TpurrepHbIn pacTBop

LUOHBYXK3Hb KOXITO BUOTEX KO, NTA. 3naHue 1,
6uonapk KOXJIO, 2-a popora bBaonyH nogparioH
BaonyH, panoH JlyHraH, LUaHbwK3Hb, MyaHayH, 518116,
Kutan. ten.: +86-0755-26473359

WaHxan WHTepHewHn Xonaudr Kopn.,
EC |REP| 1v6X (EBpona). diicelutpacce 80, 20537

ramb6ypr, N'epmaHusa

[peanonaraemoe ucnonb3oBaHue:

ana NCMNonb30BaHNSA c XEMUIMIOMUHECLEHTHbIM
WMMYHOa@HanM3aTopoM W crneuMdPu4yeckumMn peareHTamm Ans
nMmmMyHoaHanu3a iFlash.

[nsa npodeccrnoHanbsHOro NCrorb30BaHUS.

Ansa aunarHocTukm in vitro

YnakoBka:

REF C89998 900 mn x4 oyTbinku (iFlash 3000-C/iFlash
9000-A)

C89958 500 mnx4 6yTbinku (iFlash 3000-C/iFlash
REF 9000-A)

C89948 220 mnx4 6yTbinku (iFlash 1200-A/iFlash
REF 1800-A)

CogepxaHue: PacTBop rugpokcuaa HaTpus.

Perucrparmmua MU & PocagpaBransope
www.nevacert.ru | info@nevacert.ru

Cnoco6 NnpuMeHeHus:

Korga npnbop nokaxeTt HNU3KUA YpOBEHb PacTBOPA, BbIHLTE BYTbINKY
C pacTBOPOM M 3aMeHUTE ee HOBOWN ByTbINKOW. YCTaHoBUTE ByTbINKY
B MpaBuIbHOE MOSTOXEHUE.

XpaHeHue U CTabUNbLHOCTb:
e B HeBckpbiTOM Buae npu Temneparype 2-30°C: pgo
yKa3aHHOro CpoKa rogHoCTMU.
e XpaHeHue Ha 6opTy: 28 gHew.

BHumaHue:

N3berante nonagaHusa Ha KOXy, B rmasa u Ha ogexay. B cnyyae
KOHTaKTa C NoObIM 13 3TUX peareHToB TLWaTenbHO NPOMOWTE BOAOW
n obpatuTech K Bpady.

Cobniogante obbl4HbIE Mepbl NPEeAOCTOPOXHOCTU, Heobxoaumble
Ans paboTbl Co BceMn nabopaTtopHbIMU peareHTamu.

YTunusaumss BCeX OTXOAOB  AOIMKHA  OCYLECTBMNATbCA B
COOTBETCTBMU C MECTHBIMW NPaBUIamMu.

MacnopT 6esonacHOCTN OTHOCUTCS K NacnopTy 6esonacHocTn (SDS).
Moxanyncra, obpalaiTecb K MECTHbIM TOProBbIM NpeacTaBUTENAM
unn Ha cant marketing@szyhlo.com. Mo 3anpocy SDS 6yaget
NpeaoCTaBreH Mo 3NEKTPOHHOW noyTe.

O nobom cepbe3HOM MHUMAEHTE, NPOM3oLLEeLEeM C YCTPONCTBOM,
HeobxoaMMo coobLWUTL NPOU3BOAUTENIO U KOMMNETEHTHOMY OpraHy
rocygapcTtBa-dneHa EC, B KOTOpOM HaxoauTcsi Nonb3oBaTenb U/unm
NaumneHT.

NMPUNOXEHUE A:
AGbGpeBuartypa O6bsACHeHue
REF KaTanoxHbin Homep




Mpounssogutens

YNONHOMOYEHHbIN

EC [REP .
npencraeutens B EBponeiickom
coobLecTse

C € 3Hak CE
/|\ BHumaHue

IVD

MeguumHcKoe yCTpOWCTBO AN
OMarHoCTuKM in vitro

=

O3HaKOMLTECH C WHCTPYKLUE
Mo NPUMEHEHUIO

LOT

Homep nota (napTtun)

)

Cpok rogHocTH

i, 30C
8%

TemnepatypHbii  numMuT (8-
30°C)

Q
o
g
3

Koppo3noHHoe Bo3aencTBme Ha
MeTannbl

MmnopTep

g9

CTtpaHa npousBoauTens, nara
npou3BoACcTBa

=
=

YHUKanbHbln  NOEHTUMUKaATOP
YCTpPOUCTBA

NPUNOXEHMUE B:

NPEAYNPEXOEHNA U MEPbI NPEOOCTOPOXHOCTU
» OnacHbIi KOMMOHEHT: pacTBOp rMapokcuaa HaTpus
« CurHanbHoe cnogo: MpeaynpexaeHue

» 3asBneHust 06 onacHoCTu:

H314: BbI3biBaeT CUMNbHbIE OXOrM KOXWU U NOBpeXaeHne rnas.

Perucrparmmua MU & PocagpaBransope
www.nevacert.ru | info@nevacert.ru

* MNpeaynpexagaoLme 3asBneHns:

P303+P361+P353: MNMPN MOMNAOAHUN HA KOXY (unu Bonochl):
HemeaneHHO cHMMUKTE BCIO 3arpsi3HEHHY0 oaexay. [IpomonTe Koxy
BOAOW [MNu npumMuTe OyL].

P305+P351+P338: MPU MOMNAOAHUN B TTIA3A: OcCTOpOXHO
NPOMbITb BO4OW B TEHEHNE HECKONBbKUX MUHYT. CHUMUTE KOHTAKTHbIE
NH3bI, €CNn OHW €eCTb W 3TO nerko caenatb. [lpodonmknTb
NpoMbIBaHMeE.

P310: HemeoneHHO BbI30oBUMTE LEHTp No OGopbbe c
oTpaBneHnsiMu/Bpaya.

P321: Cneundunyeckoe rneyeHve (CM. Ha 3TON ITUKETKE).

P405: JepxaTb 3aKpbITbIM.

P501: YTunuampynTte copoepXMmMoe/KOHTEMHEP B COOTBETCTBUMM C
pernoHanbHbIMW/HaunoHanbHbIMU/MeXayHapoaHbIMY NpaBuiaMmun.
B pegakuuun: 02, 2023-06-15



Pa3baBuTtenb ans obpasuos

LUOHBYXK3Hb KOXITO BUOTEX KO, NTA. 3naHue 1,
6uonapk KOXJIO, 2-a popora bBaonyH nogparioH
BaonyH, panoH JlyHraH, LUaHbwK3Hb, MyaHayH, 518116,
Kutan. ten.: +86-0755-26473359

WaHxan WHTepHewHn Xonaudr Kopn.,
EC |REP| 1v6X (EBpona). iicelutpacce 80, 20537

ramb6ypr, N'epmaHusa

Mpeanonaraemoe UCNosib30BaHUE:
[lnsa ncnonb3oBaHUsA B XEMUMIOMUHECLLEHTHOM MMMYHOaHanmaartope
B Ka4yecTBe pas6aB|/|Ten;|.

,D,J'Iﬂ ﬂpO(beCCI/IOHaJ'IbHOFO MCMNoJIb30BaHUA.

[na guarHoctuku in vitro
[# 1

YnakoBka:

C89919-1 0,57 mnx100 wWT.

REF

CoaepxaHue: ®DocdatHbin 6ydep, 0,05% ProClin 300 B
KayecTBe KOHCepBaHTa.

Cnoco6 NnpuMeHeHuns:

Perucrparmmua MU & PocagpaBransope
www.nevacert.ru | info@nevacert.ru

[o6Gaebte 30 Mkn obpasua B pasdaBuTenb M NpoBepbTe 0Opasel
nocne XopoLuero nepemMeLLBaHus.
XpaHeHue U CTabuNbHOCTL:
e B HeBckpbITOM Buae npu temnepartype 2-8°C: 0o ykazaHHOro
CpoKa rogHoCTH.
e B oTkpblTOM BMae npu temnepatype 2-8°C: 28 gHen.
e XpaHeHue Ha 6opTy: 28 oHew.

BHumaHue:

N3berante nonagaHusa Ha KOXy, B rmasa u Ha ogexay. B cnyyae
KOHTaKTa C NnoObIM 13 3TUX peareHToB TLWaTenbHO NPOMOWTE BOAOW
n obpatuTech K Bpady.

Cobniogante obbl4HblE Mepbl NPEAOCTOPOXHOCTKN, Heobxoaumble
Ans paboTbl Co BceMun nabopaTtopHbIMU peareHTamu.

YTunusaumss BCeX OTXOAOB  AOIMKHA  OCYLEeCTBNATbCA B
COOTBETCTBMU C MECTHBIMW NPaBUaMu.

MacnopT 6esonacHOCTN OTHOCUTCS K nacnopTy 6esonacHocTn (SDS).
Moxanymncra, obpalaitecb K MECTHbIM TOProBbIM NpeAcTaBUTENSAM
unn Ha cant marketing@szyhlo.com. Mo 3anpocy SDS 6yaget
NpeaoCTaBreH Mo 3NEKTPOHHOW noyTe.

O nobom cepbe3HOM MHUMAEHTE, NPOM3oLLeLLIEM C YCTPONCTBOM,
HeobxoaMMo coobLWUTL NPOU3BOAUTENO U KOMMNETEHTHOMY OpraHy
rocygapcTtBa-yneHa EC, B KOTOpOM HaxoauTcsi Nonb3oBaTenb U/unm
NaumneHT.

NMPUNOXEHUE A:
AGG6peBuartypa O6bsACHeHue
REF KaTanoxHbin Homep

I MpoussoguTens

YNONHOMOYEHHbIN
EC [REP .
npeacTtaeutens B EBponenckom
coobLecTse




3Hak CE

BHumaHue

MeguumHcKoe yCTpoUCTBO AN
OMarHoCTuKM in vitro

O3HaKOMLTECH C WHCTPYKLUE
Mo NPUMEHEHUIO

LOT Homep nota (naptum)
g Cpok rogHocTH

roc TemnepaTypHbll ~ nUMUT (8-
8T 3000)

Cumsonsl npenocrtepexeHnd

MmnopTep

CTtpaHa npowusBoguTens, aata
nponsBoAcCTBa

YHUKanbHbIA
YCTpPOUCTBA

naeHTugukaTop

Homep moaenun

NPUNOXEHMUE B:

NPEAYNPEXAOEHUA U MEPbI MPEAOCTOPOXXHOCTH

OnacHbin komnoHeHT: 0,05% ProClin 300 (peakunoHHas
mMacca wu3: 5-xnop-2-metun-4-usotmasonuH-3-oHa [EC Ne
247-500-7] n 2-meTnn-2H-n3otmnason-3-oHa [EC Ne 220-239-
6] (3:1))

CurHanbHoe cnoso: [NpegynpexaeHue

3asaBneHns o6 onacHocTK:

H317: MoXeT BbI3BaTb anfiepruyeckyto peakLmo KOXMK.

Perucrparmmua MU & PocagpaBransope
www.nevacert.ru | info@nevacert.ru

MpeaynpexpatoLme 3asaBneHns:

P261: He BabixaTb nbinb/gbiM/ras/TymaH/napbl/asapo3ons.
P280: Hapesawnte 3awuTHble nepyaTtkm / 3awmty rmas /
3awuTy nuua.

P362+P364: CHUMUTE 3arpa3HeHHyYo ogexay 1 noctmpante
ee nepepj NOBTOPHbLIM UCMOMb30BaAHNEM.

P333+P313: MNpu BO3HWKHOBEHUWN pasapaKeHUs KOXWU UMn
cbinu: Monyynte MeAMLMHCKY KOHCYNbTaLMio/MoMOLLb.
P321: HemenneHHo obpaTntech 3a NOMOLLLIO K Bpayy.
P501: YTununsmnpynTte COAEPKMMOE/KOHTENHEP B
COOTBETCTBUN c
pervoHanbHbIMW/HaunoHanbHbIMU/MeXayHapoaHbIMu
npasunamu.

