HanmeHoBaHue npou3BoauTest (CTpaHa
MPOU3BOAUTEISI, MECTO HAXOMIAEHHST)

Meril Healthcare Pvt. Ltd., Ground & First Floor, Survey
No. 173/4 and First Floor, H1-H3, Meril Park,

Survey No. 135/2/B & 174/2, Muktanand Marg,

Chala, Vapi-396191, Gujarat, Uuaus

HaunmeHoBaHMe PON3BOACTBEHHON MJIOLIAAKH
(cTpaHa MpoM3BOACTBEHHOM MUIOWAAKH, MECTO
HAXOXACHHS)

Meril Healthcare Pvt. Ltd., First Floor, H1-H3, Meril
Park, Survey No. 135/2/B & 174/2, Muktanand Marg,
Chala, Vapi-396191, Gujarat, Unnus

Manufacturer's name (manufacturer's country,
location)

Meril Healthcare Pvt. Ltd., Ground & First Floor, Survey
No. 173/4 and First Floor, H1-H3, Meril Park,

Survey No. 135/2/B & 174/2, Muktanand Marg,

Chala, Vapi-396191, Gujarat, India

Name of the production site (country of the
production site, location)

Meril Healthcare Pvt. Ltd., First Floor, H1-H3, Meril
Park, Survey No. 135/2/B & 174/2, Muktanand Marg,
Chala, Vapi-396191, Gujarat, India

Perncrpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru




HHCTPYKIHS 110 IPUMEHEHHUIO -
NHCTPYMEHTHI
Ilepen npuMEHEHHEM H3ZENUS
03HAKOMbTECH C HACTOSLICH UHCTPYKIHEH.
Hcnons3oBaHWe HMHCTPYMEHTOB [UIsI CHUCTEMEI
3HJIOTIPOTE3UPOBAHHS KONEHHOTo cyctaBa Destiknee™
(manee — uWHCTpYMeHTHI) TpeOyeT 3HaHWN aHATOMUH,
OHOMEeXaHHKH ¥ PEKOHCTPYKTUBHOM XHUPYPTHH OHMOPHO -
JBUTATeNbHOrO  ammapara.  WHCTpYMEHTBI — MOXeT
HCNOJIb30BaTh TOJIbKO KBaIU(GUUUPOBAHHBINA XHUDYPT,
obnajalomuii 3HAHUSAMU O NOCAEOHUX NOCTHKEHHUSX B
HayKe M XUPYPrHYeCKMX MeTojaxX. Xupypr HeceT BCIO
OTBETCTBEHHOCTb 3@ OTpHLATEJIbHbIE MOCJEICTBUA WIH
OCJIOHEHHS, SBUBIIMECS PE3yJNbTAaTOM OIIMOOYHON
JUAarHOCTUKY, HECOOTBETCTBYIOLIEH  XUPYprudeckoi
TEeXHHKH, HENpaBUJILHOTO BbIOOpa WMIUIAHTa, a TaKKe
CIIEICTBHEM OTKa3a COOJIOAATh HHCTPYKIMH TI0 TEXHHUKE
6€30MacHOCTH, NIPEACTABNICHHBIE B JAHHOU HHCTPYKIMH.
Iepex wuCmONB30BaHHEM TONB30BATENb HOKEH
yOenuThCsl, 4YTO HHCTPYMEHTbl HE IIOBPEXAEHB U
HaXoAATCsA B XOpomleM padodyeM COCTOSHHUM, a TaKxke
MPUHATH BCe HEOOXOAUMBIE Mepbl TIPEIOCTOPOXXHOCTH BO
u3bexanue JIOOBIX WHIMAEHTOB (NEpUaTKH, 3aIUTHLIE
OUKH U Ap.).
IMpomsBoauTens He  WMeeT  CBENEHHH 0O
He)XEeNaTeNbHBIX TMOGOYHBIX peaKIusIX HpH YCIOBHU
coOMOAeHNS JaHHOM MHCTPYKUMH IO IPUMEHEHHIO.

BHUMATECIBHO

INSTRUCTIONS FOR USE - KNEE
INSTRUMENTS

Please read these instructions carefully before using the
product.
The use of knee instruments for the Destiknee™ System
(hereinafter referred to as instruments) requires
knowledge of anatomy, biomechanics and reconstructive
surgery of the musculoskeletal system. The instruments
can only be used by a qualified surgeon with knowledge
of the latest advances in science and surgical techniques.
The surgeon is solely responsible for the negative
consequences or complications resulting from an
erroneous diagnosis, inappropriate surgical technique,
incorrect choice of implant, as well as the result of failure
to comply with the safety instructions provided in this
manual.
Before use, the user must ensure that the instruments are
not damaged and in good working condition, and take all
necessary precautions to avoid any incidents (gloves,
safety glasses, etc.)
The manufacturer has no information about undesirable
side effects, provided that these instructions for use are
followed.

