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[Tosp30BaTENSIM aHATTM3aTOPOB
KPUTHUYECKUX COCTOSIHUI cobas b 123

YBeaomiieHue no Ka4ecTBy
KacareabHo yBeqnueHus 4acTtoTsl omiuoOku 1118 (ommodka remosinsa)
Ha aHajamu3aTopax cobas b® 123

r. Mocksa

HaszBanme npogykra |GMMI/ Hnentuduxarop |Homep PY, IIpousBoauTenn
Kart. Ne NPOAYKTA Hara PY
(Homep s10T2 Mm
CepUiTHBIN
HOMeEp)
KonTeiinep 05169992001 |- PY ®C3 1. Bionostics, Inc., 7
pearentHbii COOX, 2011/10958 ot |Jackson Road Devens, MA
200 tecToB 23.01.2026, 01434, USA. 2. Roche
KownTeiinep 05170036001 |- '004-00110- |Diagnostics International
pearenTHeil COOX, 00/02913373 | Ltd., Forrenstrasse 2, 6343
400 TecToB ot 23.01.2026 |Rotkreuz, Switzerland. 3.
Kouteiinep 05170052001 |- Payer Medical GmbH,
pearentablit COOX, Kratkystrasse 2, 8020 Graz,
700 TecToB Osterreich, Austria. 4.
Roche Diagnostics GmbH
(Pomr Inarnoctuke ['m6X),
Sandhofer Strasse 116,
68305 Mannheim,
Germany
Wuctpyment/Cucrema |cobas b® 123

YBakaeMblil 110J1b30BaTEJIb,

CooOmraem BaM, 4TO HacTosIIee YBEAOMIIEHHUE 110 KAYECTBY CIIy>)KMT OOHOBJIEHHEM HH(OpMaLuu o paHee
3aperUCTPUPOBAHHOM pocTe YacTOThI nmosiBieHuss Omubdku 1118 («ommbka reMonu3a), 3aTparuparomiei
n3MepuTenbHbie aku cobas b 123 Fluid Pack, uto mosxer moBiausaTs Ha usmepenue oopasios mo COOX-
napamerpam (kookcumeTpun). OOpaiaem Baille BHUMaHUE Ha TO, YTO JaHHas pobyieMa, BIIEpBbIE

BbIsIBIICHHAs B 2024 1oy, BCE €Ille OCTAeTCs aKTyaJIbHOM.
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Hamm TeXHWYECKHE CIIEIHUATNCTBI aKTUBHO HCCIEAYIOT KOPEHHYIO TPHYMHY U paboTaroT Haj
OKOHYATEIbHBIM pereHreM. J[o Tex mop AelCTBHE JAaHHOTO YBEJIOMJICHHUS MPOIOJIKACTCS B OTHOIIICHUH
COOX-mapaMeTpoB JijIst 3aTPOHYTHIX Cepuit (JIOTOB) IO BCEMY MHUPY .

OnucaHue CUTYalNu

MsI mpemoctaBiisieM OOHOBJIEHHYIO HHPOpPMANUIO 0 cTaryce Bo3HUKHOBeHHS Omuoku 1118 («omubdxa
reMoJin3a») Ha cucrteme Cobas b 123. Jlannas omrOka MOXKET BOSHHKATh BO BpeMsi U3MEpeHuUs: 00pasIioB,
BKITIOYArOIuX napameTpsl KookcumeTpuu (tHb, sO2, O2Hb, COHb, MetHb, HHb, 6umupyou).

OOpartute BHUMaHHE, YTO W3MEPEHHS KOHTPOJISI KayecTBa M KaTWOPOBKH JAHHOH MpoOjieMoil He
3aTparuBaroTCsl.

[locne mepBOHAYANBLHOTO YBETMYEHHUs YacTOThl cOOeB, BbLsIBICHHOTO B urone 2024 roma, uactora
BO3HUKHOBEHHUS OINMOKM CHU3WJIACh, @ B HACTOSINEE BpeMsi CHOBAa Bo3pocia. Mbl MO-TpexHeMY
MOJIHOCTHIO HAlleJIeHbl Ha OKOHYATENbHOE peIlleHue 3TOUW MpoOIeMbl U 00s3yeMcsl MpeoCTaBIsaTh BaM
OOHOBIICHHBIE JTAHHBIE, KaK TOJIBKO IMOSBUTCS JOMOTHUTEIbHASI HHPOPMAIIHS.