B pegakuuun: 02, 2023-06-15



Pa3baBuTtenb ans obpasuos

LUOHBYXK3Hb KOXITO BUOTEX KO, NTA. 3naHue 1,
6uonapk KOXJIO, 2-a popora bBaonyH nogparioH
BaonyH, panoH JlyHraH, LUaHbwK3Hb, MyaHayH, 518116,
Kutan. ten.: +86-0755-26473359

WaHxan WHTepHewHn Xonaudr Kopn.,
EC |REP| 1v6X (EBpona). iicelutpacce 80, 20537

ramb6ypr, N'epmaHusa

Mpeanonaraemoe UCNosib30BaHUE:
[lnsa ncnonb3oBaHUsA B XEMUMIOMUHECLLEHTHOM MMMYHOaHanmaartope
B Ka4yecTBe pas6aB|/|Ten;|.

,D,J'Iﬂ ﬂpO(beCCI/IOHaJ'IbHOFO MCMNoJIb30BaHUA.

[na guarHoctuku in vitro
[#];

YnakoBka:

C89919 45 mnx2 ByTbINKK.

REF

CoaepxaHue: ®DocdatHbin 6ydep, 0,05% ProClin 300 B
KayecTBe KOHCepBaHTa.

Cnoco6 NnpuMeHeHuns:

Perucrparmmua MU & PocagpaBransope
www.nevacert.ru | info@nevacert.ru

MNomecTuTe B Kapycenb ANs peareHTOB aHanu3artopa, U aHanusaTop
CMOXEeT aBTomMaTnyeckn 6patb Npobbl.
XpaHeHue U CTabUNbLHOCTb:
e B HeBckpbITOM Buge npu Temneparype 2-8°C: oo ykazaHHOro
CpoKa rogHOCTH.
e B oTkpblTOM BMae npu temnepatype 2-8°C: 28 gHen.
e XpaHeHue Ha 6opTy: 28 oHew.

BHumaHue:

N3berante nonagaHusa Ha KOXy, B rmasa u Ha ogexay. B cnyyae
KOHTaKTa C NnoObIM 13 3TUX peareHToB TLWaTenbHO NPOMOWTE BOAOW
n obpatuTech K Bpady.

Cobniogante obbl4HblE Mepbl NPEAOCTOPOXHOCTKN, Heobxoaumble
Ans paboTbl Co BceMun nabopaTtopHbIMU peareHTamu.

YTunusaumss BCeX OTXOAOB  AOIMKHA  OCYLEeCTBNATbCA B
COOTBETCTBMU C MECTHBIMW NPaBUIamu.

MacnopT 6esonacHOCTN OTHOCUTCS K nacnopTy 6esonacHocTn (SDS).
Moxanymncra, obpalaitecb K MECTHbIM TOProBbIM NpeAcTaBUTENSAM
unn Ha cant marketing@szyhlo.com. Mo 3anpocy SDS 6yaget
NpeaoCTaBreH Mo 3NEKTPOHHOW noyTe.

O nobom cepbe3HOM MHUMAEHTE, NPOM3oLLeLLIEM C YCTPONCTBOM,
HeobxoaMMo coobLWUTL NPOU3BOAUTENO U KOMMNETEHTHOMY OpraHy
rocygapcTtBa-yneHa EC, B KOTOpOM HaxoauTcsi Nonb3oBaTenb U/unm
NaumneHT.

NMPUNOXEHUE A:
AGG6peBuartypa O6bsACHeHue
REF KaTanoxHbin Homep

I MpoussoguTens

YNONHOMOYEHHbIN
EC [REP .
npeacTtaeutens B EBponenckom
coobLecTse




3Hak CE

BHumaHue

MeguumHcKoe yCTpoUCTBO AN
OMarHoCTuKM in vitro

O3HaKOMLTECH C WHCTPYKLUE
Mo NPUMEHEHUIO

LOT Homep nota (naptum)
g Cpok rogHocTH

roc TemnepaTypHbll ~ nUMUT (8-
8T 3000)

Cumsonsl npenocrtepexeHnd

MmnopTep

CTtpaHa npowusBoguTens, aata
nponsBoAcCTBa

YHUKanbHbIA
YCTpPOUCTBA

naeHTugukaTop

Homep moaenun

NPUNOXEHMUE B:

NPEAYNPEXAOEHUA U MEPbI MPEAOCTOPOXXHOCTH

OnacHbin komnoHeHT: 0,05% ProClin 300 (peakunoHHas
mMacca wu3: 5-xnop-2-metun-4-usotmasonuH-3-oHa [EC Ne
247-500-7] n 2-meTnn-2H-n3otmnason-3-oHa [EC Ne 220-239-
6] (3:1))

CurHanbHoe cnoso: [NpegynpexaeHue

3asaBneHns o6 onacHocTK:

H317: MoXeT BbI3BaTb anfieprmyeckyto peakLmo KOXK.

Perucrparmmua MU & PocagpaBransope
www.nevacert.ru | info@nevacert.ru

MpeaynpexpatoLme 3asaBneHns:

P261: He BabixaTb nbinb/gbiM/ras/TymaH/napbl/asapo3ons.
P280: Hapesawnte 3awuTHble nepyaTtkm / 3awmty rmas /
3awuTy nuua.

P362+P364: CHUMUTE 3arpa3HeHHyYo ogexay 1 noctmpante
ee nepepj NOBTOPHbLIM UCMOMNb30BaHNEM.

P333+P313: MNpu BO3HWKHOBEHUWN pasfpaKeHUs KOXWU UMnn
cbinu: Monyynte MeAMLMHCKY KOHCYNbTaLMio/MoMOLLb.
P321: HemenneHHo obpaTntech 3a NOMOLLLIO K Bpayy.
P501: YTununsmnpynTte COAEPKMMOE/KOHTENHEP B
COOTBETCTBUN c
pervoHanbHbIMW/HaunoHanbHbIMU/MeXayHapoaHbIMu
npasunamu.

B pegakuuun: 02, 2023-06-15



Pa3baBuTtenb ans obpasuos

LUOHBYXK3Hb KOXITO BUOTEX KO, NTA. 3naHue 1,
6uonapk KOXJIO, 2-a popora bBaonyH nogparioH
BaonyH, panoH JlyHraH, LUaHbwK3Hb, MyaHayH, 518116,
Kutan. ten.: +86-0755-26473359

WaHxan WHTepHewHn Xonaudr Kopn.,
EC |REP| 1v6X (EBpona). iicelutpacce 80, 20537

ramb6ypr, N'epmaHusa

Mpeanonaraemoe UCNosib30BaHUE:
[lnsa ncnonb3oBaHUsA B XEMUMIOMUHECLLEHTHOM MMMYHOaHanmaartope
B Ka4yecTBe pas6aB|/|Ten;|.

,D,J'Iﬂ ﬂpO(beCCI/IOHaJ'IbHOFO MCMNoJIb30BaHUA.

[na guarHoctuku in vitro
EXY

YnakoBka:

C89918 45 mnx2 6yTbINKK.

REF

CoaepxaHue: TRIS-oydep, 0,05% ProClin 300 B kauyectBe

KOHCepBaHTA.

Cnoco6 NnpuMeHeHuns:

Perucrparmmua MU & PocagpaBransope
www.nevacert.ru | info@nevacert.ru

MNomecTuTe B Kapycenb ANs peareHTOB aHanu3artopa, U aHanusaTop
CMOXEeT aBTomMaTnyeckn 6patb Npobbl.
XpaHeHue U CTabUNbLHOCTb:
e B HeBckpbITOM Buge npu Temneparype 2-8°C: oo ykazaHHOro
CpoKa rogHOCTH.
e B oTkpblTOM BMae npu temnepatype 2-8°C: 28 gHen.
e XpaHeHue Ha 6opTy: 28 oHew.

BHumaHue:

N3berante nonagaHusa Ha KOXy, B rmasa u Ha ogexay. B cnyyae
KOHTaKTa C NnoObIM 13 3TUX peareHToB TLWaTenbHO NPOMOWTE BOAOW
n obpatuTech K Bpady.

Cobniogante obbl4HblE Mepbl NPEAOCTOPOXHOCTKN, Heobxoaumble
Ans paboTbl Co BceMun nabopaTtopHbIMU peareHTamu.

YTunusaumss BCeX OTXOAOB  AOIMKHA  OCYLEeCTBNATbCA B
COOTBETCTBMU C MECTHBIMW NPaBUIamu.

MacnopT 6esonacHOCTN OTHOCUTCS K nacnopTy 6esonacHocTn (SDS).
Moxanymncra, obpalaitecb K MECTHbIM TOProBbIM NpeAcTaBUTENSAM
unn Ha cant marketing@szyhlo.com. Mo 3anpocy SDS 6yaget
NpeaoCTaBreH Mo 3NEKTPOHHOW noyTe.

O nobom cepbe3HOM MHUMAEHTE, NPOM3oLLeLLIEM C YCTPONCTBOM,
HeobxoaMMo coobLWUTL NPOU3BOAUTENO U KOMMNETEHTHOMY OpraHy
rocygapcTtBa-yneHa EC, B KOTOpOM HaxoauTcsi Nonb3oBaTenb U/unm
NaumneHT.

NMPUNOXEHUE A:
AGG6peBuartypa O6bsACHeHue
REF KaTanoxHbin Homep

I MpoussoguTens

YNONHOMOYEHHbIN
EC [REP .
npeacTtaeutens B EBponenckom
coobLecTse




3Hak CE

BHumaHue

MeguumHcKoe yCTpoUCTBO AN
OMarHoCTuKM in vitro

O3HaKOMLTECH C WHCTPYKLUE
Mo NPUMEHEHUIO

LOT Homep nota (naptum)
g Cpok rogHocTH

roc TemnepaTypHbll ~ nUMUT (8-
8T 3000)

Cumsonsl npenocrtepexeHnd

MmnopTep

CTtpaHa npowusBoguTens, aata
nponsBoAcCTBa

YHUKanbHbIA
YCTpPOUCTBA

naeHTugukaTop

Homep moaenun

NPUNOXEHMUE B:

NPEAYNPEXAOEHUA U MEPbI MPEAOCTOPOXXHOCTH

OnacHbin komnoHeHT: 0,05% ProClin 300 (peakunoHHas
mMacca wu3: 5-xnop-2-metun-4-usotmasonuH-3-oHa [EC Ne
247-500-7] n 2-meTnn-2H-n3otmnason-3-oHa [EC Ne 220-239-
6] (3:1))

CurHanbHoe cnoso: [NpegynpexaeHue

3asaBneHns o6 onacHocTK:

H317: MoXeT BbI3BaTb anfieprmyeckyto peakLmo KOXK.

Perucrparmmua MU & PocagpaBransope
www.nevacert.ru | info@nevacert.ru

MpeaynpexpatoLme 3asaBneHns:

P261: He BabixaTb nbinb/gbiM/ras/TymaH/napbl/asapo3ons.
P280: Hapesawnte 3awuTHble nepyaTtkm / 3awmty rmas /
3awuTy nuua.

P362+P364: CHUMUTE 3arpa3HeHHyYo ogexay 1 noctmpante
ee nepepj NOBTOPHbLIM UCMOMNb30BaHNEM.

P333+P313: MNpu BO3HWKHOBEHUWN pasfpaKeHUs KOXWU UMnn
cbinu: Monyynte MeAMLMHCKY KOHCYNbTaLMio/MoMOLLb.
P321: HemenneHHo obpaTntech 3a NOMOLLLIO K Bpayy.
P501: YTununsmnpynTte COAEPKMMOE/KOHTENHEP B
COOTBETCTBUN c
pervoHanbHbIMW/HaunoHanbHbIMU/MeXayHapoaHbIMu
npasunamu.

B pegakuuun: 02, 2023-06-15



Pa3baBuTtenb ans obpasuos

LUOHBYXK3Hb KOXITO BUOTEX KO, NTA. 3naHue 1,
6uonapk KOXJIO, 2-a popora bBaonyH nogparioH
BaonyH, panoH JlyHraH, LUaHbwK3Hb, MyaHayH, 518116,
Kutan. ten.: +86-0755-26473359

WaHxan WHTepHewHn Xonaudr Kopn.,
EC |REP| 1v6X (EBpona). iicelutpacce 80, 20537

ramb6ypr, N'epmaHusa

Mpeanonaraemoe UCNosib30BaHUE:
[lnsa ncnonb3oBaHUsA B XEMUMIOMUHECLLEHTHOM MMMYHOaHanmaartope
B Ka4yecTBe pas6aB|/|Ten;|.

,D,J'Iﬂ ﬂpO(beCCI/IOHaJ'IbHOFO MCMNoJIb30BaHUA.

[na guarHoctuku in vitro
[# s

YnakoBka:

C89917 45 mnx2 6yTbINKK.

