Mynbcokcumemp:
A3

IHcmpykuisi
BCTYN

[aKkyemo, o Haganu nepesary Hawi npoayKLuii. Byab nacka, yBaxHo
03HaMomTeCh 3 Lji€eto IHCTPYKLier | AOTpUMyITEC Ti Nig Yac BUKOPUCTAHHA
BMpPOOY.

He BukopucroByiiTe BMpi6, He 03HaliloMUBLUKUCH 3 IHCTPYKLUi€ElO.
He BukopucroByiite BUPi6 y BUNaAKy Oro NOLWKOAKEHHS.
He Hamaraiiteca BHECTM 3MiHN A0 KOHCTPYKLii BUPOOY.

TM «OSD» rapaHTye BMKOPWUCTAHHA BUCOKOAKICHMUX MmaTepianis Ta
KOHTPO/b BUPOBHULITBA Ha YCiX Oro cTaginx.

MynbcokcumeTp A3 (4ani 3a NaCNopToM — NyNbCOKCUMETP / NPUCTpIit
/ BMPi6) — Le NopPTaTUBHMIN HENPOHUKHMIA NPUCTPIA ANA BUMIPIOBAHHSA
piBHA HACMYEHHA KMCHeM apTepianbHOro remornobiHy (Sp02) i yactotm
nynbcy y AOPOCAWUX Ta AiTei. BUKOPUCTOBYETbCA BAOMA Ta Y JiKapHAX
(BKNHOYHO KniHiYHE BUKOPWUCTaHHA y Tepanii / xipyprii, npu aHecTesii, iH-
TEHCUBHI Tepanii Towo). He npusHaveHuit ana 6esnepepBHOro MoHITO-
PUHTY.

Bupib po3pobneHo Ana MakcMmasibHOI 3py4HOCTI Ta 6e3neku Kopwu-
cTyBaya. Bignosigae Bumoram esponeiicbkoi Aupektmusm 93/42/€EC Bu-
po6iB MeAUYHOrO NPU3HAYEHHS.

B1po6HUK 3anuwiae 3a coboto npaso 6e3 nonepeaHbOro Nos.i-
AOMJIEHHA 3MiHIOBaTK 6yAb-AKi XapaKTepPUCTUKMU, 3a3HAYEHI Y
uiii IHcTpyKuii. Yci aaHi, 3a3HauveHi B IHCTPYKUi, HaBegeHi ana
03HAaNOM/IEHHS.

3AXOAM BE3NEKU

1. Ha poboTy NynbCOKCMMETPY MOXKe BM/IMBATV BUKOPUCTAHHA anapaTty
ana enektpoxipyprii (AEX).

2. [lynbCOKCMMETP NOBUHEH MATU MOX/IMUBICTb BUMIPIOBATU Ny/bC Bia-
NOBIAHWUM YMHOM ANA OTPUMAHHA TOYHOrO BUMiptoBaHHA SpO2. MNe-
pes, noYyaTkom BMMiptoBaHHA SpO2 NOTPIGHO BNEBHUTUCA Y TOMY, LLLO
HILLO He NepeLLKOAXKAE BUMIPIOBAHHIO Ny/bCy.

3. He mMOXKHa BUKOPMCTOBYBATW NY/IbCOKCMMETP B YMOBaX MarHiTHO-pe-
30HaHCcHOI Bizyanisauii (MRI) i Komn'totepHoi Tomorpadii (CT).

4. He MOXHa BMKOPWUCTOBYBATU MY/NIbCOKCMMETP Y TUX BMMAAKAX, KON
HEeobXigHNIN CUrHANbHUIA NPUCTPIN. Mpunag He OCHALLEHO CUrHab-
HUM MexaHi3smom.

5. Hebesneka Bnbyxy: He MOXHa BUKOPUCTOBYBATW My/IbCOKCUMETP Y
BMOYXOHEbe3neyHoMy cepesoBuLLi.

6. [ynbCcOKCMMETP NpU3HAYEHUM TiNIbKM ANA BUKOPUCTAHHA AK AOMNOM-
DKHWUI npunag npu ouiHWi cTaHy nauieHTa. BiH noBuMHeH BUKOpU-
CTOBYBATUCb Pa3oOM i3 iHLWMMW METOAAMMN OLLIHKN KAIHIYHUX O3HAK i
CMMMTOMIB.

