Jiangsu Brightness Medical Devices Co., Ltd.
SKIN STAPLERS AND REMOVERS c €
0197

Instructions for Use

PLEASE READ THE FOLLOWING INSTRUCTIONS CAREFULLY BEFORE USE. FAILURE TO PROPERLY
FOLLOW THE INSTRUCTIONS MAY LEAD TO SERIOUS SURGICAL CONSEQUENCES, SUCH AS
STAPLE MALFORMATION, LEAKAGE, OR DISRUPTION OF OPERATION.

This document aims to assist surgeons in using this product; it is not a reference to surgical procedure.
This device is for single-use only. Reuse or reprocessing of this device may lead to its failure and subsequent

patient injury. Reprocessing and/or re-sterilization of this device may create the risk of contamination and
patient infection. Do not reuse, reprocess or re-sterilize this device.

Intended purpose
This device is intended for use for skin suturing of wounds and surgical incisions.

Description

This is a sterile, disposable, single-patient use device. It places one single staple on the applied skin surface,
completing the skin suturing. Staple size and number is determined by the selection of the stapler type. The
device may be used on superficial skin.

PF(X) series staplers may fire up to 55 times in a single procedure according to the specification chosen. They
offer staples of uniform width and height, with options of width 9.8 mm and leg length 2.7mm, or width 12.9mm
and leg length 3.4mm.

Intended Users and Target Patient Group
The device is intended to be used by surgeons who have adequate training and familiarity with skin techniques.
The target patient population consists of adults requiring skin suturing of wounds and surgical incisions.

Indications
The device is indicated for skin suturing of wounds and surgical incisions.

Contraindications

¢ Do not use the device where surgical stapling is not appropriate;

e Do not use the device when it is not possible to maintain at least a 5 mm distance from the stapled skin to
underlying bones, vessels, or internal organs;

e If the tissue's tension is too high, make an approximating-suture before closing skin with skin stapler.

Stapler Variants Specifications
Staplers models and variants are coded according to the following rules:

pry 1 [
_l_— Staple quantity (15/25/35/45/55)

Staple size (R/W)

Stapler type

For example, PFW35 means PF stapler with 35 W size staples.
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[ Main technical specification ]

Material: The activator consists of stainless steel 06Crl9Ni10 according to the GB/T1220-2007, the
staples consist of stainless steel 022Cr17Nil2Mo2 according to GB/T 4240-2019. The handle consists of
ABS according GB/T12672-2009. The staple remover consists of ABS and stainless steel 06Cr19Ni10.

Performance characteristics: Non-toxic, harmless and sterile, non-caustic, good biocompatibility,
good metal stability, quick accomplishment of sutures, good site of wound edges, applicable for different
kinds of wounds and cuts.

Easy removal of staples by using staple remover.

{ Application]
used to suture wound and surgical cuts.
{Instructions for use]

Instruction of Skin Stapler

1.Hold skin stapler steady, keep the staples vertical to the skin, center the activator lightly over the wound
edge, press skin stapler on skin.

2.Compress active handle completely until the staple formation is completed. (Do not release the handle
before the staple has been formed.)




3.Release active handle until the handle is back in home position Place skin stapler to the next position of
closure.

4.Repeat actions as mentioned above.

Instruction of Staple Remover

1.Place remover’s two hooks in-between staples and tissue

2.Close the staple remover and remove staples from tissue.

{Warning and Precautions]

1.1f the tissue's tension is too high, make an approximating-suture before closing skin with skin stapler.

2.1f the distance between the stapled skin and underlying vital structure is less than 5 mm, the skin stapler
should not be used!

3.The skin stapler is for skin closure only.

4.Please check the package's sealing before use. Do not use the instrument if the package is damaged.

5.Use skin stapler in valid time of sterilization.

6.For single use only!

7.Non-resterillzable product.

[ Package]

Skin stapler is packed in a blister box and sterilized with EO. One piece per package. The outer
package is a paper box and labeled with

STERILE ‘E‘ m Sterilized using ethylene oxide

m Do not re-use
There is also a “forbidden to use if package is damaged” warning on package.
Valid time of sterilization is five years.
The skin stapler remover is disposable. It is packed sterile.