REF

CoaepxaHue: TRIS-oydep, 0,05% ProClin 300 B kauyectBe

KOHCepBaHTA.

Cnoco6 NnpuMeHeHuns:

Perucrparmmua MU & PocagpaBransope
www.nevacert.ru | info@nevacert.ru

MNomecTuTe B Kapycenb ANs peareHTOB aHanu3artopa, U aHanusaTop
CMOXEeT aBTomMaTnyeckn 6patb Npobbl.
XpaHeHue U CTabUNbLHOCTb:
e B HeBckpbITOM Buge npu Temneparype 2-8°C: oo ykazaHHOro
CpoKa rogHOCTH.
e B oTkpblTOM BMae npu temnepatype 2-8°C: 28 gHen.
e XpaHeHue Ha 6opTy: 28 oHew.

BHumaHue:

N3berante nonagaHusa Ha KOXy, B rmasa u Ha ogexay. B cnyyae
KOHTaKTa C NnoObIM 13 3TUX peareHToB TLWaTenbHO NPOMOWTE BOAOW
n obpatuTech K Bpady.

Cobniogante obbl4HblE Mepbl NPEAOCTOPOXHOCTKN, Heobxoaumble
Ans paboTbl Co BceMun nabopaTopHbIMU peareHTamu.

YTunusaumss BCeX OTXOAOB  AOIMKHA  OCYLEeCTBNATbCA B
COOTBETCTBMU C MECTHBIMW NPaBUIamu.

MacnopT 6esonacHOCTN OTHOCUTCS K nacnopTy 6esonacHocTn (SDS).
Moxanymncra, obpalaitecb K MECTHbIM TOProBbIM NpeAcTaBUTENSAM
unn Ha cant marketing@szyhlo.com. Mo 3anpocy SDS 6yaget
NpeaoCTaBreH Mo 3NEKTPOHHOW noyTe.

O nobom cepbe3HOM MHUMAEHTE, NPOM3oLLELEM C YCTPONCTBOM,
HeobxoaMMo coobLWUTL NPOU3BOAUTENO U KOMMNETEHTHOMY OpraHy
rocygapcTtBa-yneHa EC, B KOTOpOM HaxoauTcsi Nonb3oBaTenb U/unm
NaumneHT.

NMPUNOXEHUE A:
AGG6peBuartypa O6bsACHeHue
REF KaTanoxHbin Homep

I MpoussoguTens

YNONHOMOYEHHbIN
EC [REP .
npeacTtaeutens B EBponenckom
coobLecTse




3Hak CE

BHumaHue

MeguumHcKoe yCTpoUCTBO AN
OMarHoCTuKM in vitro

O3HaKOMLTECH C WHCTPYKUWME
Mo NPUMEHEHUIO

LOT Homep nota (naptum)
g Cpok rogHocTH

roc TemnepaTypHbll ~ nUMUT (8-
8T 3000)

Cumsonsl npenocrtepexeHnd

MmnopTep

CTtpaHa npowusBoguTens, aata
nponsBoAcCTBa

YHUKanbHbIA
YCTpPOUCTBA

naeHTugukaTop

Homep moaenun

NPUNOXEHMUE B:

NPEAYNPEXAOEHUA U MEPbI MPEAOCTOPOXXHOCTH

OnacHbin komnoHeHT: 0,05% ProClin 300 (peakunoHHas
mMacca wu3: 5-xnop-2-metun-4-usotmasonuH-3-oHa [EC Ne
247-500-7] n 2-meTnn-2H-n3otmnason-3-oHa [EC Ne 220-239-
6] (3:1))

CurHanbHoe cnoso: [NpegynpexaeHue

3asaBneHns o6 onacHocTK:

H317: MoXeT BbI3BaTb anfiepruyeckyto peakLmo KOXMK.

Perucrparmmua MU & PocagpaBransope
www.nevacert.ru | info@nevacert.ru

MpeaynpexpatoLme 3asaBneHns:

P261: He BabixaTb nbinb/gbiM/ras/TymaH/napbl/asapo3ons.
P280: Hapesawnte 3awuTHble nepyaTtkm / 3awmty rmas /
3awuTy nuua.

P362+P364: CHUMUTE 3arpa3HeHHyYo ogexay 1 noctmpante
ee nepepj NOBTOPHbLIM UCMOMb30BaAHNEM.

P333+P313: MNpu BO3HWKHOBEHUWN pasapaKeHUs KOXWU UMn
cbinu: Monyynte MeAMLMHCKY KOHCYNbTaLMio/MoMOLLb.
P321: HemenneHHo obpaTntech 3a NOMOLLLIO K Bpayy.
P501: YTununsmnpynTte COAEPKMMOE/KOHTENHEP B
COOTBETCTBUN c
pervoHanbHbIMW/HaunoHanbHbIMU/MeXayHapoaHbIMu
npasunamu.

B pegakuuun: 02, 2023-06-15



Pa3baBuTtenb ans obpasuos

LUOHBYXK3Hb KOXITO BUOTEX KO, NTA. 3naHue 1,
6uonapk KOXJIO, 2-a popora bBaonyH nogparioH
BaonyH, panoH JlyHraH, LUaHbwK3Hb, MyaHayH, 518116,
Kutan. ten.: +86-0755-26473359

WaHxan WHTepHewHn Xonaudr Kopn.,
EC |REP| 1v6X (EBpona). iicelutpacce 80, 20537

ramb6ypr, N'epmaHusa

Mpeanonaraemoe UCNosib30BaHUE:
[lnsa ncnonb3oBaHUsA B XEMUMIOMUHECLLEHTHOM MMMYHOaHanmaartope
B Ka4yecTBe pas6aB|/|Ten;|.

,D,J'Iﬂ ﬂpO(beCCI/IOHaJ'IbHOFO MCMNoJIb30BaHUA.

[na guarHoctuku in vitro
[# e

YnakoBka:

C89915 45 mnx2 ByTbINKK.

REF

CoaepxaHue: DocdaTHbin oydep, 0,1% ProClin 300 B kayecTBe
KOHCepBaHTa.

Cnoco6 NnpuMeHeHuns:

Perucrparmmua MU & PocagpaBransope
www.nevacert.ru | info@nevacert.ru

MNomecTuTe B Kapycenb ANs peareHTOB aHanu3artopa, U aHanusaTop
CMOXEeT aBTomMaTnyeckn 6patb Npobbl.
XpaHeHue U CTabUNbLHOCTb:
e B HeBckpbITOM Buge npu Temneparype 2-8°C: oo ykazaHHOro
CpoKa rogHOCTH.
e B oTkpblTOM BMae npu temnepatype 2-8°C: 28 gHen.
e XpaHeHue Ha 6opTy: 28 oHew.

BHumaHue:

N3berante nonagaHusa Ha KOXy, B rmasa u Ha ogexay. B cnyyae
KOHTaKTa C NnoObIM 13 3TUX peareHToB TLWaTenbHO NPOMOWTE BOAOW
n obpatuTech K Bpady.

Cobniogante obbl4HblE Mepbl NPEAOCTOPOXHOCTKN, Heobxoaumble
Ans paboTbl Co BceMun nabopaTtopHbIMU peareHTamu.

YTunusaumss BCeX OTXOAOB  AOIMKHA  OCYLEeCTBNATbCA B
COOTBETCTBMU C MECTHBIMW NPaBUIamu.

MacnopT 6esonacHOCTN OTHOCUTCS K nacnopTy 6esonacHocTn (SDS).
Moxanymncra, obpalaitecb K MECTHbIM TOProBbIM NpeAcTaBUTENSAM
unn Ha cant marketing@szyhlo.com. Mo 3anpocy SDS 6yaget
NpeaoCTaBreH Mo 3NEKTPOHHOW noyTe.

O nobom cepbe3HOM MHUMAEHTE, NPOM3oLLELEM C YCTPONCTBOM,
HeobxoaMMo coobLWUTL NPOU3BOAUTENO U KOMMNETEHTHOMY OpraHy
rocygapcTtBa-yneHa EC, B KOTOpOM HaxoauTcsi Nonb3oBaTenb U/unm
NaumneHT.

NMPUNOXEHUE A:
AGG6peBuartypa O6bsACHeHue
REF KaTanoxHbin Homep

I MpoussoguTens

YNONHOMOYEHHbIN
EC [REP .
npeacTtaeutens B EBponenckom
coobLecTse




3Hak CE

BHumaHue

MeguumHcKoe yCTpoUCTBO AN
OMarHoCTuKM in vitro

O3HaKOMLTECH C WHCTPYKLUE
Mo NPUMEHEHUIO

LOT Homep nota (naptum)
g Cpok rogHocTH

roc TemnepaTypHbll ~ nUMUT (8-
8T 30°C)

Cumsonsl npenocrtepexeHnd

MmnopTep

CTtpaHa npowusBoguTens, aata
nponsBoAcCTBa

YHUKanbHbIn  nOeHTUUKaTOP
YCTpPOUCTBA

Homep moaenun

NPUNOXEHMUE B:

NPEAYNPEXAOEHUA U MEPbI MPEAOCTOPOXHOCTH

OnacHbin  kKomnoHeHT: 0,1% ProClin 300 (peakunoHHas
mMacca wu3: 5-xnop-2-metun-4-usotmasonuH-3-oHa [EC Ne
247-500-7] n 2-meTnn-2H-n3otmnason-3-oHa [EC Ne 220-239-
6] (3:1))

CurHanbHoe cnoso: [NpegynpexaeHue

3asaBneHns o6 onacHocTK:

H317: MoXeT BbI3BaTb anfieprmyeckyto peakLmo KOXK.

Perucrparmmua MU & PocagpaBransope
www.nevacert.ru | info@nevacert.ru

H412: BpegeH ons sogHoun driopbl U dhayHbl € ANUTESNbHBIM
BO3ENCTBUEM.

MpeaynpexpatoLme 3asaBneHns:

P261: He BabixaTb Nbinb/gbiM/ras/TymaH/napbl/asaposons.
P273: He ponyckante nonagaHusa B OKpY>XaroLLyto cpeay.
P280: Hapesawnte 3awuTHble nepyaTtkm / 3awmty rmas /
3awuTy nuua.

P333+P313: MNpu BO3HWKHOBEHUWN pasfpaKeHUsa KOXWU UMNn
cbinu: Monyynte MeAMLMHCKY KOHCYNbTaLMio/MoMOLLb.
P321: HemegneHHo obpaTntech 3a NOMOLLLIO K Bpayy.
P501: YTununsmnpynTte COAEPKMMOE/KOHTENHEP B
COOTBETCTBUN c
pervoHanbHbIMW/HaunoHanbHbIMU/MeXayHapoaHbIMU
npasunamu.

B pegakuuun: 02, 2023-06-15



Pa3baBuTtenb ans obpasuos

LUOHBYXK3Hb KOXITO BUOTEX KO, NTA. 3naHue 1,
6uonapk KOXJIO, 2-a popora bBaonyH nogparioH
BaonyH, panoH JlyHraH, LUaHbwK3Hb, MyaHayH, 518116,
Kutan. ten.: +86-0755-26473359

WaHxan WHTepHewHn Xonaudr Kopn.,
EC |REP| 1v6X (EBpona). iicelutpacce 80, 20537

ramb6ypr, N'epmaHusa

Mpeanonaraemoe UCNosib30BaHUE:
[lnsa ncnonb3oBaHUsA B XEMUMIOMUHECLLEHTHOM MMMYHOaHanmaartope
B Ka4yecTBe pas6aB|/|Ten;|.

,D,J'Iﬂ ﬂpO(beCCI/IOHaJ'IbHOFO MCMNoJIb30BaHUA.

[na guarHoctuku in vitro
[# 1o

YnakoBka:

C89914 120 mknx*100 wwT.

REF

CoaepxaHue: TRIS-oydep, 0,05% ProClin 300 B kauyectBe

KOHCepBaHTA.

Cnoco6 NnpuMeHeHuns:

Perucrparmmua MU & PocagpaBransope
www.nevacert.ru | info@nevacert.ru

[o6Gaebte 30 Mkn obpasua B pasdaBuTenb M NpoBepbTe 0Opasel
nocne XopoLuero nepemMeLLBaHus.
XpaHeHue U CTabuNbHOCTL:
e B HeBckpbITOM Buae npu temnepartype 2-8°C: 0o ykazaHHOro
CpoKa rogHoCTH.
e B oTkpblTOM BMae npu temnepatype 2-8°C: 28 gHen.
e XpaHeHue Ha 6opTy: 28 oHew.

