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CTennep XMpypruyeckmnin ogHopasoBbIn

IMEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM HCTILITAHMI 1 PETHCTPALIMH MELMLMHCKUX U3AEMM



CTennep XMpYpruyeckuii 0AHOPasoBbIli C Pe3akoM NNHElHBbINA, pe3ak B KapTpumke: WKD-80B, B cocTase:

1) CTennep X1pypruyeckunii 0HOpPa3oBbIli C pe3akoM NNHENHDIN, pe3ak B KapTpumke: WKD-80B - 1 wr.;

A Surgaid Medical (Xiamen) Co., Ltd
Name; Single Use Sterile Linear Cutter Stapler Set
Description; Length-81 mm,staple height-3.5(blue)

Specification- WKD-80B
IhE” 59RUS000405020402 c£] 2021.08.16

[10t] 21080204021 2

sterileleol [A 3
The packed product should be stored in a room with relative humidity no more than 80%.

- 3P .MM ¢ r1£ B3n"M 0.218 Buiiding, Houxiang Road, Haicang
District, Xiamen, P.R.China
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2) Kaprpuax ZKD-80B - ue 6onee 6 wr.;
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3) HucTpykuua no npuMeneHuio Ha Crennep xupypraveckHit ORHOpa3oBblii ¢ pe3akoM NHHEHHbIINA, pesak B
KapTpHKe — | IWUT.
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CTennep XmMpypruyeckuii 0JHOPa3oBbIli C Pe3aKOM NNHENHBINA, pesak B KapTpumke: WKD-80G, B cocTase:

1) CTennep XmMpypruyecknii 04HOPa30BbIN C pe3akoM NMHENVHLINR, pe3ak B KapTpumke: WKD-80G - 1 wr.;

Surgaid Medical (Xiamen) Co., Ltd
Name: single Use Sterile Linear Ci™er Stapler Set
Description: LengthrSImm,staple helght4.6(gt:een)
Specification: WKD-80G

*S|>9RUS000405020404 2021.08.16
21080204041 2 2024.08:15

STERLE EO A

The packed productshould be stored in a room with relative hun”ity no more than 80%.
Surgaid Medical pOamen) Co., Ltd.

3F, Comprehensive Building, N0.218 Building, Houxiang Road, Haicang
District. Xiamen, P.R.China
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2) Kaprpumxk ZKD-80G — ne 6onee 6 wr.;
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3) Huctpyxuus no npaMeHeHHO Ha Creruiep Xupyprudeckuii ORHOPa3OBHI ¢ Pe3aKkoM JHHEHHbIH, pe3aK B
Kaprpumpke — 1 mr.
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Crennep XMpypruyeckunii 0[HOPa3oBbIli C Pe3akoM NIMHENHBIN, pe3ak B KapTpumke: WKD-100G, B cocTase:

1) Ctennep XvMpypruyeckuii 04HOpPa3oBbIli C pe3akoM NNHENHbIN, pe3ak B kapTpumke: WKD-100G - 1 w.
N Surgaid Medical (Xiamen) Co., Ltd.

Name Single Use Sterile Linear Cutter Stapler Set
Description Length-10Imm.stapfe height-4 6{green)
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A Surgoi;? Mttdieal (Xianwn) Co., Ltd.
Name S ™ Sterile Lbear Cutter Stapler Set
Dhecription: Length>101mm,staple height-4.e(grean)
Specification; WKO-100G

[wPI 59RUS00040S02Q5Q4 crO 2021.08.16
iLOTI 21060205041 N 2024.08.15

ISTRLEED Q i] X
The packed product i”ould be etored ma room reiativt huidity no mare than BO'b

Surgaid Mediical amap Co . Lid .
e ﬂ 3lél.r8?>lrr‘prehlen»gg Bui &r‘g?l\[)ZlG Building Hourmng)l)?oed Haicang
Dietrict.  Xiaen, P R China

o tir
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2) Kaptpnmk ZKD-1I00G - He 60s1ee 6 LT

‘s A Surgaw Mfdic«)| 5Xtan’\Ce,, L
N INQAO« Sl . Gy ('SU»St v~y ©
>/ IMLMT-101«Ne A

Bgl6aRUS000406040504 ¢Q.202i.0e.ie

' nraglOecun6<>41

. litaitf|bl @
/0, p(OM/1B/IM 17

.wn. ‘'m

A Surgaid Medical (Xiamen) Co., Ltd.
Name: Single Use Sterile Linear Cutter Stapler Set
Description: Length-101 mm,staple height-4.6(green)
Specification; ZKD-100G

59RUS000405040504 2021.08.16 'H.LII
[LLI ] 21080405041 g 2024.08.15

MHyW i d¢® ¢ a
Trepeded pal ot nudbestoed ina roomrth it ehuricityronore tren8.

