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INSTRUCTION FOR USE NMHCTPYKUNA no NMPUMEHEHWIO
Nimble Scope Transport Cart, in Tene>kka 418 TpPaHCNoPTUPOBKU
composition aHpockornoe Nimble, B cocTase

* In the event of any discrepancy ben\'een the English language text set forth in this document and the Russian language text, the English language
text shall be controlling in all respects / B cnyyae HeCOOTBETCTBUSA aHIIMACKOrO TeKCTa B 3TOM JOKYMEHTE M PYCCKOI0 TeKCTa, aHr1053bl4YHbIN
TEKCT JO/KeH OblTb KOHTPO/IbHbIM BO BCEX OTHOLLUEHMSAX.
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3NEKTPOHHAS KONHA OGOPMIIEHA LIEHTPOM UCMbITAHII W PETMCTPALIMI MEAHLMHCKUX H3OENHI



1 Name of the medical device/ HanmeHoBaHMe MeAUUNHCKOIO U3aenns

Nimble Scope Transport Cart, in composition:
- Nimble Scope Transport Cart - 1 unit
- Tray - up to 6 units (if it is needed)
- Tray lid cover- up to 6 unit (if it is needed)
- Flag - up to 6 units (if it is needed)

Hereinafter - Cart, Nimble Cart

Tenexka gnsd TpaHcnopTUpoBKK aHgockonos Nimble, B cocTase:
= Tenexka ;LA TpaHCNopTUPOBKM 3HA0CKoMoB Nimble - | wwT.
- JToToK - 0 6 wrt. (Npn Heo6X0AMMOCTH)
- KpbllWwKa Ha N0TOK - [0 6 WT. (Npy1 He06X0AUMOCTK)
- MHgukatop - 0o 6 w:. (Npu Heo6X0AMMOCTK)

[anee no TekcTy' - Tenexka, Tenexka Nimble

2. Information ofthe manufacturer of the medical device / CBefieHUs 0 npousBoAuTENe MeAULUHCKOTO U3LeNns

Legal Manufacturer

MODQO, Inc.,

20325 NW von Neumann #170 Beaverton, OR 97006, United States
of America

Manufacturing Site/ Physical Manufacturer

MODO, Inc.,

20325 NW von Neumann #170 Beaverton, OR 97006, United States
of America

Russian Authorized Representative

LLC «Johnson & Johnson»

121614, Moscow, st. Krylatskaya, 17, building2
TeLB (495) 580 77 77, Fax: 8 (495) 580 78 78
RA-JNJRUMR7\ a ITS.JKJ.com

Mpoussogntens

«MOAO, NHK.»,

20325 NW von Neumann #170 Beaverton, OR 97006, United States of America
(CLWWA)

MecTo Npon3BOACTBa MeAULMINCKOro U3genns

«MOJO, NHK.»,

20325 NW von Neumann #170 Beaverton, OR 97006, United States of America
(CLWWA)

Y NOSIHOMOYEHHbIN NpeAcTaBuTe b NPOH3BOAMTE. 14
000 «/[>KOHCOH & [)XOHCOH»,

121614, r. Mocksa, yn. Kpbinarckas, g. 17, K. 2

Ten. 8 (495) 580 77 77, dakc: 8 (495) 580 78 78
RA-JNJRU-RZN” ITS.JNJ.com

3. Intended use / HazHauyeHne MeAULMHCKOIO nU3aenns

The Nimblt Scope Transport Cart is used to support the storage and
transpmt~6f flexible endoscopes of all types and manufacturers
between point of use or storage and endoscope cleaning equipment.
The cart is to be used only by healthcare professionals in a hospital or
clinical environment.

Tenexxka NS TPaHCMOPTUPOBKM  aHAockonoB  Nimble  ucnons3yetcs  ans
TPaHCMOPTUPOBKM TMBKMX 3HAOCKOMOB ;MOGbIX TUMOB U MPOM3BOAUTENER MeXAy
MECTOM WX UCMO/Mb30BAHMS WU XPaHEHUs U 060PYA0BaHNEM /1S MOWKM 9HOCKOMOB.
TeneXka npefgHasHayeHa Ans UCMo/b30BaHWUSA TOMLKO MEAULIMHCKUMUN PaboTHUKaMU B
6ONbHULAX UMW KNUHUKAX.

4, Operadne principal / MpuHumMn gencTeus

Nimble Scope Transport Cart protects delicate instruments during
transport, protects instruments from the risk of cross-contamination,
clearly identifies carl contents as clean vs contaminated using a
versatile flagging system for each tray or entire cart, designed for safe
and secure transport of instruments.
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Tenexxka AN TPaHCMOPTMPOBKM 3HAOCKonoB Nimble 3awwiiaer 4yBCTBMTE/bHbIE
MHCTPYMEHTblI BO BpPEMS TPaHCMOPTMPOBKM, 3aliMLiAeT MHCTPYMEHTbI OT puUCKa
MepeKpPecTHOr0 3apaXkeHus, C MOMOLLbIO CNeLManbHON CMCTEMbl MHAMKALMM NOMOraeT
pas3fenuTb MHCTPYMEHTbI Ha «HucTbie» 1 «Acnonb30BaHHbIe» A8 KaXKAO0ro N10TKa Un
BCEM TeneXxku. Tenexxka CKOHCTpyupoBaHa [Aas 6e30nacHOi TPaHCMOPTUMPOBKM
WHCTPYMEHTOB.



