oy

3NEKTPOHHAS KONHA OGOPMIIEHA LIEHTPOM UCTbITAHIW W PETMCTPALIMI MEAHLMHCKWX H3OENHIA
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YTBepagar

{ )

Hebei Pukang Medical Instruments Co., Ltd.

(X363 NykaH Megmukan NHcTpymeHTe Ko., J1Ta.), Kutain

MHCTPYKLUWNA MO SKCMNNYATALUNIN:

1.OnncaHmemeanUMHCKOronsaenns

1.1. HanmeHoBaHWe MeQNLMHCKOro 13aenmsa

Tenexku MeaAnUNHCKNeE 6eflbeBbIe, C NPpUHagneXXHoOCTAMMN

Bapl/IaHTbl NCMOSTIHEHUA

-BLQ 002 -10, BLQ 002 -16, BLQ 002 -17, BLQ 002 -11, BLQ 002 -12, BLQ 002 -13, BLQ
002-14, BLQ 002 -15.

MprHagneXHoCTu:

Koneca- He 60nee 20 Wt (K BapnaHTam ucrnonHeHns BLQ 002 -10, BLQ 002 -16, BLQ 002
-17. BLQ 002 -11, BLQ 002 -12, BLQ 002 -13, BLQ 002 -14, BLQ 002 -15).

Monku (ctanb) - He 60nee 20 wr (K BapnaHTam ucnosHeHns BLQ 002 -16, BLQ 002 -17).
Awpkn (NnacTuk, ctanb) - He 60nee 20 wWT(K BapnaHTam ucnosiHeHns BLQ 002 -16, BLQ
002 -17).

KoHTelHepbl (NNacTuK, cTasb, TKaHb) - He 6osiee 20 wT(K BapMaHTaM WUCMonHeHMst BLQ
002 -10, BLQ 002 -16. BLQ 002 -17, BLQ 002 -11, BLQ 002 -12. BLQ 002 -13. BLQ 002-
14. BLQ 002-15).

1.2. HasHa4yeHne MeANLMHCKOro u3aenms

TeneXxkn megnuuHcKne 6enbeBble(gasnee rno TeKCTY  TeNeXKW, N3fennsa) npefHasHayeHbl
ons [OCTaBKN 4ynucrtoro 6enbs nagneHTam n MEONLUNHCKOMY nepcoHany n
TPaHCNOPTMPOBKN TPSA3HOIro 6ebsa B npaveyHyto Ha CTUPKY..

1.3. O6nacTb NPUMEHEHWsI MEAULIMHCKOrO U3aenus

B neyebHbIX yupexaeHUsix, nanatax obueit Tepanum, 0TAENEHUSAX UHTEHCMBHOM Tepanuu ,
XMPYpPruyecKme. KapAmMonornyeckue, HEBPO/IOrNYECKNE. FMHEKO/oryecKme,
YPONornyeckume oTAeNEHNSA, OTAENEHNSI aHECTE3NO/OT N,

1.4. YcnoBus akenayataunm MeguLMHCKOro 13genuns
- Temnepatypa: +10 ... +40 ° C

- 0THOCUTE/IbHAA BNaXHOCTb: < 85 %

- aTmocepHoe gaBneHue: 86... 106 Kia

1.5. BO3mMOXHble NO60OYHbIE LeNCTBUS
B0o3MOXHbIe MOO0YHbIE AeCTBUSA OTCYTCTBYHOT.

1.6. TpoTrBONOKasaHuA
OTCyTCTBYHOT.

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



17. MpepynpexxaeHus

1 BHuMaHMe, Tenexka He npegHasHayeHa ANns UCNOMb30BaHUA Ha ynuue. Bo
n3bexaHe MNOBPEXAEHUS 4YacTel TeNeXXKN PeKOMEHAYeTCA WCMOoMb30BaHWEe TO/IbKO
BHYTPM MOMELLEHWNS, MMEIOLLEro rf1agKue, PoBHbIe MO/bl, 6€3 MOPOroB W 3HAUUTE/bHbIX

3arpsi3HeHNI.

2 He ocTtaBnaite Tenexky B Kopugopax /6nokax MefyupexgeHui c
He3a6/10KMPOBaHHbLIMM Konecamu c LeNbto npefoTBpaLeHNs Tpasm
nauMeHToB/nepcoHana, Nopyn UMyLLLECTBA B pe3y/ibTaTe CTOIKHOBEHWIA.

3 MpounsBoanTeNb He HeceT OTBETCTBEHHOCTM 3a MOBpPeXJeHWe vacTeil usgenus, rno

MPUUMHE HapPYLLIEHUS YCNOBMWIA SKCMyaTaLui.
4, B cnydyae nofo3peHMs B Ha/vMuuMe MOBPEXAEHWIA WM HEMCNPaBHOCTU M3Aenmve

LO/DKHO ObITb HeMea/IeHHO BbIBEAEHO n3 JKCnnyartayunun ans YCTPaHeHUA

HemcnpaBHOCTEN.
5. "BH/MAHVE! Mognmkauma storo nsfenna 6e3 paspewleHnss U3rotoBUTENs He

[0NyCKaeTcs.