SupidMical (ae) @,, L
F, Oopdasielil ND.218R i HuxiamRoed Harcao
DErict.  Xiamen. P.Rﬁr%a ko

0}
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3) NHCTpyKUMA Mo npuMeHeHUo Ha CTennep XMpypryeckunii 04HOPa3oBbIi C pe3akom NMHENHbIN, pe3ak
B KapTpuopke - 1.

Instnicdori/pJf *® -

XAopef**®®”  Lbe« Cutler Stapler hu imootb au/ftce «nd well-defined cooiour wtibout defecu »ucfaas buns
SRy Hoyv on ihe device body shall be legible and aligned without malposition. The sorftce of

0" DAOITEQrESIIoa iy

e*W»y Openi”and closure ofthe linear supler shall be erXIb’k Jam.,,

c. AssembUbiWyi Tee cartridge and device body shall be assembled and unloaded suocessftilly. Movable parts can

be moved easily wfA jamming or tooseobg. The loaded cartridge shall be fixed soundly and the staple shall not

prtjeelouier* * “®@ ®f load when the cartridge is swung.

d. Poftnaaoee of anastomosis and resection: The linear cutter stapler shall perform well b anastomosis and

reaectioa for 2 $ *hh replaced cartridge. A B*shaped staple shall,be formed after each anastomosia. The

leaeciioa margins shall be neat without (rimmbgl after each anastomosis. Tte anartmnoiic line shall be at least U

Umesoftbetofthofiwple.

e. Surtke roughness: The outer surface rou hness (Ra) of mental partof Imetr staplershall not exceed OJ pm.
Cotrotk™iel*««*jTT*«* vfljewe%allhavegoeidem|oekm|«toance

g. The |Wde«i *b** waldual ethylene oxide shall oof exceedjO pg/g.

J.Majorcoepooeny:

Refer to Figu'C 1 for promct structure. The anvil jaw is made from 06CrI9NilO. the cutter is made from 30CrI3 ¢

while the staple is made from TA10.Canridge can be packaged tDdrvidoally.

fr~ asserobly

Linear csltcr starrier. 1.Movable handle cover; 2.Movable handle; 3. Cartridge jaw; 4Xnvil jaw; 5. Staple
reumag cap; 6. Hrittg knob Cartridge: 7.Cutter; SJhnbing plate; 9.Scapte; |0Jteioad
e T , Figurel The structural diagramof Linear Stapler (Model with D) |
‘{ULladkattoas
«The product is ag>Licable for creation of anastomosis and closure of stump or iochionbgastrobtestinil /¢ ',
' recoostmetioa and resecdon o fother organs.
,IV. Coatrabdiadoef
1 Patients with ioboDogeaeous tissues caused by ndiotbergjy;
2. Tismes with mucosal oedema, iachemb or neonoeis .
3. As cloure ofthe product may cause destructive efBxt on liver or spleen tissues due to (be cmnpresiioo property of
these orpns, doaot use dmproArct fix'liver or i*een tissues;
3: Pagier;ts wib systematic disease (such as baemoabagic diaibcsii. bypoptotemaemia and severe cardiovascular
isorder.
V. Precaudeassad W arebts
1. Strictly follow the sterile bstnicdoBwhOeushbg the product Do not use unsealed, damaged or expired products.
m 2. Please read die ICF careftiUy and pay atlcatioo to manu&cturbg date and expired date prior to use of (he product
Expired prodnettshall not be used.
3. Tho product than be used by plgrsiciaDs who have been trained for stq>kr or used under tho gnwfanf* of
pfayskitts with idevaot experience.
4. Ensure that the dddmess of tissue it within (be gred fled range and tissues distributed evenly b the stapler. If
tissueb onetide is more than another side, anastomotic effixt may be affected and anastomotic LI conld occur.
. 5. Do netute (he product on any tissue whose compressed drickness is leasdun 1/}, mm since the staiJer it unable to
damp soundly nd ensure effect o f bemostaais.
6. A complete firmg shaQ be done wtthb one operation. Do not partly fire the stapler. Incomplete firing may cause
*boonaflxl abihle formation, incom f* resectioo line, bleeding, leakage fitxn suture tine aneVor diflicufties m stapler
removal
7. The Ku)kr shall be fired completely to ensure conect staple formation and tissue resection.
8. After firii® check the boDOStatlc status near ansstorootic line and observe the completeness of anastomosis and
status of leb”ige,
9. The product is Ibr shgle use. Dispose the product as medical wastes after use to avoid harm to human and
environmental polhtioQ.

0. The ICP eawm be used as (echaical bitructioos (br stapler LUclinical use. Please reference relevant literature for
the technical bitracrioQS or coosiih om cooLToy.

