduknt ywhhtt whinnwhnipju dudytnh 1/2
wnljuynipinil, For In Vitro Diagnostic:
Epnuphtl’ ppodphth dwdwiwlp npnotwl phup-
hwjuwpwédnt twptwwnbuywsé E Stago puljipnipyjut
Start 4 jupnpwinnn wiwhquunph hwdwp: Snpdwn’
37 @pnuphtt 12x2u/hwn, pujuljuikginid E dnwn 240 pliunh
nuphth Start4 uwppny wohuwwnbint nphypnid hwdwdwjh
511111 duljhuﬂl STA STA Diaenostica S.O.P.-h (standardized operating procedures ):
37 B | STA THROMBIN 2 & Uwlupgbhnipjut dudwwljh npnonidp puwn
npnouwl THROMBIN 2 | THROMBIN 2 | Stago
Jhulnghubwnphly smhdwt mkjutininghwyh: ‘Lnp k,
phup-
hurjwpudnt soqunuugnpdyws, gnpdwpwbiughtt hwpkpwynpdudp:
Nuwhywidwb yuydwbubpp® 2-8°C
ohpdwumhfwunud: Zwtdutint wwhhu
whwnwuhnipjut duditnh 1/2 wnljuwynipnii: For In
Vitro Diagnostic:
Unpuwu htnbkgpu wtwjhquunnph hwdwp dwppnn
38 Unpuiu 1néniype /Cleaning Solution/ YUnpuu htnnkigpu
htuwnbkgpu wbwjhquunph hwdwp: Ophghtiwy: Snpdwwn’ 1000 U}
wlwhquunn cobas Integra | cobas Integra Roche dwppnn nidniyp/hwn: Lnp k, soquuugnpéyws,
38 nh hudwp cobas Integra Cleaner Cleaner Cleaner Diagnostics | gnpsupwtiwghtt hupkpwynpdudp: Muwhywidwt
dwppnn wyuydwubbpp uklyuuyht obpdwunhduinid:
|nLénLP Zwuduknt wwhht ywhunwthnipjut dudljinh 1/2

wnujnipiniie




UPUUGLRU pultpnipjutt XN 350, XN 450 uwpptiph
hwuwp Lysercell WDF: Ophghtiw):  $npduwn’ 21
Luyqbpubk)) WDF/hwwn: Unniqynn tdniy® bpuljuygphti b

39
Lysercell WDF | Lysercell WDF dwqubnpujht wpnii: Lnp L, soqunugnpéqus,

39 %?g%hpuhu Lysercell WDF 1x2L 1x2L 1x2L Sysmex gnpswpwiuwght hwpbkpwynpdudp: NMuhywtdwb
yuydwbbpp' ubkiyuluyht:Zubdubnt ywhhi
whunwihnipjut dudljtnh 1/2 wnjuynipinil, For In
Vitro Diagnostic:

Unpwu bunkgpu b Unpwu U311 wbwjhquunnputph
hwdwp twpwnbugws phihpnipht punhwtnip
npnoUwt phunn hwjwpwédnt (BIL-Total Gen.2, cobas
45 BIL-T Gen.3 Integra, cobas c): Ophghtiw): dnpdwwn® 250 phun
Fhihnpniphtt BIL-T Gen.3. 250Tests. | 250Tests 7 | BIL-T Gen.3, wnnithnid/hwn: Unnigynn tdniy® wpyut 2h&nily: ‘Lnp
45 Cunhwunip b In'; ’ . ’ b ’ 250Tests, cobas | Roche L, soqunugnpdyws, gnpswpuwtiugh
npnouwl cobas ¢, g ;zteasrz, ¢, Integra Diagnostics | thuptpwynpudwp: Zwbdubint ywhht wdpnne
phup & uhinnwtb hnipjut dudljinh wntiuqu 1/2-pnh
hwjuwpwdnt wnluynipinil, For In Vitro Diagnostic only:
Nuwhywidwb yuydwbukpp® 2-8°C
otbpUwunhfwunid:
47 NaOH-D UnpuuU311 wtwhquunnph hwdwp NaOH-D 1qugny
1Jwgnn 1nwdnyype hhdtwght pinyph (phnkpgbun 1):
[nLonup NaOH-D/Basic Wash | NaOH-D/Basic | NaOH-D/Basic Onpghtuy: Snpiunn’ 2x1.81/hwnn: Mwhwyuinful
hhdtwjht Roche yuydwuubpp uklyuluyht obpdwunhgfw: ‘unp L,
47 2x1.8 L Wash 2x1.8 L | Wash 2x1.8 L . .
punyph Diagnostics | soqginuugnpdyws, gnpswpuiught hupbpuynpdudp:
(nptntpghun Zwuduknt ywhhtt whnwihmpjut dudljtnh 1/2, For
1) In Vitro Diagnostic only:
XT 4000i htdwwnnnghwljwt wuwhquunnph hwdwp
UunpUnwnnjuyqbtp-FB (STROMATOLYSER -FB),
nishs: Ophghtiwg: $npdwn’ 51 jmshs/hwn:
>0 STROMATOLYSER-FB | STROMATOL | STROMATOLY Uwnnignn iy ipuuyhl b dwqubnpuht wpynil:
50 Uwpndunn) Sysmex ‘unp L, sogrnugnpéyws, gnpswpuiughe
5L YSER-FB 5L SER-FB 5L .
wyqkp FB thwpbpwynpiudp: Mwhywidwbt yujdwbttpp

ubkiyuuyhtt oipdwunhdwtnud: Zwtdutint yuwhhi
wdpnne whunwtkhnipjut dudljinh wntijuq 1/2-h

wnluynipinil, For In Vitro Diagnostic:




51

51 Ukjyuly

CELLPACK 10L

CELLPACK
10L

CELLPACK 10L

Sysmex

XS 1000i  XT 4000i htdwwinnnghwljut
wlwhquunputph hwdwp twhwnbudws ukjyuly
(Cell pack), 1ni&hs: Onhghtwy: dnpdwwnn® 10 thip
1niShy/hun: Unnnignn tdniy® bpuljuyght b
dwquunpuwjht wpnil: Lnp k, soqunugnpéqus,
gnpswpwiught hwpbkpwynpdudp: NMuhywbdwb
wuydwbtbpp® ukyuljuyhtt obpdwunhgdwinid:
Zwuduknt ywhhtt whnwihnipjuwt dudytnh 1/2
wnljuynipinily, For In Vitro Diagnostic:

54

54
NMnpnppnuph
wht
dudwtiwjh
npnouwt
phuwn
hwjuwpwdnt
STA compact
max

STA NEOPTIMAL 10

STA
NEOPTIMAL
10

STA
NEOPTIMAL
10

Diagnostica
Stago

STA Compact Max Jtpnishsh hwdwp twppwnbu]us
wynnppnUphtughtt dwdwtwlh npnodwt phuwn
hmtlmpul?sm / STA NeoPTimal 10/: Ophq}lth
$npdun 12 x10 U] inuthnud/hun: Ukpnn
dwjupnbhnipjut dudwiwlh npnpnidp
Jhuljnghubkwnphly swhdwt hhdwt ypw: ISI-h wpdtpp
(0.9-1.1), qquynit sk vhtsh 1 IU/ml ny dpuljghnte
htwwphth b dhtgl 1.5 IU/ml anti-Xa
gudpunjkynijujht Yohn niukgnn

htwwphuh tuundwdp: ‘Lnp k, sogunugnpsyws,
gnpswpwiuwhtt hwpbpuynpdudp: Mwhywtdw
wuydwbikpp 2-8 ghpUwunh&wbmd: Zubdubjn
wwhht whwnwihnipjut dudltwnh 1/2, For In Vitro
Diagnostics: Uwnwljupuptjhu wpunwnpnnh Ynnudhg
wnpyws npuljh yepwhuljdwt dhowqquyhte
hwjuwuwnwghp ISO 13485 L1 CE wnljuynipinii:
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