1.8. IHCTpyKuma no 6e3onacHoCTH
H806X0,D,VIMO MnCnosib3oBatb B COOTBETCTBME C Ha3HayYeHUEM U MHCprKLLMeVI rno

JKCrayarayunun.

1.9. Knacc pucka 1 npyMeHMble KnacCUrKaloHHbIe npasuia

Knacc noTeHUnaibHOro pycka npumMeHeHus 1 (B COOTBETCTBMM C NpuKasoM MuHUCTepCTBa
34paBooxpaHeHus Poccuiickoii Pegepauymn oT 6 uoHA 2012 r. Ne 4H «O6 yTBepXaeHW
HOMEHKNaTyPHOM KnaccumKaumm MeguLNHCKNX N30enninm»).

1.10. NpownssoguTens MEAULMHCKOIO N3aenus

Hebei Pukang Medical Instruments Co., Ltd.

(X963in MykaH Mepukan NHcTpymeHTe Ko., J1Ta.), Kutaii
Dongshiduan Town Xushui Country, Hebei Province, 072550, China

1.11. OO6Llee onucaHWe OCHOBHbIX (DYHKLMOHaNbHbIX 3/1EMEHTOB, YacTei, COCTaB,

(hyHKLMOHa/bHble BO3MOXHOCTM
3gennst n3rotoBeHbl Ha O4HOM MPEANPUATUN - WU3FOTOBUTESNE, BbINOHEHbI MO OAHOMY

KOHCTPYKTUBHOMY MPUHLMIY.
30enma naeHTUYHbI N0 CXEMHOMY PELLEHWNIO M MPUMEHSIEMbIM KOMIMOHEHTaM.

3penns MeT 0ANHAKOBOE Ha3HaueHue.

VcnonHeHns u3fennsi oTIMYatoTes pasmMepaMy U yHKLUMSIMU KaK pacCMOTPEHO HUXKe

HanmeHoBaHuMe

Bug n3penus XapakTepucTmka
MCNonHeHWA

1. BLQ002-10 TeneXka ans 6enbsi.
A

)
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HanmeHoBaHMe

Bua n3nenna
MCMOMHEeHUS A n3a XapakTepuctumka

2. BLQO002-11 Tenexka ans 6enbs

TeneXxxka s 6enbs
Pa3mep:(c agByms
KOHTeHepaMu(aanee no
TecTy_Befpa))

3 BLQO002-12

Tenexka ansa 6esnbs

4. BLQO002-13 (c ogHMM BeApPOM)

TeneXxxka ansa 6enbs
5 BLQ 002-14 HepX. CTab.
(c aByms Begpamn)

TeNexKa 15 6efibs
HEPX. CTa/lb.

6. BLQ002-15 (C o4HMM BeApoM)

Tenexka ansa 6enbs,
£ BLQ 002 -16 HepykaBetoLLasa CTa/b.
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Ob6uime cneunpmKaLnm:

HavmeHoBaHue
n3genus Macca, K,
He 6onee
BLQ 002-10 27
BLQ 002-11 17
BLQ 002-12 19
BLQ 002-13 19
BLQ 002-14 19
BLQ 002-15 19
BLQ 002-16 27
BLQ 002-17 26
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HanmeHoBaHWe napameTpa

abapuTHble pa3Mepsl, MakcumasibH

O*LW*B, mm.
Jonyck £20 mMm.

800*530*900
590*480*900

920*550*865
(c oBYmSA Begpamu)

500*550*865
(c oH1M BepOM)

20 50

920*550*865
(c aByms Begpamu)

500*550*865
(c ogHUM Befpom)

1000*480*1000
950*500*900

JOunameTtp
as Harpyska, Kosec, MM,
KT, He bonee + 1 MM

MUHVManbHOe yeunie
ONs NEPEMELLIEHNS, HE

6onee

100 H (10 krc)
100 H (10 krc)

100 H (10 Krc)

100 H (10 «rc)

100 H (10 krc)

100 H (10 «krc)

100 H (10 krc)
100 H (10 krc)

Ycunue,
HeobXxoanMoe ans
(hmkcauum
CbeMHbIX
3N1EMEHTOB
Tenexek
(orpaxgeHus u
T.M.) B paboyem
MOJOXEHNN,
[O/MKHO ObITb He
6onee

50 H (5 krc) - gns
pyueK ynpasneHus
N PYKOSITOK
3KNMOB TeNeXeK;
80 H (8 krc) - ansa
PYKOSITOK 3a>KMMOB
TeNnexek ans
MepeBo3Ky
B3POC/IbIX
naLneHToB 1
rpy30B.

["abapuTHbIE pa3mepsbl
YMaKOBKM, MM.
Jonyck £20 mMwm.

800*650*260
660*510*820
940*630*920

1050*1000*580
980*770*530



112 O6uiee onucaHne NPUHaANEXHOCTeN, COCTaB, PYHKLMOHaIbHbIE BO3MOXXHOCTM
Koneca aHTUCTaTUYeCcKKUe, BbIMOSIHEHbI U3 MPOTUBOYAapHOro ABS nnactuka, ponnku
M3rOTOB/IEHbI M3 HEMAPKOW CEPOIA PE3UHBbI.
Konn4yecTBo 6/10KMpPYeMbIX KOJEC - 2.
- Koneca 6/10kMpytoTcA NOCPeACTBOM YCTAHOBMIEHHOW Ha HWUX Nefann TopmMosa (puc

1: 2)
Puc.1 (nonoxkeHune AN TPaHCNOPTUPOBKM) NOAHMMUTE Nejanb BBEPX.