OBJIACTb IPUMEHEHMS
Meril Healthcare Pvt. Ltd. 3agBnsroT, uro
[OCTaBJseMble WHCTPYMEHTBHI COOTBETCTBYIOT

TpeGOBaHUAM CHUCTEMBl MEHEIKMeHTa KadectBa I[SO
13485.

IlpenoctaBieHHass WHGOpMalMs  NpPHUMEHUMA
TOJBKO K XUPYPrUdecKMM WHCTpYMEHTaM (BKIIOYas
KOHTEHHepbl IJIi XpaHeHHs M TPaHCHOPTHPOBKH),
noctasiisieMble Meril Healthcare Pvt. Ltd.

SCOPE OF APPLICATION
Meril Healthcare Pvt. Ltd. declare that the supplied
instruments comply with the requirements of the ISO
13485 quality management system.
The information provided applies only to surgical
instruments  (including storage and transportation
containers) supplied by Meril Healthcare Pvt. Ltd.

OBLUASI MTHOOPMAILINA

VHCTpYMEHTHl IOJDKHBI HCIIOJIB30BATHCA TOJBKO
N0 Ha3HaYeHHI0O B COOTBETCTBUM C ONEPaTUBHBIMHU
METOHaMHU.

Hcronb3oBaHHEe HEKOTOPBIX HHCTPYMEHTOB C
3NEeKTPONPUBOIOM  (paclIMpUTENIM, CBEpja, BHHTHI,
METYHKH W T. 1.) MOXET BbI3BaTh HarpeB KOCTH Ha
yuactke  oOpaborkm.  JKemarenpHO  BO  BpeMms
UCMONB30BAHUS  ONPBICKUBaTh  3TU  HUHCTPYMEHTHI
(HU3UOTOTHYECKUM PACTBOPOM.

Hu mpu kakux OOCTOATENbCTBAX HE ClexyeT
MMIUIaHTHPOBATh HHCTPYMEHT.

GENERAL INFORMATION

Instruments should only be used for their intended
purpose in accordance with operational methods.

The use of some electrically powered instruments
(expanders, drills, screws, taps, etc.) can cause the bone
to heat up at the processing site. It is advisable to spray
these instruments with saline solution during use.

Under no circumstances should the instrument be
implanted.

°

OIMINCAHUE
Habop WHCTpYMEHTOB BKIIOYaeT B  cedd
HHCTPYMEHTBI,  KOHTEMHEpHl I  XpaHeHHs |
TPaHCMOPTUPOBKH. MHCTPYMEHTHI H3TOTOBJIEHBI U3

MaTCpHUajioB, HUCMNOJNB30BAHUE KOTOPBIX BO3MOXHO IJiA
U3rOTOBJIEHHMA XHUPYPrUYE€CKUX HHCTPYMEHTOB. o1
Marepuajibl HE TMpe€AHasHa4d€Hbl [JI1 TOCTOSHHOIO
KOHTaKTa ¢ HNalHCHTOM. I/IHCTp)’MCHTbI HOCTaBIAIOTCA

HECTEPWIbHBIMHU.
Ilepen  omepamueil  Moib30BATENL  JOJIKEH
O3HAKOMUTBCA C TEXHWYECKOH JOKyMEHTauued mno

XprpI‘PI‘IeCKOﬁ TCXHHUKE WA CBA3aThCA C

DESCRIPTION

The instrument kit includes instruments, containers for
storage and transportation. The instruments are made of
materials that can be used for the manufacture of surgical
instruments. These materials are not intended for constant
contact with the patient. The tools are supplied
unsterilized.

Before the operation, the user should familiarize himself
with the technical documentation on surgical equipment
or contact a representative of the company for more
detailed information about the use of instruments.
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OpeACTaBUTEIIEM KOMIAHUM Ui NOJyYEHHA 6onee

noapo6Hoi uHpopmanuu 00 UCTIONb30BaHUH
HHCTPYMEHTOB.
OCMOTP U OBCIIY KUBAHUE INSPECTION AND MAINTENANCE
Ocmomp Inspection

o Ilepen wWCHONB30BaHWEM OCMOTPHUTE KasKAbIH
MHCTPYMEHT Ha HalMuMe 3arpA3HEHUH WIH PXKaBUMHBI U
NpoBepbTe €ro GPYHKIMOHANIBLHOCTb.

* TIpoBepbTe, 4TOOBI HabOp ObUI KOMILIEKTHBIM
(HU oZHa 4acTh He HOTepsiHa). BuzyanbHO OCMOTPHUTE Ha
npeaMeT (GU3HYECKMX TIOBPEXKACHWH M Ype3MEpHOro
n3Hoca. B ciyyae motepn kakod-mubo nerany 1o BHHE
NOCTABIIMKA WIH OGHApY)KeHUs MOBPEXJEHHs / M3HOCA
obparutech s 3amensl B Meril Healthcare Pvt. Ltd. unn
YMOJHOMOYEHHOMY NPEACTABUTENIO B PaMKaX B3ATBIX Ha
ce0s rapaHTUIHBIX 00513aTENbCTB.