BHumaHue:

N3berante nonagaHusa Ha KOXy, B rmasa u Ha ogexay. B cnyyae
KOHTaKTa C NnoObIM 13 3TUX peareHToB TLWaTenbHO NPOMOWTE BOAOW
n obpatuTech K Bpady.

Cobniogante obbl4HblE Mepbl NPEAOCTOPOXHOCTKN, Heobxoaumble
Ans paboTbl Co BceMun nabopaTtopHbIMU peareHTamu.

YTunusaumss BCeX OTXOAOB  AOIMKHA  OCYLEeCTBNATbCA B
COOTBETCTBMU C MECTHBIMW NPaBUIamu.

MacnopT 6esonacHOCTN OTHOCUTCS K nacnopTy 6esonacHocTn (SDS).
Moxanymncra, obpalaitecb K MECTHbIM TOProBbIM NpeAcTaBUTENSAM
unn Ha cant marketing@szyhlo.com. Mo 3anpocy SDS 6yaget
NpeaoCTaBreH Mo 3NEKTPOHHOW noyTe.

O nobom cepbe3HOM MHUMAEHTE, NPOM3oLLELEM C YCTPONCTBOM,
HeobxoaMMo coobLWUTL NPOU3BOAUTENO U KOMMNETEHTHOMY OpraHy
rocygapcTtBa-yneHa EC, B KOTOpOM HaxoauTcsi Nonb3oBaTenb U/unm
NaumneHT.

NMPUNOXEHUE A:
AGG6peBuartypa O6bsACHeHue
REF KaTanoxHbin Homep

I MpoussoguTens

YNONHOMOYEHHbIN
EC [REP .
npeacTtaeutens B EBponenckom
coobLecTse




3Hak CE

BHumaHue

MeguumHcKoe yCTpoUCTBO AN
OMarHoCTuKM in vitro

O3HaKOMLTECH C WHCTPYKLUE
Mo NPUMEHEHUIO

LOT Homep nota (naptum)
g Cpok rogHocTH

roc TemnepaTypHbll ~ nUMUT (8-
8T 30°C)

Cumsonsl npenocrtepexeHnd

MmnopTep

CTtpaHa npowusBoguTens, aata
nponsBoAcCTBa

YHUKanbHbIn  nOeHTUUKaTOP
YCTpPOUCTBA

Homep moaenun

NPUNOXEHMUE B:

NPEAYNPEXAOEHUA U MEPbI MPEAOCTOPOXHOCTH

OnacHbin komnoHeHT: 0,05% ProClin 300 (peakunoHHas
mMacca wu3: 5-xnop-2-metun-4-usotmasonuH-3-oHa [EC Ne
247-500-7] n 2-meTnn-2H-n3otmnason-3-oHa [EC Ne 220-239-
6] (3:1))

CurHanbHoe cnoso: [NpegynpexaeHue

3asaBneHns o6 onacHocTK:

H317: MoXeT BbI3BaTb anfieprmyeckyto peakLmo KOXK.

Perucrparmmua MU & PocagpaBransope
www.nevacert.ru | info@nevacert.ru

H412: BpegeH ons sogHoun driopbl U dhayHbl € ANUTESNbHBIM
BO3ENCTBUEM.

MpeaynpexpatoLme 3asaBneHns:

P261: He BabixaTb Nbinb/gbiM/ras/TymaH/napbl/asaposons.
P280: Hapesawnte 3awuTHble nepyaTtkm / 3awmty rmas /
3awuTy nuua.

P362+P364: CHUMUTE 3arpa3HeHHyYo ogexay 1 noctmpante
ee nepepj NOBTOPHbLIM UCMOMb30BaAHNEM.

P333+P313: MNpu BO3HWKHOBEHUWN pasapaKeHUs KOXWU UMNn
cbinu: Monyynte MeAMLMHCKY KOHCYNbTaLMio/MoMOLLb.
P321: HemegneHHo obpaTntech 3a NOMOLLLIO K Bpayy.
P501: YTununsmnpynTte COAEPKMMOE/KOHTENHEP B
COOTBETCTBUN c
pervoHanbHbIMW/HaunoHanbHbIMU/MeXayHapoaHbIMU
npasunamu.

B pegakuuun: 02, 2023-06-15



Pa3baBuTtenb ans obpasuos

LUOHBYXK3Hb KOXITO BUOTEX KO, NTA. 3naHue 1,
6uonapk KOXJIO, 2-a popora bBaonyH nogparioH
BaonyH, panoH JlyHraH, LUaHbwK3Hb, MyaHayH, 518116,
Kutan. ten.: +86-0755-26473359

WaHxan WHTepHewHn Xonaudr Kopn.,
EC |REP| 1v6X (EBpona). iicelutpacce 80, 20537

ramb6ypr, N'epmaHusa

Mpeanonaraemoe UCNosib30BaHUE:
[lnsa ncnonb3oBaHUsA B XEMUMIOMUHECLLEHTHOM MMMYHOaHanmaartope
B Ka4yecTBe pas6aB|/|Ten;|.

,D,J'Iﬂ ﬂpO(beCCI/IOHaJ'IbHOFO MCMNoJIb30BaHUA.

[na guarHoctuku in vitro
[# g

YnakoBka:

C89912 45 mn. x 2 ByTbINKK.

REF

CoaepxaHue: ®DocdatHbin 6ydep, 0,05% ProClin 300 B
KayecTBe KOHCepBaHTa.

Cnoco6 NnpuMeHeHuns:

Perucrparmmua MU & PocagpaBransope
www.nevacert.ru | info@nevacert.ru

MNomecTuTe B Kapycenb ANs peareHTOB aHanu3artopa, U aHanusaTop
CMOXEeT aBTomaTnyeckn 6patb Npobbl.
XpaHeHue U CTabUNbLHOCTb:
e B HeBckpbITOM Buge npu Temneparype 2-8°C: oo ykazaHHOro
CpoKa rogHOCTH.
e B oTkpblTOM BMae npu temnepatype 2-8°C: 28 gHen.
e XpaHeHue Ha 6opTy: 28 oHew.

BHumaHue:

N3berante nonagaHusa Ha KOXy, B rmasa u Ha ogexay. B cnyyae
KOHTaKTa C NnoObIM 13 3TUX peareHToB TLWaTenbHO NPOMOWTE BOAOW
n obpatuTech K Bpady.

Cobniogante obbl4HblE Mepbl NPEAOCTOPOXHOCTKN, Heobxoaumble
Ans paboTbl Co BceMun nabopaTtopHbIMU peareHTamu.

YTunusaumss BCeX OTXOAOB  AOIMKHA  OCYLEeCTBNATbCA B
COOTBETCTBMU C MECTHBIMW NPaBUIamu.

MacnopT 6esonacHOCTN OTHOCUTCS K nacnopTy 6esonacHocTn (SDS).
Moxanymncra, obpalaitecb K MECTHbIM TOProBbIM NpeAcTaBUTENSAM
unn Ha cant marketing@szyhlo.com. Mo 3anpocy SDS 6yaget
NpeaoCTaBreH Mo 3NEKTPOHHOW noyTe.

O nobom cepbe3HOM MHUMAEHTE, NPOM3oLLeLLIEM C YCTPONCTBOM,
HeobxoaMMo coobLWUTL NPOU3BOAUTENO U KOMMNETEHTHOMY OpraHy
rocygapcTtBa-yneHa EC, B KOTOpOM HaxoauTcsi Nonb3oBaTenb U/unm
NaumneHT.

NMPUNOXEHUE A:
AGG6peBuartypa O6bsACHeHue
REF KaTanoxHbin Homep

I MpoussoguTens

YNONHOMOYEHHbIN
EC [REP .
npeacTtaeutens B EBponenckom
coobLecTse




3Hak CE

BHumaHue

MeguumHcKoe yCTpoUCTBO AN
OMarHoCTuKM in vitro

O3HaKOMLTECH C WHCTPYKLUE
Mo NPUMEHEHUIO

LOT Homep nota (naptum)
g Cpok rogHocTH

roc TemnepaTypHbll ~ nUMUT (8-
8T 30°C)

Cumsonsl npenocrtepexeHnd

MmnopTep

CTtpaHa npowusBoguTens, aata
nponsBoAcCTBa

YHUKanbHbIn  nOeHTUUKaTOP
YCTpPOUCTBA

Homep moaenun

NPUNOXEHMUE B:

NPEAYNPEXAOEHUA U MEPbI MPEAOCTOPOXXHOCTH

OnacHbin komnoHeHT: 0,05% ProClin 300 (peakunoHHas
mMacca wu3: 5-xnop-2-metun-4-nsotmasonuH-3-oHa [EC Ne
247-500-7] n 2-meTnn-2H-n3otmnason-3-oHa [EC Ne 220-239-
6] (3:1))

CurHanbHoe cnoso: [NpegynpexaeHue

3asaBneHns o6 onacHocTK:

H317: MoXeT BbI3BaTb anfiepruyeckyto peakLmo KOXMK.

Perucrparmmua MU & PocagpaBransope
www.nevacert.ru | info@nevacert.ru

H412: BpegeH ons sogHoun driopbl U dhayHbl € ANUTENbHBIM
BO3ENCTBUEM.

MpeaynpexpatoLme 3asaBneHns:

P261: He BabixaTb Nbinb/gbiM/ras/TymaH/napbl/asaposons.
P280: Hapesawnte 3awuTHble nepyaTtkm / 3awmty rmas /
3awuTy nuua.

P362+P364: CHUMUTE 3arpa3HeHHyYo ogexay 1 noctmpante
ee nepepj NOBTOPHbLIM UCMOMb30BaAHNEM.

P333+P313: MNpu BO3HWKHOBEHUWN pasapaKeHUs KOXWU UMn
cbinu: Monyynte MeAMLMHCKY KOHCYNbTaLMio/MoMOLLb.
P321: HemegneHHo obpaTntech 3a NOMOLLLIO K Bpayy.
P501: YTununsmnpynTte COAEPKMMOE/KOHTENHEP B
COOTBETCTBUN c
pervoHanbHbIMW/HaunoHanbHbIMU/MeXayHapoaHbIMU
npasunamu.

B pegakuuun: 02, 2023-06-15



Pa3baBuTtenb ans obpasuos

LUOHBYXK3Hb KOXITO BUOTEX KO, NTA. 3naHue 1,
6uonapk KOXJIO, 2-a popora bBaonyH nogparioH
BaonyH, panoH JlyHraH, LUaHbwK3Hb, MyaHayH, 518116,
Kutan. ten.: +86-0755-26473359

WaHxan WHTepHewHn Xonaudr Kopn.,
EC |REP| 1v6X (EBpona). iicelutpacce 80, 20537

ramb6ypr, N'epmaHusa

Mpeanonaraemoe UCNosib30BaHUE:
[lnsa ncnonb3oBaHUsA B XEMUMIOMUHECLLEHTHOM MMMYHOaHanmaartope
B Ka4yecTBe pas6aB|/|Ten;|.

,D,J'Iﬂ ﬂpO(beCCI/IOHaJ'IbHOFO MCMNoJIb30BaHUA.

[na guarHoctuku in vitro
[# ]a

YnakoBka:

C89911 45 mn. X 2 ByTbInKW.

REF

CoaepxaHue: DocdaTHbin oydep, 0,1% ProClin 300 B kayecTBe
KOHCepBaHTa.

Cnoco6 NnpuMeHeHuns:

Perucrparmmua MU & PocagpaBransope
www.nevacert.ru | info@nevacert.ru

MNomecTuTe B Kapycenb ANs peareHTOB aHanu3artopa, U aHanusaTop
CMOXEeT aBTomaTnyeckn 6patb Npobbl.
XpaHeHue U CTabUNbLHOCTb:
e B HeBckpbITOM Buge npu Temneparype 2-8°C: oo ykazaHHOro
CpoKa rogHOCTH.
e B oTkpblTOM BMae npu temnepatype 2-8°C: 28 gHen.
e XpaHeHue Ha 6opTy: 28 oHew.

BHumaHue:

N3berante nonagaHusa Ha KOXy, B rmasa u Ha ogexay. B cnyyae
KOHTaKTa C NnoObIM 13 3TUX peareHToB TLWaTenbHO NPOMOWTE BOAOW
n obpatuTech K Bpady.

Cobniogante obbl4HblE Mepbl NPEAOCTOPOXHOCTKN, Heobxoaumble
Ans paboTbl Co BceMun nabopaTtopHbIMU peareHTamu.