State of Oregon Notarial Certificate (ORS Ch. 194.280,194.285)

Witnessing or Attesting a Signature
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5.
Nimble Scope Transport Cart is used to support the storage and
transport of flexible endoscopes of all types and manufacturers
between point of use or storage and washing room, in particular,
endoscope cleaning equipment.

Indications / MNMoka3saHus
Tenexxka Ans  TpaHCNoOpTMPOBKM  3aHAockornoB  Nimble  ucnonb3yetcs  ans
TPaHCMOPTMPOBKMA TUOKUX 3HAOCKOMOB /06bLIX TUMOB W MPOWU3BOAMTENER MEXAY
MECTOM MX WCMONb30BaHMS WUIN XPaHEHUS M MOEYHbIM MOMELLEHWNEM, B YaCTHOCTW,
06opyaoBaHNeM 4151 MOWKW 3HA0CKOMOB.

6" Contraindications / MpoTHBOMNOKa3anNua
There are no knon\ti contraindications. V3BeCTHbPC MPOTUBOMOKAa3aHWI HeT.
7. Warnings and precautions / MNMpeayTipex<fieHHs 1 Mepbl NPeJOCTOPOXHOCTH

Caution:

e Use cart only in conjunction with endoscope transport bags
(Hereinafter: bags for transporting endoscopes are not supplied with
MD. MD is compatible with any endoscope transport bags). Be sure to
read the manufacturer's instructions for transporting flexible
endoscopes.

» Do not clean the cart using a cart washer system. The surfaces of the
cart, trays and tray lids are manufactured from acrylonitrile butadiene
styrene (ABS) plastic and can be cleaned with hospital grade
disinfectant.

» Do not overfill the trays with more than one endoscope per tray.
The maximum load is 7 kg (15 Ib) per tray.

 Use the caster brakes when positioning a cart on an uneven surface,
when parking tlie system, or leaving it unsupervised.

» Do not move the cart without first releasing the caster brakes. Only
one tray can be placed on the top of the cart at the same time, when
the cart is stationary.

 No trays should be placed on the cart during transport.

» Trays must be in closed position, with all contents loaded, while
fransporling.

« Do not sit or ride on the cart.

Do not push cart over obstacles.

OCTOpPOXHO:

* Mcnonb3yiiTe TeneXky BMeCTe C MakeTamu Ans TPaHCMOPTMPOBKM 3HLOCKOMOB.
(3pecb 1 fanee No TeKCTy: NakeTbl AAs TPAHCMOPTUPOBKMU 3HAOCKOMOB He BXOAAT B
KOMMNeKT noctaBku MW. W3genne coBmMecTMMO ¢ NO6GbIMM  nake'ramMu  Ans
TPaHCMOPTMPOBKM  3HA0CKOMOB). (O6s3aTeNbHO  03HAKOMbTECH C  MHCTPYKLWEN
npoun3BoAMTeNs NaKeTOB AN18 TPAHCNOPTUPOBKM TMOKUX 3HL0CKOMNOB.

e [10BEPXHOCTU TENEXKWN, JIOTKOB U KPbleK 3TUX JIOTKOB W3roTaB/iMBalOT U3
cononvmMepa akpunoHutpuna 6yrtagameHa u ctupona (ABS), U UX MOXHO YUCTUTb
[e3VH(MLMPYIOLUM CPeACcTBOM 418 MeAULMHCKOrO UCMO/b30BaHUS.

e He knagute Ha noTok 60/blle OAHOro 3Hfockona. MakcumanbHas Harpyska Ha
NOTOK cocTaBnseT 7 Kr (15 ¢yHTOB).

* Vicnonb3yiiTe TOpMO3a POMMKOBBLIX KO/ec, Korga craBuTe Tenex!™' Ha HepoBHYHO
NMOBEPXHOCTb, YCTaHaB/MBaeTe eé B CTaLMOHapHOe MOMOXEHWe WNU OocCTasnseTe 6e3
npucMoTpa.

» He gBuraiite Tenexky, He OTN>CTVB CHa4yana TOPMO3a POSIMKOBBIX KOJEC.

* Ha Bepx Tenexku MOXHO OAHOBPEMEHHO CTaBUTb TOJIBKO OAWH /0TOK, Korpja
TeNeXxka HaxoauTcs B CTaLMOHAPHOM MONOXEHUN / He ABUraeTCs.

