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Instructions for Use for Disposable Wound Protectors

A IMPORTANT INFORMATION - PLEASE READ REFORE USE!

Please read all information contained in this insert. The use of an instrument for a task other than
that for which it is intended, as well as improper, ineffective and insufficient maintenance can
greatly reduce the life of an instrument and will invalidate the instrument’s warranty. Incorrect
handling and care as well as misuse can lead to premature wear or can cause hazards to patients
and users.

Before using, read the following information thoroughly. This booklet is designed to assist in
using this product. It’s not a reference to surgical techniques.

HOW SUPPLIED
Disposable Wound Protectors is supplied sterilized. If the package of the instrument is damaged,
please do not use.

DESCRIPTION

The product is intended for endoscopic surgery and small incision surgery, its function is to extend
the surgical field, protect the incision from damage, reduce the infection of incision.The
Disposable Wound Protectors are made of ABS,TPU or Silicone. The Disposable Wound
Protectors are packed by Dupont Tyvek 4058B dialysis paper + easy to tear film. The product was
sterilized by EO. The valid period of sterilization was 3 years.

MODEL/SPECIFICATION
Table 1: Specification of the Model B of the Disposable Wound Protectors
. . Outer ring | Inner ring | Channel Pull ring | Channel

Model | Specification OD (mm) . | O.D (mm)g OD(@mm) | (YN) | height(mm)

KJ-QKB50/60 50+5 60+5 45£10%

KJ-QKB70/70 70+5 70+5 60+10%

KJ-QKB90/90 90+5 90+5 80+10% with pull

KJ-QKB70/50 70+5 50+5 50+10% ring

KJ-QKB90/50 90+5 50+5 50+10%

KJ-QKB90/70 90+5 70+5 70+10%

KJ-QKB60/70 60£5 70+5 55+10%

KJ-QKB80/90 80+5 90+5 70+10%

KJ-QKB90/100 | 90+5 100+5 80£10%

KJ-QKB100/110 | 100+5 110+5 90+10%

KJ-QKB110/110 | 110+5 110+5 100£10%

KJ-QKB120/130 | 120+5 130+5 110+10%
Model | KI-QKBISO/160 | 1505 160+5 140£10% Variable
B KJ-QKB160/170 | 160+5 170+5 150£10% height

KJ-QKB170/180 | 170+5 180+5 160=10% (40-300)

KJ-QKB180/190 | 180+5 190+5 170£10% .

KJ-QKB190/200 | 190+5 200+5 180=10% Wlﬁlo.ut

KJ-QKB200/210 | 2005 210+5 190£10% | P 18

KJ-QKB220/230 | 220+5 230+5 210£10%

KJ-QKB60/45 60+5 4545 50+10%

KJ-QKB80/60 80+5 60£5 70+10%

KJ-QKB120/90 | 120+5 90+5 100£10%

KJ-QKB120/100 | 120+5 100+5 110+10%

KJ-QKB200/150 | 200+5 150+5 160=10%

KJ-QKB220/180 | 220+5 180+5 200+10%

KJ-QKB50/40 50+5 40+5 40+£10%

KJ-QKB70/60 70+5 60£5 60+10%
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Table 2: Specification of Disposable Wound Protectors
Model D (the inner ring and outer ring are different)
. . Outer ring Inner ring | Channel O.D Channel
Model Specification 0.D (mm) | O.D (mm) (mm) height (mm)
KJ-QKD40/30-15/10 4045 30+5 1545 10+5
KJ-QKD40/30-15/20 4045 30+5 1545 20+5
KJ-QKD40/30-15/25 40+5 30£5 1545 2545
KJ-QKD50/40-15/20 50+5 40+5 1545 20+5
KJ-QKD50/40-25/25 50+£5 4045 2545 2545
KJ-QKD50/40-25/35 50+5 40+5 2545 3545
KJ-QKD60/50-25/25 60+5 50+£5 2545 2545
KJ-QKD55/50-40/50 55+5 50£5 40+5 50+5
KJ-QKD55/50-40/75 55+5 50+5 40+5 75+5
KJ-QKD70/50-40/50 70+£5 50£5 40+5 50+5
Model KJ-QKD70/50-40/75 70+5 50+5 40+5 75+5
(1)) ¢ ['KJ-QKD100/80-60/25 100+5 805 605 2545
KJ-QKD110/100-60/25 110£5 10045 60+5 2545
KJ-QKD120/100-60/25 120+5 100+5 60+5 25+5
KJ-QKD60/50-25/5 60+5 50+£5 2545 543
KJ-QKD70/60-35/5 70+5 60+5 35+5 5+3
KJ-QKD100/50-35/5 10045 50+5 35+5 543
KJ-QKD150/70-60/5 15045 70+5 60+5 543
KJ-QKD120/100-60/40 120+5 100+5 60+5 40+5
KJ-QKD120/100-60/70 12045 10045 60+5 70+5
KJ-QKD70/60-35/25 70+£5 60+5 3545 2545
KJ-QKD70/60-35/50 70+5 60+5 35+5 5045
KJ-QKD140/70-60/15 140+5 70+5 60+£5 1545
Table 3: Specification of Disposable Wound Protectors
Model D (the two rings are same)
Model Specification Ring O.D (mm) Channel O.D Channel height
(mm) (mm)
KJ-QKD70/70-35/25 70+5 35+5 2545
KJ-QKD100/100-60/25 100+5 60=+5 2545
KJ-QKD120/120-60/25 120+5 60£5 2545
KJ-QKD40/40-25/5 4045 2545 543
KJ-QKD70/70-35/40 70+5 35+5 40+5
KJ-QKD120/120-60/40 120+5 60=+5 40+5
Model D | KJ-QKD30/30-20/10 3045 2045 1045
KJ-QKD50/50-40/8 50£5 40+5 8+5
KJ-QKD30/30-20/20 3045 2045 20+5
KJ-QKD40/40-20/10 40+5 2045 10+5
KJ-QKD50/50-40/20 50£5 40+5 2045
KJ-QKD50/50-25/20 50£5 2545 2045
KJ-QKD50/50-25/35 50£5 2545 3545
INTENDED USE

The product is intended for endoscopic surgery and small incision surgery, its function is to extend

the surgical field, protect the incision from damage, reduce the infection of incision.
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INSTRUCTIONS FOR USE

1) Select a suitable product and take it out of the sterile package.

2) Cut an appropriate length of incision on the abdominal wall.

3) Squeeze the inner ring flat and insert it into the notch.

4) For the Model B, it is necessary to pull the inner and outer ring to make the incision open.

5) After the operation, take it out, For the Model D: stretch your finger into the incision, and
then pull it out by tightening the inner ring. For the Model B: turn the outer ring outward to
loosen the channel, and then pull the inner ring out.

ACONTRAINDICATIONS

It is forbidden for those who are allergic to this material, and should be used with caution for those
with high sensitivity.

ACAUTIONS & WARNINGS

1)
2)

3)

4)
5)

6)

The service life of the product is 3 years. It is forbidden to use the product beyond the
sterilization validity period.

This product is sterile. Please carefully check the inner packaging of the product before use.
If it is damaged or contaminated, it is forbidden to use.

This product is intended for single patient and procedure use. Resterilization, reuse,
modification may lead to serious consequences with death of patient included. Take care to
discard the product and packing after use, as well as unused but opened devices in
accordance with hospital waste disposal practices and local regulations including, without
limitation, those pertaining to human health and safety and the environment.

This product is only for endoscopy specialists. Please read the instruction manual carefully
before use.

During clinical operation, direct contact between channels and sharp instruments should be
avoided.

Any serious incident that has occurred in relation to the device shall be reported to the
manufacturer and the competent authority of the Member State in which the user and/or the
patient is established.

STERILIZATION
The instruments are sterilized by EO.

TRANSPORTATION AND STORAGE CONDITION
The product should be stored in a room with a relative humidity of less than 80%, a temperature of

10°C ~ 30°C, clean, light free, corrosive gas and good ventilation.
Transporting the device should be avoid wet, shaking and strike.
The device should be packaged with a suitable packaging.

SHELF-LIFE

The shelf life of the product is 3 years.

PRODUCTION DATE

Refer to the package label.
EXPIRATION DATE

Refer to the package label.

SYMBOLS USED ON LABELING

&I Date of manufacture

Manufacturer

Catalogue number

i
]
-

Batch number
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MD Medical Device UDI Unique device identifier;
A Caution D:i] Consult instructions for use
g Use-by date @ Do not use if package is

damaged

® Do not re-use Do not re-sterilize

‘T Keep dry Sterlized using ethylene oxide

f:\ili‘ Keep away from sunlight Prescription use only

Trademark of manufacture, Single sterile barrier system
ICANGJI | authorized by Hangzhou Kangji with protective packaging

inside

Medical Instrument Co., Ltd.

Temperature limit

=

@ Not made with natural rubber latex

10°C:

u Manufacturer

Manufacture: Hangzhou Kangji Medical Instrument Co., Ltd.

Address: No.1668 Chunjiang East Road, Economic Development Zone, Tonglu, Hangzhou,
Zhejiang 311501, P.R.China

Tel.: 0086-571-69900010

Fax: 0086-571-69900029

Website: http: //www.kangjimed.com

E-mail: kangji@kangji.com

Effective Date: 2025.07.20
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HNHCcTpyKIIUM 110 IPMMEHEHHUIO VIS OAHOPA30BbIX PETPAKTOPOB PaH

A BAKHASA THOOPMAIMSA — IIPOYUTATD IIEPE/JI UCITOJIB30OBAHUEM!

BuuMarenpbHO W3y4yHMTE BCHO WH(OPMAIIMIO, COACPXKAIIYIOCS B O3TOM BKJIajwiie. lcmonp3oBanue
WHCTPYMEHTA He 10 Ha3HAYEHHIO, a TAKXKe HeMpaBWiIbHOE, Hed(PPEeKTUBHOE U HEJJOCTATOYHOE TEXHUIECKOE
00CTyKMBaHKUE MOTYT 3HAYUTEILHO COKPATHTh CPOK €T0 CITYKObI U TPUBECTH K aHHYJIMPOBAHUIO TAPAHTUN
Ha WHCTpPyMeHT. HenpaBuibHOE OOpallieHHe M yXOJH, a TakKXKe HEMPaBWIHLHOE HCIOIB30BAHUE MOTYT
MIPUBECTHU K TIPEXKAECBPEMEHHOMY M3HOCY WIJIH CO3/1aTh OMACHOCTSH JIJIS TIAIIMEHTOB U TIOJIh30BATETIEH.
Ilepen wcmonb30BaHMEM W3ENWsS BHUMATENBHO MPOYHTANTE NMPHUBEICHHYIO HIDKE WHGOpMAIio. JTa
Opoiitopa npeaHa3HaueHa JIJIs OKa3aHUsl IIOMOIIY B HCITOJIb30BaHUU JTaHHOTO m3/ienust. OHa HE CONCPKUT
PEKOMEHIAIHH 10 XUPYPTrHIECKAM METOHAM.

KOMIUIEKT IOCTABKHA
OHOpa30BBIE PETPAKTOPHI PaH MOCTABIAIOTCS B CTEPUIILHOM COCTOSIHUM. He ucnoib30BaTh HHCTPYMEHT,
€CJIM ero YIaKkoBKa MOBPEX/IEHa.

OIIMCAHHUE

W3znenue npeaHa3Ha4YeHO Al SHIOCKONMUYECKON XUPYPIUU U XUPYPruu MajbiX pazpe3oB. Ero gpyHkms
3aKJIIOYAeTCsl B PaCIIMPEHNH OINEPALMOHHOTO TOJIs, 3alllUTe pa3pe3a OT MOBPEKICHUNH U CHUKEHUH pUCKa
uHbUIMpoBaHus paspe3a. OgHOpa3oBble peTpakTopsl paH uirotoBieHsl U3 ABC, TIIY wmm cunikoHa.
OpnHOpa30BBIE PETPAKTOPHI paH yMakoBaHBl B auanusHyio Oymary DuPont Tyvek 4058B + nerko
OTpBIBaeMyl0 IUIeHKY. W3nenune crTepunn3oBaHO STHIEHOKCHIOM. Cpok JEHCTBHUS CTEpUIU3alluU
COCTaBJIsIeT 3 roja.