YTunusaumss BCeX OTXOAOB  AOIMKHA  OCYLEeCTBNATbCA B
COOTBETCTBMU C MECTHBIMW NPaBUIamu.

MacnopT 6esonacHOCTN OTHOCUTCS K nacnopTy 6esonacHocTn (SDS).
Moxanymncra, obpalaitecb K MECTHbIM TOProBbIM NpeAcTaBUTENSAM
unn Ha cant marketing@szyhlo.com. Mo 3anpocy SDS 6yaget
NpeaoCTaBreH Mo 3NEKTPOHHOW noyTe.

O nobom cepbe3HOM MHUMAEHTE, NPOM3oLLeLLIEM C YCTPONCTBOM,
HeobxoaMMo coobLWUTL NPOU3BOAUTENO U KOMMNETEHTHOMY OpraHy
rocygapcTtBa-yneHa EC, B KOTOpOM HaxoauTcsi Nonb3oBaTenb U/unm
NaumneHT.

NMPUNOXEHUE A:
AGG6peBuartypa O6bsACHeHue
REF KaTanoxHbin Homep

I MpoussoguTens

YNONHOMOYEHHbIN
EC [REP .
npeacTtaeutens B EBponenckom
coobLecTse




3Hak CE

BHumaHue

IVD MeguumHcKoe yCTpoUCTBO AN
OMarHoCTuKM in vitro
Uﬂ OsHaKkoMbTECh C WHCTPYKUMEN
Nno NPUMEHEHNIO
LOT Homep nota (naptum)
g CpoK roaHocTu
roc TemnepaTypHbll ~ nUMUT (8-
sc”’ 30°C)

Cumsonsl npenocrtepexeHnd

MmnopTep

CTtpaHa npowusBoguTens, aata
nponsBoAcCTBa

YHUKanbHbIn  nOeHTUUKaTOP
YCTpPOUCTBA

Homep moaenun

NPUNOXEHMUE B:

NPEAYNPEXAOEHUA U MEPbI MPEAOCTOPOXXHOCTH

OnacHbin  kKomnoHeHT: 0,1% ProClin 300 (peakunoHHas
mMacca wu3: 5-xnop-2-metun-4-nsotmasonuH-3-oHa [EC Ne
247-500-7] n 2-meTnn-2H-n3otmnason-3-oHa [EC Ne 220-239-
6] (3:1))

CurHanbHoe cnoso: [NpegynpexaeHue

3asaBneHns o6 onacHocTK:

H317: MoXeT BbI3BaTb anfiepruyeckyto peakLmo KOXMK.

Perucrparmmua MU & PocagpaBransope
www.nevacert.ru | info@nevacert.ru

H412: BpegeH ons sogHoun driopbl U dhayHbl € ANUTENbHBIM
BO3ENCTBUEM.

MpeaynpexpatoLme 3asaBneHns:

P261: He BabixaTb Nbinb/gbiM/ras/TymaH/napbl/asaposons.
P273: N3beraviTe nonagaHusa B OKpy>KatoLLyto cpeay.

P280: Hapesawnte 3awuTHble nepyaTtkm / 3awmty rmas /
3awuTy nuua.

P333+P313: MNpu BO3HWKHOBEHUWN pasapaKeHUs KOXWU UMn
cbinu: Monyynte MeAMLMHCKY KOHCYNbTaLMio/MoMOLLb.
P321: HemegneHHo obpaTntech 3a NOMOLLLIO K Bpayy.
P501: YTununsmnpynTte COAEPKMMOE/KOHTENHEP B
COOTBETCTBUN c
pervoHanbHbIMW/HaunoHanbHbIMU/MeXayHapoaHbIMU
npasunamu.

B pegakuuun: 02, 2023-06-15



NMpomMbIBOYHLIN Oydep

LUOHBYXK3Hb KOXITO BUOTEX KO, NTA. 3naHue 1,
6uonapk KOXJIO, 2-a popora bBaonyH nogparioH
BaonyH, panoH JlyHraH, LUaHbwK3Hb, MyaHayH, 518116,
Kutan. ten.: +86-0755-26473359

WaHxan WHTepHewHn Xonaudr Kopn.,
EC |REP| 1v6X (EBpona). diicelutpacce 80, 20537

ramb6ypr, N'epmaHusa

MNpennonaraemoe ucnonb3oBaHue:

Mcnonb3yeTcss ONs OYUCTKM PeakuMOHHOW CUCTEMbl BO Bpemsi
TECTUPOBAHUS B  XeMUIIIOMUHECLEHTHOM MMMyHOaHanusartope,
4yTOObI 06NErYMTL TECTUPOBAHME aHanuTa in-vitro.

[lna npodeccroHanbHOro NCNonb30BaHus.

Ansa aunarHocTukm in vitro

YnakoBka:
REF C89997 MpombiBoYHbLIN O6ydep (1x) 10 n.
C89995 MpombiBoYHbLIN Oydep (10x) 10 n.
REF

C80001 MpombiBOYHbLIN Oydep (10x) 1 n x 4
REF OYTbIJIKW.

CoaepxaHue: PocdaTHbIV Oydep.

Perucrparmmua MU & PocagpaBransope
www.nevacert.ru | info@nevacert.ru

Cnoco6 NnpuMeHeHus:

Ecnu npuGop nokasbiBaeT HU3KUI YpOBEHb NMPOMbLIBOYHOIO Bydepa,
ero Heo6xoaMMo 3aMeHUTb Ha HOBBIA.

MpOMbIBOYHbIN Oydep (10x) (C89995/C80001) aTo
KOHLEHTPUPOBaAHHBLIN  MPOMbLIBOYHBIN  Bydbep, KoTopbIM  nepeq
ncnonb3oBaHneMm criegyet pa3baBuTb OYMLLEHHOW BOAOW B
cooTHoweHun 1:9. TpombiBoYHbIM Bydep (1x) (C89997) MOxHO
NCNOnb30BaTb HaNPsiMyto.

XpaHeHWe U CTabuNbHOCTL:
e B HeBckpbiTOM Buae npu Temneparype 2-35°C: pgo
YKa3aHHOro CpoKa rogHoCTU.
e B oTkpblTOM BMae npu temnepatype 2-35°C: 45 gHen.
e XpaHeHwue Ha 6opTy: 45 aHen.

BHumaHue:

N3berante nonagaHus Ha KOXy, B rmasa u Ha ogexay. B cnyyae
KOHTaKTa C NoObIM 13 3TUX peareHToB TLWaTenbHO NPOMOWTE BOAOW
n obpatutech K Bpady.

Cobniogante obbl4HbIE Mepbl NPEeAOCTOPOXHOCTW, Heobxoaumble
Ans paboTbl Co BceMun nabopaTopHbIMU peareHTamu.

YTunusaumss BCeX OTXOAOB  [OIMKHA  OCYLEeCTBMNATbCA B
COOTBETCTBMU C MECTHBIMW NPaBUIamu.

MacnopT 6esonacHOCTN OTHOCUTCS K nacnopTy 6esonacHocTn (SDS).
Moxanyncra, obpalaiTecb K MECTHbIM TOProBbIM NpeacTaBUTENAM
unn Ha cawt marketing@szyhlo.com. Mo 3anpocy SDS 6yaget
NpeaoCTaBreH Mo 3NEKTPOHHOW noyTe.

O nobom cepbe3HOM MHUMAEHTE, NPOM3oLLELEM C YCTPONCTBOM,
HeobxoaMMo coobLWUTL NPOU3BOAUTENO U KOMMNETEHTHOMY OpraHy
rocygapcTtBa-dneHa EC, B KOTOpOM HaxoauTcsi nonb3oBatenb U/unm
NaumneHT.



NPUNOXEHMUE A:

AGbGpeBuartypa O6bsACHeHue
REF KatanoXxHbii Homep
I MpoussoguTens
EC |REP YNONMHOMOY€EHHBbIV )
npeacraButens B EBponeiickom
cooblecTse
C € 3Hak CE
/|\ BHumaHne

IVD

MeguumHCKoe yCTpOUCTBO AN
OMarHoCTUKM in vitro

[13]

O3HaKOMLTECH C WHCTPYKLUE
Mo NPUMEHEHUIO

LOT

Homep nota (naptun)

=

Cpok rogHocTH

30T
1o

TemnepatypHbii  numMuT (8-
30°C)

MmnopTtep

!

®

CTtpaHa npousBoauTens, nara
npou3BoACcTBa

ubD

YHUKanbHbln  NOEHTUMUKATOP
YCTpPOUCTBA

B pegakuuun: 02, 2023-06-15

Perucrparmmua MU & PocagpaBransope
www.nevacert.ru | info@nevacert.ru




NMpomMbIBOYHLIN Oydep

LUOHBYXK3Hb KOXITO BUOTEX KO, NTA. 3naHue 1,
6uonapk KOXJIO, 2-a popora bBaonyH nogparioH
BaonyH, panoH JlyHraH, LUaHbwK3Hb, MyaHayH, 518116,
Kutan. ten.: +86-0755-26473359

WaHxan WHTepHewHn Xonaudr Kopn.,
EC |REP| 1v6X (EBpona). diicelutpacce 80, 20537

ramb6ypr, N'epmaHusa

MNpennonaraemoe ucnonb3oBaHue:

Mcnonb3yeTcss ONs OYUCTKM PeakuMOHHOW CUCTEMbl BO Bpemsi
TECTUPOBAHUS B  XeMUIIIOMUHECLEHTHOM MMMyHOaHanusartope,
4yTOObI 06NErYMTL TECTUPOBAHME aHanuTa in-vitro.

[lna npodeccroHanbHOro NCNonb30BaHus.

Ansa aunarHocTukm in vitro

YnakoBka:
REF C89997 MpombiBoYHbLIN O6ydep (1x) 10 n.
C89995 MpombiBoYHbLIN Oydep (10x) 10 n.
REF

C80001 MpombiBOYHbLIN Oydep (10x) 1 n x 4
REF OYTbIJIKW.

CoaepxaHue: PocdaTHbIV Oydep.

Perucrparmmua MU & PocagpaBransope
www.nevacert.ru | info@nevacert.ru

Cnoco6 NnpuMeHeHus:

Ecnu npuGop nokasbiBaeT HU3KUI YpOBEHb NMPOMbLIBOYHOIO Bydepa,
ero Heo6xoaMMo 3aMeHUTb Ha HOBBIA.

MpOMbIBOYHbIN Oydep (10x) (C89995/C80001) aTo
KOHLEHTPUPOBaAHHBLIN  MPOMbLIBOYHBIN  Bydbep, KoTopbIM  nepeq
ncnonb3oBaHneMm criegyet pa3baBuTb OYMLLEHHOW BOAOW B
cooTHoweHun 1:9. TpombiBoYHbIM Bydep (1x) (C89997) MOxHO
NCNOnb30BaTb HaNPsiMyto.

XpaHeHWe U CTabuNbHOCTL:
e B HeBckpbiTOM Buae npu Temneparype 2-35°C: pgo
YKa3aHHOro CpoKa rogHoCTU.
e B oTkpblTOM BMae npu temnepatype 2-35°C: 45 gHen.
e XpaHeHwue Ha 6opTy: 45 aHen.

BHumaHue:

N3berante nonagaHus Ha KOXy, B rmasa u Ha ogexay. B cnyyae
KOHTaKTa C NoObIM 13 3TUX peareHToB TLWaTenbHO NPOMOWTE BOAOW
n obpatutech K Bpady.

Cobniogante obbl4HbIE Mepbl NPEeAOCTOPOXHOCTW, Heobxoaumble
Ans paboTbl Co BceMun nabopaTopHbIMU peareHTamu.

YTunusaumss BCeX OTXOAOB  [OIMKHA  OCYLEeCTBMNATbCA B
COOTBETCTBMU C MECTHBIMW NPaBUIamu.

MacnopT 6esonacHOCTN OTHOCUTCS K nacnopTy 6esonacHocTn (SDS).
Moxanyncra, obpalaiTecb K MECTHbIM TOProBbIM NpeacTaBUTENAM
unn Ha cawt marketing@szyhlo.com. Mo 3anpocy SDS 6yaget
NpeaoCTaBreH Mo 3NEKTPOHHOW noyTe.