4 -MRI wniagt; The product has not been teted under magnetic reaonance imaging fldRI) condition for
«RBRV@*ur<eicveioa, dispUcemeot or ertifhcti.
12. This procedwe may cause anastomotic leakage, bleedbg.
13. Di”osal devices are medical waste and should be handled and disposed ofaccordbg to local regulations
VL lattrictlons for Installation and us«
ofModel WKD

dt (he sterile package, take out the linear cutter supler from the blister boau, press the button at the end of the
heatﬁga remove tl erengobg cap?Fllgure% P up
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Crerniep XMpypr4ecKuii 0IHOPa30Bb I 3HAOCKOMUHECKUIA C OfVHAPHOM pyKosTTKO: \WWQF-S, B cocTase:

1) Crerviep XvpyprveckuiA 0IHOPa30Bb I 3HAOCKOMUYECKUIA C OOMHAPHON pykosiTKoA: WQF-S - 1

A

A Surgaid Medical (Xiamen) Co., Ltd.
Name: Single Use Sterile Endoscopic Cutter Stapler Set
Description: Length-short(eOfnm)
Specificabon: WQF-S
59RUS0004020200SQ crO 2021-08.16

[1ot! 21080200501 2 202408.15 (n

STERIuUol [[ #
Tre pkked pfodtd «<oudb«<aredini: roomwithrdAine unikity tvVirore tren8%6

id Midicd poanren) Co, LM n
g;g«péﬁa\,eajlc]rg [FCQ8 Ruildg Houary Reed, Hatarg
Gdt  Xaren PRGim

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



2) KapTpumx gnsa ctennepa poTayMoHHbIA, B O4HOM 13 BapMaHTOB UCMOMHEHNS:
KapTpumk ans crennepa poTaunoHHbIi, npamoi: ZQIUb-45A - He 6onee 6 wT. (Npy HE06X0AMMOCTW);

A Surgaid Medical (Xiamen)
Name: Single Use Sterile Endoscopic Cutter Stapler Set
Description: Length-45mm,staple height-2.5{white)
Specification: ZQIUb-45A

- «'-V-- 0
y |HEF] 59RUS000402034012 i~f] 2021.08.16
o 21080340121 2 2024.08.15
0
y heguy CH @ A

The packed product should be stored in a room with relative humidity no more than 80%.
i J Surgaid Medical (Xiamen) Co., Ltd

3F, Comprehensive Building. N0.218 Building, Houxiang Road, Haicang
District, Xiamen, P.R.China
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KapTprmK 415 cTerviepa poTauioHHb I, npsvoit: ZQIUL-45C - He 6oree 6 L. (Mpy Heo6X0aMMOCT)

N
A SurgaM M<~A1mTIxLL

Nai™o. Single Um Sterile EndoKcoplc Cutter Staptar ™ t
Oeeoriptlon: Ler)gth-46mm.,i(«ple helght-3.5(blue]

spedfication: ZQIUIMSC
K14 59RUS000402034013 c j 2023.10.16

flg fl 23100340131 2 2026.10,15

btepiieled O il ® X ®

Al |]I %ﬁ%“g%ugammu,gm

Pro«>e«™102B,P.acbna

1 tf ~
4

sc
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KapTpumx ans ctennepa poTaumoHHsbIin, npsmoii: ZQIUb-45G - He 6onee 6 WT. (Mpy HEOBXOAUMOCTW);

A Medical (Xiamen) Co., Ltd.

Name: Single Uee Sterile Endoteopic Cutter Stapler Set
Deecriptlon: Lengin-45mm,ataple helgW-d.KsoW)

Speclficalon2QIUiIH5G
Inl £1 59RUS000402034015" CA ,

(15t]23100340151S

STBtIEIEol 0 3 i
The padied pfoAictAouldbe [L « 14 Ina.ioen))®

OuWing5,Net®u8|»nbI™

I J Sj"eWMedi*pOenienlCp'-J*
F#anftweceLW" “n
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KapTpuak ans ctennepa poTaumoHHbId, npamoit: ZQIUb-45V - He 6onee 6 wwT. (Npy He06X0AMMOCTK);

A ' -said MdM~XldnnA
Name: Single Use Sterile En01"plc Culler~we”
OeicripUon: Lengilvesmm,staple helghM.8(greenf
'LLH Specification: ZQ U b*4~
[A1/1 SORUS0004Q2034017 gfl 2023.10.161

[ISf] 23100340171 2

sterileleol m
»;

SurgaidM«dicalOlliaiwn)Co.LI
Buil*;Mie;Shtnbienhone EartRnaﬂ-bl@gOH”Ll, Xlauw ™M
Pdpn P(oriice,M10M, PR Ciwa
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KapTpumk ans crennepa poTaumoHHbIi, npamoii: ZQIUb-60A- He 6onee 6 WT. (Npy HEO6X0AUMOCTH);