MOAEJIb/CIIENUO®UKALUSA
Tabmuna 1: Cnenmdukanms Moxgenn B ofHOpPa30BEIX peTpaKTOPOB paH
Hapy>xupiii Hapy>xupiii Hapy-biii Kolbio st
Mogens | Cnermdukanms AMaMeTP AMaMeTP JIMaMeTp W3BJICYEHUS Beicora
Hapy>XHOTO BHYTPEHHETO KaHasna (MM)
Kosbla (MM) | Kourblia (MM) Kanana (M) (Ma/Her)
KJ-QKB50/60 50+5 60+5 45+10%
KJ-QKB70/70 70+5 70+5 60+10%
KJ-QKB90/90 90+5 90+5 80+10% ¢ KOJIBHOM
KJ-QKB70/50 70+5 50+5 50£10% ﬁggﬂemm
KJ-QKB90/50 90+5 50+5 50+£10%
KJ-QKB90/70 90+5 70+5 70£10%
KJ-QKB60/70 60+5 70+5 55+£10%
KJ-QKB80/90 80+5 90+5 70£10%
KJ-QKB90/100 90+5 10045 80+10%
KJ-QKB100/110 10045 11045 90+£10%
KJ-QKB110/110 11045 11045 100£10%
KJ-QKB120/130 12045 13045 110£10% Wsmensiemas
Mo B KJ-QKB150/160 15045 16045 140+10% BRICOTA
KJ-QKB160/170 16045 17045 150+10% (40-300)
KJ-QKB170/180 17045 18045 160+£10%
KJ-QKB180/190 1805 190+5 170£10% 6es xomua
KJ-QKB190/200 190+5 200+5 180+10% ﬁg}’:ﬂeqemﬂ
KJ-QKB200/210 200+£5 21045 190+10%
KJ-QKB220/230 220+5 23045 210+10%
KJ-QKB60/45 60+5 45+5 50+£10%
KJ-QKB80/60 80+5 60+5 70+10%
KJ-QKB120/90 12045 90+5 100+10%
KJ-QKB120/100 12045 10045 110£10%
KJ-QKB200/150 200+£5 15045 160£10%
KJ-QKB220/180 220+£5 18045 200£10%
KJ-QKB50/40 50+5 40+5 40£10%
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EﬁfﬁiﬁHHH EﬁfﬁiﬁHHH Hapysicabtid Koo s Beicora
Mopens | Cneunduxanus p p JIuaMeTp W3BIICYECHUS
Hapy>KHOTO BHyTpeHnero ' o (M) (Tla/Her) KaHaja (MM)
KoJblla (MM) | KoJsibLia (MM)
KJ-QKB70/60 70+5 60+5 60+£10%

Tabmuna 2: Cnenudukanyst 0THOPa30BhIX PETPAKTOPOB paH
Mopens D (BHyTpeHHee U Hapy»KHOE KOJblla Pa3HbIe)

Hapy>xublii HapyxHbrii .
Hapy>xubiii
Monens Cneuunduxarnus AMAMETD JIMAMETD JuaMeTp KaHana Beicora kanasa
HapyKHOTO BHYTPEHHEIO (vm) (Mm)
KoJbIIa (MM) KOJIbIIa (MM)
KJ-QKD40/30-15/10 40+5 30+£5 15+£5 10£5
KJ-QKD40/30-15/20 40+5 30+£5 15+£5 20+5
KJ-QKD40/30-15/25 40+5 30+£5 15+£5 2545
KJ-QKD50/40-15/20 50+£5 40+5 15+£5 2045
KJ-QKD50/40-25/25 50+£5 40+5 2545 2545
KJ-QKD50/40-25/35 50+£5 40+5 2545 3545
KJ-QKD60/50-25/25 60+5 50+£5 2545 2545
KJ-QKD55/50-40/50 55+£5 50+£5 40+5 50+£5
KJ-QKD55/50-40/75 55+£5 50+£5 40+5 75+5
KJ-QKD70/50-40/50 70£5 50+£5 40+5 50+£5
KJ-QKD70/50-40/75 70£5 50+£5 40+5 75+5
Mopgens D | KJ-QKD100/80-60/25 10045 80+5 60+5 2545
KJ-QKD110/100-60/25 11045 10045 60+5 2545
KJ-QKD120/100-60/25 12045 10045 60+5 2545
KJ-QKD60/50-25/5 60+5 50+£5 2545 543
KJ-QKD70/60-35/5 70£5 60£5 35+5 543
KJ-QKD100/50-35/5 10045 50+5 35+5 543
KJ-QKD150/70-60/5 15045 70+5 60+5 543
KJ-QKD120/100-60/40 12045 100+5 60+5 40+5
KJ-QKD120/100-60/70 12045 100+5 60+5 70+£5
KJ-QKD70/60-35/25 70£5 60+5 35+5 2545
KJ-QKD70/60-35/50 70£5 60+5 35+5 50+5
KJ-QKD140/70-60/15 14045 70+5 60+5 15+£5

Tabnuia 3: Crenudukaiys 0JHOPa30BbIX PETPAKTOPOB PaH
Monens D (00a KoJbIIa 0TMHAKOBEIE)

Hapy>xubiii nuamerp Hapyxcabtii Bricora kanana
Monens Cneuunduxarus JIMaMeTp KaHajia

KOJIbIIa (MM) (vm) (MMm)

KJ-QKD70/70-35/25 70+5 35+5 2545
KJ-QKD100/100-60/25 100£5 60+5 2545
KJ-QKD120/120-60/25 120£5 60+5 2545
KJ-QKD40/40-25/5 4045 25+5 543
KJ-QKD70/70-35/40 70£5 35+5 40+5
KJ-QKD120/120-60/40 120£5 60+5 40+5

Mopens D | KJ-QKD30/30-20/10 30+5 20+5 10£5
KJ-QKD50/50-40/8 50+5 40+5 8+5
KJ-QKD30/30-20/20 30+5 20+5 20+5
KJ-QKD40/40-20/10 4045 20+5 10£5
KJ-QKD50/50-40/20 50+5 40+5 20+5
KJ-QKD50/50-25/20 50+5 25+5 20+5
KJ-QKD50/50-25/35 50+5 25+5 3545

NPEAYCMOTPEHHOE TIPUMEHEHUE

Uznenue npeaHa3sHAYCHO IS SHAOCKOMUYECKOW XUPYPIHU M XUPYPTHH MalbIX pa3pe3oB. Ero ¢yHkiums
3aKITF0YACTCS B PACHIMPEHUH OTICPAIIMOHHOTO TOJIS, 3aIUTE pa3pe3a OT MOBPEKICHUI 1 CHIDKSHUN PUCKA
HHQUIUPOBAHUS pa3pesa.
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HUHCTPYKIMS IO IPUMEHEHUIO

1) BsiOepuTe mOAXOISIIECE H3ACITHE U JOCTAHBTE €r0 U3 CTEPUIILHOM yIaKOBKH.

2) Cpaenaiite pa3pe3 COOTBETCTBYIOIIEH [UTMHBI Ha OPIOIIHON CTEHKE.

3) CoxMuTe BHyTpEHHEE KOJBIIO M BCTABBTE €TI0 B HAPE3.

4) Mogenb B: 4To0bI cenaTh pa3pe3 OTKPHITHIM, HEOOXOAUMO MOTSHYTh 32 BHYTPEHHEE M HApYKHOE
KOJIBIIO.

5) Tlocne oneparuu u3BjIekuTe U3aeare. Moaesnb D: BBeauTe masierl B pa3pes, a 3aTeM BBITSIHUTE H3JIENue,
CKaB BHYTpeHHee KoJbIo. Mosens B: moBepHUTE HApYKHOE KOJBIO HAPYXKY, YTOOBI OCBOOOIUTH
KaHaJ, a 3aTeM BBITSTHUTE BHyTPEHHEE KOJIBIIO.

A IMPOTUBOIIOKA3AHUSA

HSI[GJ'II/IG 3arpeuiacTCd NpUMEHATh AJId JIUI C aJmeprI/Ieﬁ Ha 3TOT MaTcpurall. TaK)KC, HU3ACTIUC CICOAYCT
HCIIOJIB30BAaTh C OCTOPOKHOCTBIO AJId JIUIL C MMOBBIIICHHOM YYBCTBUTCIIbHOCTBIO.

A HOPEAYINPEXKIAEHUA U MEPBI IPEJOCTOPOXKHOCTHU

1)  Cpok ciry»Obl H3/IETHs COCTABIISIET 3 roj1a. 3anpeniaeTcs HCIoJIb30BaTh H3ICIHE 10 HCTEYSHUH CPOKa
JIEHCTBHS CTEPUIIM3ALUY.

2) MWzpenue crepunbHo. Ilepen ucmonb30oBaHMEM BHHMATEIBHO MPOBEPHTE BHYTPCHHIOI YIAKOBKY
m3nenua. Ecnmu BHYTPEHHSST yNaKOBKAa IIOBPEXACHA WIIM 3arpsA3HEHA, HCIIONB30BaTh H3/EIHe
3arpernaeTcs.

3) MWzpenune mpenHasHAuCHO Uil MCIONB30BAaHMS U OJHOTO MAIMEHTa Ui TPOBEICHUS OJHOMN
nporeaypsl. [loBropHas crepuinzanys, HOBTOPHOE HCITOF30BaHUE, MOAU(DHUKAIINA MOTYT IIPUBECTH
K CEepbe3HbIM IIOCIENCTBUSAM, BKIIOUYash CMepTh manueHTa. llocie mcmonp3oBaHWS 00s3aTENBHO
YTWIM3UPYWUTE U3JEIUEe U YIAaKOBKY, a TAKXKE HEHCIIONb30BAaHHBIE, HO OTKPBITHIE YCTPOMCTBA B
COOTBETCTBHUH C NPAaBHJIAMH YTHJIM3AIUMA OOJNLHUYHBIX OTXOJOB W MECTHBIMH HOPMaMH, BKIIOYasd,
MMOMHMO MTPOYETO, T€, KOTOPBIE KaCcalOTCs 3I0POBbS U O€30ITACHOCTH YEIOBEKA M OKPYIKAIOIIEH CPEIbI.

4) Wznenue mpeaHA3HAYCHO TOJBKO IS CICHHAIMCTOB IO JHAOCKONHMHU. [lepea HMCHoNb30BaHUEM
BHUMATEJILHO 03HAKOMBTECH C PYKOBOJICTBOM IO MCIIOJIH30BAHUIO.

5) Bo Bpems KIHHHYECKHX MpPOIEAYp ClieayeT u30erarh MPSAMOTO KOHTaKTa KaHAJIOB C OCTPHIMH
HHCTPYMEHTaMH.

6) O ar0060M cepbe3HOM HWHIMIECHTE, MPOM3OIIEAIIEM B CBA3W C JAHHBIM H3JCTHEM, HEOOXOIMMO
COOOIIUTH TPOU3BOJUTENIO W KOMIIETEHTHOMY OpraHy rOCyJapCTBa-4ieHa, B KOTOPOM HaXOIUTCS
MOJIL30BATEIb W/WIIN TIAIHEHT.

CTEPUJIN3ALIUA
WMHCTPYMEHTHI CTEPUIIN30BaHbl 3TUJIEHOKCUIIOM.

YCJIOBUS TPAHCIIOPTUPOBKHU U XPAHEHU

W3nenwe ciemyer XpaHWTh B YMCTOM MOMEIIEHHH C OTHOCHTEIHHON BIaKHOCTHIO BO3ayxa meHee 80%,
TeMIlepaTypoit

10 ~ 30 °C, xoTOpOE 3aIUIIEHO OT BO3JCHCTBHS CBETA, EKUX ra30B, M 00ECIICUSHO XOPOIIIeH BEHTUIIALINEH.
[Ipu TparcopTHPOBKE CieayeT n30eraTh TPSACKU U YAAPOB, a TAKKe MOMAaHus B U3/IEJIUEe BJary.
W3nenve 10/KHO ObITh YIIAKOBAHO B COOTBETCTBYIOIIYIO YIIAKOBKY.

CPOK I'OJHOCTH
CpoOK rofHOCTH U3JENNs COCTAaBISIET 3 roja.

JATA U3I'OTOBJIEHUS
CM. 3THKETKY Ha YIaKOBKE.