O nobom cepbe3HOM MHUMAEHTE, NPOM3oLLELEM C YCTPONCTBOM,
HeobxoaMMo coobLWUTL NPOU3BOAUTENO U KOMMNETEHTHOMY OpraHy
rocygapcTtBa-dneHa EC, B KOTOpOM HaxoauTcsi nonb3oBatenb U/unm
NaumneHT.



NPUNOXEHMUE A:

AGbGpeBuartypa O6bsACHeHue
REF KatanoXxHbii Homep
I MpoussoguTens
EC |REP YNONMHOMOY€EHHBbIV )
npeacraButens B EBponeiickom
cooblecTse
C € 3Hak CE
/|\ BHumaHne

IVD

MeguumHCKoe yCTpOUCTBO AN
OMarHoCTUKM in vitro

[13]

O3HaKOMLTECH C WHCTPYKLUE
Mo NPUMEHEHUIO

LOT

Homep nota (naptun)

=

Cpok rogHocTH

30T
1o

TemnepatypHbii  numMuT (8-
30°C)

MmnopTtep

!

®

CTtpaHa npousBoauTens, nara
npou3BoACcTBa

ubD

YHUKanbHbln  NOEHTUMUKATOP
YCTpPOUCTBA

B pegakuuun: 02, 2023-06-15

Perucrparmmua MU & PocagpaBransope
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Mpe-TpurrepHbIn pacTeop

LOHBYXK3Hb KOXITO BUOTEX KO, NTA. 3naHue 1,
6uonapk KOXJIO, 2-a popora bBaonyH nogparioH
BaonyH, painoH JlyHraH, LUaHbwK3Hb, yaHayH, 518116,
Kutan. ten.: +86-0755-26473359

WaHxan WHTepHewHn Xonauur Kopn.,
EC |REP| 1v6X (EBpona). diicewutpacce 80, 20537

ramb6ypr, N'epmaHusa

Mpeanonaraemoe ucnonb3oBaHue:

ana NCMNonb30BaHNSA c XEMUIMIOMUHECLEHTHbIM
MMMYHOa@HanM3aTopoM W crneuMdPu4yeckumMn peareHTamm Ans
nmmMyHoaHanuaa iFlash.

[nsa npodeccrnoHansHOro NCrorb30BaHUS.

Ansa aunarHocTukm in vitro

YnakoBka:

REF C89999 900 mn x4 oyTbinku (iFlash 3000-C/iFlash
9000-A)

C89959 500 mnx4 6yTbinku (iFlash 3000-C/iFlash
REF 9000-A)

C89949 220 mnx4 6yTbinku (iFlash 1200-A/iFlash
REF 1800-A)

CopepxaHue: PacTBop nepekucu Bogopoaa.

Perucrparmmua MU & PocagpaBransope
www.nevacert.ru | info@nevacert.ru

Cnoco6 NnpuMeHeHus:

Korga npnbop nokaxeT HU3KUA YpOBEHb PacTBOPA, BbIHLTE BYTbINKY
C pacTBOPOM M 3aMeHUTE ee HOBOWN BYyThbINKOW. YCTaHoBUTE ByTbINKY
B MpaBWIbHOE MOSTOXEHNE.

XpaHeHue U CTabUNbLHOCTb:
e B HeBckpbITOM Buge npu Temneparype 2-8°C: 4o ykazaHHOro
CpOKa roAHOCTMU.
e XpaHeHue Ha 6opTy: 28 gHew.

BHumaHue:

WN3berarite nonagaHusa Ha KOXy, B rmas3a v Ha ogexay. B cnydae
KOHTakTa ¢ NniobbiM U3 3TUX peareHToB TLUATENbHO NPOMOWTE BOAOM
n obpatutech K Bpauy.

Cobniogante obbl4HbIE Mepbl NPEAOCTOPOXHOCTKN, Heobxoaumble
Anst paboTbl CO Bcemn nabopaTtopHbIMKN peareHTaMu.

YTunusaums  BceX  OTXOO4OB  AOMDKHA  OCYLIEeCTBMAATbCHA B
COOTBETCTBMM C MECTHbIMU NpaBuaMu.

MacnopT 6e3onacHoCT OTHOCUTCS K NacnopTy 6esonacHocTn (SDS).
MoxanyncTta, obpallanTecb K MECTHBIM TOPrOBbIM NPEACTaBUTENAM
unn Ha cant marketing@szyhlo.com. o 3anpocy SDS 6yget
npeaocTaBreH no 3MeKTPOHHOM noyTe.

O nobom cepbe3HOM MHUMAEHTE, NPOoM3oLLeLemM C YCTPONCTBOM,
HeobX0AMMO COOOLWNTL NPOU3BOAUTENIO U KOMMETEHTHOMY OpraHy
rocygapcTea-uneHa EC, B kKOTOpOM HaxoguTcsi nonb3oBatens u/vnm
NauneHT.

NMPUNOXEHUE A:
AGb6peBuartypa O6bsACHeHue
REF KaTanoxHbin Homep




Mpounssogutens

YNONHOMOYEHHbIN

EC [REP .
npencraeutens B EBponeiickom
coobLecTse

C € 3Hak CE
/|\ BHumaHue

IVD MeguumHcKoe yCTpOWCTBO AN
OMarHoCTuKM in vitro
[:Ii] O3HaKOMbLTECb C MHCTPYKUMEN
Nno NPUMEHEHNIO
LOT Homep nota (napTtun)

u

Cpok rogHocTH

%, 30C
8c”

TemnepatypHbii  numMuT (8-
30°C)

MmnopTep

®

CTtpaHa npousBoauTens, nara
npou3BoACcTBa

UDI

YHuKanbHbIn  nOEHTUUKaTOP
YCTpPOUCTBa

B pegakuuun: 02, 2023-06-15
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Pre-Trigger Solution (1x)

SHENZHEN YHLO BIOTECH CO., LTD.

Building 1, YHLO Biopark, Baolong 2nd Road, Baolong
Subdistrict, Longgang District, Shenzhen, Guangdong,
518116, China

TEL: +86-0755-26473359

m Shanghai

(Europe)
Eiffestrasse 80, 20537 Hamburg, Germany

g

International  Holding  Corp.  GmbH

Intended Use:

For use with Chemiluminescence Immunoassay Analyzer and specific iFlash

immunoassay reagents.

For professional use.

In vitro diagnostic medical device

Packing:
C89999 900 mLx4 bottles (iFlash 3000-C/iFlash 9000-A)

C89959 500 mLx4 bottles (iFlash 3000-C/iFlash 9000-A)

C89949

Contents: Hydrogen peroxide solution.

220 mLx4 bottles (iFlash 1200-A/iFlash 1800-A)

Direction for Use:

When the instrument indicates the Pre-Trigger Solution level is low, take out the
Pre-Trigger Solution bottle, replacing with a new bottle of Pre-Trigger Solution. Put the
bottle in the right position.

Perucrparug MU 8 PocampaBHansope
www.nevacert.ru | info@nevacert.ru

12

Storage and stability:

. Unopened at 2-8°C: up to the stated expiration date.

. Store on-board (opened): : 28 days.

Warning:

Avoid contacting with skin, eyes and clothing. In case of contact with any of these
reagents, wash thoroughly with water and seek medical advice.

Exercise the normal precautions required for handling all laboratory reagents.

Disposal of all waste material should be in accordance with local guidelines.

Safety data sheet refers to the Safety Data Sheet (SDS). Please contact the local sales
representatives or marketing@szyhlo.com. The SDS will be provided through e-mail
upon request.

Any serious incident that has occurred in relation to the device shall be reported to the

manufacturer and the competent authority of the Member State in which the user and/or
the patient is administrated.

ANNEX A:

Explanation of Abbreviation

Abbreviation Explanation

Catalogue No.

Manufacturer

Authorized representative in the
European Community

V[

EC Declaration of Conformity

m
m

>

Caution

02,2023-06-15



In vitro diagnostic medical device

= [8

Consult instructions for use

LOT Batch code
2 Use by date
/}/E”C Temperature limit

2C (2-8°C)
Importer

Country of manufacture, Date of
manufacture

e,

Unique device identifier

Perucrparug MU 8 PocampaBHansope
www.nevacert.ru | info@nevacert.ru

22

02,2023-06-15



Trigger Solution (1x)

518116, China

TEL: +86-0755-26473359

m Shanghai

(Europe)

International  Holding

SHENZHEN YHLO BIOTECH CO., LTD.
Building 1, YHLO Biopark, Baolong 2nd Road, Baolong
Subdistrict, Longgang District, Shenzhen, Guangdong,

Corp. GmbH

Eiffestrasse 80, 20537 Hamburg, Germany

Intended Use:

For use with Chemiluminescence Immunoassay Analyzer and specific

Immunoassay reagents.

For professional use.

In vitro diagnostic medical device

Packing:

C89998 900 mLx4 bottles (iFlash 3000-C/iFlash 9000-A)

C89958 500 mLx4 bottles (iFlash 3000-C/iFlash 9000-A)

C89948 220 mLx4 bottles (iFlash 1200-A/iFlash 1800-A)

Contents: Sodium hydroxide solution

Direction for Use:

When the instrument indicates the Trigger Solution level is low, take out the

g

Trigger Solution bottle, replacing with a new bottle of Trigger Solution. Put the

bottle in the right position.

Perucrparug MU 8 PocampaBHansope
www.nevacert.ru | info@nevacert.ru

iFlash

12

Storage and stability:

. Unopened at 2-30°C: up to the stated expiration date.

. Store on-board (opened): 28 days.

Warning:

Avoid contacting with skin, eyes and clothing. In case of contact with any of these

reagents, wash thoroughly with water and seek medical advice.

Exercise the normal precautions required for handling all laboratory reagents.

Disposal of all waste material should be in accordance with local guidelines.

Safety data sheet refers to the Safety Data Sheet (SDS). Please contact the local sales
representatives or marketing@szyhlo.com. The SDS will be provided through e-mail

upon request.

Any serious incident that has occurred in relation to the device shall be reported to the
manufacturer and the competent authority of the Member State in which the user and/or

the patient is administrated.

ANNEX A:

Explanation of Abbreviation

Abbreviation

Explanation

Catalogue No.

Manufacturer

V[

Authorized representative in the
European Community

m
m

EC Declaration of Conformity

>

Caution

02,2023-06-15




In vitro diagnostic medical device

Consult instructions for use

Batch code

SEI=IE

Use by date

n
o]
@
<
2]

Temperature limit
(2-30°C)

Q
=]
7]
=
vy

Corrosive to metals

Importer

Country of manufacture, Date of
manufacture

BliEa=/cs

Unique device identifier

ANNEX B:

WARNINGS AND PRECAUTIONS

e Hazardous Component: sodium hydroxide solution

e Signal word: Warning

e Hazard Statements:

H314: Causes severe skin burns and eye damage.

e Precautionary statements
P303+P361+P353: IF ON SKIN (or hair): Take off immediately all contaminated
clothing. Rinse skin with water [or shower].
P305+P351+P338: IF IN EYES: Rinse cautiously with water for several minutes.

Remove contact lenses, if present and easy to do. Continue rinsing.
P310: Immediately call a POISON CENTER/doctor.
P321: Specific treatment (see on this label).

P405: Store locked up.

Perucrparug MU 8 PocampaBHansope
www.nevacert.ru | info@nevacert.ru

P501: Dispose of contents/container
local/regional/national/international regulations.

in

accordance with

02,2023-06-15
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Sample Diluent

SHENZHEN YHLO BIOTECH CO., LTD.

Building 1, YHLO Biopark, Baolong 2nd Road, Baolong
Subdistrict, Longgang District, Shenzhen, Guangdong,
518116, China

TEL: +86-0755-26473359

Shanghai  International Holding Corp. GmbH
(Europe)
Eiffestrasse 80, 20537 Hamburg, Germany

Intended Use:

C€

For use in Chemiluminescence Immunoassay Analyzer to dilute the determinand.

For professional use.

In vitro diagnostic medical device

1

Packing:

C89919-1 0.57 mLx100 PCS

Contents: Phosphate buffer, 0.05% ProClin 300 as preservative.

Direction for Use:

Add 30 pL sample to the sample diluent and test the sample after well mixed.

Storage and stability:

Perucrpanus MH B PocsppaBragsope
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. Unopened at 2-8°C: up to the stated expiration date.
. Opened at 2-8°C: 28 days

. Store on-board: 28 days

Warning:

Avoid contacting with skin, eyes and clothing. In case of contact with any of these
reagents, wash thoroughly with water and seek medical advice.

Exercise the normal precautions required for handling all laboratory reagents.