* He pgBuraiiTe TeNexky, eCnv CBEPXY Ha TeNeXKe CTOUT IOTOK. Bo Bpems nepeBo3ku
CBEPXY Ha TeNeXKe He JO/MKHO ObITb SIOTKOB.

» Bo Bpemsi NepeBO3KM 3arPy>KeHHbIe IOTKM AOMKHbI ObITb 3aKPbITbl KPbILLIKAMM,

* 3anpeLyaeTcs CagMTbCA Ha TENEXKN UNKN e34UTb Ha HUX.

* 3anpeLyaeTcs nepeTackmMBaTth TENEXKWN Yepe3 NPensTCTBUS.

. Thoroughly clean_ and disinfect the flags, trays and lids prior to each « Mepes kaxabiM MCNONb30BaHMEM MWATENLHO MOWTE W Ae3UHPULMPYITe
use per hospital policy. WHAMKATOPbI, NTOTKMA W KPLILLKA.
8. Adverse Events/ HexxenaTtenbHble ABNeHNSA
Not applicable He npumeHumo
9. Information about potential users/ UlHpopmaumnsa o noTeoUnanbHbIX NOTPEOUTENAX

Nimble Scope Transport Carl is to be used only by healtheme
professionals in a hospital or clinical environment.
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Tenexka Ans TpaHCNOPTMPOBKM 3HA0cKoNoB Nimble npeaHasHaveHa ans
CMO/Mb30BaHNUS TONBKO MEANLIMHCKIMN PaBOTHUKAMM B GONbHULEAX UK KIMHMKAX.



10. Indication of possibility and peculiarities of using the medical device by people with implanted medical device, pregnant women, breastfeeding
women, children, adults with chronic diseases/ Y kazaHue BO3MOXHOCTW U OCOBEHHOCTEN MPUMEHEHNS MEANLMHCKOTO N3enuns ana naen c
UMMIaHTUPYEMBIMW B OPraHn3M YeioBeKa MegMLMHCKUMUN U3AeNNaMM, 6EPEMEHHbIX XEHLLWH, XXEHLW WH B NEPUOS TPYAHOT0 BCKapMaMBaHus, geTen,

Not applicable He npumeHnmo

11. Possible Effects of Medical Device on Ability to Drive and Use Machines / CBefijeH1Si 0 BO3MOXHOM BAIMAHUMN UCMO.Tb30BAHHA MEAULMHCKOro
N34enuns Ha cnocobHoe! b ynpaeBnaTb TPAHCMNOPTHLIMK CPeACTBaAMM, MeXaHW3MaMK
The possibility of the impact of using the product on the ability to ~ BnusHue WCNOMb30BaHWA W3L4eNUA Ha CMOCOBHOCTb YNPaBiATb TPAHCMNOPTHLIMU

drive vehicles and mechanisms is not revealed. cpeAcTBaMu M MexaHM3mMamu He BbISIB/IEHO.

12. Contents of delivery / KomnnekT noctaBku
The Transport Cart is supplied filled with 6 trays and contains 6 flags Tenexxka noctasigeTca 3anonHeHHasa 6 N0TKaMK, a TakXXe COAEePXKUT 6 MHAMKATOPOB U
and one instruction for use. OZHY VHCTPYKLMIO MO NPUMEHEHWIO.

Lids are supplied in separate boxes. The primary contents of delivery KpbILKKN NOCTaBNAOTCA B OTAE/MbHbIX KOPOOKaxX. B MepBMYHOM KOMM/EKTE MOCTABKM
nocraensetca kog4 105606 - 1wTtyka n kog 105613 6 LWITYK.

Code Name Number of units Kop HanmeHoBaHwMe Konunuectso
105606  Nimble Scope Transport 1unit 105606 Tenexka ans TPaHCNOPTMPOBKM 1 LWT.
Cart aHpockonos Nimble
Tray 6 units JloTok 6 wr.
Flag 6 units WHavkatop 6 wr.
105613  Trav lid cover Lunit *6 105613 KpblwKa Ha N0TOK lwr. *6
If necessary, additional tray, tray lid cover and flag are supplied in [pu Heo6xo4UMOCTV [OMOMHUTENbHbIE NOTKW, KPbILLKA Ha NIOTKA W WHAWKATOP.I
separate boxes. MOCTaBNATCA B OTAEMbHbIX KOPOOKaX.
Code Name Number of units i ;1 Kog HanmeHoBaHune 1KonnuecTso 1li
105612  Tmv 1 unit i ;i 105612  JloTok 11w i!
105611  Flag 1 unit 1 21105611  WHpmkaTop i 1w il
105613  Trav lid cover 1 unit i '1105613  KpbllKa HanoTcK i 1w [
13. Description of primary functional elements/ OnucaHne 0CHOBHbIX YHKLUNOHANbHbIX 3N1EMEHTOB MEAULUHCKOI0 NU3aenus