JATA UCTEYEHUS CPOKA TOJHOCTH
CM. 3THKETKY Ha YIaKOBKE.
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OBO3HAYEHUS, UCIIOJIB3YEMBbBIE HA OTUKETKAX

& Jata npoussoxacrea
- Howmep no xatanory

- MenunuHckoe u3enue
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Howmep naptuu

YHUKaTBHBIN HICHTUDUKATOD
H3eNnus

B

CrnenoBaTh HHCTPYKIUH O

Buaumanue
TIPUMEHEHUIO
3ampeniaeTcsl HCIONB30BaTh U3JEIHE,
Cpok rogHOCTH ecln IIEJIOCTHOCTD YIaKOBKH
HapylleHa

IloBTOpHAas cTepunn3anus
3arperieHa
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Topropast Mapka IPOU3BOIUTEIL,
aBTOPU30BAaHHAs KOMIIAaHUEH «XaHUKOY
KANGII |Kanmxu Meankan Uuctpymenrt Ko.,
JItn.» (Hangzhou Kangji Medical
Instrument Co., Ltd.)

@ He conepxut HaTypaJibHBIN Kay4yyKOBBIH
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“ [IIpou3BoaMTENB]

[poussoaurens: «Xanwkoy Kanmku Memukan Mucrpyment Ko., JIta» (Hangzhou Kangji Medical
Instrument Co., Ltd.)

Anpec: Ne 1668 Uynsizsu Hct Poya, 3oHa skoHOMHYeckoro pa3Butus, TyHiy, XaHuK0y, MPOBUHLINS
Wxoresaa 311501, Kurai

Ten.: 0086-571-69900010

®dakc: 0086-571-69900029

Caiit: http: //www .kangjimed.com
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[Product Name]
Disposable Veress Needles

[Product Description]

Disposable Veress Needles consists of needle, inner core, handle and
valve. The Disposable Veress needle is a sterile single-patient use
device designed for establishing pneumoperitoneum prior to
abdominal endoscopy. The Needle is stainless steel with a spring-
loaded stylet that retracts when inserted into the abdomen. The stylet
then advances to shield the needle once the needle tip enters the
abdominal cavity. It is used to establish pneumoperitoneum prior to
trocar and cannula insertion in laparoscopic procedures.

The products should be operated by professional medical personnel.
It is designed to keep sterile and single-use to effectively avoid cross-
infection between patients.

[Intended Use]
The product is designed to clinically use for passing through the
abdominal wall and infusing the CO; through the valve.

[Indication]

The device is indicated for establishing pneumoperitoneum in
minimally invasive laparoscopic procedures, including but not
limited to gynecological, urological, and general surgical procedures.

[Clinical Benefits]
Establishing pneumoperitoneum to support the laparoscopic surgery.

[Intended User]
The device must be operated by trained clinicians.

[Intended Patient Population]
The age of the intended population for the device is for adults and
children.

[Side effects]
1)  Serious complications

Visceral injury

Major vascular injury
2)  Minor complications
Omental injury
Emphysema
Extraperitoneal insufflation
Port site infection

Bruising/Hematoma/bleeding/minor vascular injury

Gas leakage

[Model/Specification]

Enlightening
the life
150 150
110 110
120 120
Model IT 130 130
140 140
150 150

. . Needle O.D Needle Length
Model ficat
ode Specification D (mm) L (mm)
110 110
120 120
Model I ®2.2
130 130
140 140

[Contraindications]
The instrument is not intended for use when minimally invasive

techniques are contraindicated.

[Device Combinations]

The device is used in conjunction with an insufflator, with the Luer
lock connector on the Veress needle connected to the Luer lock
connector of the insufflation tubing (an accessory of the insufflator).
The Luer lock connector is in compliance with EN ISO 80369-7.

[Use Method]
1)  Use sterile technique when removing the instrument from the
package;

2)  Close the valve.

3)  The Veress Needle is inserted into the abdomen per standard
insertion technique

4)  After the veress needle has completely entered the abdominal
cavity, attach insufflation tubing to the luer valve port.

5)  Valve and insufflate to desired pressure. Follow instructions
provided by themanufacturer of insufflator. To stop the
insufflation, close the valve.

6)  After use, take out the veress needle and discard it in
accordance with the relevant requirements of medical device
waste.

[Warnings and Precautions]

1) Do not use the products after shelf life period or when sterile
barrier is damaged or opened prior to use.

2)  During the puncture, the resistance is obviously reduced
(complete puncture), do not continue to puncture vigorously to
prevent accidentally puncturing tissues and organs.

3)  This device is single use only. Do not reuse, reprocess or re-
sterilize.

4)  After the product is used, please discard it in accordance with
the relevant requirements for medical device waste disposal.

5)  This product must be operated by laparoscopic specialists. Do
not use this product for applications other than its intended

purpose.
6)  Please inform the manufacturer and competent authority in
case of any adverse events related to the device occur.

[Shelf-life]
Three years

[Sterilization Method]
Ethylene oxide

[Risks of Reuse]

This device is intended for single patient use only. Do not reuse,
reprocess or resterilize. Reuse, reprocessing, or resterilization may
result in the following complications:

» Compromised structural integrity and/or device failure that in turn
may result in patent injury, illness or death.

« Risk of contamination and/or patient infection or crossinfection

that in turn may lead to injury, illness, or death of the patient.
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[Storage and Transport Conditions]

Product should be kept in a condition that relative humidity is less
than 80%, it also should be free from corrosive gas, cool, dry with
good ventilation and clean.

Products shall be protected from heavy pressure, direct sunlight and
rain and snow during transportation.

[Production Date]
See on the package.

[Symbol Explanation]
‘ Manufacturer Date of

manufacture

Consult instructions for

use or consult Batch code

electronic instructions

Do not resterilize,

Indicates a medical Use-by date

device that is not to be

Sterilized using

is damaged and consult ethylenc oxide

instructions for use

Unique device
Do not re-use q

EIRERE ESIRE

identifier
Medical device Catalogue
number

Ay

(14
@ Do not use if package
T“

e | Keep away from
Keep dry ’S\ sunlight
Prescription use only Caution

Trademark of

O [

manufacture,
thorized b . .
IKANGII authonzed by lS)lng'le sterile
Hangzhou Kangji arrier system

Medical Instrument
Co., Ltd.

d [Manufacturer]

Manufacture: Hangzhou Kangji Medical Instrument Co., Ltd.
Address: No.1668 Chunjiang East Road, Economic Development
Zone, Tonglu, Hangzhou, Zhejiang 311501, P.R.China

Tel.: 0086-571-69900010

Fax: 0086-571-69900029

Website: http: //www.kangjimed.com

E-mail: kangji@kangji.com

Effective Date: 2025.08.01

Enlightening
the life
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Hcrounuk cBeta
B Barmeii xxu3uun

[HaumeHnoBaHme u3aeus]|
OnnHopa3zoBsie urisl Beperia

[Onucanue uznenus|

OnHopa3zoBsle UIJIBI Bepella coCcTOST U3 UTJIHI,
BHYTPEHHETO CEpACYHNKA, PyUKH U KJIAIaHa.
OnHopasoBblie urisl Beperra SBISIOTCA CTEPUIBHBIMH
W3AETHAMHE AJIS1 NCTIONIb30BAHUSI HA OJTHOM IAllNEeHTE,
IpefHa3HadeHHbIE IS CO3/IaHMs ITHEBMOIIEPUTOHEYMA
JI0 TIPOBEICHISI a0TOMHHANBHON SHIocKoniH. Mria
U3rOoTOBJICHA U3 HEpXKaBerollel crtanu. B ee
KOHCTPYKLUHU UCHOJb3YETCS PYKUHHBIA CTUIIET,
KOTOPBII BTSATUBACTCS MIPU BBEJICHUH B OPIOIIHYIO
MOJIOCTh. 3aTeM CTUJIET ITPOJIBUTAETCS BIIEPE, YTOObI
3aLUTUTh UIJTy B MOMEHT BBOJIa €€ KOHYMKA B
OpIOIIHYIO MONOCTh. M3e11e npuMeHseTcs I
CO3JJaHUS THEBMOIIEPUTOHEYMA TIEpe]] BBEACHUEM
Tpoakapa ¥ KaHIOJIU IIPH JIAITAPOCKOMMYECKUX
poLenypax.

Wznenue nomkeH 3KCITyaTHpOBAaTh
npodeccrnoHaNBHBII METUIIMHCKUH TIEPCOHAL.
Wznenue npegHa3HaueHO IS CTEPUIIBHOTO 1
OOHOKPATHOI'O NPUMCHEHUS, YTO TO3BOJIACT

3¢ deKkTUBHO N30eraTh MepeKPecTHOrO 3apaKECHHs
MCXKIY MaguCHTaMu.

[IIpexycMoOTpeHHOE IPUMeEHeHue|

W3nenue nmpenHasHaueHO AT UCIOIB30BAHUS B
KIIMHUYECKUX YCIOBUSX JUIS MMPOXOKICHHS uepe3
OpromHyto cTeHKY U BBeneHus CO» yepe3 KiIamnaH.

[[Moxa3anus K NpMMeHeHUI0|

M3nenue mokasaHo AJIs CO3AaHUS
MTHEBMOIICPUTOHEYMA TIPH MATOMHBA3HBHBIX
JAmapoCKOMMYECKUX MPOLEAyPax, BKIFOYas, IOMIMO
MPOYET0, TMHEKOJIOTUIECKUE, YPOJIOTHIECKHE U OOIIIHe
XUPYPTAYECKUE MPOIICTYPHI.

[Knunnveckue npenmyuiecTpal
Co3aHye MHEBMONIEPUTOHEYMA, HEOOXOJUMOTO IS
CO3/JJaHUs JTaNapOCKONNYECKUX OIEepaLUi.

[IIpennoJiaraemblii 0J1b30BaTe/b]
DKCIUTyaTHpOBaTh YCTPOHCTBO JOIDKHBI 00Y4YEHHbIC
BpadH.

[HeseBasi rpynna naueHToB|
Ieneas rpynmna naliMeHToOB JaHHOTO U3ENUS
BKJIIOYAET B3POCIIBIX U JETEH.

[IIo6ounbIe 3 deKThI]

1) Cepbe3sHble 0CIOKHEHUS

e T[loBpex/eHUEe BHYTPEHHUX OPraHoB

e Cepbe3Hoe MOBPEXK/ICHNE BHYTPEHHUX OPTaHOB

2) HesHauuTenbHbIE OCIOKHCHUSI

e JloBpexeHue CalbHUKOB

e Dwmduzema

e DKcTparnepuToHeanbHas HHCY Qs

e Undexnus ygacTka nopra

e Cunsx/I'emaroma/KpoBoTteuenne/HezHaunrensHoe
MOBPEXJICHUE COCYIOB

e VYrTeukarasa

[Mogens/Cnenndpukanus]

Buemnnuit Tlnnna
Mogens | Cneuudukanus | AHaMETP HIJIBI JIHHA HI BT
L (mm)
D (mm)
110 110
120 120
Mopgens I 130 130
140 140
150 150
2.2
110 110
120 120
Mogens I1 130 130
140 140
150 150
[IIpornBONOKa3aHuA|

Wznenue ne MMPUMCECHSACTCA, €CJIN MaJIOMHBAa3MBHBIC
MCTOAbI MPOTUBOIIOKA3aHbI.

[CoBMecTHO MCIOJIB3yeMble YCTPOicTBa]
YCTpoicTBO HCIIOIB3YETCSI COBMECTHO C

nHCy GdIsAITOPOM, ITPU 3TOM COCAUHUTEND THIA JIF03p-
Jlok Ha urne Bepemra mogcoeanHAETCS K COSANHUTEIIO
tuna Jlroap-Jlok TpyOku mis uncypdiasuum
(mpuHaIeKHOCTE HHCYhdIIsTOpa).

Coenunurens tuna JIrosp-JIok cooTBeTCTBYET
cranaapty EN ISO 80369-7.

[MeToa ucnosab30Banus|

1) W3Breus HHCTPYMEHT U3 YIAKOBKH, HE HApyIIast
€T0 CTEePWIBHOCTE;

2) 3aKpbITh KIIAMAH.

3) Wrna Bepeiia BBOIUTCS B OPIOIIHYIO MTOJIOCTh
COTJIACHO CTaHAAPTHOM METOIVKE BBEICHHS.

4) Tlocie monHOTO BBECHUS UTJbI Beperia B
OpIOIIHYIO MTOJIOCTH TOACOSAUHUTD TPYOKY st
uHCy b duanuu K nopty JIlrospa kiiamaHa.

5) OTKpBITH KJIAMaH U BBIIOJIHUTH HHCYQQISIHUIO 10
JOCTHKEHHS XKenaeMoro napnenus. CienoBarb
WHCTPYKIHUSAM pou3BoauTeNs uHcyhdusaropa.
3aKphITh KJIanaH, YTOObl OCTAHOBUTH
uHCy Qduisimro.