Disposal of all waste material should be in accordance with local guidelines.

Safety data sheet refers to the Safety Data Sheet (SDS). Please contact the local sales
representatives or marketing@szyhlo.com. The SDS will be provided through e-mail

upon request.

Any serious incident that has occurred in relation to the device shall be reported to the
manufacturer and the competent authority of the Member State in which the user and/or
the patient is administrated.

ANNEX A:

Explanation of Abbreviation

Abbreviation Explanation

Catalogue No.

Manufacturer

Authorized representative in the
European Community

V[

EC Declaration of Conformity

m
m

02,2023-06-15



Caut P261: Avoid breathing dust/fume/gas/mist/vapours/spray.
aution P280: Wear protective gloves.
P362+P364: Take off contaminated clothing and wash it before reuse.

P333+P313: If skin irritation or rash occurs: Get medical advice/attention.

In vitro diagnostic medical device

P321: Seek immediate care from a doctor.

Consult instructions for use
P501: Dispose of contents/container in accordance with

local/regional/national/international regulations.

& | 8] >

Batch code

Use by date

Temperature limit
(2-8°C)

~|KC

GHS07
Pictograms for Caution

Importer

Country of manufacture, Date of
manufacture

Unique device identifier

Model number

IR

ANNEX B:

WARNINGS AND PRECAUTIONS

e Hazardous Component: 0.05% ProClin 300
(reaction mass of: 5-chloro-2-methyl-4-isothiazolin-3-one [EC no. 247-500-7] and
2-methyl-2H-isothiazol-3-one [EC no. 220-239-6] (3:1))

e Signal word: Warning

e Hazard Statements:
H317: May cause an allergic skin reaction.

e Precautionary Statements:
2/2 02,2023-06-15

Perucrpanus MH B PocsppaBragsope
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Sample Diluent

SHENZHEN YHLO BIOTECH CO., LTD. C €
“ Building 1, YHLO Biopark, Baolong 2nd Road, Baolong
Subdistrict, Longgang District, Shenzhen, Guangdong,

518116, China
TEL: +86-0755-26473359

IE Shanghai  International Holding Corp. GmbH

(Europe)
Eiffestrasse 80, 20537 Hamburg, Germany

Intended Use:
For use in Chemiluminescence Immunoassay Analyzer to dilute the determinand.

For professional use.

In vitro diagnostic medical device
|

Packing:
C89919 45 mLx2 bottles
Contents: Phosphate buffer, 0.05% ProClin 300 as preservative.

Direction for Use:

Put the reagent into the reagent carousel of the analyzer, and the analyzer can auto
sample.

Perucrpanus MH B PocsppaBragsope
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Storage and stability:

. Unopened at 2-8°C: up to the stated expiration date.
. Opened at 2-8°C: 28 days

. Store on-board: 28 days

Warning:

Avoid contacting with skin, eyes and clothing. In case of contact with any of these

reagents, wash thoroughly with water and seek medical advice.

Exercise the normal precautions required for handling all laboratory reagents.

Disposal of all waste material should be in accordance with local guidelines.

Safety data sheet refers to the Safety Data Sheet (SDS). Please contact the local sales
representatives or marketing@szyhlo.com. The SDS will be provided through e-mail

upon request.

Any serious incident that has occurred in relation to the device shall be reported to the
manufacturer and the competent authority of the Member State in which the user and/or

the patient is administrated.

ANNEX A:

Explanation of Abbreviation

Abbreviation Explanation

Catalogue No.

“ Manufacturer

Authorized representative in the
European Community

02,2023-06-15



EC Declaration of Conformity

m
m

>

Caution

<
=

In vitro diagnostic medical device

=

Consult instructions for use

-
o
|

Batch code

Use by date

Temperature limit
(2-8°C)

L

GHS07
Pictograms for Caution

Importer

Country of manufacture, Date of
manufacture

Unique device identifier

Model number

R{ENER=

ANNEX B:

WARNINGS AND PRECAUTIONS

Hazardous Component: 0.05% ProClin 300

(reaction mass of: 5-chloro-2-methyl-4-isothiazolin-3-one [EC no. 247-500-7] and

2-methyl-2H-isothiazol-3-one [EC no. 220-239-6] (3:1))
Signal word: Warning
Hazard Statements:

Perucrpanus MH B PocsppaBragsope
www.nevacert.ru | info@nevacert.ru

H317: May cause an allergic skin reaction.

Precautionary Statements:

P261: Avoid breathing dust/fume/gas/mist/vapours/spray.

P280: Wear protective gloves.

P362+P364: Take off contaminated clothing and wash it before reuse.
P333+P313: If skin irritation or rash occurs: Get medical advice/attention.
P321: Seek immediate care from a doctor.

P501: Dispose of contents/container in
local/regional/national/international regulations.

accordance

with

02,2023-06-15



Sample Diluent

SHENZHEN YHLO BIOTECH CO., LTD. C €
“ Building 1, YHLO Biopark, Baolong 2nd Road, Baolong
Subdistrict, Longgang District, Shenzhen, Guangdong,

518116, China
TEL: +86-0755-26473359

IE Shanghai  International Holding Corp. GmbH

(Europe)
Eiffestrasse 80, 20537 Hamburg, Germany

Intended Use:
For use in Chemiluminescence Immunoassay Analyzer to dilute the determinand.

For professional use.

In vitro diagnostic medical device

[# ]y

Packing:
C89918 45 mLx2 bottles
Contents: TRIS buffer, 0.05% ProClin 300 as preservative.

Direction for Use:

Put the reagent into the reagent carousel of the analyzer, and the analyzer can auto
sample.

Perucrpanus MH B PocsppaBragsope
www.nevacert.ru | info@nevacert.ru

Storage and stability:

. Unopened at 2-8°C: up to the stated expiration date.
. Opened at 2-8°C: 28 days

. Store on-board: 28 days

Warning:

Avoid contacting with skin, eyes and clothing. In case of contact with any of these

reagents, wash thoroughly with water and seek medical advice.

Exercise the normal precautions required for handling all laboratory reagents.

Disposal of all waste material should be in accordance with local guidelines.

Safety data sheet refers to the Safety Data Sheet (SDS). Please contact the local sales
representatives or marketing@szyhlo.com. The SDS will be provided through e-mail

upon request.

Any serious incident that has occurred in relation to the device shall be reported to the
manufacturer and the competent authority of the Member State in which the user and/or

the patient is administrated.

ANNEX A:

Explanation of Abbreviation

Abbreviation Explanation

Catalogue No.

“ Manufacturer

Authorized representative in the
European Community
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EC Declaration of Conformity
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In vitro diagnostic medical device
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Consult instructions for use
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Batch code

Use by date

Temperature limit
(2-8°C)

L

GHS07
Pictograms for Caution

Importer

Country of manufacture, Date of
manufacture

Unique device identifier

Model number

R{ENER=

ANNEX B:

WARNINGS AND PRECAUTIONS

Hazardous Component: 0.05% ProClin 300

(reaction mass of: 5-chloro-2-methyl-4-isothiazolin-3-one [EC no. 247-500-7] and

2-methyl-2H-isothiazol-3-one [EC no. 220-239-6] (3:1))
Signal word: Warning
Hazard Statements:

Perucrpanus MH B PocsppaBragsope
www.nevacert.ru | info@nevacert.ru

H317: May cause an allergic skin reaction.

Precautionary Statements:

P261: Avoid breathing dust/fume/gas/mist/vapours/spray.

P280: Wear protective gloves.

P362+P364: Take off contaminated clothing and wash it before reuse.
P333+P313: If skin irritation or rash occurs: Get medical advice/attention.
P321: Seek immediate care from a doctor.

P501: Dispose of contents/container in
local/regional/national/international regulations.

accordance

with

02,2023-06-15



Sample Diluent

SHENZHEN YHLO BIOTECH CO., LTD. C €
“ Building 1, YHLO Biopark, Baolong 2nd Road, Baolong
Subdistrict, Longgang District, Shenzhen, Guangdong,

518116, China
TEL: +86-0755-26473359

IE Shanghai  International Holding Corp. GmbH

(Europe)
Eiffestrasse 80, 20537 Hamburg, Germany

Intended Use:
For use in Chemiluminescence Immunoassay Analyzer to dilute the determinand.

For professional use.

In vitro diagnostic medical device

[#] 6

Packing:

C89917 45 mLx2 bottles

Contents: TRIS buffer, 0.05% ProClin 300 as preservative.

Direction for Use:

Put the reagent into the reagent carousel of the analyzer, and the analyzer can auto
sample.

Perucrpanus MH B PocsppaBragsope
www.nevacert.ru | info@nevacert.ru

Storage and stability:

. Unopened at 2-8°C: up to the stated expiration date.
. Opened at 2-8°C: 28 days

. Store on-board: 28 days

Warning:

Avoid contacting with skin, eyes and clothing. In case of contact with any of these

reagents, wash thoroughly with water and seek medical advice.

Exercise the normal precautions required for handling all laboratory reagents.

Disposal of all waste material should be in accordance with local guidelines.

Safety data sheet refers to the Safety Data Sheet (SDS). Please contact the local sales
representatives or marketing@szyhlo.com. The SDS will be provided through e-mail

upon request.

Any serious incident that has occurred in relation to the device shall be reported to the
manufacturer and the competent authority of the Member State in which the user and/or

the patient is administrated.

ANNEX A:

Explanation of Abbreviation

Abbreviation Explanation

Catalogue No.

“ Manufacturer

Authorized representative in the
European Community

02,2023-06-15



EC Declaration of Conformity
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Consult instructions for use

-
o
|

Batch code

Use by date

Temperature limit
(2-8°C)

L

GHS07
Pictograms for Caution

Importer

Country of manufacture, Date of
manufacture

Unique device identifier

Model number

R{ENER=

ANNEX B:

WARNINGS AND PRECAUTIONS

Hazardous Component: 0.05% ProClin 300

(reaction mass of: 5-chloro-2-methyl-4-isothiazolin-3-one [EC no. 247-500-7] and

2-methyl-2H-isothiazol-3-one [EC no. 220-239-6] (3:1))
Signal word: Warning
Hazard Statements:

Perucrpanus MH B PocsppaBragsope
www.nevacert.ru | info@nevacert.ru

H317: May cause an allergic skin reaction.

Precautionary Statements:

P261: Avoid breathing dust/fume/gas/mist/vapours/spray.

P280: Wear protective gloves.

P362+P364: Take off contaminated clothing and wash it before reuse.
P333+P313: If skin irritation or rash occurs: Get medical advice/attention.
P321: Seek immediate care from a doctor.

P501: Dispose of contents/container in
local/regional/national/international regulations.

accordance

with

02,2023-06-15



Sample Diluent

SHENZHEN YHLO BIOTECH CO., LTD. c €
“ Building 1, YHLO Biopark, Baolong 2nd Road, Baolong
Subdistrict, Longgang District, Shenzhen, Guangdong,

518116, China
TEL: +86-0755-26473359

IE Shanghai  International Holding Corp. GmbH

(Europe)
Eiffestrasse 80, 20537 Hamburg, Germany

Intended Use:
For use in Chemiluminescence Immunoassay Analyzer to dilute the determinand.

For professional use.

In vitro diagnostic medical device

[#]e

Packing:
C89915 45 mLx2 bottles
Contents: Phosphate buffer, 0.1% ProClin 300 as preservative.

Direction for Use:

Put the reagent into the reagent carousel of the analyzer, and the analyzer can auto
sample.

Perucrpanus MH B PocsppaBragsope
www.nevacert.ru | info@nevacert.ru

Storage and stability:

. Unopened at 2-8°C: up to the stated expiration date.
. Opened at 2-8°C: 28 days

. Store on-board: 28 days

Warning:

Avoid contacting with skin, eyes and clothing. In case of contact with any of these

reagents, wash thoroughly with water and seek medical advice.

Exercise the normal precautions required for handling all laboratory reagents.

Disposal of all waste material should be in accordance with local guidelines.

Safety data sheet refers to the Safety Data Sheet (SDS). Please contact the local sales
representatives or marketing@szyhlo.com. The SDS will be provided through e-mail

upon request.

Any serious incident that has occurred in relation to the device shall be reported to the
manufacturer and the competent authority of the Member State in which the user and/or

the patient is administrated.

ANNEX A:

Explanation of Abbreviation

Abbreviation Explanation

Catalogue No.