3aTpoHyThI€e IO3UIINH

HaunmenoBanme nmpoykra GMMI Howmep nota

cobas b 123 FLUID PACK COOX 200 | 05169992001 | 3aTpoHyThl MHOXECTBEHHBIE TAPTUH

cobas b 123 FLUID PACK COOX 400 [ 05170036001 | 3aTpoHyThl MHOKECTBEHHBIC TAPTUH

cobas b 123 FLUID PACK COOX 700 [ 05170052001 | 3aTpoHyThl MHOKE€CTBEHHBIC TAPTUH

JlanHast mpobieMa MOTEHIIMAIBHO 3aTPAaruBaeT IOJIH30BATEINICH, MCIIONB3YIONINX BHINETIEPEUNCICHHBIC
BapuaHThl n3MepuTenbHbIx nakoB COOX ans cuctem cobas b 123 POC:

e cuctema cobas b 123 <3> (kartanoxuslit Homep 05122279001)

e crucrema Cobas b 123 <4> (karanoxubiit Homep 05122287001)

HecmoTpst Ha TO, YTO HE BCE CEpUU HM3MEPHUTEIIbHBIX ITAKOB 3aTPOHYTHI B PaBHOM CTENEHH, Mmpodiiema
COXpaHSETCs HA MPOTSDKCHUU TEKYIUX IPOU3BOJICTBEHHBIX ITUKIIOB. JIJIsl CIpaBKU: BIUSHUE TPOOJIEMBI
BIIEpBbIe HaOOaI0ch HaunHas ¢ cepun 31246093 (COOX 200) u cepuu 31247063 (COOX 400/700).

Pe3vabTaThI pacciae1oBaHus

Hare paccnenoBanue no noucky nepsonpuunnbl Omuoku 1118 nponomxaercs. Ha ceroansiuamii 1eHp B
IPOW3BOJACTBCHHBI IpoIiecc OBUIO BHEAPEHO HECKOJBKO CTPAaTeTHid 10 CHIDKCHHIO PHCKOB,
HalpaBJICHHBIX HA YMEHBIICHUE YacTOTHl BOSHUKHOBEHUS JaHHOM OmMOKU. XOTsI 3TU Mepbl H3HAYAIBHO
IIPUBEJIN K HEKOTOPOMY YJIyUIIEHHIO, IIOBTOPHBIN POCT YaCTOTHI COOEB JOKA3all HX HEJTOCTaTOYHOCTh. MBI
IPOJOJDKAEM paccie/loBaHue, YTOOBI ONPeNeIUTh U BHEJPUThH JONOJHUTEIbHbIE, IOCTOSIHHBIE MEPHI 110
YCTpaHEHHIO MPOOJIEMBI.

OneHka pucKa

YacToTa BO3HUKHOBEHUSA

Hamwm maHHBIC TTOKA3BIBAIOT, YTO MPH TOH mpodiiemMe dactoTa c6oeB 00pasroB ¢ omuOKkoi 1118 BHyTpH
OJIHOM MapTHUH MOXET BapbUPOBATHCS, JOCTUTAs B HEKOTOPBIX CIydasx MakumMyma mpumepHo B 12%.
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Bnusinue nanHo¥ mpoOiiemMbl HEOAMHAKOBO IS BCEX IPOU3BENCHHBIX U BBIMYIICHHBIX B OOpalleHue
U3MEPUTEIIbHBIX MTAKOB.

BeposiTHOCTH 00HApY:KeHHs

BeposiTHOCTE 00HApYIKEHHS SBISETCS CTONPOIICHTHOU. B caMom Havase u3Mmepenus cucrema cobas b 123
POC BeBeaer ¢ar ommoku mo COOX-mapamerpam.

Cepbe3HOCTh MOCTEACTBHI
PesynbraThl aHATM30B MAMEHTOB WK TUArHOCTUIECKUAX TECTOB HE 3aTPOHYTHI, & METUIIMHCKAN PUCK IS
MAIMEHTOB U MOJIb30BaTesiel MOKET OBbITh UCKIIIOUEH. TakuM o0pa3oM, MpOBEACHHUE OLEHKHU YTPO3bI IS

3mopoBbs (Health Hazard Evaluation) we tpebyeTes.