 IIpoBepbTe  MHCTPYMEHTHI C  JUIMHHBIMH
TOHKHMH  dfieMeHTaMH  (0COOEHHO  BpallAlOIIUECs
MHCTPYMEHTbHI) Ha HAJIMYKMEe UCKPUBJIEHHH.

e Ec/iu WHCTPYMEHTHI SIBISFOTCS 4YacThlo Gonee
KpynHO# cOopku, ybeauTech, UYTO YCTPOHCTBA JIETKO
COOHpatOTCA C CONPSKEHHBIMU KOMIIOHEHTaMH.

Texnuueckoe obcnyscueanue

» [Ipu HaMMYMK JBIDKYIIMXCS 4acTel (Hampumep,
neTenb, 3aMKOB, COCIAHMHUTeNel, AeTallell CKOIbKEHN U
T. J.), TpoBepbTe HUX JeiicTBHe, 4YTOOBl OOeCIEYHTH
OecniepeboitHy10 paboty Ha MPOTSHKEHUN
NpearoyiaraeMoro Auana3oHa JBHKESHUS.

o JIsi HAaBECHBIX WHCTPYMEHTOB MOXKHO 700aBUTh
XHPYPTHYECKYI0 CMa3Ky B LIapHUpHblE Y4YacTKM B
OTKpPBITOM TOJIOKEHNU. B mepHoa AelicTBHsA rapaHTUH
TIPOU3BOIUTENS BEPHHUTE 3aTyIJIeHHbIE 17887
NOBpeXeHHbIe HHCTpyMeHThl B Meril Healthcare Pvt.
Ltd. wiH yHoJTHOMOYEHHOMY NpeICTaBUTE]IIO.

Togapvl 0na_6036pama_unu_pPeMOHmMAd 8 DAMKAX

» Before using, inspect each instrument for dirt or rust
and check its functionality.

* Check that the set is complete (no part is lost). Visually
inspect for physical damage and excessive wear. In case
of loss of any part due to the fault of the supplier or
detection of damage/wear, contact Meril Healthcare Pvt.
Ltd. for replacement or an authorized representative
within the framework of the assumed warranty
obligations.

* Check instruments with long, thin elements (especially
rotating tools) for warps.

o If the instruments are part of a larger assembly, make
sure that the devices are easily assembled with paired
components.

Technical maintenance

» If there are moving parts (e.g. hinges, locks, connectors,
sliding parts, etc.), check their operation to ensure smooth
operation throughout the intended range of motion.

» For attachments, surgical lubricant can be added to the
hinge sections in the open position. During the
manufacturer's warranty period, return blunted or
damaged instruments to Meril Healthcare Pvt. Ltd. or an
authorized representative.

Goods for return or repair within the framework of the

B3AMBIX 2APAHMUUHBIX 00A3AMENbCIME

HE neitaliTech UCNONIB30BATh WIM PEMOHTHPOBAThH
NOBPEXKACHHbIE MHCTPYMeHThl. CBspkurech ¢ Meril
Healthcare Pvt. Ltd. (WM  ynomHOMOYEHHBIM
NPEICTABHTENIEM) OTHOCUTENIBHO 3aME€Hbl WIM OTMPAaBKU
CIIOMaHHBIX, WM HOBPEXACHHBIX HHCTPYMEHTOB.

Becy Ilpomykr, Bo3BpaiieHHel# B Meril
Healthcare Pvt. Ltd., nomxen ObITh HaAEXKHO YNAKOBAaH B
3AIUTHYIO YNAKOBKY. 3arpA3HEHHBIE MHCTPYMEHTEI
OYKCTHUTE, MPOCTEPWIN3YHTE U NPOMApKUpYHTe, Ipexae
yem Bo3Bpawlath ux B Meril Healthcare Pvt. Ltd. wim
YTOJTHOMOYEHHOMY IPEACTAaBUTEINIO.

assumed warranty obligations

DO NOT attempt to use or repair damaged instruments.
Contact Meril Healthcare Pvt. Ltd. (or an authorized
representative) regarding the replacement or dispatch of
broken or damaged instruments.

All Product returned to Meril Healthcare Pvt. Ltd. must
be securely packed in protective packaging. Clean,
sterilize and label contaminated instruments before
returning them to Meril Healthcare Pvt. Ltd. or an
authorized representative.

OUUCTKA U YXOA
OnuuM u3 (GakTopoB, BIMSIOIMX HA YCIELIHYIO
OYHCTKY MENULHMHCKUX YCTPOMCTB, SBIAIOTCA €ro
KOHCTPYKTHBHBIE 0coGeHHOCTH. Habopbl MHCTPYMEHTOB
Meril Healthcare Pvt. Ltd. comepar MHCTPYMEHTHI,
KOTOpbIE MPENCTABIAIOT Pa3NN4YHble YPOBHH CIIOMXKHOCTH
NpOLecca OUUCTKHU.