Prc.2 ((nkcaums Koseca) onycTuTe nefjasib BHUS.

MeTannmyeckasl pydka fi/1 TPaHCMOPTUPOBKU, MOKPbITast AMOKCUAHOM KPacKOIA.
MpoTuBOyAapHbIe GaMmnepbl MO Yriam TeNexKu.

113, OnucaHne OCHOBHbLIX MaTepuanoB
Crasb ¢ arnoKcuaHbIM NOoKpbITUEM (C MNMBX-HanblIEHWEM): KOPNYC, ALLNKN

HepykaBetowasa ctanb: KOPNyc, ALWLNKK, NONKN
ABC nnacTuk (aKpuIoHUTPUNBYTaANEHCTUPON): 3aUTHBIE KOXYXU, NONKN, PYUKN
Koneca-MaTepuan:nnactnk+ ctanb

2. TeXHNYECKOe onucaHne MeAnLMHCKOro 13aenus

2.1. TeKywmii peMOHT
B cnyyae o6Hapy)XeHUS HeUcnpaBHOCTEN cnedyeT 006paTUTbCS B aBTOPU30BaHHbLIN

cepBUCHbIN LeHTP: Poccnsa, 193318, CaHkT-MeTepbypr, yn. Bopowwunosa, a. 2. T. (812)
326 59 25 , dhakc: (812) 325-58-64 , E-mail: medmeb@nnz.ru.

2.2. TexXHN4ecKoe 06Cy>KmBaHue
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Meprognyeckoe TeXHUYECKOe 06CNy)XMBaHWe [AO/MKHO MNPOBOAUTLCA OAMH pa3 B TOf
KBa/IM(OMLMPOBaHHbIMM CrieyanncTamu.

M3HOLLEHHbIE M MOJIOMaHHbIE YacTU TeNeXKN [O/MKHbl ObITb OTPEMOHTMPOBAHbLI WK
3aMeHeHbl.

MoBEPXHOCTb TENEXKN LO/MKHA COAepPXaTbCA B UMCTOTE. KOMMOHEHTbI, N3rOTOB/IEHHbIE U3
ABS 3anpeuwjaeTcsa UUCTUTb YrNeBOLOPOAHLIMU WM XUMUYECKUMU PacTBOPUTENSAMM,
MCNOSb3YNTE HENTPasibHOE MOIOLLLee CPeacTBO.

KoHCTpyKUM Tenexek [o/mKHa obecnedmBaTb PEMOHTONPUIOAHOCTb, B TOM 4uC/e
CBOGOAHBLIA  JOCTYN K OTAe/IbHbIM  COOPOYHBLIM  eAuHMLAM U JeTansaM U UX
B3aMMO03aMeHSEMOCTb MPY TEXHUYECKOM 0BCNY>XXMBaHUN N PEMOHTE.

23 Unctka 1 fesvHpekumns

Kapkac 1  SAWMKM  Tenexku cnegyet obpabaTbiBaTb YUCTAWMUMW  CpeAcTBaMMu,
pPeKOMeHAYyeMbIMM  ANA  CTanM  C  3MOKCUMAHbIM  HarblleHneM. He pekomeHpgyeTcs
Nnosib30BaTbCA A1 YMCTKU COAOW, HadKaayHoW 6Gymaro u cpefctBaMu, CoaepKalinmu
abpasuBHble MaTepuanbl. [10BEPXHOCTb MOXHO UUCTUTb BAKHBbIMKA  TKaHSMW  C
NPUMEHEHVEM X03AMCTBEHHOIO Mblla C NocneayoLe NPOTUPKOA Hacyxo. He NpuMeHATb
Mo 3TOM 3(hMp, aueToH, 6eH3NH, N AP. PacTBOPUTENN.

24. TpeboBaHMS OXpaHbl OKpyXatoLlenh cpedbl, B TOM 4ucne TpeboBaHUA
6e30MacHOro YHUUTOXEHWSA 1 YyTUAN3aUmMK. 3allimTa OKpYXKatoLLein cpedpl.

M3genna po/mkHbl OblTb HETOKCUMYHBLIMW M COOTBETCTBOBaTb TpeboBaHmaM [OCT ISO
10993-1-2011.

M npou3BOACTBE, XPaHEHWW, TPAHCMOPTUPOBKE W 3Kcnayatauuun (ynotpebneHum)
M3LeNVA He BbILENAT B OKPYXKatoLLy cpefly TOKCUYECKMX BELLECTB M HEe OKasblBaloT
(Mpr HEMOCpPeLCTBEHHOM KOHTaKTe) BPeLHOro B/VSIHUA Ha OpraHu3M 4enioBeka. PaboTa c
N30eNAMU He TpebyeT 0Co6bIX Mep NPeAoCTOPOXHOCTH.

W3genna He B3pbIBOONACHbI, HE CMOCO6HbI CAaMOBO3ropaTbCs, NpY MOAHECEHUN OTKPbLITOrO
OrHA ropAT 6e3 B3pbiBa. Matepuasibl U3L4eNniA TakoBbl, YTO B C/lyyae MnoXkapa ero MoXXHo
TYLLMTb BCEMW JOCTYMHbLIMWU CpeAcTBaMu.

