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i 2. C€e0

INe3Bun (ckanbnenu) Xupyprudyeckue ¢ NNacTUKOBOM PYUKOM CTepUribHbie

oAHopa3soBbie ~ UHCTPYKuus no npumexHexnuio (IFU)

1. CocraB
Flessust (Ckanbnenu) XMpypryeckne © nnacTuKoBOW PY4KOW CTEPWIibHbIE OLHOPAa30Bble — 3TO XMPYpPruueckoe

nessue, NPOYHO COEAUHSIIOLIEECS C MNACTUKOBOW PYYKOR, MPEAHa3HaqYeHo LAMs paspesa MSrkux TKaHew npu

onepauuax.

2. Kondpurypaums

TlesBus (Cransnenu) XvMpyprudeckme ¢ nNnacT1kKoBOW PYHKOR CTEPUNbHBLIE OfHOPA30BLIE ~ U3FOTABNMBAIOTCA U3
HEpXaBelowen Wnu  YrnepoancTOn CTanmmu MEOWMLWMHCKOrO HasHavenus. OCTpoTa 3artodkM M MPOYHOCTb
XUPYPru4ecKkoro nessusi (ckarnbnens) A[OCTUFAeTCA MyTeM MPOU3BOLACTBEHHOW LUTAMMNOBKM, TEPMUYECKON
0BpaboTku, WNUGOBKY, NMOMUPOBKU W T.A. XUpyprudyeckne nessusi (Ckansnenu) COeauHsIIOTCS C MNacTUKOBOM
PYYKOW ¥ NPUMEHAETCH B XUPYPruy AnNsi paspesa Msirkvx TKaHeit. Mocre ynakosku, Nes3sust CTepuMayioTCs

pagvaumen ons O4HOPa3nBOTO KIMHUHECKOTO UCTOSMb30BaHMS.

3. CeoicrBa:
- OcTpoTa 3atouqku: cuna Hagpesa <0.8N

- MpoyHocTh: YrnepoaucTtas crans = 800HV10 / Hepxaseioulas crans = 700HV10
- YpoBeHs crepuniusaimm: SAL=10°

4. Cneuyndpuxauus (Pasmepsi)

9,10,11,12,12d,13,14,15,15¢,16,18,19,20,21,22,23,24,24d,25,26,27,34,36,36d

Mpumeuanue: B AONONHEHVE, HAWA KOMNAHUA paspaboTana MHOXECTBO CrelmanbHbIX PAasMEPOB Ne3Bui (ckanbnenei)
A5 pasnuuHBIX NOTPeOHOCTEN B KNUHUKE.

5. O6o3HaueHus

Onwucaxve CUMMBOIOB, nCnonb3yemMbiX Ha yNakoBKe:

®
w

®
=

Mcnonb3osath TONBKO O4UH pas STERILE] PagpvaunoHHas crepunusayus
A
Wcnonb3osathb A0 ~  OctopoxHo! OBpaTUTECh K MHCTPYKLMW MO NPUMEHEHMWIO

-

He ncnonbsosath npwv NOBPeXAeHN yNaKoBKn @ He CTepunn3oBaTb NMOBTOPHO
YnonHomoueHHbIA npeacTaBuTens B Esponelickom coobliecTse d . WsrotoBurensb

[ata nsrotoenenus il Koa naptum

He ponyckate BO3geACTBUSA CONHEYHORO CRETa j Bepeub ot Bnaru

! Xpynkoe, o6pailaTbCcst OCTOPONHO (€240 3nax CE n npenrnduxanuonnsit nomep Horudumposansoro oprasa.
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6. UnecTpyxuusi:
a) lMonb3osateny AOMKHLI ObiTb 3HAKOMBI C XUPYPrUYECKMMU Npouesypamu u metosamu. [oxanyiicta, Boibepute

COOTBETCTBYIOUIUI PA3MEp Ne3Bust (CKanbnens) XUpypruueckoro C NNAacTMKOBOR PYYKOM B COOTBETCTBUM C TpeBosaHnsmm
XUPYPIAU.

b) Moxanyiicta, OTKPOTE B YKa3aHHOM Ha VHAMBWAYANbHON 1 BHYTPEHHEN YNIaKoBKe MECTe, 3 3aTeM W3BNEKUTE Ne3Bue
(ckanbnenb).