1. HHCTpyMEHTbl € NPOCTBIMH KOHCTPYKTHBHBIMH
0cO0EHHOCTSAMH. DTH WHCTPYMEHTBl HMMEIOT HpOCTHIE
KOHCTPYKTHBHbIE OCOOEHHOCTH, HANPHUMEP, «KpPBLIO
YIJIOBOE», HMIAKTOp, KopoOka HalpaBJISfOlMX s

CLEANING AND MAINTENANCE
One of the factors influencing the successful cleaning of
medical devices is its design features. Meril Healthcare
Pvt. Ltd instruments kits contain instruments that
represent different levels of complexity of the cleaning
process.

1. Instruments with simple design features. These
instruments have simple design features, for example
angel wing, impactors, box cut guides, etc.
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PE3CKIMH U T. A.

PucyHok 1. KpbLIO yriioBoe

2. WHCTpYMEHTbl €O CJIOKHBIMH KOHCTPYKTHBHBIMH
0COOEHHOCTAMH. Onu HMEIOT CJI0’KHBIE
KOHCTPYKTHBHbIE =~ OCOOCHHOCTH,  KOTOpblE  MOTYT
I[PEICTaBATh NMpobieMy IpH OUUCTKE U / WK TpebyloT
JeMOHTa)ka Iiepe]; OYMCTKOH, HamnpuMep, HalpaBUTENb
pesekuuy  6onblIe6eplOBOi  KOCTH,  HampaBUTENb
pe3eKIMM  OHMCTaJbHON dYacTW O€JpeHHOH  KOCTH,
HanpaBUTENb (heMopabHBIH. HWHCTpyMEHTHI  C
OTBEPCTHAMH, TIIyXUMH OTBEPCTHSIMM, KaHIONAMH H
npope3simu. Bce ycrtpoiictBa THna 2 HeoO0XomuMo
MPOITYCTUTh Yepe3 YCTAHOBKY YIbTPa3ByKOBOI OUMCTKH,
KaK yKa3aHo B pazjiejie K ABToMaTuyeckas MoHKay.

PucyHnok 2. HannpaButeb peMopasibHbIi

3. UHCTpyMeHTbI, KOTOpble [10JUKHbI OBITH
AemMoHTHpoBaHbl. HX HeoOxomumo pa3obpaTh mnepen
ounctkoii. Bce ycTpolictBa TUma 3 Heob6Xoaumo
MPOIYCTUTh Y€Pe3 YCTAHOBKY YNbTPa3BYKOBOI OUMCTKH,
Kak ykasaHo B pazgenie «Py4Has o4nucTKa».

Pucynox 3a. HanpaBure/b pe3ekuu
6osbILIe0EpLIOBOM KOCTH.

Pucynox 3b. HanpaBuTtenb pe3ekiunu
AUCTAJIBLHOIO OTAE/a OeAPEeHHOI KOCTH.

HHCTPYMCHTa  ABJIAIOTCA

Smukn Hu JIOTKH JJIA
yCTpOﬁCTBaMH MHOTOKpPaTHOTO HUCIOJIb30BaHUA 144
JIOJDKHbI  OBITH  OYHINEHBI nmepen HUCIOJIb30BAHUEM,

BPYYHYI0 WM C IIOMOILIBIO aBTOMATHMECKOH MOHKY C
UCTIONB30BaHUEM HelfTpanbaoro pH Moroiero cpeacTsa.

Yuctsampe cpenctsa / Obopynosanue: Boaa

Figure 1. Angel wing

2. Instruments with challengingdesign features. They
have complex design features that may pose a problem
during cleaning and/or require dismantling before
cleaning, for example, tibial cut guide, distal femoral cut
guide, femoral sizing guide. Instruments with crevices,
blind holes, cannulations cutting slots. All Type 2 devices
must be put through the ultrasonic cleaner as specified in
«Automatic washiny.

Figure 2. Femoral Sizing Guide

3. Instruments that must be dismantled. They must be
disassembled before cleaning. All Type 3 devices must be
passed through the ultrasonic cleaning unit, as indicated
in the ‘“Manual cleaning”.

Figure 3a. Tibial Cutting Guide

Figure 3b. Distal Femoral Cutting Guide

Instrument cases and trays are reusable devices and must
be cleaned before use, manually or by automatic washing
using a neutral pH detergent.
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Ipun  nesuHdekUuH  yCTPONWCTB  IPEANOYTUTENBHO
HCIIOJIb30BaTh JAEMUHEPATN30BAHHYI0O BOZY, IOCKOJIBKY
JeCTKas BOJA MOXET OCTaBUTh Ha yCTPOICTBax Ocauok,
YyTO0 TpHBeJeT K mocnenywoomell  HeaPeKTHBHOH
ne3uHpexmy.