[ Storage]

The depository should be dry, cool and well ventilated. Prevent instrument from damage.
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MHCTPYKLMM NO NPUMEHEHUIO
NMEPEQ UCNOJNIb3OBAHUEM BHUMATEJIbHO NMPOUMTUTE CNEAQYIOWME UHCTPYKLIUN.

HECOBJTIIOAEHUE UHCTPYKLIMA MOXET NMPUBECTU K CEPbE3HbIM XUPYPIFMUYECKUM
NMOCNEACTBUAM, TAKUM KAK AE®OPMALIUA CKOB, HECOCTOATEJNIbHOCTD LUBA UIU
NMPEPbLIBAHUE ONEPALINMU.

HacTosawmn aokyMeHT npeaHasHavyeH Ans noMoLy Xupypram B UCNOSb30BaHUM AAHHOIO NPOAYKTA; OH He sBnsieTcs
CNpaBOYHbIM MaTeEpPUanom no XUpypruyeckum npoweaypam.

OTO YCTPOWCTBO MpefHasHa4YeHO TOMbKO AfiA OQHOPa30BOro MCMonb3oBaHus. MMOBTOPHOE MCMONb3oBaHWe
unn noBTopHas obpaboTka 3TOro yCTPOWCTBA MOXET MPUBECTU K €ro BbIXOA4Yy W3 CTPOS M Mocreayllemy
TpaBMMpoBaHUO naumneHTa. lMoBTopHas obpaboTka w/unu NOBTOpPHAs CTepunusauusa 3TOro YCTPOWCTBA
MOXET c034aTb PUCK 3arpA3HeEHUs 1 MHMLMpoBaHMs nauueHta. He ncnonesyinte, He obpabaTtbiBante n He
CTEPUNM3ynTe 3TO YCTPONCTBO NMOBTOPHO.

MpepHasHaueHue
[aHHOe yCTpOoMCTBO NpegHasHa4vYeHo ANs CLUMBAHUS KOXHBIX PaH U XMPYPruyeckux paspesos.

OnucaHue

OTO cTepunbHOe OHOPa30BOe YCTPOWCTBO, NpeaHa3HayYeHHoe AN UCMNONb30BaHUSA oAHMM naumeHToM. OHo
yCcTaHaBnMBaeT OOHYy CKOOy Ha HaHeCeHHyl MOBEPXHOCTb KOXM, 3aBepluasi CluMBaHWe Koxu. Pasmep wu
KonmyecTtBo ckob onpendensitoTcs BbIOOPOM Tuna cluMBaTens. YCTPOMUCTBO MOXKET MCNONb30BaTbCs Ha
MOBEPXHOCTHBIX Yy4acTKax KOXW.

Crennepbl cepum PF(X) moryT npousBoauTb A0 55 clwwmBaHui 3a ofgHy npouenypy B COOTBETCTBUM C

BblOpaHHbIMKU Xapaktepuctukamu. OHU npegnaratoT CKOObl OAMHAKOBOW LUMPUHBI U BbICOTbI, C BapMaHTamu
LWMPKUHBI 9,8 MM U ATMHBI HOXKX 2,7 MM MW WNPUHBL 12,9 MM 1 ANWHBI HOXKK 3,4 MM.

npennonaraeMble nonb3o0BaTenin U Uenesas rpynna nauyMeHToB

yCTpOVICTBO npegHasHa4yeHo And Mcnosib3oBaHUA Xupypramum, UMerLwmMmym COOTBETCTBYHOLLYHO NMOArOTOBKY U
3HAaKOMbIMW C METOOAMMW NIeYEeHUs1 KOXKHbIX 3a00oneBaHuni. Ll,eneaaﬂ roynna nayneHToB COCTOUT U3 B3POCIbIX,
KOTOPbIM Tpe6yeTCF| HanoXeHne LWBOB Ha paHbl U XNpyprnyeckmne paspesbl.