The cart comes fully assembled with trays. Trays are a reusable Te/neXka NOCTaBASeTCA MOMHOCTbIO YKOMMN/EKTOBaHHAsA n0TKaMu. JIOTOK - 37O
component of the cart which can be removed and replaced for loading MHOropasoBbIii KOMMOHEHT TENEXKW, KOTOPbIi MOXHO CHUMaTb W CTaBUTb 0BPaTHO
and unloading endoscopes. Tray lids are sold separately as an optional /[N 3arpy3kun W BbIFpy3K/ 3HAOCKOMOB. KPpbILWWIKX NIOTKOB MPOAAlOTCA OTAENbHO Kak
component and may be used with the system. The lids are designed AOMONHUTE/IbHbIA KOMMOHEHT W UCMO/b3YIOTCA B CUCTEME [/A MOBbILUEHUA YPOBHA
for stacking to avoid accidental damage to your delicate equipment 3alluTbI.

and allow for easy mobilit>. MHOnKaTopbl - 3TO MHOropasoBble KOMMOHEHTbI TE/EXKWU, KOTOpbre MoKasblBatoT,
Flags are a reusable component of the cart which indicates whether Kakue sHAOCKOMbI COAEPXKATCA HA NOTKaX: YACTble UK TPsA3HbIe. LIBET NHAMKATOPOB .
clean or contaminated endoscopes are contained in trays. The flags [0/KeH COOTBETCTBOBATb CTaTyCy 3HAOCKOMOB, NeXallunx Ha NoTkax. WHaukatopsl ,
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KpenAaTCA Ha TeneXkKaxX WA Ha J1I0TKax cnepean wun c3agn TENexXKu. 3enéHoble

color must match status of endoscope(s) contained in the trays. Flags
KpacHble

are applied at either the cart or tray level on both the front and back uHgnkaTOpbl MMET 3HauKM «/» W 0603HAYAIOT UWCTbIE 3HAOCKONMbI.
ends of the cart. Green flags include V ’ marks and indicate clean yHAMKaTOPbI MMEIOT 3HAUKK « XK» 1 0603HAYAIOT TPA3HbLIE 3HAO0CKOMbI.
endoscopes. Red flags include ‘X’ marks and indicate contaminated

endoscopes.
Clean Endoscopes, Green / YuCTble 3HLOCKOMbI. 3eMeHble

Contaminated Endoscopes, Red / ['pszHble 3HA0CKOMbI. KpacHblii

Cart Level Flagging, Clean / Hgukauus Tenexek, Ynctble Cart Level Flagging, Contaminated / HAnKaums Tenexek. IMpasHble

>1

Tray Level Flagging, Clean / IHAMKaL WA NOTKOB, YUCTbIE Tray Level Flagging, Contaminated / IHAMKaLMA NOTKOB, rps3HbIe
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Tray lid cover / KpbllwKa Ha N0TOK

14. Method of use (Ipstructions)/ Crnioco6 npvmeHenns

Step 1 - Clean the cart prior to use. Wipe the inside and outside 3T1an 1 - BbiMoiiTe TefleXKy npexze, YeM npucnynatb K eé skcrayatauuu. MpoTtpuTte
surfaces with a disinfectant cleaner per your hospital policy. eé BHelwHWe 1 BHYTPeHHUE MOBEPXHOCTU AE3NHPUUUPYIOWNUM YUCTALLUM CPeACTBOM,
Thoroughly clean the cart, casters, trays, lids, and flags. MCnonb3yemMblM B Balleil 6onbHULe. TuiaTenbHO BbIMOWTE caMy Tenexky, ponuku, !
Step 2- ’Engage the caster brakes. Place the cleaned and bagged /10TKW, KpbILWKA W MHANKATOPbI.

endoscopes in the cart trays. Change flags to green on both ends. 'Hie 3Tan 2 - BkniuuTe TOPMO3a TENEXKU. YIOXWUTE Ha JIOTKU TENEXKU UUCTble U
flag color must match the status of endoscopes contained in the trays. yn0XeHHble B NaKeTbl 3HAOCKOMbI. Y CTaHOBUTE 3e/1eHble HAMKATOPbI Ha 06 CTOPOHbI
Green flags indicate clean endoscopes, red flags indicate contaminated Tenexkn LlBeT WHAMKATOPOB [AO/MKEH COOTBETCTBOBATb CTaTyCy 3HAOCKOMOB,
endoscopes. Nnexawmx Ha noTKax. 3efieHble WHAMKATOPbl PEKOMEeHAYeTCs MNPUMEHATb AN
Step 3- Release the cart caster brakes and transport to point of use. WHAMKAUMM YUCTbIX 3HAOCKOMOB, KPacHble WHAMKATOPbl PEKOMEHAYeTCA MPUMEHATb
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Step 4- Engage the caster brakes. Unload clean endoscopes. The top
of the cart may be used to support one tray during loading and
unloading.