Motouue cpeacTsa

PexoMeHnyeTcsi HCNOJIb30BaTh MOIOLIKE CPEACTBA
¢ muanazonom pH ot 6,0 mo 8,0, Tak kak Moromue
cpenctea ¢ Goyiee BBICOKMM WIM HM3kuM DH Moryr
TIOBPEIUTh MHCTPYMEHTBI, JIOTKU JJi1 MHCTPYMEHTOB U
k. DepMeHTHble MOIOIIUE CPEICTBA IOMOTaioT
yAQIUTh OpraHMYecKue BEIeCTBA, TaKUE€ KaK KpOBb H
YaCTULIBI TKAHH.

Pyunas ouncrka

His py4yHOH OUYUCTKH HHCTPYMEHTOB
PEKOMEHAYIOTCS ~ YMCThle  TKaHYU,  HeaOpa3HBHbIE
HeMeTaUTMYeCKHe LIeTKH OOlUEero HasHA4YEHMsl, EpPIIUKH
¥ TYOKU 11 OYHCTKHU.

Bce wuHcTpymenthl Meril Healthcare Pvt. Ltd.
ObTu pazpaboTaHbl 11 00eCNEeYeHHs JOCTYIIHOCTH BCEX
yacTell HHCTPYMEHTOB JuUli OOJErdeHMs OYHCTKH,
NPOHHKHOBEHUs! YHCTALIMX )KUAKOCTEH M CYIIKH.

OunniaiiTe MHCTPYMEHTHI CJIEYIOIINAM 00pa3oM

1.TTpOMBITE NOJ CTPYEH BOABI.

2.Tlorpy3uTe HHCTPYMEHT B (PepMEHTHOE MOIOILEE
CpeACTBO.

3.Wcnonp3yiiTe IETKH Ui OYMCTKH,
YAQJIUTh BUAUMBIE 3arPA3HEHUA.

4TOOBI

a. Ecin MHCTpyMeHTHl MOTYT ObITh DPa3oOpaHsbl,
OTKpBITHI, 3TO HEOOXOAMMO CAENaTh NePe] OYHUCTKOM.

b. IlpoTpuTe BCe KaHIONH M OTBEPCTHA C
MOMOIIBI0 €PIINKOB BpalllaTeIbHBIMH  JABMKEHHAMH.
BaxnHo JocTuub TONHOM TIyOMHbl KaHIONM MM
OTBEPCTHUS, UCTIONB3YS EPLINKH MOAXOIAILETO PasMepa.

c. BelugcTHTe UHCTPYMEHTHI, INApHHUPHBIE H
comnpsAraeMbie TOBEPXHOCTH C MIOMOILBIO EPILIMKOB.

d. Jlns WHCTPYMEHTOB C THOKMMH TpyOKamu:
coramute Tpyoky B ¢dopme «C», 4T00OBl OTKPBHITH LIEIH.
Hcnone3yiiTe YUCTALIAE MIETKH, YTOObI YAAIUTh TMOObIE
JOTIONIHUTENBHBIE 3arpA3HEHHs, MCIONb3YS YHCTAIINE
JeNCTBUS HA TIOBEPXHOCTH H B ILEJIAX.

4.Bce unctpyMeHThl THIA 2 U 3 (cM. Puc. 2 u 3)
HeoOX0ANMO MPOIYCTUTh yepes YCTAHOBKY
yIbTPa3BYKOBOM  OYUCTKH,  COHEpXKAIUMH  Teruoe
(hepMeHTHOE MOIOLIEe CPeACTRO, B TIOIHOCTHIO OTKPHITOM
WK pa3o06paHHOM TONIOXKEHHH B Tedenue 10-15 MuHyT.

5. TwmatenbHO OpOMONTE BCE  HMHCTPYMEHTHI
N3HYTPU U CHAPYXH, UCIIONB3YS TOPSUYI0 WIH ropsauyto
MPOTOYHYIO BOJYy, oOecreumBas IPOMBIBKY — BCEX

CJIOMHBIX KOHCTPYKTHUBHBIX 0COOCHHOCTEM.
6.Cyuivte MHCTPYMEHTHl B CYIUMIBHOM Hikagy
npH Temnepatype ot 65 go 75 ° C. -
BusyanbHO NMpoBepbTe MHCTPYMEHTHI Ha HallM4ue
OCTAaTKOB 3arpsi3sHEHHI H, €ClM OHM €CTb, MOBTODsITE
TpOLIECC OYMCTKM, IIOKAa MHCTPYMEHTBI HE CTaHyT

Cleaning agents / Equipment: Water

When disinfecting devices, it is preferable to use de-
mineralized water, since hard water can leave a residue
on the devices, which will lead to subsequent ineffective
disinfection.

Detergents
It is recommended to use detergents with a pH range
from 6.0 to 8.0, as detergents with higher or lower pH can
damage tools, tool trays and drawers. Enzyme detergents
help to remove organic substances such as blood and
tissue particles.