7. Cnip perynapHo ornagatv micle 3aCTOCyBaHHA JaTyMKa Ny/bCOKCU-
MeTpa ANA BM3HAYEHHA MiCUSA PO3MILLEHHA AaTYMKa, KPoBOObiry i
YYTAMBOCTI LWWKipPW NaLlieHTa.

8. He morKHa po3TAryBaTM MMKWIA NAACTUP NPW 3aCTOCYBaHHI AaTyMKa
NyNbCOKCMMeETpa. Lie MosKe npu3BecTv [0 OTPMMAHHA HETOUYHMX MO-
KasiB abo NoABM LUKIPHUX NYXMPIB.

9. MNepeps No4yaTKOM BUKOPUCTAHHA NpUaaay HeobXiAHO YBaXKHO Mpo-
YUTATM IHCTPYKLLiIO 3 BUKOPUCTAHHA.

10. TMynbCOKCMMETP He OCHALLEHO CUTHA/IbHUM MexaHi3MoM piBHA SpO2,
BiH He Npu3HaYeHnn ana 6esnepepBHOr0 MOHITOPUHIY, WO Bigmive-
HO crewjiaNbHUM CUMBOJIOM.

11. TpuBane BUKOPUCTAHHA NYyNbCOKCMMETPA abo CTaH NaLLiEHTa MOXKYTb
BMMaratTi nepioAmMyHoi 3MiHM Micus 3actocyBaHHA. [MOTpPi6HO 3mi-
HIOBATU MiCLLe 3aCTOCYBaHHA AATUYMKA | MepeBipATH LiNICHICTb WKipK,
CTaH KpoB0oobiry, a TaKoX 3A4iNCHIOBATU peryntoBaHHA KOXHI 4 roam-
HU.

TEXHIYHI XAPAKTEPUCTUKUN

Mapametp 3HayeHHA

Tvun gucnneto: pucnneit OLED (ceitnogioaHuin ancnnei)

PyHKUT: 4 pexxumu iHbopmau,ii Ha aucnnei

[liana3oH BMMipOBaHHA
nynbey:

30-240 ypapis 32 XBUAUHY

TouHicTb BUMiptOBaHHA: Sp02; + 2 % B gianasoHi 70 % - 99 % (3Ha-

YeHHA meHwe 70 % — He BU3HAYatoTbCA)
<30 mA

CnoKmnBaHa NOTYXKHICTb:

EneKkTpoxunBaeHHA: AOBi NyXKHi 6baTapeikn AAA 1.5B

BifKNIOUYEHHA }KNBNEHHA: | aBTOMATUYHO BMMMKAETbCA 3a Bip,CYT-

HOCTi curHany y Bupobi 6inbwe 8 c.

BUKOPUCTAHHA

1. BcraButn aBi 6aTapeiikn AAA y THi3go gns H6aTapeinok i 3aKkpuTm
KPULLIKY.

2.  BiakpwuTM 3aTUCKay, AK MOKA3aHO Ha MaIlOHKY HUXKYE.

3. BcTaBWTV Naneupb y ryMmOBMI1 OTBIp Ny/NbCOKCMMETpA (naneub noTpi6-
HO BCTaBAATU A0 KiHUA) i BiANYCTUTM 3aTUCKau.

4.  OAWH pa3 HAaTUCHYTU KHOMKY BK/IOYEHHA Ha NepeaHilt naHeni.

5. Mg yac poboTn NynbCOKCUMMETPA Nanelb He MOBUHEH TpemTiTh. MNpwu
LbOMY PEKOMEHAYETLCA HEe PyXaTUCh.

6. 3uuMTaTu BigNOBIAHI MOKa3M i3 eKpaHy gucnaes.

Konu naneyb ecmaesneHuli y nynecokcumemp,
8iH nosuHeH 6ymu nosepHymuii Hizmem 0do-
aepxy.

BBiMKHEHHA NyNbCOKCUMMETpA: NPU KOXKHOMY HAaTUCKY BUMU-
Kaua Ny/IbCOKCUMETP NMEPEKIOYAETLCA B iHWUIA pexxum pobo-
TV Aucnnaes, mogeni BiaATBOPIOOTL 4 pexumu iHpopmalii Ha
pucnnei.