Tenexxka B COOTBETCTBUM C NOCTaHOBJ/IEHWEM [NaBHOI0O rocyfapCcTBeHHOro CaHUTapHOro
Bpaya Poccuiickoii ®Pegepauymmn ot 9 aekabps 2010 r. N 163 "O6 yTeepxaeHun CaHllnH
2.1.7.2790-10 ""CaHuTapHO-3NMUAEMMOMIOTNYECKNe  TpeboBaHUA K 00palleHunio ¢
MeANLUMHCKMMW 0TX0A4aMmn" OTHOCUTCA K Knaccy A

YTUNn3vpyinte TeNeXXKy W €& KOMMOHEHTbl MO0 WCTEYEeHUU CpoKa WX CHyXobl B
COOTBETCTBMM C MECTHbIMW MpaBunamu. Ons nosayvyeHUs AOMONHUTENbHON WHGopMaumm
Mo yTunmnsaumm unm nepepaboTke 06paTUTECh B MECTHbIE OpraHbl BacTw.

2.5. [laHHble No CPOKY CNyXObl
CpeaHuin cpoK cnyxobl - He meHee 10 ner.

2.6. TpeboBaHUA K TPAHCMOPTUPOBAHWUIO M XPaHEHWUIO

XpaHeHune
XpaHuTe TeNeXXKy B CYXOM MecTe, CBOOGOAHOM OT ry6uTe/IbHOro BO3AECTBUS
TemnepaTypbl, BIaXHOCTW, BEHTUNALMW, COMHEYHbIX Jflyyeld, MNbUM U  BO3AyXa.

COZlep>KaLLero cosb U T.A.
V36eraiiTe MecCT, e XpaHsaTCcs XMMUYeCKUe npenapatbl UM 06pa3oBbIiBaeTCcs ras.

BepernTte oT nonagaHnsa Bnarwu.
YCnosusa xpaHeHUs:

- Temnepartypa: +5° ... +40 °C

- OTHOCUTENbHas BMIAKHOCTb: 11 70 %
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-aTMocepHoe gaBneHue: 86...106 Kila

TpaHcnopTMpoBKa

TpaHCNopTUPOBKA TENIEXKN U MPUHALIEXHOCTEN AOMyCcKaeTca BCEMWU BUAaMKU TpaHcnopTa
BKDbIMbX TPAHCMOPTHLIX CPeAcTBax Mpu TemMrepaTtypHOM pPeXxmme yKazaHHOM HWDKe W
COO6/OIEHNEM CEAYIOLLNX YC/IOBUIA:

1 tf He nepeBopayunBarth;

2 K- OcTopoxHO Xpynkoe;

3 T bepeyb OT Bnaru,
4 He ypaparte.

27. ["apaHTUM U3roToBUTENA
]2MeCFILI,eB C MOMEHTa BBOAa B 3KCryatauuto.

3 MapKunpoBKa 1 ynaKkoBKa n3genms
31 OnucaHne Mapkuposku MU

MpUHASIEKHOCTM MAPKUPYHOTCA C YKasaHUMEM KX HaMMEHOBaHWsi, a TakkKe 0603HaueHus
mMogenM v Tuna. B cnydae, Korga MapKUpoBKa MPUHAANEXHOCTeN He SBNSieTCs Liene-
C006pPa3HOI, OHA MOXET HAHOCUTbLCS HA MHAMBUWAYA/IbHYIO YNAaKOBKY.

HaTpaHCNOPTHYO Tapy 40/HKHA ObITb HaHeceHa MapKMPOBKa:

HanMeHOBaHe NPOaYKLUWK;

yC/I0BHOe 0603HayYeHMe NpoayKumm (apTuKyn- ecnm ecThb);

HaMMeHOBaHMWe W MEeCTOHaxOoXAeHue MpeanpuATUS-n3roToBuTena (FOpUaNYecKnin
afipec, BK/IHOYas CTpaHy, W, Npu HecoBMajeHUN C HPUANYECKMM afpecoMm, agpec(a) npo-
13BOACTB(a)) M opraHusaumm B PP, ynosHOMOYEHHOW NPeanpuAaTUEM-U3rOTOBUTENEM Ha
MPUHATVE NPETEH3NIA OT NOTPebuTeNen Ha eé TeppuUTopUM (MPU HAIMUNN);

rabapuTHbIe pasmMepsbl;

BeC;

flaTta nu3rotosneHna (Mecs, rog);

rapaHTUMHbBIA CPOK XPaHEHWUS;

HoMep nMapTun (NPU Ha/IMYnK);

LITPUX-Kog, (MpY HaIM4nn);

YC/I0BUSA XPaHEHUSA N TPAHCNOPTUPOBaHUS;

HOMep PerucTpauyoHHOro yA0CTOBEPEHUSA U AaTa Bblgayu;

3HaK COOTBETCTBUA (MpY HaMunn)

TOBapPHbIA 3HaK (NMPU HaMuun).