6) TIloce ucrnonb30BaHusl U3BJIEYb Uy Beperia u
YTHIH3HPOBATH €€ B COOTBETCTBUH C
JEHCTBYIOIUMHE TPEOOBaHUSIMH K OTXOaM
MEIMIMHCKHUX U3JIeTHH.

[IIpexynpesxaeHns U Mepbl NPEAOCTOPOKHOCTH]

1) Hcnonb3oBanue U3/ENUit IOCIE HCTEUECHUS CPOKA
TOJHOCTH, TIOBPEXKICHHUS CTEPHIBHOTO Oapbepa
WA €T0 OTKPBITUA OO0 UCIIOJIb30BAHUA U3JCIIUA
3aIperaeTcs.

2) Tlpu mpoKaJbIBaHHH COMPOTHBIICHHUE SBHO
CHIDKaeTcs (TosHoe npokansiBanue). I1o atoit
MIPUYMHE, YTOOBI HE IPOTKHYTH CIy4aiiHO TKaHU U
OpraHsl, IIOCJIE MPOKAIBbIBAHUS HE MPOJOIKATh
MIPUKJIAABIBATh TO K€ YCUIIHNE, KOTOPOE
HCIOJb30BaJ0Ch 10 MPOKAIbIBAHHUS.

3) [JanHoe u3nenue npeaHa3HAuYeHO TOJIBKO IS
OJITHOKpaTHOTO npuMeHeHus. He ucnonb3oBaTsb
TIOBTOPHO, HE TIOJBEPTaTh TIOBTOPHOH 00paboTKe U
HE M0JBEpPraTh HOBTOPHON cTeprin3anuu!

Crpanuna: 1 /2



IKANGJI

Hcrounuk cBeta
B Barmeii xxu3uun

4) Tlocne KCHONB30BAHUS YTHIH3UPOBATh H3CIHE B
COOTBETCTBHH C JACHCTBYIOLIMME TPEOOBAHHAMHE K
YTUIH3AHN OTXOI0B MEIUIIMHCKUX U3/ICIHA.

5) JlaHHOe U3meie TOMKHBI HCIIOb30BaTh
CIICIIMAIIICTHI 10 Jlanapockonuy. He ncmonp3oBath
U3JeNie B LETSIX, OTIHMYHBIX OT €ro IPsIMOTo
Ha3HaYCHUS.

6) B ciyyae BOSHUKHOBEHHS KaKHX-JTHOO
HEXeJATeNbHbIX SBJICHNH, BOSHUKAIOIINX BO BpeMs
JKCIUTyaTalluK U3JICNUs, COO0IUTE 00 3TOM
MPOU3BOIUTEITIO U KOMIIETCHTHOMY OPTaHy.

[Cpok roanoctu]|
Tpu roga

[Mertoa crepuiu3anuu]
OTUIICHOKCH]

[Puck mHOBTOPHOIO MCHOJIL30BaHUs|

JaHHOE W3menve MmpeiHa3HAueHO VI WCIOJIB30BaHMA
JUIsL OTHOTO ManueHTa. He Mcnons30BaTk MOBTOPHO, HE
HO/IBEpraTh MOBTOPHOH 00pabOTKe M HE MOJBEprarh
NOBTOpHOU cTeprm3anun! IIoBTOpHOE UCTIONB30BaHHE,
nepepaboTKa WM IOBTOPHAs CTEPHIM3ALUS MOTYT
MPUBECTH K CJICITYIOLIHM OCIIOKHEHUSIM:

* HapyieHne 1enocTHOCTH KOHCTPYKIUH /WM OTKa3
W3/ENNs, YTO B CBOIO OYEpeb MOXKET NPHBECTH K
TpaBMme, 3a00JIEBaHUIO WIIM CMEPTH NAalMECHTA.

* Puck 3apaxeHus u/wiv MHOUIMPOBAHUS MalEHTa
WM TEePEKPECTHOr0 WH(QUIMPOBAHUS, YTO B CBOIO
o4epeab MOXKET IIPUBECTH K TPaBMeE, 3a00JICBaHUIO WITH
CMEPTH TalHeHTA.

[YcaoBusi XxpaHeHHs1 M TPAHCTIOPTHPOBKH|

Wznenue cnemyer XpaHUTh TIPH  OTHOCHTENHHON
BIAKHOCTH Bo3yxa MeHee 80%, B IPOXJIaJHOM, CYyXOM,
XOpOIIO  TPOBETPUBAEMOM M YHUCTOM  MeCTe,
3aIUIICHHOM OT BO3JICHCTBUS €IKUX T'a30B.

ITpu TpaHCTIOPTHPOBKE 006ECTICUNTH 3AIMUTY U3AEIHSI OT
BO3CHUCTBHS BBICOKOTO JABJICHUS, TOIAJaHUS TIPAMBIX
COJTHEYHBIX JIy4eH, TOKASI U CHera.

[AaTa npou3BoacTBa]
CM. Ha ynakoBKe.

[I[losicHeHHe CHMBOJIOB]

IIpousBonurens &I

CM. HHCTPYKIIHIO

10 TPUMEHEHUIO
WA CM.

I:El] 3JIEKTPOHHYIO LO

HHCTPYKIUIO IO

IIPUMCHEHUIO

He crepunmsoBath

MIOBTOPHO.

O3Hauaer u3aenne
MEUIIHHCKOTO

@ Ha3HAYCHHS, E
KOTOpOE He

TIOTIE)KUT

MTOBTOPHOM

CTEPUITH3AINI

He ucnons3oBars,

€CIIH yIaKOBKa

MIOBPEXK/ICHA, H

o0paTHThCs K

HHCTPYKIUH 10

IIPUMCHEHUIO.

Jlara BBITyCKa

]

Kon maprin

CpoK roJJHOCTH

STERILEEQ) CTepuiIu30BaHo

OTUJICHOKCUIOM

YHUKaNbHBINA
He ucnonb3oBath eHTHHKATO
MTOBTOPHO - P
MeauuuHckoe Howmep 1o
u3eIme KaTaJlory
L Bepeus ot
. He noxseprats S III) HEUHBIX
BO3JICHCTBHIO BJIard N comue
A\ i
A Jyuen
ToJbKO MO pelenT:;
Rx only Bpaua P Y Buumanue
Toprosast Mapka
TIPOM3BOTUTEIS,
ABTOPHU30BAHHAs
KOMIaHHUEH OxnHapHas
"Xanwkoy Kanmku CI/IHCTeMIZI
IKKANGI | Memuxan
A 3aLIUTHI
Hucrpymenr Ko., CTEPUIIBHOCTH
JItn." (HangZhou
Kangji Medical
Instrument Co.,
Ltd)

“ [IIpousBoaMTE D]

IIpousBoautens: «Xanwkoy Kanmxu Menukan
Hucrpyment Ko., JItn.» (HangZhou Kangji Medical
Instrument Co., Ltd)

Anpec: Ne 1668 Uynbuzsas Ucrt Poyn, 3ona
SKOHOMHYECKOT0 pa3BuTus, TyHi1y, XaHuXKo0y,
npoBuHimsa Yxoamzsu 311501, KHP

Ten.: 0086-571-69900010

dakc: 0086-571-69900029

Caiir: http: //www.kangjimed.com

On. moura: kangji@kangji.com

Harta Bcrymuienus B cuiy: 01.08.2025
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Instructions for Use Disposable Trocar

1. Product name
Disposable Trocar

2. Model
See the packaging label.

3. Performance and Structure:

It consists of cannula and obturator. The auxiliary components includes veress needle, specimen bag, converter
and universal seal system.The cannula includes cannula, choke valve, sealing cap, balloon and holder. The obturator
includes needle, tube body and needle seat; the converter includes cannula and sealing cap. The veress needle includes
injection valve, needle and outer tube. Specimen bag includes bag and rope. universal seal system includes sealing cap
and an incision protective sleeve.

4. Intended use
The product is clinically used for passing through the abdominal wall and then facilitate the access for the

laparoscopic and laparoscopic instruments. If needed, the CO: can be infused through the valve.

5. Contraindication
None.

6. Operation method

1) Take out cannula and obturator from the product package, and insert the obturator into the cannula according to
Figure 1.

2) If need to establish pneumoperitoneum during operation, it is required to take out the veress needle and pierce it
into the abdominal cavity; inject CO gas from the veress needle into the abdominal cavity.

3) Close gas injection valve.

4) Place the obturator holder in palm, hold the handle of the cannula with two fingers, and puncture the abdominal
wall according to the relevant surgical regulations. (Figure 2)

5) After puncturing the abdominal wall, place the trocar in place and pull out the obturator.

6) Cannula left on the abdominal wall can be supplied as a passage of the endoscope and surgical instrument in and
out of the body. If necessary, install a filter on the gas injection valve of the casing. (Figure 8)

7) If CO2 gas needs to be delivered to the abdominal cavity using the valve on the trocar, insert the CO> snorkel
connector into the valve. Make sure the connector is fully inserted, then open the valve switch and pull out veress
needle.

8) When use Optical Trocar, Auto-shielded Trocar and Balloon Trocar 10mm or 12mm Trocar, gauze or larger tissue
in abdominal cavity need to be taken out during the operation or at the end of the operation, you can press the
buckle switch to remove the sealing gasket, and take out the gauze or large tissue from the cannula (Figure 3).
Prohibit taking out gauze or larger tissue directly through the sheath cap.

9) When you need to use the specimen bag included in the set, take out the specimen bag and fold it carefully, then
clamp one end of the folded specimen bag with non-invasive grasping forceps or separating forceps, and then put
the specimen bag into the abdominal cavity through the cannula; After putting the excision into the specimen bag,
clamp the drawstring on the specimen bag with forceps, and pull out the specimen bag slowly. It should be noted
that the sheath cap should be removed before putting in and taking out the specimen bag (Figure 3).

10) After the operation is completed, unscrew the CO; snorkel, close the valve and then remove the trocar from the
abdominal wall.

11) The trocar after use should be destroyed in accordance with relevant regulations.

12) The method for use of Thread Trocar is shown in Figure 4.
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13) Before using the balloon trocar, please use the injector to pump out the air in the balloon; inject the normal saline
with the specified volume(refer to Table 1) to make the balloon inflated after puncturing the abdominal wall; pull
the cannula outward to make the inflated balloon close to the inner side of the abdominal wall; move the fixator
toward the abdominal wall to lock it in a proper position; after the operation is completed, first pump out the saline
in the balloon, and then remove the trocar. (Figure 5)

14) The method of use of Single-port trocar is shown in Figure 6.

15) The method of use of Pediatric trocar is shown in Figure 7.

Fig.1 Trocar Installation

\ —n --r'?l’- _ -_-_““x —
Eﬂ:ﬂﬂ]ﬂ:ﬂﬂ%ﬁé@&'— P
- (d‘ﬁ_: _'_';/t'L

2 Pull out

Fig.3 The Method of Removing Seal Cap

mtyuy || E ,/

—

N N

Fig.4 The Method for Use of Thread Trocar
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o

4.Push down and lock

2. Puncture

1. Exhaust air

Unlock

Lock holder

2. Puncture

1. Exhaust air

4. Push down and lock

Take out the trocar

Fig.5 The Method for Use of Balloon Trocar

Table 1 Balloon Filling Volume for Balloon Trocar

No. Specification Liquid Volume/ml Air Volume/ml
1 ®d5mm <3 <45
2 ®10mm <8 <12
3 ®12mm <10 <15

3/7
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1 Lift up

2Roll inward

1) Surgical incision

2) Flatten and put in

3) Open incision

UL -

S—
Ryane
4) Insert cannula 5) Penetrate 6) Lock universal seal system
2. Removal O 1. Unlock \2. Pull out

1. Valgus folding

7) Take out universal seal system

8) Take out inner ring
Usage diagram for universal seal system model A

1 Lift up
2 Roll inward

1) Surgical incision

2) Flatten and put in 3) Open incision
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4) Embole the outer ring 5) Fitting

6) Take out universal seal system 7) Take out inner ring
Usage diagram for universal seal system model B, C, D

Fig.6 The Method for Use of Single-port Trocar

4) Tie the suture and remove the obturator 5) Remove the suture after surgery 6) Remove the cannula
Fig.7 The Method for Use of @3 and ®5S Trocar

1

Filter

Fig.8 Install the filter on the gas injection valve
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7. Warnings and Precautions

1)
2)

3)
4)
5)

6)

7)
8)

9)

10)

11)

12)

13)

14)

15)

16)

Products beyond the sterilization validity period are prohibited to use.