Manual cleaning
For manual cleaning of instruments, clean fabrics, non-
abrasive non-metallic general purpose brushes, brushes
and cleaning sponges are recommended.
All Meril Healthcare Pvt. Ltd. instruments have been
designed to ensure that all parts of the tools are accessible
to facilitate cleaning, penetration of cleaning fluids and

drying.

Clean the Instruments as follows

1. Rinse under running water.

2. Immerse the Instrument in an enzyme detergent.
3. Use cleaning brushes to remove visible dirt.

a. If the Instruments can be disassembled, opened, this
must be done before cleaning.

b. Wipe all cannulas and holes using brushes with
rotational movements. It is important to reach the full
depth of the cannula or hole using brushes of the
appropriate size.

c. Clean the Instruments, hinge and mating surfaces with
brushes.

d. For Instruments with flexible tubes: bend the tube in
the "C" shape to open the slots. Use cleaning brushes to
remove any additional dirt by using cleaning actions on
the surface and in the crevices.

4. All instruments of type 2 and 3 (see Fig. 2 and 3) must
be passed through an ultrasonic cleaning unit containing a
warm enzyme detergent in a fully open or disassembled
position for 10-15 minutes.

5. Thoroughly rinse all instruments inside and out using
hot or hot running water, ensuring that all complex design
features are flushed.

6. Dry the instruments in the drying cabinet at a
temperature of 65 to 75 ° C.

Visually check the instruments for any remaining dirt
and, if any, repeat the cleaning process until the tools are
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BHU3YaJibHO YHUCTBIMH.

ABTOMaTH4YecKasi MoiiKa

1.3arpy3ute HHCTPYMEHTHl B aBTOMAaTHYECKYHO
MOMKY, yOeIMBIIMCb, 4YTO BCE KOHCTPYKTHUBHBIE
0c0o0EHHOCTH NOCTYIHBI i ouucTtku. Obparute ocoboe
BHUMaHHEe Ha HMHCTPYMEHTbl C (YHKLMAMH, KOTOpBIE
MOTYT YAEPKUBATh XHJAKOCThb, HallpUMEDP, OTBEPCTHS U
KaHonmd M ybemurech, 4YTO 3TH  HHCTPYMEHTBI
pacrnonoxeHbl TAKUM 00pa3oM, YTO BCs KHIAKOCTh MOXKET
ObITh CAIUTA.

2.3amycTuTe aBTOMaTW4ECKMH IMKI OYHCTKH,
yT0OB! BKIFOUUTH CIEAYIOIIHE MUHUMATbHbIE TTApaMeTpBl
LUKJIA:

a. XoJoaHas npeJBapuTeIbHas O4HCTKA

6. Moiika Teruoii BO#OH B COOTBETCTBUU C
WHCTPYKUMSIMH ~ TIPOM3BOAUTENS] € HCIIONIb30BAHHEM
PEKOMEHIYEMOTO YUCTSAILETO CPEACTBA

c. IlpoMbiTh XOTS OBl OJOWH pa3 rops4yell BOAOMH
npu temnepatype ot 80 © C mo 90 ° C. n. Cnuth u
BBICYIIINTb.

IMocne 3aBeplieHHs LUKJIAa aBTOMATHYECKOH
MOHKH TIpOBEpbTE YCTPOMCTBA HA HAWIMYHE BUIUMBIX
sarpsisHeHuil. [Ipn HEoOX0JUMOCTH MOBTOPHUTE MPOLECC
OUNCTKH, NOKa HHCTPYMEHTHl HE CTaHyT BHU3YalbHO
YHCTBIMH.

CTEPUJIM3ALIUA

MeToapl CTEpUNIHM3aLMM, DPEKOMEHIOBAHHbLIE B
9TOM HOKYMEHTE, OBIIM NPOBEPEHBI B COOTBETCTBUM C
MPU3HAHHBIMY CTAHOAPTAMHU:

BuicokomemnepamypHulii nap nod akyymom

» Temnepatypa Bo3geiicTBus: 132 ° C - 134 ° C
(270 ° F)

* BpeMs BbIIEPKKU: 4 MUHYThI

* 1 MHHYTa OYUCTKH

* 20-30 MMHYT BaKyyMHOM CYILIKH

Buicokomemnepamyprulii 2PAsUM AYUOHHBLY

napoeou memoo

» Temnepatypa Bo3geiicTeus: 132 °© C - 134 ° C
(270 °- 275° F)

» Bpemss Bo3meiictBus: 15- 10 wmunHyr 14
HHCTPYMEHTOB M YCTPOHCTB C HENOPHCTHIM NOKPBLITHEM
30 MUHYT 14 3arpy>KE€HHBIX KOHTEWHepOB
CTEPUIN3aLHOHHBIX

e 1 MUHyTa OYHCTKH

e 15-30 MHHYT BaKyyMHOI CyLIKH

visually clean.