geﬁCTBHﬂ, KOTOPLIC J0JIZKHBI IIPCANPUHATL 3aKA3YMKH/I10J130BATEH

HNucTpykuun

Ecii u3MepuTebHBIHN ITak MPU H3MEPEHUN 00pa3IioB HEoJHOKpaTHO BhIaeT Omuoky 1118, moxanyiicta,
BBIIIOJIHUTE CJEAYIOLIME JEUCTBUS IO YCTPAHEHUIO HEUCIIPABHOCTEH, MPEKIE YeM MEPEXOIUTH K €ro
3aMeHe:!
1. TIpoBepbTe U OYUCTUTE KIOBETY:
e BHumatenpHO OCMOTPHUTE KIOBETY Ha HAIMYKME BUUMOM IPSI3U, IBUIH WIIH 3arpsi3HEHUH.
e QOuuctute KIOBETy, 4YTOOBI YOEAWTHCSI B OTCYTCTBHHM TOCTOPOHHUX YACTHI], MEINAOINX
HW3MEPEHHIO.
2. [IpoBepbTe MmocaiKy U3MEPUTENILHOIO MMaKa!
e VYOemurtech, UTO HM3MEPUTENHHBIN MMaK TUIOTHO M HAJIC)KHO YCTAHOBIICH B 3Q/IHEH YacTu mpuodopa.
o Ilpum ycraHOBKe maka MOXET MOTPeOOBATHCS MPUJIOKUTH JOMOJIHUTENIBHOE YCHIIME, UYTOOBI
obecrieunTh HaJIe)KHOE COCIMHEHNE U TTPAaBUIILHOE BhIPABHUBAHUE.
3. BrinoaHuTe NOBTOPHBIE U3MEPEHUS:
e [lonmpoOyiiTe BBHIMOJHUTH HE MEHEE TPEeX OTACIbHBIX M3MEPEHUH IMOCJIe OYMCTKA W MOBTOPHOU
YCTaHOBKH.
Ecam mociie BeIMOMHEHUS 3THX IEUCTBUH OMMOKa HE HCUE3HET, oKaTyiicTa, oOpaTuTech B PernoHanbHbIM
LHEHTP NOAJIEPKKHU T1ab0paTOPHOTO 000PYI0OBAHUSL.

PacrnpocTpaHeHHe HACTOMIIEr0 YBEIOMJIEHHS 110 KAYeCTBY HA MecTax

Hacrosiiee YBegomiieHne 1o KauecTBy IpeHa3HAuYeHo JIJIsl BCEX 3aMHTEPECOBAaHHBIX I B Batei
OpraHu3aIy WK APYTUX OpraHU3alusax, KOTOpbIE MOIyYaly JaHHYIO IPOAYKIIHIO.

[Moxanyiicta, nepelnuinTe JaHHOE YBEJIOMIICHHE IPYTUM OpraHU3aIMsIM/IUI[aM, KOTOPBIX OHA MOJKET
KacaThCsl.

[IpuHOCHM CBOM M3BUHEHWS 32 MPUIMHEHHBIE HEY00CTBA, KOTOPhIE MOTYT OBIThH CBSI3aHBI C JAHHOU
cuTyanuel, u Hajeemcsl Ha Baille noHMMaHue U TOJAEPKKY .

KoHTaKThI
B ciyyae BOSHHKHOBEHHSI BOIIPOCOB OOPAaTHTECh, TIOKAIYHCTa, B PerHOHABHBIN IIEHTP MOIEPIKKH
71a00paTOPHOTO 00OPYTOBAHUS:

becrmarnas muaus: 8 800 100-68-96
Bpewmst pabotsr: nonenensuuk — nsatHuna ¢ 08:00 go 18:00 mo MockoBckoMy BpeMeHI
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e-mail: russia.rcsc@roche.com.
C yBaxxeHuewM,

PykoBouTe s MapKETUHTOBOM TpyMIibl HanmpaBieHus auader HoBukoBa Exarepuna

H HCCHeHOBaHI/Iﬂ HO MeCTy HequI/Iﬂ E kate ri n a MopanucaHo: Ekaterina Novikova
Tem: +7 (495) 229-69-99 . e ra movieumgrohecom
DrextponHas noura; ekaterina.novikova@roche.com Novikova === e
Menemxep no padboTte ¢ MEAUIIMHCKUME BOIIPOCAMU Enena bormanosa
Tem: + 7 (495) 229-69-99 -

igitally signed by Elena Bogdanova
DnextponHas mouta: elena.bogdanova@roche.com Elena oo g

email=elena.bogdanova@roche.com
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