MNMokazaHuna
YCTPOMCTBO NOKa3aHO A1 HaMNoXXeHWst LUBOB Ha paHbl U XMPYprudeckne paspesbl.

MpoTuBonokasaHus

o He ncnonb3ynTe yCTPOMCTBO B Crny4vasix, KOrga XMpypruyeckoe clumMBaHue HeuenecoobpasHo.

¢ He ncnonb3yinTte yCTPOWCTBO, ECIM HEBO3MOXHO COBITHOCTM PACCTOsIHUE HE MEHEE 5 MM OT CLUUTOMN KOXM
00 noanexatumx KOCTen, CoCyaoB UNU BHYTPEHHUX OPraHoB;

e Ecnu HaTshkeHWe TKaHM CIIMLLKOM BbICOKOE, BbIMOSTHUTE NPUONM3NTENBHBIN LLOB Nepes 3aKpbITUEM KOXU C
NMOMOLLIbIO CLUMBAlOLLLEro annapaTa.

BapuaHTbl clumBatowWwmx annapaTtoB TexXHUYeckne xapakTrepucTukn

Mogenu n BapnaHTbl CLUMBaKOLWMX annapaTtoB KOOANPYIOTCA B COOTBETCTBMIN CO criegyrownMmm npasunamn:

PF(X) |_| |_|

| KonuuectBo ckob (15/25/35/45/55)

Pa3mep ckob (R/W)

Tun clumBatoLwero annaparta

Hanpumep, PFW35 o3HavaeT ctennep PF ¢ ckobamum pasamepa 35 W.
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[OcHoBHbIe TexHMUYeckne xapakTepucTukm]

MaTtepuan: akTMBaTop U3roToBneH n3 Hepxaeetowen ctanm 06Crl9Ni10 B cooTBeTcTBUM ¢ GB/T1220-
2007, ckobbl n3rotoBneHbl U3 Hepxkasetowwen ctanu 022Cr17Nil2Mo2 B cootBeTcTBUMU ¢ GB/T 4240-2019.
PykosaTka nsrotoeneHa us ABS B cooTBeTCTBUM CO cTaHaapTom GB/T12672-2009. YCTpOWCTBO AN yAaneHusi
ckob narotoBrieHo U3 ABS u Hepxaetowen ctanu 06Cr19Nil10.

XapaKTepuCTUKU: HETOKCUYHBIN, 6e3BpeHbIV U CTEPUITbHELIN, HE BbI3bIBAET padbedaHus, obnagaet
xopoLuen 6MOCOBMECTUMOCTLIO, XOPOLLEN METaNIMYECKON CTabUIbHOCTLI, ObICTPOE BLINOSTHEHME LUBOB,
XOopoLLee cpalleHne Kpaes paHbl, MPUMEHUM 4118 pa3fiMyHbIX BUOOB PaH 1 NOPE30B.

Jlerkoe yganeHue ckob ¢ MOMOLLbIO CKPEMOYHOro yoanutens.

[NpumeHenue]
Mcnonb3ayeTcsa ANna HanoXeHUs LWBOB Ha paHbl U XUPYPrudeckne nopesbi.
[UHcTpyKumna no

npumeHeHuio ]

UHcTpyKuusa no
NpUMeHeHUIo annaparta
CLUMBaKOLLEro KOXXHoro

1.[epxuTe annapaT CLUMBAKOLLMIA KOXHbIA POBHO, AEPXKNTE CKOObI BEPTMKANBLHO NO OTHOLLEHMIO K KOXE, cnerka
NPWXXMUTE aKTMBATOP K LEHTPY paHbl, MPUXMUTE CLUMBAIOLLMIA annapar K KOXe.
2.CoBceM COXMUTE MOABMKHYIO PYKOATKY, MOKa HE 3aKOHYMTCS hopMupoBaHue ckobbl. (He otnyckanTte

PYKOSITKY, NOKa ckoba He cdhopmMmpoBaHa).



3.0TnycTUTE NOABWXHYIO PYKOSATKY, MOKa OHA HE BEPHETCH B UCXOAHOE nonoxeHue. lNomectute annapar
CLUMBAIOLLMI KOXHBIN B CrieaytoLLee NonoXxeHne Ans CLUMBaHnS.