) Ctepunu3oeaHo, He NPEAHA3HAYEHO ANs NOBTOPHOW cTepunusauuu. [OBTOPHOE UCNONB3OBAHME CTEPUIBHOTO Neasust
(Ckanbnens) XMpYPruieckoro ¢ NMacTUKOBOW PYYKOW BbI3biBaeT CNEAYIOLLYIO CUTYALMIO BO BPEMS ONepaLun: He MOXeT
NPUMEHATECH HOPManbHO, BPEMS Pa3pesa YBEnuUMBaeTCA, KaYecTBO YXYALWAETCn, a ANS NayMeHTa cyulecTeyeT Gonblue
PUCKOB NOCHE ONepaLim NOMYIUTL MHGEKUWY 1 T.4.

d) He ucnonbayiite, eCnu uHLMBUAYanbHas YriakoBka NoBpexaeHa, nHade ByaeT puck nuxopazky, wHpeKkLM 1 T.4.

) Yicnonb3oBanHoe usgenme AomkHO BbiTb YTUIMM3NMPOBaHO.

f) Nessue (Ckanbnenb) ¢ NNACTUKOBON Py4KOiA NOCNE MCMONb30BAHUS A0MKEH GbiTh BLIGPOLIEH B Pa3aeneHHbIH KOHTENHED
¢ o6o3HaueHnem "ocTpbie npeameThl”

g) YTunuaauus ucronb30BaHHOTO U3ZIENNS U YNIAKOBOUHBIX MATEPUAros B COOTBETCTBIN CO CTaHAaPTHBIMU BONBHUUHBIMY
npoueAypamMy 1 YHUBEPCANbHLIMA MEPaMV NPEAOCTOPOKHOCTY B OTHOLWEHWI BUONMOMMUYECKIAX ONACHBIX OTXOA0B.

) He ucnoneayiite, ecrm nessue (Ckanbnens) UMEET PKaBUMRY.

i) Cpok rogHocT - 5 ner.

7. XpaHeHue

a) fleaBue XMpypruuecKoe HE AOMKHO MOABEPrATLCA MEXaHWUECKOMY AEBNEHNI0, AOIDKHO ObTe WSOMMPOB3HHO OT
nonagaxsna NPsiMbIX CONHEYHBIX NyYEn 1 XS,

b) 3o nagenue JOMKHO XPaHUTBCS B YMCTHIX ¥ XOPOLIO BEHTUIIMPYEMbIX NOMELLEHUSIX C OTHOCKTENBHON BITAXHOCTBIO HE
Bbiwe 80% npu Temneparype oT 5°C 40 25 °C; M30NUPOBAHHBIM OT NPSMOrO COMHEMHOTO CBETa , MCTOMHWKOB TEnmna u
3POSMOHHBIX ra30B.

c) B npouecce TpaHCMOPTUPOBKM, CMeAYeT v3beratb NOBPENAEHUS W YBNAKHEHUS WHAWBUAYAMbHOW 1M BHYTPEHHEH
YraKoBKu.