Step 5- Following endoscope use. load the contaminated, bagged
endoscopes in trays. Replace the trays in the cart. Secure the trays in
closed positions. Change the flags to red on both ends. The flag color
must match the status of endoscopes contained in the trays.

Step 6- Release the caster brakes and transport the cart to the
endoscope cleaning equipment. Unload the contaminated endoscopes.
The top ofthe cart may be used to support one tray during unloading.
Step 7- Clean the can and trays. If the cart comes into contact with
contaminated endoscopes, bags or other item, clean the cart with a
disinfectant cleaner per your hospital policy. Thoroughly clean the
carl casters, trays, lids, and flags.

4NA MHAMKALUW 3arpsisHEHHbIX 3HAO0CKOMOB.
JTan 3 - OTNycTUTE TOPMO3a POJSINKOBbLIX KOJEC TENIEXKM W MepeBe3nTe CEé K MeCcTy
MCNoMb30BaHWA 3HA0CKOMNOB.

Jtan 4 - Bkawouure Top.Mo3a POMAMKOBLIX KofieC. CHUMWUTE C TENEeXKW UUCTble
3HZOCKOMbI. Mpy MorpysKke 1 BbIrpy3Ke 3HLOCKOMNOB OAWH IOTOK MOXHO MOCTaBUTL Ha
BEPX TENIEXKW.

Jrtan 5 - [llocne mMcnonb3oBaHWA 3HAOCKOMNOB 3alpysuTe rpsA3Hble, YNOXEHHblE B
MakeTbl 3HAOCKOMbI Ha NOTKW. Y CTaHOBUTE /IOTKM 06paTHO Ha Tenexky. 3akpenwute
NOTKN B 3aKPbITO.M MONOXeHUN. CMeHUTE WHAMKATOPbI Ha 06enX CTOPOHAX TENEXKM
Ha KpacHble. LIBeT WHOMKATOPOB AO/XeH COOTBETCTBOBATb CTATyCy 3HAOCKOIMOB,
NeXaLlmx Ha NoTKax.

dtan 6 - Ornyuyrrte TOp.MO3a PO/MKOBB[X KONEC W OTBE3UTE TENEXKY K
060pyf0BaHMIO ANs .MOVKW 3HAOCKOMOB. Bbirpy3uTe rpsAsHble 3HAOCKOMbI. [pu
BbIrPY3Ke 3HO0CKOMOB OAMH NTOTOK MOXHO MOCTaBUTb Ha BEPX TEJIEXKMU.

dran 7 - TMomoliTe Tenexxky u NoTKW. benu Tenexxka conpukacanacb C rpsa3HbIMU
3HAOCKONAMW WU ApPYrUMW MNpegMeTamul, BbIMOWTE TeNeXKy Ae3VH(ULHPYHOWH.M
UMCTALLMM CPeSCTBOM, UCMOMb3yeMbIM B Ballel 60/bHMLEe. TLaTeNbHO Bbl.MOITE ca.My

15. References to the preceding modifleations/ Ccbinky Ha npefbigyLime mognpukalum
Not applicable He npu.mcH1MO
it 16. The main parameters gndlcha;\acteristg:%)f medicalldevice / OcHOBHble napameTpbl 1 xapaicrepMCTHKIi MmeanuMHCKOro nsgenmns
Model Height. 1 width, Depth, Weight, wheels. Mogaenb BobicoTa, | WnpnHa, [nybuHa, Macca, KOJIEC,
mm mm ram kg
n L. - n
Nimble Tenexka ons
Scope 1paHCMopTMPOBKM 1049,2+6  523+4 526+4 29 133,9+4
Transport 1049.2+6 5234 52614 133.9+4 sH0cKoNoB Nimble
Cart NoTtok 114.4i3 431,743 516,7+3 14
Tray 114.4+3 431.7+3 516.7+3 14 KpblLlKa Ha OTOK 33,943 434.8+3 1 520.3+3 0.8
I;f\/)érlld 33043 434.8i3 520.3+3 08 MHankaTop 30+1 279,812 | 8,9+1 0.04
Flag 30+1 279.8+2 8.9+1 0.04 MakcumanbHO BO3MOXHaa Harpyska TefleXXKu, Kr: 42;

Maximum possible load of the transport cart, kg: 42;

Maximum possible load of the tray, kg: 7;

Effort to move the transport cart on a hard, smooth, flat surface,
N: 25N + 8N;

All unspecified dimensional tolerance.s are as.sumed to be £ 5%.__
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MakcumanbHO BO3MOXHaa Harpyska f1oTka, Kr: 7,

Ycunve gns nepemeLl,eHns TeNeXKN Ha TBEPAONA, rnafKoi, naocKol
nosepxHocTtu, H: 25H + 8H;

JonycTUmMbl OTKNOHEHWS XapaKTePUCTUK B npeaenax £5%, ecnm He yKasaHo MHOE.