“ Manufacturer

Authorized representative in the
European Community
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EC Declaration of Conformity
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-
& =
|

Batch code

Use by date

Temperature limit
(2-8°C)

L

GHSO07

Pictograms for Caution

Importer

Country of manufacture, Date of
manufacture

Unique device identifier

Model number

R{ENER=

ANNEX B:

WARNINGS AND PRECAUTIONS
e Hazardous Component: 0.1% ProClin 300

(reaction mass of: 5-chloro-2-methyl-4-isothiazolin-3-one [EC no. 247-500-7] and

2-methyl-2H-isothiazol-3-one [EC no. 220-239-6] (3:1))
e Signal word: Warning
e Hazard Statements:

Perucrpanus MH B PocsppaBragsope
www.nevacert.ru | info@nevacert.ru

H317: May cause an allergic skin reaction.

H412: Harmful to aquatic life with long lasting effects.

Precautionary Statements:

P261: Avoid breathing dust/fume/gas/mist/vapours/spray.

P273: Avoid release to the environment.

P280: Wear protective gloves.

P333+P313: If skin irritation or rash occurs: Get medical advice/attention.
P321: Seek immediate care from a doctor.

P501: Dispose of contents/container in accordance with
local/regional/national/international regulations.

02,2023-06-15
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Sample Diluent

SHENZHEN YHLO BIOTECH CO., LTD.

Building 1, YHLO Biopark, Baolong 2nd Road, Baolong
Subdistrict, Longgang District, Shenzhen, Guangdong,
518116, China

TEL: +86-0755-26473359

Shanghai  International Holding Corp. GmbH
(Europe)
Eiffestrasse 80, 20537 Hamburg, Germany

Intended Use:

C€

For use in Chemiluminescence Immunoassay Analyzer to dilute the determinand.

For professional use.

In vitro diagnostic medical device

[#]o

Packing:

C89914 120 uLx100 PCS

Contents: TRIS buffer, 0.05% ProClin 300 as preservative.

Direction for Use:

Add 30 pL sample to the sample diluent and test the sample after well mixed.

Storage and stability:

Perucrpanus MH B PocsppaBragsope
www.nevacert.ru | info@nevacert.ru

. Unopened at 2-8°C: up to the stated expiration date.
. Opened at 2-8°C: 28 days

. Store on-board: 28 days

Warning:

Avoid contacting with skin, eyes and clothing. In case of contact with any of these
reagents, wash thoroughly with water and seek medical advice.

Exercise the normal precautions required for handling all laboratory reagents.

Disposal of all waste material should be in accordance with local guidelines.

Safety data sheet refers to the Safety Data Sheet (SDS). Please contact the local sales
representatives or marketing@szyhlo.com. The SDS will be provided through e-mail

upon request.

Any serious incident that has occurred in relation to the device shall be reported to the
manufacturer and the competent authority of the Member State in which the user and/or
the patient is administrated.

ANNEX A:

Explanation of Abbreviation

Abbreviation Explanation

Catalogue No.

Manufacturer

Authorized representative in the
European Community
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Caut P261: Avoid breathing dust/fume/gas/mist/vapours/spray.
aution P280: Wear protective gloves.
P362+P364: Take off contaminated clothing and wash it before reuse.

P333+P313: If skin irritation or rash occurs: Get medical advice/attention.

In vitro diagnostic medical device

P321: Seek immediate care from a doctor.

Consult instructions for use
P501: Dispose of contents/container in accordance with

local/regional/national/international regulations.

& | 8] >

Batch code

Use by date

Temperature limit
(2-8°C)

~|KC

GHS07
Pictograms for Caution

Importer

Country of manufacture, Date of
manufacture

Unique device identifier

Model number

IR

ANNEX B:

WARNINGS AND PRECAUTIONS

e Hazardous Component: 0.05% ProClin 300
(reaction mass of: 5-chloro-2-methyl-4-isothiazolin-3-one [EC no. 247-500-7] and
2-methyl-2H-isothiazol-3-one [EC no. 220-239-6] (3:1))

e Signal word: Warning

e Hazard Statements:
H317: May cause an allergic skin reaction.

e Precautionary Statements:
2/2 02,2023-06-15
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Sample Diluent

SHENZHEN YHLO BIOTECH CO., LTD. C €
“ Building 1, YHLO Biopark, Baolong 2nd Road, Baolong
Subdistrict, Longgang District, Shenzhen, Guangdong,

518116, China
TEL: +86-0755-26473359

IE Shanghai  International Holding Corp. GmbH

(Europe)
Eiffestrasse 80, 20537 Hamburg, Germany

Intended Use:
For use in Chemiluminescence Immunoassay Analyzer to dilute the determinand.

For professional use.

In vitro diagnostic medical device

[#]s

Packing:
C89912 45 mLx2 bottles
Contents: Phosphate buffer, 0.05% ProClin 300 as preservative.

Direction for Use:

Put the reagent into the reagent carousel of the analyzer, and the analyzer can auto
sample.

Perucrpanus MH B PocsppaBragsope
www.nevacert.ru | info@nevacert.ru

Storage and stability:

. Unopened at 2-8°C: up to the stated expiration date.
. Opened at 2-8°C: 28 days

. Store on-board: 28 days

Warning:

Avoid contacting with skin, eyes and clothing. In case of contact with any of these

reagents, wash thoroughly with water and seek medical advice.

Exercise the normal precautions required for handling all laboratory reagents.

Disposal of all waste material should be in accordance with local guidelines.

Safety data sheet refers to the Safety Data Sheet (SDS). Please contact the local sales
representatives or marketing@szyhlo.com. The SDS will be provided through e-mail

upon request.

Any serious incident that has occurred in relation to the device shall be reported to the
manufacturer and the competent authority of the Member State in which the user and/or

the patient is administrated.

ANNEX A:

Explanation of Abbreviation

Abbreviation Explanation

Catalogue No.

“ Manufacturer

Authorized representative in the
European Community

02,2023-06-15



EC Declaration of Conformity
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Consult instructions for use
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Batch code

Use by date

Temperature limit
(2-8°C)

L

GHS07
Pictograms for Caution

Importer

Country of manufacture, Date of
manufacture

Unique device identifier

Model number

R{ENER=

ANNEX B:

WARNINGS AND PRECAUTIONS

Hazardous Component: 0.05% ProClin 300

(reaction mass of: 5-chloro-2-methyl-4-isothiazolin-3-one [EC no. 247-500-7] and

2-methyl-2H-isothiazol-3-one [EC no. 220-239-6] (3:1))
Signal word: Warning
Hazard Statements:

Perucrpanus MH B PocsppaBragsope
www.nevacert.ru | info@nevacert.ru

H317: May cause an allergic skin reaction.

Precautionary Statements:

P261: Avoid breathing dust/fume/gas/mist/vapours/spray.

P280: Wear protective gloves.

P362+P364: Take off contaminated clothing and wash it before reuse.
P333+P313: If skin irritation or rash occurs: Get medical advice/attention.
P321: Seek immediate care from a doctor.

P501: Dispose of contents/container in
local/regional/national/international regulations.

accordance

with

02,2023-06-15



Sample Diluent

SHENZHEN YHLO BIOTECH CO., LTD. C €
“ Building 1, YHLO Biopark, Baolong 2nd Road, Baolong
Subdistrict, Longgang District, Shenzhen, Guangdong,

518116, China
TEL: +86-0755-26473359

IE Shanghai  International Holding Corp. GmbH

(Europe)
Eiffestrasse 80, 20537 Hamburg, Germany

Intended Use:
For use in Chemiluminescence Immunoassay Analyzer to dilute the determinand.

For professional use.

In vitro diagnostic medical device

[#] A

Packing:
C89911 45 mLx2 bottles
Contents: Phosphate buffer, 0.1% ProClin 300 as preservative.

Direction for Use:

Put the reagent into the reagent carousel of the analyzer, and the analyzer can auto
sample.

Perucrpanus MH B PocsppaBragsope
www.nevacert.ru | info@nevacert.ru

Storage and stability:

. Unopened at 2-8°C: up to the stated expiration date.
. Opened at 2-8°C: 28 days

. Store on-board: 28 days

Warning:

Avoid contacting with skin, eyes and clothing. In case of contact with any of these

reagents, wash thoroughly with water and seek medical advice.

Exercise the normal precautions required for handling all laboratory reagents.

Disposal of all waste material should be in accordance with local guidelines.

Safety data sheet refers to the Safety Data Sheet (SDS). Please contact the local sales
representatives or marketing@szyhlo.com. The SDS will be provided through e-mail

upon request.

Any serious incident that has occurred in relation to the device shall be reported to the
manufacturer and the competent authority of the Member State in which the user and/or

the patient is administrated.

ANNEX A:

Explanation of Abbreviation

Abbreviation Explanation

Catalogue No.

“ Manufacturer

Authorized representative in the
European Community
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EC Declaration of Conformity
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In vitro diagnostic medical device

Consult instructions for use
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Batch code

Use by date

Temperature limit
(2-8°C)

L

GHSO07

Pictograms for Caution

Importer

Country of manufacture, Date of
manufacture

Unique device identifier

Model number

R{ENER=

ANNEX B:

WARNINGS AND PRECAUTIONS
e Hazardous Component: 0.1% ProClin 300

(reaction mass of: 5-chloro-2-methyl-4-isothiazolin-3-one [EC no. 247-500-7] and

2-methyl-2H-isothiazol-3-one [EC no. 220-239-6] (3:1))
e Signal word: Warning
e Hazard Statements:

Perucrpanus MH B PocsppaBragsope
www.nevacert.ru | info@nevacert.ru

H317: May cause an allergic skin reaction.

H412: Harmful to aquatic life with long lasting effects.

Precautionary Statements:

P261: Avoid breathing dust/fume/gas/mist/vapours/spray.

P273: Avoid release to the environment.

P280: Wear protective gloves.

P333+P313: If skin irritation or rash occurs: Get medical advice/attention.
P321: Seek immediate care from a doctor.

P501: Dispose of contents/container in accordance with
local/regional/national/international regulations.

02,2023-06-15



Wash Buffer

SHENZHEN YHLO BIOTECH CO., LTD.

Building 1, YHLO Biopark, Baolong 2nd Road, Baolong
Subdistrict, Longgang District, Shenzhen, Guangdong,
518116, China

TEL: +86-0755-26473359

m Shanghai

(Europe)
Eiffestrasse 80, 20537 Hamburg, Germany

g

International  Holding  Corp.  GmbH

Intended Use:

Used for cleaning the reaction system during the testing in Chemiluminescence
Immunoassay Analyzer, to facilitate in-vitro testing of the analyte.

For professional use.

In vitro diagnostic medical device

Packing:
C89997 Wash Buffer (1x) 10L

C89995 Wash Buffer (10x) 10L
C80001

Contents: Phosphate buffer.

Wash Buffer (10x) 1 Lx4 bottles

Direction for Use:

When the instrument indicates the Wash Buffer level is low, it needs to be replaced with
a new tank of Wash Buffer.

Wash Buffer (10x) ( C89995/C80001) is concentrated Wash Buffer, which should
12

Perucrparug MU 8 PocampaBHansope
www.nevacert.ru | info@nevacert.ru

be diluted with purified water before using at the ratio of 1:9. Wash Buffer (1x) (
C89997) can be used directly.

Storage and stability:

. Unopened at 2-35°C: up to the stated expiration date.
. Opened at 2-35°C: 45 days.

. Store on-board : 45 days.

Warning:

Avoid contacting with skin, eyes and clothing. In case of contact with any of these
reagents, wash thoroughly with water and seek medical advice.

Exercise the normal precautions required for handling all laboratory reagents.

Disposal of all waste material should be in accordance with local guidelines.

Safety data sheet refers to the Safety Data Sheet (SDS). Please contact the local sales
representatives or marketing@szyhlo.com. The SDS will be provided through e-mail
upon request.

Any serious incident that has occurred in relation to the device shall be reported to the

manufacturer and the competent authority of the Member State in which the user and/or
the patient is administrated.

ANNEX A:

Explanation of Abbreviation

Abbreviation Explanation

Catalogue No.

Manufacturer

Authorized representative in the
European Community

aie]
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Caution

In vitro diagnostic medical device

= 3] >

Consult instructions for use

LOT Batch code
2 Use by date
35c Temperature limit
zt/ﬂ/ (2-35°C)
Importer

Country of manufacture, Date of
manufacture

Hjfe 8t

Unique device identifier

2/2 02,2023-06-15
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