This product is sterile. Product sterilization period is 3 years. Please check the inner packaging of the product
carefully before use. If damaged or contaminated, it is strictly prohibited to use it.

This product is disposable, it is strictly prohibited to re-sterilize and reuse it. Please destroy it after use.

This product is only for endoscopy specialists. Please read the instruction manual carefully before use!

Please check the sealing performance of the balloon carefully before use. If the balloon leaks or is damaged, it is
strictly prohibited to use it.

Please check the firmness of the holder before use. If the holder can’t be locked well or slip easily, it is strictly
prohibited to use it.

The balloon and sharp instruments can’t in direct contact during the clinical operation.

For Single-port trocar, please check the firmness and integrity of the universal seal system before use. The buckle
should be installed in place. Do not use it if air tightness is not good or the product is damaged.

For Single-port trocar, avoid sharp instruments from scratching or scalding the passage of the incision protective
cover when the instrument enters and exits.

When the cannula swings with the instrument, the buckle switch is strictly prohibited from contacting the patient
or other objects to prevent accidentally touching the buckle switch and causing air leakage.

When the sheath cap needs to be removed, press the buckle switch as much as possible and then pull it out gently.
Tilting, twisting or other improper operations are strictly prohibited.

The @5 trocar can only be used as an access channel for ®5Smm endoscopes and surgical instruments, and other
sizes of endoscopes and surgical instruments should be avoided. Otherwise, there is a risk of air leakage or failure
to enter and exit smoothly.

When you need to take out gauze or larger tissues, you should remove the sheath cap first, and take it out through
the puncture cannula (see [Operation method] item 9 for details). It is strictly forbidden to take out the gauze or
larger tissues directly through the sheath cap.

Please carefully check the flexibility of the trocar buckle switch before use. If it is stuck, it is strictly forbidden to
use it.

If the filter needs to be used, it should be assembled in place and screwed to the bottom when it is assembled with
the gas injection valve to ensure air tightness.

Please inform the manufacturer and competent authority in case of any adverse events related to the device occur.

8. Sterilization method

Ethylene oxide.

9. Packaging, transportation and storage, warranty period and working conditions

1)
2)
3)

4)
5)

Packaging: Each product is packaged in a medical dialysis bag.
Protection against shock, severe vibration and humidity during transportation.
Transportation and storage conditions:
Transporting the device should be avoid wet, shaking and strike.
The device should be packaged with a suitable packaging. The store in the rooms with :
(D Relative humidity not exceed RH80%
@) Temperature range: -10°C ~+50°C
(3 Atmospheric pressure range: 760hPa~1060hPa
@ Without sunshine directly, and no corrosive gas.
Product shelf life: 3 years.
Working condition:
(D Temperature range: 10°C~40C
@ Relative humidity range: <80%

(3 Atmospheric pressure range: 760hPa~1060hPa
6/7
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10.Symbol description used for the label

@ @ LOT REF

Do not use if package

Do not reuse . Caution Batch code Catalogue number
is damaged
N F ™ ]
terili i Refer to instructions
Sterilized us.mg Manufacturer Date of manufacture Use-by date
ethylene oxide for use
“-.};‘:-" b “0‘ a
EU [REP % MD A~ ?
-
]
. Do not re-sterilize,
Authorized . .
L Indicates a medical . . Keep away from
representative in the . . Medical device . Keep dry
device that is not to be sunlight

European Community .
re-sterilized

C €0197 Rx ONLY @ UDI ICANGII

Trademark of

manufacture,

. o Not made with natural Unique device authorized by
CE Marking Prescription use only . ) .
rubber latex identifier Hangzhou Kangji

Medical Instrument
Co., Ltd.

d [Manufacturer]

Manufacture: Hangzhou Kangji Medical Instrument Co., Ltd.

Address: No.1668 Chunjiang East Road, Economic Development Zone, Tonglu, Hangzhou, Zhejiang 311501, P.R.China
Tel.: 0086-571-69900010

Fax: 0086-571-69900029

Website: http: //www.kangjimed.com

E-mail: kangji@kangji.com ki 4 bR E TR }{’ H B N

N bk 2= :H 71 M
Hangzhou Kangj edical Instrument Co., Lt
EU |REP el G
[EU Representative] e = u 4
Name: Llins Service & Consulting GmbH ki AL TR A
Address: Heinigstrasse 26, 67059 Ludwigshafen, Germany |

E-mail: info@llins-service.com
1. : +491754870819
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I(ANG J I HcTounnk
cBeTa B Bamein

Jara pegaxuuu: 1 anpens 2025 r. Bepcust: 2025 V1 KU3HU

I/IHCTPYKHI/UI MO0 NTPUMCHCHHUIO TPOAKAPOB IJII OAHOKPATHOTO MMPUMCHCHU A

1. HaumeHnoBaHue H3aeus

Tpoakapbl OJHOPA30BOr0 IMPUMCHEHHS
2. Moaenn

CM. 9TUKETKY Ha yIaKoBKe.
3. XapakTepHCTHKH U KOHCTPYKIHA:

W3znenue cocTouT U3 KaHioU 1 00Typaropa. BeroMorarenbHble KOMIIOHEHTHI BKITIOYAIOT UTITY
Bepema, memok it 00pa3noB, Npeodpa3oBaTellb M YHUBEPCAIBbHYIO YITIOTHUTENBHYIO cUcTeMY. B
KOMIUJIEKT KaHIOIM BXOAUT caMa KaHIOJIsl, BO3MYIIHBII KJIalaH, YIUIOTHUTEIbHbIM KOJIIauoK, OaIOH U
nepxarenb. O0TypaTop BKIIOYAET HIITy, KOPIYC TPYOKH U HIIIOJIEpKATENb; MPpeoOpa3oBaTeib BKIOYAET
KaHIOJIO W YTUIOTHUTEJbHBINH Konnadok. Uria Bepemna BkirouaeT B ce0s KianaH nojayuu, uriy 1
BHEILHIOIO TPYOKY. Memok 1151 00pa31oB BKJIIOYAET CaM MELIOK U BEPEBKY. Y HUBEpCallbHas
YIUIOTHUTENbHAS CUCTEMa BKJIIOYAET B €051 YIUIOTHUTEIBHBIM KOJIIA4YOK U 3aIIUTHYI0 MyDTY LIS
pas3pe3oB.

4. IleneBoe Ha3HAYEHHE

W3znenue ncnone3yercs B KIMHUYECKON MPAKTHKE AJISl IPOXOXKICHUS Yepe3 OPIOIIHYIO0 CTEHKY U
HOCJIEIYIOUIEro o0IeryeHust 10CTyna Janapockonu4eckuM HHCTpyMenTaM. [Ipu Heo6xoaumocTu uepes
KJIalaH MOXKHO BBOAUTH yriekuciblid ra3 (COy).

5. IlporuBomokazanus
OTCyTCTBYIOT
6. MHcnoan3oBaHue

1) JlocraHbTe KaHIOIIO M OOTypaTtop W3 yIMAaKOBKH MPOAYKTa W BCTaBbTE OOTYypaTop B KaHIONIO, KakK
MOKa3aHO Ha pUCYHKe 1.

2) IIpu HEOOXOAMMOCTH CO3/IaHMs THEBMOTIEPUTOHEYMa BO BPEMsi OTIEpaIlMi HEOOXO0IUMO M3BIICUb UTITY
Bepeiia u BBeCcTH ee B OPIOIIHYIO MOJOCTh, U BBecTH ra3 CO2 B OPIOIIHYIO MMOJIOCTh YE€PE3 HIILY
Bepemua.

3) 3akpoiiTe Ki1anaH BIycKa rasa.

4) Bo3sbMmuTe aepkaTeb 00TypaTtopa B JaJ0Hb, BO3bMHUTECH 32 PYKOSTKY KAHIOJM JIBYMS MAJIbI[AMU U
BBEITIOJTHATE TPOKOJ OpPIOIIHOW CTEHKH, CIEQys COOTBETCTBYIOIIMM XHUPYPTHUECKAM IpaBHIIaM
(PucyHoxk 2).

5) Tlocie npokosia OPIONIHOI CTEHKH YCTAHOBUTE TPOAKap Ha MECTO M M3BICKHTE 00TypaTop.

6) Kanrons1, octaBieHHass Ha OPIOLIHOW CTEHKE, MOYKET HMCIOJIb30BAaThCS B KAYeCTBE IyTH BBEICHUS
9HJIOCKOTIA U XUPYPrHYECKOTO HHCTPYMEHTA B OpraHu3M U u3 Hero. [Ipu Heo0XoMMocCTH yCTaHOBUTE
GuIBTp Ha KJIAllaH BITycKa rasa kopiyca. (PucyHok &)

7)  Ecmam Heobxoaumo moaath ra3 CO2 B OPIOIIHYIO TIOJIOCTE ¢ IIOMOIIBIO KiIallaHa Ha TpoaKape, BCTaBbTE
coeauHuTens TpyOokun CO: B kiamaH. YOequTech, YTO COCAMHUTENb BCTABJIEH ITOJIHOCTBIO, 3aTE€M
OTKpOWiTe MepeKiIrouaTelNh KialaHa v BhITAllIuTe Uriy Beperra.

8) Ilpu MCHONB30BaHUM ONTUYECKHX TPOAKAPOB, TPOAKAPOB C aBTOMATHYCCKHUM 3aIUTHBIM JIC3BHEM U
OaJIOHHBIX TpoakapoB pasmepoM 10 MM wimm 12 MM, B Cily4asx, KOrJa BO BpeMs MU B KOHIIC
orepauuy HeoOXOAMMO M3BJIEYb Mapir0 WM OONbIIOi (parMeHT TKaHM U3 OPIOIIHOM MOJIOCTH,
MOJIH30BATENh MOXKET HaXKaTh Ha OJOKMPOBOYHBIN MEPEKIIOYATEN b, YTOOBI CHATH YIUIOTHUTEIBHYIO
MPOKIIAJIKY, U M3BJIEYb MApPIIO WM OONBIION (hparMeHT TkaHu u3 KaHtonu (PucyHok 3). M3BnekaTsh
Mapiao WM OONbIIOH (parMeHT TKaHM HEMOCPEICTBEHHO Yepe3 KOJIMAauoK HHTpOoJbIocepa
3armpeniaeTcsl.

9) Eciu Bam HE0OXOIMMO HCIIOJIB30BATh MEIIOK Ui 00pa3iioB, BXOSIIHIA B KOMILUIEKT, TOCTAHBTE
MEIOK Uil 00pa3loB U aKKypaTHO CIOXKHUTE €ro, 3aTeM 3aKMHUTE OJMH KOHEI CI0)KEHHOTO MEIIKa
JUisi 00pa3IOB HEWHBA3WBHBIMHM 3aXBaTHBIMU IIUMNIIAMH WJIH DPa3ACIUTCIbHBIMU IIUNIAMH, U
MOMECTHTE MEUIOK JJIsi 00pa3loB B OPIONIHYIO TOJIOCTh Yepe3 KaHoo. [IoMecTHB HCCeueHHBIH
MaTepHaj B MEIIOK il 00pa31oB, 3aKMUTE IIHYPOK Ha MEIIKE sl 00pa3loB LIUIIAMH U MEIJICHHO
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I(ANG J I HcTounnk
cBeTa B Bameit

Jara pegaxuuu: 1 anpens 2025 r. Bepcust: 2025 V1 JKU3HU

BBITAIIIUTE MEMIOK JJisi 00pas3moB. CieayeT OTMETHTh, YTO TMEpel TeM, KaK BCTABISITh U BHIHUMATH
MEIIIOK ¢ 00pa3oM, HeOOX0AUMO CHSThH KOJMayoK HHTpoAbtocepa (Pucynok 3).

10) Tlocne 3aBepieHus onepaiyu oTkpyTuTe TpyOKy CO2, 3aKpOITE KIIalaH, a 3aTeM U3BJICKUTE TPOoaKkap
13 OPIONTHOW CTCHKH.

11) Tlocne UCTIOIB30BAHKS TPOAKAP CACAYET YTHIU3UPOBATH COTTIACHO MPUMEHHUMBIM TTPABHIIAM.

12) Meroz ucmonb30BaHMs Tpoakapa ¢ pe3b00il MokazaH Ha PUCYHKE 4.