MNpumeyaHue - [loNyCKaeTCA HAHOCUTb Ha MapKWPOBKY MaHUMYNALUMOHHbIE 3HAKW,
MOSICHAIOLLME CNOCO6 TPAHCMOPTUPOBKU, MOrPY3KN-PasrpysKmn 1 XpaHeHUs MPoLyKUUN.

MapK1poBKa TENEXKN COAEPXKUT CnefytoLme 0CHOBHble CMMBOJIbI 1 0603HAYEHUS:

1 ToBapHbI 3HaK NPeANPUSTUS-N3rOTOBUTENS;

2. HanmeHoBaHwme nnm 0603HaveHne Tvna (BUaa, MOAEN) TENEXKU;

3. Homep TeneXxku Mo cucteme Hymepauumn NpeanpusTUS-U3roToBUTeNs, Npyu Heobxoau-
MOCTU (CEPUIHBIA HOMEP);

4. 'og N3roToBneHNs Tenexkn (Mnn aBe nocnegHue uugpbl).
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32 OnncaHe CUMBO/OB, HAHECEHHbIX Ha MapKMpoBKy MIA

O0603HaueHne OnucaHue

CM. NHCTPYKL MM

[nana3oH TPaHCNOPTHbIX
Temnepatyp

«ICH|

«J

A
il

L1

[ana3oH paboymx Temnepatyp

[laHHble Npon3BoaUTeNSs

OcTopoXKHO!

[lata n3rotosneHma

CepuiiHbI Homep
J10T HOMep
bepeyb KOHeYHOCTH

MecTo pa3meLLieHMs 3HaYKa

BHYTpM ynakoBku 1 06/10XKKa
VHCTPYKLMW

BHeLHAA YacTb YNaKOBKU

NHCTpYKUnn

CHapy»u ynakoBKu

CHapy>Xu YNakoBKU UK
VHCTPYKLWMN.

CHapy>u ynakoBKu

[MpaBo Ha nonyyeHne, Homep
OTyYeT 0 nNpoBepke

Hecyuwmnin kapkac, 60KoBble
orpaxgeHus

4 YNONHOMOYEHHbI NpeacTaBuTeNb NpousBoanTens B P® (HavmeHoBaHWe, afipec.

OpraH13aLMoOHHO-NPaBoBasl  hopMa 1
MofHOE HAVMEHOBAHME  HOPUANYECKOrO

mua

CokpalLleHHoe HanMeHOoBaHue
topuanyeckoro nmua (B ciydae, eciu
MIMeeTCs)

Afpec (mecTo HaxOoXAeHWs)
HOPUANYECKOr0 LA

Howmepa TenedoHoB

Agpec 3N1EKTPOHHOM noyThbl
IOpUOMYECKOrO nnua (B cnydae, ecnu
MMeeTCs)

N OeHTU(MKaLMOHHBIIA Homep
HasiorornnaresnbLymKa

OOLLEeCTBO C OrpaHUYEHHON
OTBETCTBEHHOCTLIO «AJibha Mobunm»

OO0 «Anbtha Mobunmn»

Poccusa, 193318, r. CaHkT-IeTepbypr,
yn, Bopowmnosa, gom 2.

Ten.: (812) 326-59-25, hakc (812) 325-
58-64

medmeb@nnz.ru

7811359153

5. YCNoBUNA 1 NMPABUNA SKCIINYATALUNN
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lapprove
( )
Hebei Pukang Medical Instruments Co., Ltd.
(Hebei Pukang Medical Instruments Co., Ltd.), China

USERS MANUAL.:

1 Description of medical products

11 Name of medical device

Medical linen carts with accessories

Variants of execution:

mB.Q002 -10, BLQ 002 -16, BLQ 002 -17, BLQ 002 -11, BLQ 002 -12, BLQ 002 -13, BLQ 002 -14, BLQ
002-15.

AcCcessories:

Wheels - no more than 20 pieces (for variants BLQ 002 -10, BLQ 002 -16, BLQ 002 -17, BLQ 002 -11,
BLQO002 -12, BLQ 002 -13, BLQ 002 -14, BLQ 002 -15).

Selfs (steel) - no more than 20 pieces (for variants BLQ 002 -16, BLQ 002 -17).

Boxes (plastic, steel) - no more than 20 pieces (for variants BLQ 002 -16, BLQ 002 -17).

Containers (plastic, steel, fabric) - no more than 20 pieces (for variants BLQ 002 -10, BLQ 002 -16, BLQ
0R2-17, BLQ 002-11, BLQ 002 -12, BLQ 002-13, BLQ 002 - 14, BLQ 002 -15).

12 Purpose of medical device
Medical linen carts (hereinafter referred to as trolleys, products) are designed to deliver clean linen to

patients and medical personnel and transport dirty laundry to the laundry for laundry.

13 Scope of medical device
In medical institutions, general therapy rooms, intensive care units, surgical, cardiological, neurological,

gynecological, urological departments, departments of anesthesiology.

14 Terms of use of the medical device
-temperature: +10 ... +40° C
mrelative humidity: <85%

eatmospheric pressure: 86 ... 106 kPa

15 Possible side effects

Possible side effects are absent.
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16 Contraindications
Nre

17 Edit Warnings
1 Attention, the cart is not intended for outdoor use. To avoid damage to parts of the trolley, it is

FKommended to use only indoors, having smooth, level floors, without thresholds and significant
contaminants.