17. Materials/ MaTepunansl

These products are made ofthe following materials: ABS Lustran MegauumHCKoe n3genve N3roToBAeHO U3 CEAYIOLWNX MaTepnanoB: AKPLUIOHUTPUA-

752, Steel and Stainless Steel.
These products do not have contact with patients.

Labelling

Date of manufacture

6yTaaueH-ctupon ABS Lustran 752, cTanb, HepXasetoLLas cTasb.
W3genne He MMeeT KOHTaKTa C NauueHTaMm.

18. Labeling / aHHble 0 MapKNUPOBKe MeAULMHCKOIo nU3fenus
MapkH1lioBKa
CnmMCoK NPUMEHSIEMbIX CYIMBOJIOB;

Jara nsrotoeneHus

Batch identification number Kog naptuum

LOT

Do Not Stack
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LOT

LLITa6ennpoBaTh 3anpeLyaeTcs

Xpynkoe. OCTOPOXHO

Bep.x



19. Operating conditions, transportation and storage ; Ycnosus akcnsjyataumu, TPaAHCNOPTUPOBaHHA U XpaHEHUS

Operation YcnoBus aKkcnayataumum
£nr~Foiimciit Settings ! Values TptoBaTHSA K YCNOBMSIM OKPY>XXatoLLLen cpegpl 3HayeHusa
Air temperature, From +5 to +25 Temneparypa Bo3gyxa, “C Ot -5 fo -"25
Air humidity (relative), non-condensing, % 20-60 BrnaxHocTb Bo3ayxa (0THOCUTENbHasA), 63 06pa3oBaHus 20-60
Atmosphere pressure. kPa From 86 to 106 KOHJeHcaTa, %
Storage ATMOc(epHoe aaBneHme. Klla Ot 86 no 106
Environment Settings Values XpaHeHune
Air temperature, °c From i5to +25 TpebO6NHT Kycnosuam OKPYXaloLLLen cpefbl 3HaueHus
Air humidity (relative), non-condensing. % 20-60 Temnepatypa Bo3gyxa. °C OT+5 00 +25 |
Atmosphere pressure. kPa From 86 to 106 BnaxHocTb Bo3gyxa (0THOCUTENbHAs), 6e3 06pa3oBaHNs 20-60 |
Transportation KOHpeHcara, % 1
Environment Settings Values ATMocepHoe faBneHue. Kla OoTr86pa0 106 1
Air temperature, From +5 to +25 TpaHcropTapoBKa
Air humidity (relative), non-condensing, % 20-60 TpebBBMNLWK KYCALOTUNMN OKPYXXaKHLEN cpebl 3BaveTBa |
Atmosphere pressure, kPa From 86 to 106 TemnepaTyT3a Bogaxaca, ®C Ot 510 +25
BnaxHoCTb BO3a>'xa (0OTHOCUTeNbHas), 6e3 06pa3oBaHUs 20-60
KOHAeHcaTa, %
ATMocepHoe aaBrieHne. Kia Ot 86 fo 106
20. Device compatibility / Bo3aMOXHOCTb n cnocobbl MHTErPUPOBaHUSA C ApYTUMU MeAULIMHCKUMW N3LETUAMN
The cart must be used with endoscope transport bags. [Ona  TpaHCNOPTMPOBKM TUMOKUX 3HAOCKONOB B /10TKA.\ Tenexku Heobxoaumo

The device is compatible with any endoscope transport bags.
Endoscopes must be contained in bags prior to being placed in trays.
Refer to the endoscope transport bag manufacturer instructions for

MCnosb3oBaTb MaKeTbl A4 TPAHCMNOPTUPOBKN.
M3genve coBmMecrmmo c N6LLMM NakeTamm ONna TPaHCNOPTUPOBKK 3HAOCKOMNOB.
H606XO,D|I/IMO NOMECTUTb 3HAOCKOMNbI B MaKeTbl nepen MxX MOMELLEHMEM B JIOTKWU.

their use. O6patnTecb K MHCTPYKLMAM M3roTOBUTENS TPAHCMOPTHLIX MAaKeTOB 3HAOCKOMA AN UX

The cart is designed for flexible endoscopes of all types and ucnonb3oBaHus.

manufacturers. Tenexka [[pefHa3HaueHa 418 rM6KUX SHAOCKOMOB NHO6bLIX TUMOB U NMPOU3BOAUTENEIA.
21. List of national and international regulatory documents standards to which the medical device corresponds / NepeyeHb HaLMOHANIbHbIX U

MEX1yHapOAHbIX HOPMATMBHbIX JOKYMEHTOB, KOTOPbIM COOTBETCTBYET MeAULIMHCKOE M3aenve

Table; Standards, Rcgnlations &Directives / Tabnuua: CtaHfapTbl, 3aKOHbI U JUPeKTUBbI

Quality System / Cuctema MeHeDKMeHTa KayecTsa

[SO 9001
carts

Procedure IFl: Unitized Loads

ISTA IE Basic Requirements: vertical linear or random vibration and

shock testing
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Design, manufacture and logistical support of custom medical