4.TloBTOPUTE OENCTBUS, ONMMUCAHHbIE BbiLLE.

UHCTpyKLuMA No MCNonb30BaHUIO NPUHAONEXHOCTLIO ANA yaaneHus ckoo

1.llomecTuTe aBa KproYKka NPUHAANEXHOCTU AN yaaneHus ckob mexay ckobamm n TKaHbHo.

2.3aKpomnTe CKPEMOYHYIO NPUHAANEXHOCTb ANg yaaneHus ckob n yaanute ckobbl U3 TKaHW.

[MNpeaynpexaexuns n mepbl npegocTopoxHocTU]

1.Ecnn HaTshkeHne TKaHW CIMLWKOM BbICOKOE, Nepep 3aKpbiTUEM KOXW C MOMOLLIbIO KOXXHOTMO CLUMBAIOLLIErO annapara
caenanTte nNpubnM3nTENbHbIN LLOB.

2.Ecnu paccTosiHne mexay CKpenneHHOW KOXen U pacnonoXeHHbIMU NOA HEW XXU3HEHHO BaXKHbIMU
CTPYKTypaMu coCTaBnsieT MeHee 5 MM, annapaT CLUMBAIOLLMIA KOXKHbIA NCMOMNb30BaTh HEMb3s!
3.Annapart CLUMBAKOLLNIA KOXHbIN NpeAHa3Ha4YeH TOMbKO A8 3aKPbITUS KOXM.

4, I'Iepe,u, ncnoJjib3oBaHMeM npoBepbTe LIEJTOCTHOCTb YNakKOBKN. He VICFIOJ'Ib3yIZTe WHCTPYMEHT, €CJ11 ynaKoBKa
nospexaeHa.

5./cnonb3ynTe annapar CLUMBAIOLLMIN KOXHbIA B TEYEHUe Cpoka rOAHOCTU CTepunmsaumu.
6. TornbKko Anst 0o4HOPa3oBOro UCMOoMb30BaHMS!
7.T1poayKT He NOANEXUT NOBTOPHON CTepUnM3aumu.

[YnakoBkal

Ckoba ans koxu ynakoBaHa B 6nncTepHyto Kopobky u ctepunmnsoBaHa 30. OgHa LWTyka B yNakoBKe.
BHelwHASa ynakoBka npeactaBnseT cobon GyMmaxHyo KOpobKy ¢ MapKkupoBKOR
‘E‘ m  CTepunmsoBaHO C MOMOLLLIO 3TUMEHOKCHAA
m He 1cnonb3oBaTtb NOBTOPHO
Ha ynakoBke Takke nmeetcs npeaynpexgeHve «He ncnonssosartb npu
noBpeXxaeHun yrnakoBku». Cpok AeACTBUSI CTEPUNM3ALNN COCTaBNSET NATL eT.

Mp1HaONeXHOCTb ANSA yaaneHus ckob ABnseTcs oaHopasoBbiM. OHO YNakoBaHO B CTEPUILHOM YNaKoBKe.
[XpaHeHuel

MecTo XxpaHeHus AOMKHO ObITb CyXMM, MPOXNaAHbIM U XOPOLLO BEHTUNMpYeMbIM. He gonyckanTe noBpexaeHus
WHCTPYMEHTA.

000 «xunanrcy BpantHec Megukan JeBaicucy
Appec: 3gaHue 1, 3- atax 3gaHus 3, 2-n, 3-n, 5-11 aTaxn 3gaHua 5 n komHata 7-3 3aaHusa 7, Ne 66,
exyaH Poya, 30Ha akoHoMu4eckoro passutus [xoHrnoy, Yanbakoy, 213000 LzaHcy, KHP
Ten.: +86-519-83908835 dakc: +86-519-83908831

JNleny Meaukan (lOpon) Koonepatud Y.A.»

Appec bynbBap Abe JleHcTpa 36, 8448 JB XepeHBeH, Hugepnangpl
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