1 Do not leave the cart in corridors / blocks of medical facilities with unlocked wheels in order to prevent
njuryto patients / personnel, damage to property as a result of collisions.

3 The manufacturer is not responsible for damage to parts of the product, due to violation of operating
conditions.

4Inthe event of suspected damage or malfunction, the product must be immediately taken out of service for

toubleshooting.
5"WARNING: This product may not be modified without the manufacturer's permission.

18 Safety instructions
M=t be used in accordance with the purpose and instruction manual.

19 Class of risk and applicable classification rules
Jass of potential application risk 1 (in accordance with the order of the Ministry of Health of the Russian

Federation of June 6, 2012 No. 4n "On approval ofthe nomenclatural classification of medical devices").

110 Manufacturer of medical device

Hebei Pukang Medical Instruments Co., Ltd.

{Hebei Pukang Medical Instruments Co., Ltd.), China

Dongshiduan Town Xushui Country, Hebei Province, 072550, China

111 General description ofthe main functional elements, parts, composition, functionality

The products are manufactured in the same manufacturer, they are made according to one constructive
principle.
The products are identical in terms of the circuit design and the components used.

Products have the same purpose.

The product versions differ in size and function as discussed below:
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Name of

Type of product Characteristic
performance
1 BLQ 002-10 trolley for laundry.
Sr
2 BLQ 002-11 trolley for laundry.
\s>
trolley
Size: (with two containers
3 BLQ 002-12 ]
(hereinafter referred to as "test-
guide™))
1
4. BLQ 002-13 trolley (with one bucket)
]
trolley
5. BLQ 002-14 stainless steel, steel,
(with two buckets)
trolley
stainless steel, steel,
6. BLQ 002-15 .
(with one bucket)
1
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Name of

Type of product Characteristic
performance
A BLQ 002-16 trolley for clothes, stainless steel.
trolley for clothes, stainless steel.
BLQ 002-17

The trolleys must be stable on the horizontal plane of the floor, without swinging, and the gap between one
ofthe wheels and the floor should not exceed 3 mm. The wheels of the trolleys must rotate relatively to the
vertical axis freely, without jamming. The wheel brakes should be switched on when applying force to the
pedal no more than 150 N (15 kgf).
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General specifications:

Parameter name

The effort Overall dimensions of

necessary to fix the the package, mm.

) ) ) ) ) o removable Tolerance = 20 mm.
duct Weight, kg, Overall dimensions, L *W *  Maximum  Diameter of Minimal effort
product name ) elements ofthe
no more H, mm. load, kg, not wheels, mm, for moving, not more
trolleys (fences,
than Tolerance + 20 mm. more than + 1mm than
etc.) in the working
position must be no
more than
BLQ 002-10 27 800*530*900 IOON(IOkgf) 50N (5 kgf)-for 800*650*260
BLQ 002-11 17 590*480*900 IOON(10kgf) control knobs and 660*510*820
handles of trolley
920*550*865 . 940%630*920
BLQ 002-12 19 IOON(10kgf) clips;
(c Asyms Beapauv) 80 N(8 kgf)-for
500*550*865 handles of trolley
BLQ 002-13 19 IOON(I10kgf) .
(c ogHuM Bespom) 20 50 clips for
transportation of
920*550*865 P
BLQ 002-14 19 IOON(IOkgf) adult patients and
(c oByms Begpamu)
goods.
500*550*865
BLQ 002-15 19 IOON(IOkgf)
(c ogHVM Beapom)
BLQ 002-16 27 1000*480*1000 IOON(I0Okgf) 1050*1000*580
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Parameter name

Weight, kg, Overall dimensions, L *W *  Maximum  Diameter of Minimal effort
product name ]
no more H, mm. load, kg, not wheels, mm,  for moving, not more
than Tolerance £ 20 mm. more than £ 1mm than
BLQ 002-17 26 950*500*900 IOON(IOkgf)
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The effort
necessary to fix the
removable
elements ofthe
trolleys (fences,
etc.) in the working
position must be no

more than

Overall dimensions of
the package, mm.

Tolerance + 20 mm.

980*770*530



1.12. General description of accessories, composition, functionality

The wheels are anti-static, made of shockproof ABS plastic, the rollers are made of non-mark gray
lubber.

Number of blocked wheels - 2.

- The wheels are locked by means ofthe brake pedal mounted on them (Fig. 1; 2)

Fig.l (transport position) lift the pedal upwards.

Fg.2 (fixing the wheel), lower the pedal down.

Metal transport handle, covered with epoxy paint.

Anti-shock bumpers at the corners of the trolley.

1.13. Description of the main materials

Steel with epoxy coating (with PVC-spraying): body, boxes

Stainless steel: case, drawers, shelves

ABS plastic (acrylonitrile butadiene styrene): protective covers, shelves, handles

Wheels-Material: Plastic + Steel

2.Technical description ofthe medical device

2.1. Maintenance
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In case of fault finding, please contact an authorized service center: Russia, 193318, St. Petersburg, ul.
Voroshilova, d. 2. T. (812) 326 59 25, fax: (812) 325-58-64, E-mail: medmeb@nnz.ru.

22 Maintenance

Periodic maintenance should be carried out once a year by qualified specialists.