Automatic washing

1. Load the instruments into the automatic washer,
making sure that all design features are available for
cleaning. Pay special attention to tools with functions that
can hold liquid, such as holes and cannulas, and make
sure that these tools are positioned in such a way that all
the liquid can be drained.

2. Start the automatic cleaning cycle to enable the
following minimum cycle parameters:

a. Cold pre-cleaning

b. Washing with warm water in accordance with the
manufacturer's instructions using the recommended
cleaning agent

c. Rinse at least once with hot water at a temperature
from 80 ° Cto 90 ° C.

D. Drain and dry.

After completing the automatic washing cycle, check the
devices for visible dirt. If necessary, repeat the cleaning
process until the instruments are visually clean.

STERILIZATION
The sterilization methods recommended in this document
have been tested in accordance with recognized
standards:
High temperature steam under vacuum
» Exposure temperature: 132 ° C - 134 ° C (270 ° F)
» Exposure time: 4 minutes
* 1 minute of cleaning
¢ 20-30 minutes of vacuum drying

High temperature gravity steam method

» Exposure temperature: 132 ° C - 134 ° C (270 °- 275°F)
» Exposure time: 15-10 minutes for non-porous
instruments and devices 30 minutes for loaded
sterilization containers

* 1 minute cleaning

¢ 15-30 minutes of vacuum drying
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XPAHEHUE U OBPAIIEHUE

XpaHuTh WHCTPYMEHT U 00pamarhcsi ¢ HUM CIefyeT ¢
OCTOPOKKHOCTHIO.

WHcTpyMeHTh! TOJIeXaT BHU3YaIbHOH IIPOBEpKE H
OCMOTpY Ha HaJlMyKe NOBPEXICHUI U IPU3HAKOB U3HOCA.

Mexny NpUMEHEHUIMH CMa3bIBaliTe DBIKYIIHECS YacTH
OUONOTYECKU COBMECTHMEIM BOJIOPACTBOPUMBIM
CMa304YHBIM MaTepHaloM (npeanouTUTEILHO
npeaHa3HaYeHHbBIM 1 HCTIOJIb30BAHHA B MEAULIMHE).

I/IHCprMeHTbI MOXHO CTCpWIU30BaTh U XpaHUTh B
NOCTaBJIAEMBIX NMPOU3BOAUTEIIEM KOHTeﬁHean, B
COOTBETCTBHUHU C ZleﬁCTBy}OIHHMH cTaHgapTaMu:

CTepI/UIbeIe, YNaKOBaHHBIE HHCTPYMEHTBLI  OOJKHBI
XPaHUTbCA B CncuajgabHO OTBEIACHHON 30HE ¢
OI'paHNYC€HHBIM JAOCTYIIOM, KOTOpas X0po1o

NpoBeTpHBaeTcs W o0ecreuyuBaeT 3allUTy OT MbUIM,
BJIard, HACeKOMbIX, BpemuTenel M SKCTPEeMaIbHbIX
TeMneparyp / BJIaXKHOCTH.

CrepuibHble YNaKOBOYHBIE MaTepHaibl HHCTPYMEHTOB
JOJDKHEI OBITh TIIATEJILHO TIPOBEPEHB! TIEpe]l OTKPHITUEM,
4yTOoOBl TapaHTHPOBaTh, YTO WX LEJIOCTHOCTh He Oblia
HapyIleHa.

Ecii CTepumbHBIN YNakOBOUHBIM MaTepual MOpBaH,
nepoprpoBaH, TOKa3bIBACT KaKHe-THOO NPH3HAKK
MOpYM WM TOABEpPrcss BO3HEHCTBUIO Biaru, Habop
HHCTPYMEHTOB JOJDKEH ObITh OYHMILEH, NepeynakoBaH U
NOBTOPHO CTEPIUIM30BAH.

Ecan ecth kakue-nubo JoKas3aTeNbCcTBa TOTO, 4YTO
YIJIOTHEHUE KPBILIKH unu unpTpsI Ha
CTEPUITU3aLIHOHHOM KOHTelHepe ObUIM OTKPBITHl MU
HedexTHble, CcTepuiabHbIE GUIBTPHI HOMKHBI  ObITH
3aMEHEeHb, a Habop  MHCTPYMEHTOB  IOBTOPHO
CTEPWIN30BaH.

STORAGE AND HANDLING
The Instrument should be stored and handled with care.

The Instruments are subject to visual inspection and
inspection for damage and signs of wear.

Lubricate moving parts with a biologically compatible
water-soluble lubricant (preferably intended for medical
use) between applications.

Instruments can be sterilized and stored in containers
supplied by the manufacturer, in accordance with current
standards:

Sterile, packaged instruments should be stored in a
designated restricted area that is well ventilated and
provides protection from dust, moisture, insects, pests
and extreme temperatures/humidity.

Sterile packaging materials of instruments should be
carefully checked before opening to ensure that their
integrity has not been compromised.

If the sterile packaging material is torn, perforated, shows
any signs of deterioration or has been exposed to
moisture, the tool kit must be cleaned, repackaged and re-
sterilized.