Pa3paboTKa, MNPOM3BOACTBO W obecneyeHve

MeWLNHCKUX TefeXeK Ha 3akas

Mpoueaypa 1E: YHU(MUMPOBaHHbIE Harpy3Ku

OCHOBHble TpeboBaHWsA: WCNbITAHUA HA BePTUKabHbIe JIMHEHbIE WK
cn\vaiiHble Bbpaummn 1 yaapsi

matepnansEHO-TexHuYeckoe



11. Materials of animal and (or) human oriein/ lNepeyeHb MaTepranoB XXUBOTHOIO U (MJIH) YeSI0BEYECKOro MPOUCXOXAEHHS

: Not apDlicabie He npumeHumo
23. Pharma components/ IHhopmauus 0 NeKapcTBEHHbIX CPefCcTBaX, COAePXKaLLNXCA B MEAUUNHBCKOM W3eNnu
Not applicable He npvmeHmMmo
24, Desinfection and presterilizing cleaning methods and agents/ MeTogbl 1 cpeicTBa fe3VHMEKLUN 1 MPENICTEPUIN3ALA0BBOH OYNCTKHN
Clean the cart prior to use. Wipe the inside and outside surfaces with a BbIMOliTe TeneXxky npeXxpae, YeM NpucTynaTb K eé 3kcnny'atauun. llpoTpuTe eé
disinfectant cleaner per your hospital policy. Thoroughly clean the BHELUHWE W BHYTPEHHME MOBEPXHOCTU AE3UHPULUPYIOWMM UYUCTALLMM CPEACTBOM,
cart, casters, trays, lids, and flags. MCNonb3yemblM B Balleil 60/bHULE. TLaTeNbHO BbIMOWTE caMy TeeXKy, POvKM,
NOTKM, KPbIWKN N UHANKATOPSI.
25. Sterilization methods and conditions, sterility' preser\’ation terms/ MeTofbl 1 yCNI0BUSA CTEPUIN3ALIMN, CPOKM COXPaBEBUSA CTEPUNBLHOCTU
Not applicable Me npvMeHUMO
26. Shelflife/ Cpok rogHocTu

Not applicable He nprvimeHumo

27. Reauirements for installation and mounting/ Tpe6oBaHnsa K MOSITaK/1’ U yCTaHOBKeE
Not applicable He npnmeHmumo

28. Maintenance and repairs/ Tpe6oBaHUA K TEXHUYECKOMY OOC/TY>XUBAHUIO U PEMOHTY*
Not applicable He npnmeHnmo

29. Environmental requirements for medical device use/ Tpe6oBaHMSI K OXpaHe OKPY>KatoLLen cpefbl NpU NPUMEHEHUN MEAHLHHCKOIO H34e. THS

Products of MODO, Inc. are designed and manufactured in TpoaykTbl komnaHuu MODO, Inc. («MOJO, VHK.») pa3paboTaHbl 1 NPON3BE/EHbI B

accordance with applicable guidelines of Environmental protection. COOTBETCTBAM C MPUMEHUMbIMY PYKOBOACTBAMU MO 3alLUTE OKPYXAIOLEN Cpefpl.

Proper disposal can avoid risk of environmental pollution. Mpy ycnoBWM MNpPaBW/IBHOW YTUAM3ALUN MOXHO U36eXaTb pPUCKa 3arpsisHeHus
OKpYy>KatoLLeit cpegpl.

30. Disposal or destruction/ MopsagokK 1 ycnoBus yTuamsauum Uam yHNUTOXeHUS
Cart can be disposed or recycled following general cleaning, with no Tenexky MeguumHckyto Nimble [1a  TpaHCMOPTMPOBKM  3HAOCKOMOB  MOXHO
special processing. YyTUNM3MPOBaTb MK NOABEpraTb NepepaboTKe Nocne 06bIYHOM YNCTKK, HE NPUMEHSS
Unused product is disposed in conformity with the rules of handling HWKakuX cneuuanbHbIX cpeacTs 06paboTku.
medical waste of Class A. V3genvie yTuansmpyeTca B COOTBETCTBUM C NpaBuiaMun 06paLleHns ¢ MeAULUHCKAMU
oTXoAamm Knacca A.