Worn and broken parts of the trolley must be repaired or replaced.

The surface of the trolley must be kept clean. Components made of ABS must not be cleaned with
hydrocarbon or chemical solvents, use a neutral detergent.

The design of the trolleys should ensure maintainability, including free access to individual assembly units

and parts and their interchangeability in maintenance and repair.

2.3. Cleaning and disinfection

The frame and drawers of the trolley should be treated with cleaning agents recommended for steel with
epoxy coating. Do not use for cleaning soda, sandpaper and abrasive materials. The surface can be cleaned
with damp cloths using household soap and then wiping dry. Do not use in this case ether, acetone, gasoline,

and other solvents.

24. Requirements for environmental protection, including the requirements for safe disposal and disposal.
Environment protection.

The products must be non-toxic and comply with the requirements of GOST ISO 10993-1-2011.

In the production, storage, transportation and use (use) of products do not emit toxic substances into the
environment and do not have (with direct contact) harmful effects on the human body. Work with products
does not require special precautions.

The products are not explosive, are not capable of spontaneous combustion, they bum without explosion
with an open flame. The materials of the products are such that in case of fire it can be extinguished by all
available means.

The trolley in accordance with the decree of the Chief State Sanitary Doctor of the Russian Federation of
December 9, 2010 N 163 "On approval SanPiN 2.1.7.2790-10" Sanitary and epidemiological requirements
for the management of medical waste "refers to the class A.

Dispose of the cart and its components at the end of their service life in accordance with local regulations.

For further information on disposal or recycling, contact your local authorities.

2.5. Data on service life
Average service life - not less than 10 years.

2.6. Requirements for transportation and storage

Storage
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Store the cart in a dry place, free from the harmful effects of temperature, humidity, ventilation, sunlight,
dust and air containing salt, etc.

Awvoid places where chemicals are stored or gas forms.

Protect from moisture ingress.

Storage conditions:

-temperature; +5 ° ... +40 ®C

erelative humidity: < 70%

mtmospheric pressure: 86 ... 106 kPa

Transportation

Transportation of the cart and accessories is allowed by all modes of transport in covered vehicles at the

temperature mode specified below and the following conditions:
1 Do not turn over,

2 Carefully fragile;

3. Protect from moisture;

4. Do not bump.

2.7. manufacturer's warranty
12 months from the date of commissioning.

3. Marking and packaging of the product
3.1. Description of the MI marking

Accessories are marked with their name, as well as model or type designations. In the case where the

marking of accessories is not suitable, it can be applied to individual packaging.

The shipping container must bear the following markings:

the name of the product;

conventional designation of products (article - if any);

name and location of the manufacturer (legal address, including the country, and, if it does not coincide
with the legal address, address (a) of the production (s)) and organization in the Russian Federation
authorized by the manufacturer to accept claims from consumers on its territory (in the presence of);

overall dimensions;

weight;

date of manufacture (month, year);

warranty period of storage;

batch number (if available);

bar code (if available);
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storage and transportation conditions;

registration certificate number and date of issue;

conformity mark (if any)

Trademark (ifavailable).

Note - It is allowed to mark the handling signs, explaining the way of transportation, loading and

unloading and storage of products.

The marking of the trolley contains the following main symbols and symbols:

1 Trademark of the manufacturer;

2. Name or designation ofthe type (type, model) ofthe trolley;
3. Number of the trolley according to the numbering system of the manufacturer, if necessary (serial

number);

4. Year of manufacture ofthe trolley (or the last two digits).

3.2. Description of symbols applied to the MI marking

Notation Description Fcon location
See instructions Inside the packaging and cover
m instructions
ll o Transport temperature range Outer packing part
“_i_ e Operating temperature range Instructions
J Manufacturer’s data Outside package
/-!\- Caution! Outside the package or instructions.
/M)'] Date of manufacture Outside package
SN Serial number Right to receive, number
LOT Lot number Verification report
To protect limbs Bearing frame, side rails
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Organizational and legal form and full name of the Limited Liability Company Alfa Mobili

legal entity

The abbreviated name of the legal entity (ifavailable) AlfaMobili LLC

Address (location) of the legal entity Russia, 193318, St. Petersburg, ul. Voroshilov, the
house 2.

Phone numbers Tel: (812) 326-59-25, Fax (812) 325-58-64

The e-mail address ofthe legal entity (ifavailable) medmeb@nnz.ru

Taxpayer Identification Number 7811359153

1 CONDITIONS AND RULES OF USE

Assembly and preparation for operation

Thetrolley is delivered assembled.

After opening the package, check the integrity ofthe parts and the availability of components.

Intended use
The trolley should be operated in dry and warm rooms, with heating and ventilation.
It is not recommended to install / store the cart near heaters, close to damp walls, on damp / heavily soiled

floors.
The trolley is intended for use by medical personnel only in rooms with smooth, level floors, without

thresholds and significant contaminants.

Movement, and brake

The trolley is equipped with wheels that can satisfy the function of movement, rotation and braking.