If there is any evidence that the lid seal or filters on the
sterilization container have been opened or are defective,
the sterile filters must be replaced and the tool kit re-
sterilized.

MAPKHPOBKA U ITPOBEPKA
NHCTPYMEHTOB

MapkupoBka MOIeNM HHCTPYMEHTa HaHECeHa
HETIOCPEACTBEHHO HAa €aM  HMHCTPYMEHT B  BHJE
rpaiyypoOBKH KaTalOXHOro HoMepa. HaumeHoBaHHA
HHCTPYMEHTOB, CBelleHUs O Ipou3BOAUTENe, NaTta (roj U
MeCSIl[) W3TOTOBICHMS  YKa3blBalOTCd B  TOBApHO-
CONPOBOAMTENILHBIX JOKYMEHTaX Ui KaXOOH mNapTHH
MOCTaBIsIEMOT0 HHCTPYMEHTA.

Ilocne momyueHuss  IIPOBEPLTE
WHCTPYMEHTOB  Ha  KOMIUIEKTHOCTb.
npoBepsfite Habopel, 4YTOOBl YOEAWUTHCS, 4YTO BCE
Tpebyemble pasmepbl OnpeaesieHHOM cepuu
HHCTPYMEHTOB Haxonsiatcs B Habope. Ceshxutech ¢ Meril
Healthcare  Pvt. Ltd. HWnm  ymoJHOMOYEHHBIM
NpEACTaBUTENEM, €CJIM  KakoW-JIM60  MHCTPYMEHT,
HEOOXOAMMBII JUId omnepanyuy, He TOCTaBisIeTcs B
Habope.

Yoenurech, 4TO MapKUpOBKA U IpagyupoBka (rue
5TO MPUMEHHMO) Ha HWHCTPYMEHTAX YETKO pa3lHYHMB.

KOMITJIEKTHI
TmarenbHo

MARKING AND CHECKING OF INSTRUMENTS

The marking of the tool model is applied directly to the
tool itself in the form of a graduation of the catalog
number. The names of the tools, information about the
manufacturer, the date (year and month) of manufacture
are indicated in the accompanying documents for each
batch of the supplied tool.

After receiving, check the instruments kits for
completeness. Check the kits carefully to make sure that
all the required sizes of a certain series of tools are in the
kit. Contact Meril Healthcare Pvt. Ltd. Or an authorized
representative, if any tool required for the operation is not
supplied in the kit.

Make sure that the marking and calibration (where
applicable) on the instruments are clearly distinguishable.
Notify a representative of Meril Healthcare Pvt. Ltd. if
any labels are not readable.
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Veenomure npencraButens Meril Healthcare Pvt. Ltd,,
€CJIM KaK1e-THO0 MapKHPOBKH He YHTAOTCA.

MPETEH3UHU

T1pu BO3HHKHOBEHHH >xallo0 U NpEeTeH3U cneayer
or Meril Healthcare Pvt. Wi yHOJHOMOYEHHOrO
NpeacTaBUTeNss  HOJMYYUTh  COOTBETCTBYIOLIMIA  aKT
pexJiaMalliy, 3af0JIHUTh €ro ¥ BO3BPATUTh 0OpaTHO IS
NPUHATUSL pEILIEHU .

HenpasunbHoe  NpHMEHEHHE, XpaHEHUE H
obpaiiieHiie, W MpouYHe HEHCTBUA, MOTYT NPUBECTH K
TIOBPEXACHUIO KOMILJIEKTa HHCTPYMEHTOB, YXYIIIHTb €TI0
paboune xapaktepuctuky. Meril Healthcare Pvt. me
HECET OTBETCTBEHHOCTH 3a COOM, HEHCIIPAaBHOCTH H
BO3MOJKHbIE OCJIOKHEHHMs Ul MNAalMeHTa ¥ IepcoHala

KIMHHKYM, WM 32 JH000H IpUYHHEeHHBIH ymepO
MalHeHTaM, TONb30BaTeNAM WIM TPeTbUM JIHLAM B
pe3ynibTaTe  HEMPaBUILHOTO  MCIOJIb30BAHUA MM

XpaHeHus, 3a AelCTBUS HENPEOAONUMON CHIBI, WIH 32
JIpyrue coOBITHA, HaxOAALIMECs BHE TMOJIHOMOYHIA
NMPOU3BOAUTEA.

CLAIMS

In case of complaints and claims, you should contact
Meril Healthcare Pvt. or an authorized representative to
receive the relevant act of complaint, fill it out and return
it back for decision-making.

Improper use, storage and handling, and other actions can
damage the tool kit and impair its performance. Meril
Healthcare Pvt. is not responsible for failures,
malfunctions and possible complications for the patient
and clinic staff, or for any damage caused to patients,
users or third parties as a result of improper use or
storage, for acts of force majeure, or for other events
beyond the manufacturer's authority.
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