31. Warranty/lrapaHTuiiHble 06513aTeNbCTBA

1 vear from date Modo shins the product or accessory. [apaHTUIAHBIA CPOK 3KCNayaTaumMm cocTaBnseT 1rof ¢ gatbl MOCTaBKM U3aenms.
32. Complaints / Peknamauuu

Address for Complaints: Mpwn Hanuunm xanob, obpalLaTbCs;
LLC «Johnson <&Johnson» 00O «[J)KOHCOH & [XOHCOH»,
121614. Moscow, st. Krylatskaya, 17, building 2 121614, r. Mocksa, yn. Kpbinatckas, g. 17. K. 2
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Tel. 8 (495) 580 77 77, Fax: 8 (495) 580 78 78 Ten. 8 (495) 580 77 77, dakc: 8 (495) 580 78 78
RA-JNJRL™-RZN 1t ITS.JNJ.com R.A.-JNJRU-RZN a ITS.JNJ.com
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«YTBEPXJAHK »
MO0, NHk., CLLA

Mpe3ngeHT/I eHepanbHbIl AMPEKTOP
JonxHocTb

PobepT Jlyuc MapuaHT
Nwmsa

< nognucaHo>
Mognuck

22 wmona 2020 roga
JeHb, mMecau, rog

M.IN.

<LLITamn ¢ Kpyr/nioi rep6oBoli neyarbHo:
«Bonbluas neyatsb LTata OperoHa»>
O<DI/ILJ,I/IAJ'IbeII7I LUTAMI
MATEYLL BOVLIEX CYAO/b
IOTAPNYC - LUTAT OPEIOH
JNMUEH3NA Ne 979240
CPOK MOEN JNUEH3W NCTEKAET 13 CEHTABPA 2022 r.

NHCTPYKUWNA MO NPUMEHEHWNIO

Tene>kka Ans TpaHCnopTMPOBKN
aHgockonos Nimble, B cocTase

B cnyyae HECOOTBETCTBMA aHINIUIACKOrO U PYCCKOro TeKCTa B 3TOM [OKYMEHTE, aHTN0s3blYHbIA TeKCT
JO/MKEH 6bITb KOHTPO/IbHLIM BO BCEX OTHOLUEHUSX.
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HoTapuanbHoe y10CTOBEPEHWE B COOTBETCTBUM C 3aKOHOLATeNbCTBOM WTata OperoH (C60PHMK 3aKOHOB
wTata OperoH - cT. 194.280,194.285)

Y [0CTOBepeHMe NN 3aCBUAETENNBLCTBOBaHME NOANUCA

Ltat OPEIMOH

O kpyr BALLUNHI'TOH

MoanuncaHo (Mnwn 3acBNAETENLCTBOBAHO) B MOEM npucyTcTBUM (gata) 22 mond, 2020 roga

(nms (umeHa) usndeckoro (-ux) nuua (nuy) POBEPTOMJTYNCOM MAP YAHTOM

<noAnucaHo>

Hotapuyc - LLtat OperoH

OduumnanbHbIiA WTamn:

<LLITamn ¢ Kpyrnoii repboBoii neyaTsio;
«bonbLuas neyars wrata OperoHa»>
OPULIMASBHBIA LUTAMIN
MATEYLL BOVLEX CYA0/1b
HOTAP/YC mLUTAT OPEFOH
JINLEH3NA Ne*979240
CPOK MOEW NLIEH3MN NCTEKAET 13 CEHTHABPSH 2022 .

OnucaHne JOKyMeHTa:

HacToslee 3aBepeHune npunaraetca K ctpaHuue 7. MHCTPYKUM MO NPUMEHEHWNIO
(Ha3BaHWe nnu TN oOoKyMeHTa) oT 22 mons, 2020 roga, cocToslLein u3 77 cTpaHuy,.
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MepeBod AaHHOMO TeKcTa BbII'IO]'ITbl_I'lepEBO,DHVIKOM KpannuHbiM leHncoM AneKcaHapoBUyem

nognuce”

Poccuitckaa ®epepayns

MNopos Mocksa.
[Bajuatb ceibMOro NONA fBe ThiCAYN ABafLATOrO roga.
A, AeliHeko Jllogmuna BanepveBHa, BPeMEHHO MCMOMHAWOLWAA 0683aHHOCTU HOTapuyca ropoja

MockBbl MpoKOWeHKOBOW EneHbl EBreHbeBHbl, CBUAETENLCTBYK MOAMIMHHOCTL  NOAMNMCK

nepesogunka KpannuHa JexHnca AnekcaHgposumya.
Moanuck cfenaHa B MOeM MPUCYTCTBUMN.
JlnyHOCTb NognucasLLero LJOKYMEHT YCTaHOB/EHA.

3aperncTpupoBaHo B peectpe: Ne 21/86-H/77-2020-

B3bICKaHO rocyapCTBeHHOW nownunHel (o Tapudgy): 100 py6. 00 kon.
YnnayeHo 3a 0KasaHue ycnyr npaBoBOro 1 TexHuyeckoro xapakrtepa: 300 py6. 00 kon.

‘ANT&NBIAHEKO

nognuce”

MPOLLIHYPOBAHO, NPOHYMEPOBAHO 1 CKPEM/eHO MeyaTblo

BCEro NpoLMYrioHH,
NPOHYMEPOMHO U CKDENIEHO
MeYaTbIo MMm<«a:=08)

Poccwiickas degepslns
'opog Mocksa
isgbwro wiona [ase ThICT [B3IM3TOO rMA
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