8. flaTa BcTynneHus B cuny

Hanxoe uspaxve VIHCTpyKuUmu nonb3osarens BeTynaer B cuny B8 2019.01.20 ED.:D/2

d: Huaiyin Medical Instruments Co.,Ltd.
Appec: Huaian,China Bect Munb HOaHb Poya Ne 8,
r. XyaiaHb, npoBuHuus LissHcy, Kutai
Ten.: 0517-83806499
daxc: 0517-83806511
Wupexc: 223003

Haumenosanue : Wellkang Ltd

Appec : Suite B 29 Harley Street

LONDON W1G9QR, England, United Kingdom
Ten.: +44 (20) 30869438,32876300

dake: +44 (20) 76811874

YrionHOMOMEHHbIA NpeacTasutens B Pecnybnnke Benapycs
Haumenosanue : Y11 «Meauntepcepsucy

Appec : Pecnybnuka benapycs, 220141, r. MuHck,

np-T HesaesucumocTy 168, kopriyc 2, nom. 3H, kom. 1

Ten.: +375 (17) 2681492

®dakc: +375 (17) 2681492

e-mail: office@medinterservice.com

Tel: +86-517-83806532 . Fax: +86-517-83806511 PC: 223003
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i 1. C€as0
Disposable Scalpel with Plastic Handle -IFU

1.Component
Disposable Scalpel with Plastic Handle is surgical blade firmly worked in Plastic Handle of medical application, applied to
incision soft tissues on human body.

2.Configuration

Disposable Scalpel with Plastic Handle is made of stainless steel and carbon steel material applied to medicai with sharpness
and tenacity through punch, heat treatment ,grind and bumish process .etc. Disposable Scalpel with Plastic Handle are
assembled on the surgical Plastic Handles for the surgeons to cut the soft tissues. After packaged, the products shall be
sterilized with Gamma ray for disposable clinical use.

3 . Capability :

a) Blade sharpness : incision force <0.8N

b) Hardness :Carbon steel 2800HV10 Stainless steel 2700HV10

c) Sterilization level :SAL=10"°

4. Specification
9,10,11,12,12d,13,14,15,15¢,16,18,19,20,21,22,23,24,24d,25,26,27,34,36,36d

Note: In addition ,our company also developed many special blade for different demands in clinic.

5. Plate .
Interpretation of the symbols used for packing:
® Do not re-use STEAILE]H Sterilization using irradiation
g Use by EEJ Consult instructions for use
@ Do not use if package damaged @ Do not resterilize
Authorized Representative of European “ Manufacturer
] Date of manufacture 2 Batch code
AN Keep away from sunlight j Keep dry
! Fragile. Handle with care C€2460 CE mark and Identity NO. Of Notified Body.
6. Notice : -

a) Users should be familiar with surgical procedures and techniques. Please choose proper specifications

surgical Scalpel with Plastic Handle according to the demand of surgery.

b) Please tear open according to the indicated directions of the words on the single and middle packing, then take out the
rolled scalpel.

c) It have been sterilized with single package not be re-sterilized. Reuse ¢f the Sterile scalpel with plastic handle cause the
following situation during surgery, can’t be applied normally. the incision time extends, and for the patient, more risks after
surgery, like fever, infection, etc.

d) Do not use if inner package damaged, or there'll be risk of fever, infection, etc.

Tel: +86-517-83806532 . Fax: +86-517-83806511 PC: 223003
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€) The castoff after operation would be dispose in order to prohibited hurt .

f) Surgical Scalpel with Plastic Handle after used should be discarded into separated ‘sharps’ container to

prevent edge damage.

g} Dispose of contaminated devices and packaging materials utilizing standard hospital procedures and universal

precautions for biological hazardous waste.

h) Do not use if the blade has rust .

iy The shelf life is 5 years .

7. Storage

a) Disposable Scalpel with Plastic Handle should be prevented pressure , sunshine and rain .

b) This product should be stored in clean and well ventilated places with suggested relative humidity not higher
than 80% and storage temperature between 5Cand 25 C; avoiding direct suniight or heat sources and
free of erosive gases.

¢) In transportation process, Should prevent break and humid .

8. Effective date

This edition of the User's Manual takes effect on 2017.11.01 ED.:D/2

“: Huaiyin Medical Instruments Co., Lid.