K M
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MepeBof, C aHT/IMIACKOTO M KUTACKOTO Si3bIKOB Ha PYCCKMIA Si3bIK

CEPTUNPUKAT

KuTalicKkuii COBET MO COAIEACTBIMIO MEXIyHapOoAHO ToproB/ie, Kutaiickasi nanara MexayHapoaHoiA Toprosn
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Kntancknin cCoBeT Mo CoeMCTBUIO MeXyHapOoaHOW
TOpPro.ne
KnTtainckas nanarta MexayHapoaHOW TOpProsau

CEPTUNDPUNKAT

Ne181300BOHO03261

HACTOALWNM MOATBEPXAOAETCSH, uTo neyats kKomMnaHum «X363M MYK3H MEANKAN
MHCTPYMEHTC KO., N1TA.» (HEBEI PUKANG MEDICAL INSTRUMENTS CO., L'I'D.) Ha
npunararowemcd JOKYMEHTE sBnsieTcs nogMHHOWR.

Meyatb: Kntaickuii COBET N0 COAEACTBUIO MeXAYHapOoA4HO Toprose *
CepTtutmkaums * CCP1T

MevaTtb Kutalickuii coBeT No COAENCTBUIO MEXAYHApPOAHON ToOprosne
/Moanuck/
Moanuckb
YNO/THOMOYEHHOT 0 finua: BaH L3toHbnn (Wang Junli)

(data: 19 nong 2018 r.)
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OpraHu3aunoHHo-nNpasoBas opmMa 1 NosiHoe O6LLEeCTBO C OrpaHUYeHHON 0TBETCTBEHHOCTBIO

Ha“MeHOBaHWe IPULANYECKOro nnua «Anbtha Mobunu» (Limited Liability Company
Alfa Mobili)

CokKpallleHHOoe HaMMeHoBaHWe topugmyeckoro mmua OO0 «Anbtha Mobunu» (Alfa Mobili LLC)

(ecnn nmeetcsA)

Apnpec (MeCTOHaxoXeHWe) KPUANYECKOro Nnua Pocensi, 193318 CaHkT-TeTep6ypr,

yn. Bopowwnosa, g. 2.

TenecokHble Homepa Ten.: (812) 326-59-25, thaxc: (812) 325-58-64

AJpec 31eKTPOHHOM NOYTbI KOPUANYECKOTO iMLua medmeb@nnz.ru
(ecnu nmeeTcs)

MAEHTVICbVI KaluMOHHbIN HOMEP Hasloronare/iblnKa 7811359353

1 YC/IOBUA n MPABUJIA NCITOJIb3OBAHUA
C6opka 1 nogrotoBKa Kakcrnsyaraumm
Tenexxka nocta.fseTcs co6paHHOA.

Mocne OTKPbITUA YNMaKOBKW MpPoBepPbTE LENOCTHOCTb ,quane|7| N HaJIM4mne KOMIMOHEHTOB.

Mpegnonaraemoe MCNosib3oBaHme

JKcnyaTaunio TeNeXXKN Heo6X04MMO OCYLLEECTBAATE B CyXMX U TeM/bIX MOMELLEHMSX C NOLOrPEBOM U
BEHTUNSLMEN.

He pekomeHfyeTCcs ycTaHaB/IMBaTb /XPaHUTb TENIEXKY PSAOM C 060rpeBaTeNIsIMU, PSAOM C BAKHBbIMA
CTeHaMW, Ha BMAXHbIX/CUNBHO 3ar pAHEHHbIX Mosax.

Tenexxka npegHasHayeHa 419 UCMo/b30BaHUA MeSVULMHCKMM MepcoHasioM TOSIbKO B MOMELLEHUSAX C
POBHbLIMIK NoJslaMun 6e3 noporoB 1 3Ha4nNTENbHbIX 3aI'pF|3HeHVIVI.

[BWXeHne 1 TOPMOXKeHMe

Tenexka oCHalleHa Kosiecamu, KOTopble MOTYT BbIMO/HATL (DYHKLMIO ABUXEHUS, BpaLLEHNs 1
TOPMOXXEHUSA.

Wramn: «X363MN NYK3H MEANKAN MHCTPYMEHTC KO., 1TA.» (HEBEL1 PUKANG
MEDICAL INSTRUMENTS CO., LTD.)
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MepeBog, A4aHHOro TeKcTa BbINOMHEH NepeBog4MKoM Pponosoit MaprHoi MiwuainnoBHoLy,

Poccuiickaa ®epepauus
Mopog Mocksa
[sajuaTb ceibMOro nwona [Be ThiCAYM BOCeMHaguaToro rpg™”

A, AkumoB [ne6 bopucosu4y, HoTapuyc ropoga MOoCKBbI, cBuAenbCTBYH>"%oan\
noanucu nepesofunka ®ponosoit MapuHbl MuxaiinoBHbl. A

Mognuck cpenaHa B MOeM NPUCYTCTBUN.

JInyHoCcTb nognucasLlero JOKYMeHT yCTaHOoB/eHa.

3aperucTpupoBaHo BpeecTpe: Ng 77/09-+/77-2018-

B3bICKaHO ro, WMWHON nownnHbl (no Tapudy): 100 py6.
Ynnaue oi*asahiue™ e npaBoBOro u TexHuyeckoro xapakTepa: 200 py6.

I.B. Akumo]
MpoWwHYp*H. T"&P.pMepOBaHO 1 CKPENNEHO NeYyaThbio X mcT(-a, -0B).

HoTapuyc:
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