YMOBMW FAPAHTIT

TOB «OC/A CxigHa EBpona» rapaHTye BiICYTHICTb 3aBOACHKUX AedeKTiB i
po6OTy NPUCTPOID NPOTATOM rapaHTiMHOIo TepMiHy 12 micAuis 3 AaTu Kynisni npu
OOTPUMAHHI NPaBuA ekcnayaTalii BUpoby, BUKNAAEHUX Y IHCTPYKLi.

1. FapaHTINHWIA PEMOHT NPOBOANUTLCA TiIbKM NPOTATOM rapaHTiMHOrO TepMiHy.
2. Bupib 3HIMA€ETbCA 3 rapaHTii y HAaCTYMHUX BUNAAKaXx:

a) NOPYLIEHHA NPaBUA eKcnayaTalii, BUKNAAEHNX B IHCTPYKLUi;

6) 3a HaABHOCTI 03HaK CTOPOHHbLOIO BTPyYaHHA (cnpoba camocTiiHoro
PemOoHT BMpObY);

B) AKLLLO NPUCTPIi BUKOPUCTOBYBABCA HE 33 MPU3HAYEHHAM.

3. fapaHTiA He pO3MOBCIOAXKYETLCA Ha:

a) MexaHiYHi NOLLIKOAMKEHHSA YN NOLUKOAMKEHHS BHACAILOK
TPaHCMNOPTYBaHHSA;

6) NOLIKOAKEHHSA, AKI BUK/IMKAHI NOTPaniaHHAM 40 BUPOby
CTOPOHHIX NpeaMeTiB, Pe4OBUH, PiAUH TOLLO;

B) MOLIKOAXKEHHSR, AKi BUKAMKaHI NobyTOBMMM dakTopamu,
30BHIWHIMM AiAamMK (Nepenagu Hanpyru y Mepexi), HenpasuibHe
NigKAOYEHHA NPUCTPOLO.

4. CnoXm1Bay Mae NpaBo Ha 06MiH TOBapy HaNEKHOI AKOCTI npoTarom 14
(4oTMpHaaUATH) AHIB, HE BPaxoBYOUM AHA KyNiBAi 3rigHO 3i cTaTTeto 9 3aKoHY
YKpaiHu «[1po 3axXMCT NpaB CNOXKMBaYiB»:

O6MiH mosapy HasAeHHoI AKoCmi MPo8oduUMbCA 3a YMO8U, AKWO 8iH He
8UKOpUCMOBYBABCA | AKWO 36epexceHo liozo mosapHuli suensad (cknadeHuli 8
30800CbKY YNAKOBKY), COXUBYi 81acmugocmi, naombu, ApAUKU, @ MAKOMXC po3pa-
XyHKosuli 00KymeHm, 8uUOAHUL COXUBAYESI PA3om i3 MPoOaHUM MOBAPOM.

YBATA: ApmuKys, mexHivyHi XapaKkmepucmuku, Konip, 308HiwHili auznsd ma
Komnaekmayis eupobie moxcyme 6ymu 3miHeHi supobHuUKom 6e3 nonepeodxeH-
HA.

[ata npogaxy: Mignuc/NeyaTka:

BIAOMOCTI NPO CEPTU®DIKALLIIO

Bupi6 «A3» BiANOBIAAE TEXHIYHMM BMMOTram i BU3HAHWUI NPUAATHUM
ANA eKcnayaTauii.
“ Bupo6Huk: Shenzhen Hexin Zondan Medical Equipment Co, Ltd.

Floor 14, Block D, Dianlian Technology Building, the Crossing

between South Circle Road and South Fuli Road, Guangming District,

Shenzhen, PEOPLE’S REPUBLIC OF CHINA.

YnoBHOBaKeHUi npeacTaBHUK BUPO6HMKA B YKpaiHi: TOB «OCA Cxia-
Ha €Bponav; agpeca: YkpaiHa, 03127, m. Kuis, np. 40-Piuus osTHs, 100/2.

Homep pepakuii: Ne 4 sig 09.07.2021.

TepmiH npuaaTHOCTI BUPOBY: AMB. HA MaPKOBAHHI.

FapaHTiHKMIA TepmiH Ha BUPiI6 «A3»: 12 micAuiB 3 ZaTh nNpogaxy 3a
YMOBM JOTPUMAHHA NPaBUA eKcnyaTaLii BUpoby, 3a3HaueHuxX y IHCTpyKL;i.
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