Address: No.8 West Ming Yuan Road, 223003, Huaian, China
Tel: 0517-83806499

Fax: 0517-83806511

ZIP: 223003

o 1
E-mail:hy-medical@hy-medical.com ‘% &%
website: hitp://hy-medical.com [ ' /D(

ThG
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Tdy &

Company Name : Wellkang Ltd

Company Address: Suite B 29 Harley Street

LONDON W1G8QR, England, United Kingdom

Tel: +44 (20) 30869438,32876300

Fox: +44 (20) 76811874 “

Tel:

+86-517-83806532 : Fax: +86-517-83806511 PC: 223003
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i 2. C€2s0

NesBus xupypruveckue crepunbHbie 0HOPa30Bble — MHCTPYKUMs no npumexexuio (IFU)

1. CocrtaB
Nessusi XMPypruveckne CTepUnbHbIE OHOPA3OBbLIE — STO XWUPYPruyveckue riesBusi, NPONHO COEAUHSIOLMECS C
NacTUKOBOW PYYKOW, NpeaHasHauYeHb! 11 paspesa MSrkix TKaHei rnpu onepawmsix.

2. Koudpurypauus

Tle3Bus xvpypruyeckue CTepunbHbIe O4HOPa3OBbIE — USTOTABMUBAIOTCS U3 HEPXABEIOLLE UMK YrMepoaNUCTON cTanm
MELMLIMHCKOTO HasHaueHus. OCTpoTa 3aTouKM W MPOYHOCTb  XUPYPTUMECKOTO FE3BUSI AOCTUTAEeTCs MyTem
NPOM3BOACTBEHHON LLTAMMNOBKKM, TepMUYEcKon 06paboTky, LUMUGOBKY, NONMMPOBKA U T.A. XUpyprideckue ne3sus
COBAUHSIIOTCA C MNIACTUKOBOW PYUKON M NPUMEHSRETCS B XMPYPriiv ANsi paspesa Msrkux TkaHen. Mocne ynakosku,
TNe3Bus CTEPUNUIYIOTCA paauaLiyen Ans 04HOPa3oBOro KIMHWYECKOro MCorb30BaHuS.

3. Ceo#crsa:

- OcTpoTa 3artoqKkn: cuna Hagpesa <0.8N

- MpourocTs: Yrnepoguctas crans 2 800HV10 / Hepxasetotiast crans = 700HV10
- YpoBeHb cTepunusamm: SAL=10°

4. Cneundumxauun (Pasmepilt) _
9,10,11,12,12d,13,14,15,15¢,16,18,19,20,21,22,23, 24 24d,25,26,27,34,36,36d

Mpvmeuanue: B AONOMHEHWE, Halla KOMNaHWs paspaGoTana MHOXECTBO CreLManbHbIX Pa3MepoB Ne3sii
ANS pa3nuuHbIX NoTPeBHOCTEN B KNUHNKE.

5. O6o3HayeHus

Onucanve CUMBONOoB, MCHonb3yeMbiX Ha YNakoBKe:

Vicnonb30BaTh TOMbKO OAUH pas PaguauyuoHHas crepunmsaums

A\

Wenonb3osate 40 OctopoxHo!  O6patTeCh K MHCTPYKLMMA NO NPUMEHEHIO

He ncnonb3osaTe  Npy NMOBPEXAEHNN YNAKOBKM @ He cTepunn3oBaTh NOBTOPHO

YrnonHoMoueHHblit npeactasutens B Esponelickom coobujectse d WsrotosuTtens

LoT|

hraal [Lara narortosneHus “Kog naptiu

AN He Aonyckate BO3AEACTBISA CONHEHHOMO CBETa T Bepeub oT BRaru

I Xpynkoe, 06pataThcsl OCTOPOKHO C €240 3nax CE n npentuduxammonssnii Homep Hotubuimposassoro oprasa.
Tel: +86-517-83806532 . Fax: +86-517-83806511 PC: 223003
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6. Unctpykuun:

a) lonb3oBatenu [OMKHbI ObiTe 3HAKOMbI C XMPYpPrUdMecKAmMu rpouesypamut v metogamu. [loxanyiicta, BoiBepute
COOTBETCTBYIOLINIA PasMeEpP NE3BUA XMPYPrYECKOro B COOTBETCTBUM C TPEBGOBaHUAMI XUPYPIUN.