13) Tlepen wucmonb30BaHHEM OALIOHHOTO TpOakKapa, BOCIOJIb3YHTECh HHXKEKTOPOM, YTOOBI OTKA4aTh
BO3/yX M3 0aJulOHA; BBeIUTE (PU3UOJIOTMYECKUN pacTBOp B yKa3zaHHOM oObeme (cM. Tabmumy 1),
9TOOBI pPa3MyTh OAJUIOH TOCIE MPOKOJIAa OPIONIHOW CTCHKH; MOTSHUTE KAHIOII0 HAPYXKy, YTOOBI
MPUOIHM3UTH Pa3yThIil OAJIOH K BHYTPEHHEW CTOpOHE OPIOIIHON CTeHKH; IepeMecTHTe (PUKCcaTop K
OpromHO cTeHKe, 4ToOhI 3a)MKCHUPOBATh €0 B IPABHJILHOM ITOJIOKCHHH; 3aBEPIINB OICPAIIHIO,
CHayaja oTKayaiTe GU3NOJOTUUCCKHIA pacTBOP 13 OaIOHa, a 3aTeM U3BJIeKuTe Tpoakap (PucyHok 5).

14) MeTo HCTIONMB30BaHKS OTHOMTOPTOBOTO TPOAKapa MOKa3aH Ha PUCYHKE 6.

15) Mero/ UCTIOIB30BaHMS TpOaKapa sl eIHaTPUUCCKHUX MAMCHTOB IOKa3aH Ha pUCYHKE 7.

NN ‘

Puc. 1 YcranoBka Tpoakapa

e - T
JT—— {%]@r%* -

e

Puc. 2 Ilpouenypa ycTraHOBKH Tpoakapa

1. Haxats l

2. BuitsiHy TH

Puc. 3 MeTop CHATHS YINIOTHUTEIBLHOTO KOJMAYKa

U_@m[ﬁ: ﬂﬂ = I

Puc. 4 MeTon ucnions30BaHUs Tpoakapa ¢ pe3n0oit
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ICANGJI
Jara pegaxuuu: 1 anpens 2025 r. Bepcust: 2025 V1 JKU3HU

2. Iynkuust

2. Mynkuus

1. Brixoasmumit 1. Beixoasmuii Bo3yx
4. Haxatb 1 3a0JI0KUPOBATH

BO3JYX

Pa3Gnokupo |
BaTh -
"= 3abnokupos
aTh
Koxd

Jlep:kaTenn puxcatopa

2. N3Bneun

1. HakauwnBaHue KUAKOCTH

H3BiieyeHne Tpoakapa

Puc. 5 Metox ucnonb3oBanus 6asIOHHOTO TpOaKapa

Tab6nuna 1 O0beM HaroJIHEHUs OaJIOHa JJis OAJUIOHHOTO TpoakKapa

Ne XapakTepucTuka O6beM xuakoctu/mn | OO6beM BO3Lyxa/MiT
1 @5 MM <3 <45
10 MM <8 <12
3 D12 MM <10 <15
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ceera B Bauieil
Jara pegaxuuu: 1 anpens 2025 r. Bepcust: 2025 V1 JKU3HU

1. TlogusTs

2. IToxBepHYTH

1) Xupyprudeckuii pazpe3

3) OTKpHITHIH pa3pes

4) BcTaBUTh KaHIONIO 5) BbINONHUTE [IEHETPALKIO

6) 3a010KMPOBaTh YHUBEPCAIbHYIO
YIUIOTHUTENBHYIO CHCTEMY

2. BoITSIHY T
2. UzBneuenue

7) Vi3Bneds yHUBEpCATbHYIO YIULIOTHHTEIEHYIO CHCTEMY 8) 13Bneds BHyTpEeHHEE KOJIBIIO

CxeMa UCIO0JIb30BAHUS yHnBepcaanoﬁ yl'lJ'lOTHl/lTe.]'leOﬁ CHCTEMbI MoOIeJ I A

———, 1. [NogusTh
--_-'_____':-]

- -

f

o

2. [MonBepHyThH

| I
. o
- > W
P e
,-"f-- H\"‘H
-~ o \:\_b.
1) Xupypruueckuii paszpes 2) Pa3poBHATE U BCTaBUTH 3) OTKpBITHIH pa3pes

4/8



IKANGJI
cBeTa B Bameit

Jara pegaxuuu: 1 anpens 2025 r. Bepcust: 2025 V1 JKU3HU

)

//’]

_J-f-’_—l/ ;f'

4) BripaBiieHre Hapy>KHOTO KOJIbIIa 5) IMocranoBka

6) 13Biieub yHUBEPCAIBHYIO YILIOTHUTEIBHYIO 7) U3Bneyb BHYTPEHHEE KOJIBLIO
cucTeMy

Cxema HCIIOJIb30BAHNS YHHBEPCAJILHOIl YIUIOTHUTEIBHOI cucTeMbl Mojesn B, C, D

Puc. 6 MGTOI[ HCIOJIB30BaHNA OJHOIIOPTOBOI'O TpOAKapa

2) [Mynkuus 3) 3akperuieHHe YIEP>KUBAIOIIETO0 KOJbIA

%:i) V) ) E_-D

4) 3aBsi3aTh OB U YAAIUTH 00TypaTop 5) Yaanuth 1mI0B MOCIIE ONepauu 6) Y1anuTh KaHIOIIO

Puc. 7 Meton ucnions3oBaHus Tpoakapos D3 u B5S

Puc.8 YcranoBka ¢uibTpa Ha KilanaH BIycKa rasa
7. Ilpenynpe:xkaeHusi 1 Mepbl PeIOCTOPOKHOCTH

1) I/I3I[CJ'H/I$I, CPOK CTCPWIN3all KOTOPBIX NUCTCK, UCIIOJIB30BATH 3aIIPCIICHO.
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Jara pegaxuuu: 1 anpens 2025 r. Bepcust: 2025 V1 KU3HU

2)

3)
4)
5)
6)
7)

8)

9)

10)

11)

12)

13)

14)

15)

Wznenue crepunbHo. Cpok cTepuiau3aluu u3fenus coctasisier 3 roxa. Ilepen mcnomnb3oBaHuEM
BHUMATENBHO IPOBEPHTE BHYTPEHHIOIO YIIAKOBKY U3/€Hs. B ciryuae moBpexaeHNs UITU 3arpsI3HEHUS
HCIIOJIb30BaHHUE KaTETOPUUYECKH 3aIPeIlacTcs.

JanHoe u3nenue ABsieTCs OOHOPa30BbIM. IIOBTOpHAs crepuiamM3anys M MOBTOPHOE HCIOIb30BaHHE
M3JIENNA CTPOTO 3alpeIIeHbl. Y HIUTOKUTH 0CJIE€ UCTIONb30BAHHUS.

Wznenue mnpeaHa3sHaueHO TONBKO A CIELUAINCTOB MO 3HIockonuu. [lepen ucmonb3oBaHuEM
BHUMATEJIEHO 03HAKOMBTECH C PYKOBOACTBOM IO MCIIOJIb30BAHUIO.

[lepen ncnosip30BaHMEM THIATEIHLHO MPOBEPHTE TePMETHUHOCTH OamnoHa. Eciu GannoH mpoTekaeT
WM MOBPEX/IEH, €T0 NCIIOIb30BaHNE KATErOPUUECKH 3aIpPEIIeHO.

[lepen ucnonp30BaHKMEM IPOBEPHTE NMPOYHOCTH Aepxkartensi. Ecinu mepxarens mioxo ¢ukcupyercs
WIN JIETKO TPOCKAIb3bIBAET, €0 UCIIOIb30BAHUE CTPOTO 3aIIPELICHO.

banioH u ocTpble HHCTPYMEHTHI HE JOJKHBI HAXOAUTHCS B IPSIMOM KOHTAaKTE BO BpEMS KIIMHUYECKOH
IPOLIEYPBI.

Ilepen wncHonb30BaHMEM OIHONOPTOBOIO TpOAkapa IPOBEPHTE MPOYHOCTH M  LEJIOCTHOCTb
YHHBEPCAJIbHOM YIJIOTHUTEILHONW CHCTEMBI. 3aCTEXKY (3aKHM OJOKHMPOBOYHOTO TEPEKIIIOYATENS)
CJIe[lyeT YCTaHOBUTh Ha MecTo. He ucnonbp3oBarh, €ciy repMeTUYHOCTh HEAOCTATOYHA UM U3/IEIIUE
HOBPEKACHO.

ITpu ucnonp30BaHUM OJHOINOPTOBOIO Tpoakapa HM30eraTh LapamaHusl WK MOBPEXICHHUS OCTPHIMHU
MHCTPYMEHTaMH 3aIIUTHOTO KOXKyXa Hajpe3a IpY BBOJIE U BBIBOAE MHCTPYMEHTOB.

Ilpy KayaHWM KaHIONM BMECTE C HMHCTPYMEHTOM KaTETOPHYECKH 3allpeliaeTcsl IPUKAcaThCs
OJIOKMPOBOYHBIM MEPEKITIOYATENeM K MALUECHTY WM K APYT'MM IpeaMeTaM, YToObl MpenoTBPATUTD
cilydallHOE KacaHMe IIEpEKIIoYaTessl U yTEUKy BO3AyXa.

Ecnu Heo0XoAnMO CHSTH KOJMAYOK MHTPOIBIOCEpA, HAKMHUTE Ha OJOKMPOBOYHBIN MEpEeKI0YaTesb
TakK, YTOOBI IEPEKIIIOYUTE €r0 B MAKCUMAaJIbHOE MOJI0KEHHE, a 3aTEM OCTOPOKHO BBITSIHUTE KOJIMAYOK.
Haxon, ckpyunBaHue U Jpyrue OmMO0YHbIE ONIEpallii CTPOTO 3aMpeIeHEI.

Tpoakap @5 MOXHO HCIOJIb30BATh TOJBKO B KadecTBE KaHajla JOCTyNa A 3HJOCKONOB U
XUPYPTUYeCKUX HUHCTpyMeHTOB D5 MM. Cnemyer wn30eraTb HCHOJIB30BAHMS HSHAOCKONOB U
XUPYPTUYECKUX WHCTPYMEHTOB IPYTUX pa3sMepoB. B mpoTHBHOM ciydae co3gaercsi pUCK YTEUKH
BO3/yXa UM HEBO3MOXKHOCTH OECTIPENSITCTBEHHOTO BBOJIA U BBIBOJIA HHCTPYMEHTOB.

Ecnu HeoOxoauMo poctaTh Mapiio uin Oojiee KpymnHble pparMeHThl TKaHU, CHavYaja CIeAyeT CHAThH
KOJIIAYOK MHTPOABIOCEPA U BBIHYTH €€ Uepe3 MyHKLIHNOHHYIO KaHIOMO (MOAPOOHOCTH CM. B IIYHKTE 9
[Meton wucrnons3oBanus]). Kareropuueckn 3amperiaercssi BHIHUMAaTh Mapiio WM Ooyee KpyIHbIe
(parMeHTH MaTepHaa HeMOCPEICTBEHHO Yepe3 KOJIMau0K HHTPOABIOCEpA.

Ilepex wucCHONB30BAaHMEM BHUMATEIBHO NPOBEPUTH T'MOKOCTH OJOKMPOBOYHOIO MEPEKITI0YaTeIs
Tpoakapa. Eciiu oH 3acTpsiil WM 3aKJIMHUIL, I0JIb30BaThCs UM KaTETOPUUECKH 3aIIPELIECHO.

Ecnu HeoOX0MMO UCTIONB30BaTh (PUIIBTP, €r0 CieqyeT coOpaTh Ha MECTe M NMPUKPYTHTH K THY MPH
cOOpKe C KJIallaHOM BITyCKa rasa, 4ToObl 00€CIIeYHTh TePMETHYHOCTD.

16%B CJIydac BOBHUKHOBCHUSA KaKHX-TH00 HEKENaTeNbHBIX ﬂBJ'IeHPIfI, BO3HHKAIOIIHUX BO BpEMsI

IKCILIyaTaI[UK U3JEIHS, COOOLIUTE 00 ATOM IPOU3BOIUTEIIO U KOMIIETEHTHOMY OpraHy.