b) Moxanyiicta, OTKPONTE B YKA33HHOM HA UHAUBULYANbLHONA Y BHYTPEHHEH YNakoBke MECTE, a 3aTeM W3BNEKUTe Ne3Bue.

c) CTepumm3oBaHo, He NPEAHA3HaUEHO ANA NOBTOPHOW cTepunusaum. [OBTOPHOE UCNONb3OBAHUE NESBUS XUPYPrUMECKOro
CTEPUITbHOTO BbI3bIBAET CMEAYIOUYI0 CUTYaLMIO BO BPEeMs Onepali. He MOXeT NPUMEHSTHCH HOPManbHO, Bpems paspesa
YBENUUMBAETCH, KAYECTBO YXYALIAETCH, a ANA NaLMeHTa CyLUECTBYET PUCK NOCNE ONepaLymn NonynuTb UHMEKLMN 1 T.4.

dj He ucnonbayiite, ecrnin MHANBIUAYaNbHAA YNAKOBKa NOBPEXAEHA, uHaUe BYAET PUCK NUXOPAAKM, MHIDEKLM U T.4.

€) Mcnonb3osanHoe naaenve A0mkHO ObiTh YTURM3UPOBAHO.

f) llessue xupyprnyeckoe nocne UCronb3oBaHUs AOMKHO BbiTh BLIGPOLIEHO B PA3AEneHHbIN KOHTElHep ¢ 0603HaYeHne "oCTpbie
npeagmeTbl”.

Q) YTAnmsaums MCNOMb30BAHHOTO M3AENMUS U YNaKOBOUHbIX MATEPUANOB B COOTBETCTBAM CO CTAHAAPTHLIMM GONMbHUMHBIMM
npoUeaypPamMit U YHUBEPCATbHLIMA MEPaMiA NPEAOCTOPOXHOCTY B OTHOLUEHWM G1ONOMMYECKUX ONECHLIX OTXO408B.

h) He ucnonbayiTe, 8Cnv NE3BUE UMEET PIKABUMHY.

i} Cpox rogHocTu - 5 neT.

7. Xpanenwue

a) Jlesue xmpyprmueckoe He A0MKHO NOABEPTraTbCst MEXAHWUECKOMY AaBREHMIO, AOMKHO ObiTh U30NMPOBAHHO OT NONaAaHUS
NPSAMBIX CONMHEYHLIX NTYYE U A0XAS.

b} 270 uznenne AOMKHO XPAHUTLCA B YMCTHIX ¥4 XOPOLIO BEHTUNMPYEMbIX MOMELUEHMAX € OTHOCHTENLHOMN BRAXKHOCTLIO HE Bbillie
80% npn Temneparype ot 5°C 40 25 °C; M30NMPOBaHHbBIM OT MPSMOrO COMHEYHOrO CBETA , WCTOUYHMKOB TENNa W 3PO3UOHHBIX
rasos.

¢) B npouecce TPaHCNOPTUPOBKY, CrieAyeT u3beratb NOBPEXAEHUA 1 YBNAXKHEHUA HAVBUAYATNLHO U BHYTPEHHEN ynaKoBKi.
8. [Hara sCTynneHus B cuny

Hauroe nsganue MHCTPyKUMn nonb3oeaTens sBcTynaeT B cuny 8 2019.01.20 ED.:DA

d: Huaiyin Medical Instruments Co.,Ltd.
Apgpec : Huaian,China Bect Munb HOaHb Poyg Ne 8,
r. XyawaHb, nposuHuus LissHey, Kutai
Tel : 0517-83806499

Fax : 0517-83806511 5

N
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Haumenosanue : Wellkang Lid