8. Mertoa crepuauzauum
OTHIECHOKCHUT
9. ¥YmnakoBka, TPAHCHOPTHPOBKA M XPaHeHHE, TAPAHTHHHBINA CPOK U YCJIOBHS IKCILTYaTAIIUH
1) VYmakoska: Bce u3enus yrakoBaHbl B METUIIMHCKAN THATH3HBIN MEIIIOK.
2) 3amuTa OT yIapoB, CHIILHON BUOPAIHMH U BIQKHOCTH MTPU TPAHCTIOPTHPOBKE.
3) VYcnoBus TPAaHCTIOPTHUPOBKU U XPAHCHHUS:
[Ipu TpaHCIIOPTUPOBKE ClIeAYyET U30eraTh TPSICKH U yIapOB, a TAKXKE MOMaJaHus B U3/IC/INE BIIary.
Wznenne nomkHO OBITh YIAKOBAaHO B COOTBETCTBYIONIYIO YIIAKOBKY. XPaHUTh B TIOMEIICHHU CO
CJIEIYIOLIUMU YCIOBUSIMU OKPYXKAIOLIEH CpeJib:
(1 OrtrocuTebHAS BIAXKHOCTH HE J0JIKHA Mpesbimath 80 % OB
(2) quanason Temneparyp: -10 °C ~ +50 °C
(3) Muanazon atMocdepHoro masnenus: 760 ~ 1060 rila
(4) He nomyckath IpsMOT0 BO3ICHCTBHS COMHEUHBIX JTy4eil. OBGeCIednTh OTCYTCTBUE €KHX Fa30B.
4) Cpok rogHocTu: 3 rona.
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Jara pegaxuuu: 1 anpens 2025 r. Bepcust: 2025 V1 KU3HU

5)  VYcioBus SKCIUTyaTAIHH:
(1) Tuanason temmeparyp: 10 °C ~ 40 °C
(2) lnanazon oTHOCHTENBHOI BIaXHOCTH: <80%
(3) Jlmamazon atmocdeproro masnenns: 760 ~ 1060 rila

10. Onucanue CUMBOJIOB HA dTHKETKE

R ® LOT REF

3anperniaercs
UCTIONB30BaTh
He ncnons3oBath U3ZETINe, ECITU
Buaumanue Kon maptun Howmep no xaranory
MOBTOPHO LEIIOCTHOCTh
YIaKOBKH
TIOBPEX/ICHA
meel | (i ol
Crepunnu3oBaHO CM. HHCTPYKITHIO 10
P Py IIpousBonurens [Hara usrotosnenus | Mcnoab3oBats 10
STUIICHOKCHIOM IIPUMEHEHHIO
\\’/ ¢ “4‘1

EU [REP @ MD j:\?%

He crepunmnsoBath
moBTOpHO. CUMBOIT

Y10JIHOMOYEHHBIN He noxeprars

o6o3HayaeT N
MpeJCTaBUTENb B METHIIHHCKOE MenuimHckoe BO3/IEHCTBHIO XpaHUTH B CyXOM
EBponeiickom u3aenue MPSIMBIX COJIHEUHBIX MECTE
n3zienue, KOTopoe He N
coobmecTBe . Ty4en
HOJIC)KUT TIOBTOPHOM
CTEpPHIIN3AIIH.
Rx ONLY
C €oo7 || (roneono uDl| |KANGII
peuenTy)
Toprosas Mapka
MIPOU3BOIUTES,
aBTOPH30BaHHAA
o KOMITaHUEH
He conepxur YHUKaNbHBIN "
Tonbko no peuenty . Xanwkoy Kanmxu
Mapxkuposka CE HaTypaJbHbII naeHTH(HUKATOP
Bpaua " Menukan
Kay4yKOBBIH JIaTEKC H3JENus

Hnucrpyment Ko.,
JItn." (HangZhou
Kangji Medical
Instrument Co., Ltd)

“ [IIpou3BoaMTEND]

Ipoussoaurens: "Xanwkoy Kanmxkn Memukan Uuactpyment Ko., JItn." (HangZhou Kangji Medical
Instrument Co., Ltd)

Appec: Ne 1668 Yynpmzsa Uct Poya, OxoHoMudeckas 30Ha pa3Butus TyHiy, XaHWKOY, MPOBHHIIUSA
WxomsH, 311501, Kuratickas Hapognas PecmyOmka

Teu.: 0086-571-69900010
®Paxc: 0086-571-69900029
Caiit: http: //www.kangjimed.com
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Ja. moura: Kangji@kangji.com

EU |REP

[IpeacraButens EC|

Ha3ssanmue: "JIunz Cepsuc 31 Koncanruar ['M6X" (Llins Service & Consulting GmbH)
Anapec: Xaitaurmrpacce 26, 67059 Jliogsurcxaden, ['epmanms
Ja. moura: info@llins-service.com
Ten.: +491754870819
/lloonucws/

/Ilmamn/: Hangzhou Kangji Medical Instrument Co., Ltd («Xanuscoy Kanoscu Meouxan Hucmpymenm
Ko., JImo.»)
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Revision date: 01th Apr 2025  Version: 2025 V1

Instructions for Use

Disposable Uterine Manipulator and Vaginal Delineators

1. Product name

Disposable Uterine Manipulator and Vaginal Delineators

2. Model

See the packaging label.
3. Performance and Structure

It consists of uterus lifting rod, uterus lifting cup and handle.

Its appearance structure is shown in Figure 1.

1.Shaft 2.Cervical Cup assembly 3.Handle
a.Uterine Balloon b.Cervical Cup c.Vaginal Balloon

Fig. 1 Structure Diagram of Disposable Uterine Manipulator and Vaginal Delineators

Table 1 Model and Specification (Unit: mm)

Model and Specification Outer d1amete(rD(I>)f Cervical Cup Outer diameter of Shaft ®d
KJ-JGD30S00 4.0+0.5
KJ-JGD30MO00 30+5 6.0+0.5
KJ-JGD30L00 8.0+£0.5
KJ-JGD35S00 4.0+0.5
KJ-JGD35MO00 35+5 6.0+0.5
KJ-JGD35L00 8.0+0.5
KJ-JGD38S00 4.0+0.5
KJ-JGD38MO00 38+5 6.0£0.5
KJ-JGD38L00 8.0+£0.5
KJ-JGD41S00 4.0+0.5
KJ-JGD41MO00 41+5 6.0+0.5
KJ-JGD41L00 8.0+0.5
KJ-JGD45S00 4.0+0.5
KJ-JGD45MO00 45+5 6.0+0.5
KJ-JGD45L00 8.0+0.5
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KJ-JGD50S00 4.0+0.5
KJ-JGD50MO00 50+5 6.0+0.5
KJ-JGD50L00 8.0+0.5

4. Intended use

The product is clinically used to insert into the uterus, to hold and manipulate the uterus in gynecological surgery.

5. Contraindication

The Disposable Uterine Manipulator and Vaginal Delineators should not be used when an IUD is in place, when

the patient is pregnant, or intends to become pregnant.

6. Operation method

1)
2)
3)

4)
5)
6)

7)
8)

Follow the steps below:

Choose the right size of Uterine Manipulator.

Dilate the cervix to FR24 to facilitate insertion of the Uterine Manipulator.

Take out Uterine Manipulator from the sterile package. No load test whether the components rotate flexibly; Fill
the Uterine Balloon with 10ml air and the Vaginal Balloon with 40ml air, and check whether the balloon leaks;
Drain the air out of the balloon and set aside for use.

Use the vaginal retractor to open the vagina and slowly insert the Shaft into the cervix.

Push the Cervical Cup assembly to the desired position and lock it tightly.

Fill the Uterine Balloon with 10ml normal saline (or feel resistance). Fill the Vaginal Balloon with 40ml of normal
saline (or feel resistance).

Turn the handle to manipulate the uterus to different surgical positions.

After the operation, the normal saline in the Uterine Balloon and the Vaginal Balloon was extracted first, and then
the Uterine Manipulator was slowly removed.

7. Cautions

1)
2)

3)
4)
5)
6)
7)

8)

9)

Read this manual carefully before use.

If the lifting rod is loose or damaged, do not use it, otherwise it may cause the loose parts to enter the operation
area.

Check the function of the device before use.If there is any indication of malfunction, the device should not be
used.

Before use, be sure to check the sealing of the balloon, if there is leakage or damage, it is strictly prohibited to use!
Do not use if too much debris accumulates on the tip during use.

Do not bend or pry the instrument, and avoid contact with metal objects, as this may cause the instrument to break,
leaving the debris in the surgical area and difficult to remove.

Do not violently rotate or twist the instrument under the bearing capacity of the lifting lever, as this may lead to
deformation and fracture of the lifting lever.

This product is a precision instrument, handle with care, use with care.Do not cross and overlap when placed in
order to prevent crushing.

The handle for Modell and II must be a sterile product or must be sterilized before use.

10) If product packaging damaged, polluted or beyond the sterilization period ,it is prohibited to use;

11) This product is for disposable use. After use, it shall be destroyed according to the regulations.

12) This product is only intended for use by professionally trained doctors or nurses.

13) Please inform the manufacturer and competent authority in case of any adverse events related to the device occur.

8. Sterilization method

Ethylene oxide sterilization.

9. Transportation and storage condition
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Disposable Uterine Manipulator and Vaginal Delineators should be stored in the rooms with relative humidity not

exceeding 80%, without sunshine directly, non-corrosive gas and well ventilated.
10. Product shelf life
3 years. The production date can be found on the product packaging label, and the specific expiration date can be
found on the product packaging label.
11. Symbol description used for the label

@ @ LOT REF

Do not use if package

Do not reuse . Caution Batch code Catalogue number
is damaged
omerd | (i
Sterilized usi Refer to instructions
ertize us.mg Manufacturer Date of manufacture Use-by date
ethylene oxide for use
“-.};‘:-" b “0‘ a
EU [REP % MD A~ ?
-
]
. Do not re-sterilize,
Authorized . )
L Indicates a medical . . Keep away from
representative in the . . Medical device . Keep dry
device that is not to be sunlight

European Community .
re-sterilized

C €o197 Rx ONLY UDI KANGJII

Trademark of

manufacture,

. o Not made with natural Unique device authorized by
CE Marking Prescription use only ] ) .
rubber latex identifier Hangzhou Kangji

Medical Instrument
Co., Ltd.

u [Manufacturer]

Manufacture: Hangzhou Kangji Medical Instrument Co., Ltd.
Address: No.1668 Chunjiang East Road, Economic Development Zone, Tonglu, Hangzhou, Zhejiang 311501, P.R.China

Tel.: 0086-571-69900010 BRI T R ERA
Fax: 0086-571-69900029 Lji b 25 R 7] A " H

it Aladisal T n ,
Website: http: //www.kangjimed.com h;“lgz:f:u K3 {) Medica .." strument Co. , Ltd
E-mail: kangji@kangji.com ~ P‘ : / A
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Name: Llins Service & Consulting GmbH
Address: Heinigstrasse 26, 67059 Ludwigshafen, Germany

[EU Representative]

E-mail: info@llins-service.com
Tel. : +491754870819
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NHCTPYKIUA 110 ITPUMEHEHUIO

OpnHopa3oBbIil MATOYHBIA MAHUITYJIATOP U THHEKOJIOTMYECKHUE PACIIMPUTENH

HaumMmeHnoBaHue u3aeaus

OnHOPa30BBIil MATOYHBIH MaHUTYIISATOP U THHEKOJIOTHYECKHE PACIIHPUTETH

2. Mogean

CmM. OTUKCTKY Ha YIIAaKOBKC.

XapakTepuCTHKH U KOHCTPYKIHSA

M3penve coCcTOUT U3 CTEP)KHA U1l NOABEMA MATKU, YAl JJI TOAbEMA MAaTKU U PYUKH.
Buemnuii BUI ipeicTaBieH HA pUCyHKE 1.

A
¥

1. Hladr 2. Y3en uepBukanbpHoi yamm 3. PykosiTka
a. Marounsrit 6amtoH b. [lepBukanpaas yama c. BarunanbHbIi 6a7u10H

Puc. 1 KOHCprKI_II/IH OAHOPA30BOTO MATOYHOI'O MAaHUITYJISITOPA U TUHCKOJIOTMYCCKUX pacmnpnTeneﬁ

Tabmuia 1 Mopens u crierudukaus (€AUHULA U3MEPEHUS: MM)

Mognenb u cnenndukanus Hapyicatit HH;;VIH?EPQHep BHKAIbHOH HapyxHsiii juametp madra O
KJ-JGD30S00 4,0+0,5
KJ-JGD30MO00 30+5 6,0+0,5
KJ-JGD30L00 8,0+0,5
KJ-JGD35S00 4,0+0,5
KJ-JGD35M00 35+5 6,0+0,5
KJ-JGD35L00 8,0+0,5
KJ-JGD38S00 4,0+0,5
KJ-JGD38M00 38+5 6,0+0,5
KJ-JGD38L00 8,0+0,5
KJ-JGD41S00 4,0+0,5
KJ-JGD41M00 4145 6,0+0,5
KJ-JGD41L00 8,0+0,5
KJ-JGD45S00 4,0+0,5
KJ-JGD45M00 4545 6,0+0,5
KJ-JGD45L00 8,0+0,5
KJ-JGD50S00 4,0+0,5
KJ-JGD50M00 5045 6,0+0,5
KJ-JGD50L00 8,0+0,5

1/4




I(ANG J I HcTounnk
cBeTa B Bamein

Jara pegaxuuu: 1 anpens 2025 r. Bepcust: 2025 V1 KU3HU

4.