Anpec : Suite B 29 Harley Street

LONDON W1GSQR, England, United Kingdom
Ten.: +44 (20) 30869438,32876300

®ake: +44 (20) 76811874

YrionHoMo4eHHbIA NpeacTaBuTens B Pecnybrvke Benapych

Haumenosanue : Y[ «MefuHTepcepaucy

Agpec : Pecnybnnka Benapyce, 220141, r. MuHck,
np-T HesasucumocTu 168, kopnyc 2, nom. 3H, kom. 1
Ten.: +375 (17) 2681492

Qakc: +375 (17) 2681492

e-mail: office@medinterservice.com

Tel: +86-517-83806532 . Fax: +86-517-83806511 PC: 223003

A_m Jiangsu,China. Web: http://www.hy-medical.com
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Xt C€2460

Sterile Surgical Blade -introduction for Use

1.Component
The sterile surgical blade needs to be used together with plastic handle to cut tissues in surgeries. It can also be used in
human anatomy teaching.

2.Configuration
The surgical blade used in our products is made of stainless steel or carbon steel through many processes such as blanking

» heat treatment, grind and polish, etc. The blade is sharp. The product adopts the process of sealed package of polyester
aluminum complex material .The product is sterilized by gamma irradiation.

3. Performance :

a) Blade sharpness : Cutting force <0.8N

b) Hardness :Carbon steel 2800HV10; Stainless steel 2700HV10

c) Sterilization level : SAL=10"

4. Specification

9,10,11,12,12d,13,14,15,15¢,16,18,19,20,21,22,23,24,24d,25,26,27,34,36,36d

Note: In addition, our company also developed many special blade for different demands in clinic.

5. Hlustration .
Interpretation of the packing symbols:
® Do not re-use [sTERILE A Sterilization using irradiation
|
g Use by A Consult instructions for use
@ Do not use if package damaged @ Do not resterilize
Authorized Representative of European d Manufacturer
& Date of manufacture e Batch code
2\ Keep away from sunlight j Keep dry
! Fragile. Handle with care C€2460 CE mark and Identity NO. Of Notified Bodly.
6. Notice:
a) Users should be familiar with surgical procedures and techniques.Please choose proper surgical blade according to
the demand of surgery.

b) Piease tear open the package according to the indicated directions of the words on the single packing and middie packing,
then take out the rolled blade. i

¢) Do not re-sterilize! And do not re-or-cross use! Reuse will increase the risks for the patient after surgery, like fever, infection, etc.
d) Do notuse if inner package damaged, or there” i be risk of fever, infection .

e) The blade shall not be used when the pack is damaged.

f) Surgical blade after used should be discarded into separated ‘sharps’ container to prevent edge damage.

g) Dispose of contaminated devices and packaging materials utilizing standard hospital procedures and universal precautions for
biological hazardous waste,to prevent environmental pollution.

h) Do not use if the blade has rust .

1) The shelflife is 5 years .

7. Storage

a) Surgical blade should be prevented pressure , sunshine and rain .

Tel: +86-517-83806532 . Fax: +86-517-83806511 PC: 223003
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b) This product should be stored in clean and well ventilated places with suggested relative humidity not higher than 80%
and storage temperature between 5°C and 25 ‘C; avoiding direct sunlight or heat sources and free of erosive gases.
¢} During transportation, damage and humidity should be avoided .

8. Effective date
This edition of the User's Manual takes effect on 2019.01.20 ED.: D3

d: Huaiyin Medical Instruments Co.,Ltd.
Address: No.8 West Ming Yuan Road, 223003, Huaian,China
Tel: 0517-83806499 Fax: 0517-83806511 ZIP: 223003
E-mail:hy-medical@hy-medical.com website: http:/hy-medical.com

Company Name : Wellkang Ltd
Company Address: Suite B 29 Harley Street :
LONDON W1G9QR, England, United Kingdom
Tel: +44 (20) 30869438,32876300
Fox: +44 (20) 76811874
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