IleneBoe HA3HAYEHHE

W3 nenue npuMeHsieTcs B KIIMHUYECKON MPAKTHUKE JJIsl BBEACHUS B MaTKy, ISP KaHUS 1 MAHUITY TUPOBAHUS
MAaTKOW ITPU TMHEKOJIOTHNYECKON XUPYPIUH.

5.

IIporuBonokazanus

OnHOPa30BBIH MaTOUHBIA MAHUITYJIATOP M THHEKOJIOTHYCCKUE PACITUPUTENH HE JOJDKHBI UCTIONB30BAThCS,
€CJIM YCTaHOBJICH BHYTPHMATOYHBIA IeCCapuii, a TaKKe €CIU TallMeHTKAa OepeMeHHa WM IUIAHUPYET
OEpPEMEHHOCTD.

6.

Hcnoan3oBanue

Tpe6yeTc51 BBITIOJIHUTH CJIICAYIOIIWEC HIaru:

1)
2)
3)

4)
5)
6)

7)

8)

1)
2)

3)
4)
5)
6)
7)

8)

9)

10)
11)
12)

13)

Bri6pats Tpebyemblii pa3Mep MaTOYHOTO MaHHUITYJISITOPA.

PactmmpuTs meiiky matku 10 pazmepa Fr. 24, aro0b1 001er4uTh BBEACHNE MATOYHOTO MaHHUITYJISITOPA.
W3Bneub MaTOYHBIN MaHMITYJIATOP U3 CTEPHILHON yHakoBKU. [IpoBepuTh 0€3 HArpy3Ku BpalllcHUE U
ruOKOCTh KOMIIOHEHTOB; HamomHuTh MaTouHblii OamuioH 10 MUIIMIUTpaMu BO3/AyXa, HAMOJIHHTH
BarMHAJIBHBINA OayioH 40 MIULTHIIMTPaMH BO3yXa, M MPOBEPUTH MX Ha yTeuKy; CIyCTHUTh BO3IYX H3
0aJUIOHOB M OTIIOXKHUTH C EIbIO NATBHEHIIIETO UCTIOIL30BAHUS.

PackpbITh Biarajimie TiHEKOJIOrMYECKUM PACIIMPUTENEM U MEJIEHHO BBECTH B ICHKY MaTKH MIadT.
Y CTaHOBUTH y3€1 LEPBUKAIBHON Yallll B HY>KHOE MOJI0KEHUE U HAaZeKHO 3aHUKCUPOBAThH €T0.
HamomauTts Matounsnii 6amwioH 10 MuwmmunmutpamMu (U3HOIOTHYECKOTO PAacTBOpa (MOXKHO TakKe
HAMOJHATH OaJUIOH JO0 MOMEHTa, Koria OyAeT OIIymaTbCs CONpoTHBiIeHHe). HanmomHuTh
BarHaJIbHBINA 0amioH 40 MuwiuanTpamMy (HU3MOJIOTHYECKOI0 PACTBOPA (MOXKHO TAaKKe HAIOJIHATDH
0aJJIOH 10 MOMEHTA, Kora OyAeT oulymaTbcs COMPOTUBIICHHE).

[ToBepHYTH pyUKy, YTOOBI IEPEMECTHTh MATKY B pa3IMYHbIC TIOJOKEHHSI POBEACHUS XUPYPTrHUECKUX
onepaunuu.

Ilocne omepanuu cHavajga yZaiustoT (U3HMOJIOIMYECKUH PacTBOP M3 MAaTOYHOI'O M BarnHaJbHOTO
0aJIJIOHOB, a 3aTEM MEJICHHO U3BJIEKAIOT MATOYHBIH MaHUITYJIATOP.

Bunmanmue!

[lepen ucmonp30BaHrEM HEOOXOIUMO BHUMATEIIEHO MPOYUTATH HACTOSIIIEE PYKOBOJICTBO.

Ecnu creprxeHs s morbeMa ociialieH Wil TIOBPEXKICH, HE UCTIONb3YHTe €ro, B TPOTUBHOM Clydae
3TO MOXKET MPUBECTH K MONAIaHUI0 0CIa0ICHHBIX JACTAICH B 30HY OIEpallyiH.

[lepen ncnonap3oBaHHEM MPOBEPHTE pabOTOCIIOCOOHOCTH M3eNus. He ncrmons3oBaTh Mpy HATHYUHN
KaKUX-JIH00 MPU3HAKOB HEUCTIPABHOCTH yCTPOUCTBA.

[lepen ucronb30BaHUEM 00513aTEIBLHO IPOBEPUTH TEPMETHYHOCTH OaylioHa. VCcroib30BaTh U3/ieue B
Ciydae YTeUKH WU TOBPEXKICHIS KAaTETOPHUECKH 3ampeniaeTcs!

He ucnonb3oBaTh uzaenue, €Cam HAKOHEUHUK 3arpsi3HEH.

He crubars, He moieBaTh UHCTPYMEHT, HE IPUMEHSTh CHUITY BO BpEMsI MAHUITYJISAIUHN (pbIYard u zip.),
n30eraTh KOHTAKTa ¢ METAUTMYECKUMU TPEIMETaMH, TaK KaK ATO MOXKET IPHUBECTH K ITOJIOMKE
WHCTPYMEHTA U MTOSBJICHUIO 3aTPS3HUTENCH B ONIEPAIIMOHHOM I10JIe, KOTOPhIE OYIET TPYAHO YIAJIUTh.
He Bpamarts 1 He CKpy4YHUBaTh MHCTPYMEHT C CHUJION, IPEBBIIAIONIEH TOMYCTUMYIO HATPY3KY CTEPHKHS
JUTSI TOTbEMa, TaK KaK 3TO MOKET MPUBECTH K JiehOpMallMK HUITH TTOJIOMKE CTEPIKHS JIJIs TIObeMa.
JlanHoe m3zenue SBIsIeTCsl TOYHBIM HHCTPYMEHTOM, €TI0 HCITONIh30BaHue TpeOyeT ocTopokHOCTH. Bo
BpeMsl YCTAaHOBKH HE JIOMYCKaTh MePeceUeHUsl U HAJIO)KEHHSI KOMIIOHEHTOB U IPYTUX YCTPOUCTB ApYT
Ha Jpyra Bo N30eKaHUE CIABIINBAHMS.

Pyuka mist moneneit 1 m Il momkHa OBITH CTEPHIBHOW WM JOJDKHA CTEPHIIN30BATHCS TEpen
HCIIOJIb30BaHUEM.

Ecnu ymakoBka u3menusi MOBPEXKIEHA, 3arpsi3HEHA WM HCTEK CPOK €€ CTepUIIM3allH, €ro
KCTIOJIb30BaHUE 3aAIPENIEHO;

JaHHoe u3nenue mpeIHa3HaueHo JUisl OTHOKPAaTHOTO UCoJIb30BaHusl. [locie ucnonb3oBaHus u3zenue
HEOO0XOMMO YHUUTOXXHUTH B COOTBETCTBHHU C YCTAHOBJICHHBIMH MPABUIIAMU.

JlanHoe m3aenue nmpeaHazHaueHo TONBKO IS UCITOIB30BaHUS MTPO(eCCHOHATBHO ITOATOTOBICHHBIMHU
BpadyaM¥ WJIH MEACECTPaMHU.

B ciny4ae BO3HMKHOBEHHS KaKWUX-THOO HEXKENATCNbHBIX SBJICHUHA, BO3HHUKAIOIIUX BO BpEMs
IKCILIyaTaI[iK U3JCIIHS, COOOLIUTE 00 HTOM IPOU3BOIUTEIIIO U KOMIIETEHTHOMY OpraHy.
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8. Meroa crepuauzanun
Crepum3aiyst STUICHOKCHIOM
9.  ¥YcaoBusi TpPAaHCIIOPTHPOBKHU M XpPaHEHUS

OI[HOpa?»OBLIe MAaTOYHBIC MAHUITYJIATOPHI U THHCKOJIOTHYCCKUE PACIIUPUTEITN JOJDKHBI XPaHUTHCA B
IMOMEIICHMUSAX C OTHOCUTEIBHOM BIIaXKHOCTBIO BO3YyXa HE 6ounee 80 %, BAaJIX OT NPSAMBIX COJTHECYHBIX nyqeﬁ,
BJaJIM OT €AKUX I'a30B, B YCJIOBUAX C XOpOHICﬁ BCHTHUJIAIIUCH.

10. Cpoxk roaHocTH NPOIYKTa

3 ropa. I[aTy MMPOU3BOJACTBA U KOHKPCTHYIO OATy HMCTCUYCHHA CPOKa IOJHOCTHU MOXKHO HalTH Ha
OTUKCTKC YIIAKOBKHU U3CIINA.

11. Onucanue CMMBOJIOB HA dTHKETKE

LOT REF

3anpeniaercs
HCTIONB30BaTh
He ucnons3oBath U3JIEIIHE, ECIH
Baumanue Kon maptumn Howmep no xatanory
MOBTOPHO LEIOCTHOCTh
YIAaKOBKH
OBPEKIEHA
STERILEEOQ E:m
Crepunn3oBaHO CM. HHCTPYKITHIO I10
P Py IIpousBonurens [Hara usrotosnenus | Mcnosas3oBats 10
STHIICHOKCHIOM IPUMEHEHHUIO

% \\‘// ’ "4 4
EU |REP : “ZIN>
& WD | %
He CTCpUIIN30BaTh
IIOBTOPHO. CHuMBOII

VY OJIHOMOYEHHBIH 0603HAYACT He nongeprarp
MPEJICTABUATEIb B MEIHIHCKOS MenunuHckoe BO3JEUCTBUIO XpaHUTh B CyXOM
EBponeiickom o u3Jieane MPSIMBIX COJIHEUHBIX MecTe
u3Jiesre, KOTOpoe He .
coobmecTBe . Ty4en
MOJIIEKUT TIOBTOPHON
CTEPUIN3aIINY.
Rx ONLY
C €oo7 || (ronerono uDl| |KANGII
peuenTy)
Toprosas Mapka
MIPOU3BOTUTES,
aBTOPU30BaHHAS
. KOMIIaHHEH
He conepxur YHUKaNbHBIN "
Toupko 1O penenty . Xanwkoy Kanmxu
Mapxkupoka CE HaTypalbHbII HACHTU(DHUKATOD
Bpada N Menukan
Kay4yKOBBIH JIaTEKC H3IeTIUs

Hnucrpyment Ko.,
JItn." (HangZhou
Kangji Medical
Instrument Co., Ltd)

“ [IIpou3BoaAMTEND]
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HpousBoaurtenn: "Xanwxoy Kanmxu Memukan Muctpyment Ko., JIta." (HangZhou Kangji Medical
Instrument Co., Ltd)

Appec: Ne 1668 Uynbizsa et Poyn, OxoHoMudeckas 30Ha pa3Butus TyHiy, XaHUKOY, MPOBUHLIUA
WxonzsiH, 311501, Kuraiickas Haponnas Pecybnuka

Tea.: 0086-571-69900010

®daxc: 0086-571-69900029

Caiir: http: //www.kangjimed.com
Ja. moura: Kangji@kangji.com

EU |REP

[IIpeactaBuTean EC|

Ha3zanmue: "JIunz Cepsuc 31 Koncanruar ['M6X" (Llins Service & Consulting GmbH)
Anpec: Xaitaurmrpacce 26, 67059 Jlrogsurcxaden, ['epmanus
9. moura: info@llins-service.com
Ten.: +491754870819
/lloonucw/

/Ilmamn/: Hangzhou Kangji Medical Instrument Co., Ltd («Xanuscoy Kanoacu Meouxan Hucmpymenm
Ko., JImo.»)
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