A suwalS*¥122'¢? lellpai
Nnn>:single Uee8le[gj,] ndoragg»to 5k ~
DeicriptlonlenfltM O"itopte 4

CAL™ V Spedficetlon: ;434,00
@ 89aumumMan<wunell aw |
i ! 108 U |
3 -V\j-}\ y u .............
V RLENMO
Y TrepacWpfododilwuOle
m1 Qi INE
Fitt«nPf
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KapTprmk 4ns1 cTeniepa potauyioHHbIA, npsavoid: ZQIUb-60C - He 6oree 6 LuT. (Mpy He06XoAUMOCTK);

fro
A Surgaid Medical (AvvibL>Y — 4Ltd*
Name: Single Use Sterile Endoscopic Cutter Stapler Set
Description: Length-eOmm staple helght*3.5(blue)
Specification: ZQIUb/MiOCA,

Ical®
e 59RU60004N AW Jall h,10
eTERILE EO
y
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KapTpumk ans crennepa poTaumoHHbIi, npamoit: ZQIUb-60G - He 6onee 6 wwT. (Npy HEO6X0AMMOCTH);

A Sirgpid Mded (amv) Qo Lid
Mifnt; SihngO Um Starto EneoMople Cutttf Sttpl*/ Stl
Offeflptten; LMfttveotnnMUpit M gM~*.KboM)
SpMMcatlon; 2QHIb-«oe

‘

17 pech4 (wawt ihoiMib* n d Hmreon MwitM ruTMiy M (ren Min KH-

ERECD

A iurgaWm odirt (Xlamwi) Ce., Ltd. j
Um B fm EndOKopteOeHfs/ptOr Stt

0#w”1)o; Unoth-«Onm.tlipl* htieN™
SpodicalionZaiUb"OO
B/1a9H1B000402034036, d | 2023.10.10

r a 23100340361 2

IMBnB* on ® X ®

"] Fipsorrainrrsing

A Surgeld Medical (Xiamen),Co., LU ,
Name: Single Use Sterile End ™ )tcC utte™”
Description?L ongth A r™ i il
Specification:
WifI59RUSpCK)4a"M” (w3i2W W 0*ie,
[ .« 1202 10;

CALOV.

The pKked produd should

B AliigS A terW
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KapTpumx ans crennepa poTaumoHHbIi, npamoit: ZQIUb-60V - He 6onee 6 wrT. (Npy HEO6X0AMMOCTN);

A Surgaid Madioai (Xianwn) Co., Ltd.
Name: Single Uee Sterile Endoeeopio Cutter Stepler Set
Deecriptton: Lenflth-eOmmyetaple height-4 .8 (flreen)
Specification: ZQIUb-eov

MCAL
liip| 59RUS000402034037 cs| 2023.10.16
o % 110tl 23100340371 2 2026 10.15
steriuleol \J S ® X

%
The padted product ehould be «toredip aroom”  relative humidlt/no more than 80%,

Surgaid Medical (X1aral, Ofc LU « Moyl
« Building. No.18. Shiflbinhong Bait Roid.Haicang Digltiel XiamapCity,
Fujian Pfoxfinoa, 361026, P.R.Chjna
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KapTpumx ans crennepa poTaumoHHbId, npamoit: ZQIUb-75A - He 6onee 6 wwT. (Npy HEO6X0AMMOCTH);

N»mt: $14~ Um 8M («iCMOMOpc C4«tf SMpHM
Qepn oo

8pM«caMA:ZCM»-7SA .
B 6l diVie
2a«<0e«

JTidt Q)] ® X ®
0 1 ledadtseiexi»IW\B1*HemNckawrwiwvi8/o

Wi.me*e*mi |

A Surgaid Medical (Xiamen) Co., Ltd!
Nare: Single Use Stexile Endoscopic Qutter Stapler Set
Destription: Length- 72mmistaple height-25nhite)

Specification: ZOIUD-73A
bEF| SORUSOO0A02034042  ¢f] 20210816
[lot! 21080340421 A 2040815

sterileleol DJ] ® a

The packed product should be stored in a room with relative humidity no more than 80%.
Surgaid Medical pCiamen) Co., Ltd.

LU 1 3F, Comprehensive Building, N0.218 Building. Houxiang Road. Haicang
District, Xiamen, P.R.China
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KapTpumpk ans ctennepa potaumoHHbIin, npaMoii: ZQIUb-75C - He 6onee 6 wr. (Npu Heo6xoaumMocTn);

. . . ‘yV
"'svr Narw/NSingle Use Sterile Endoscopic ClME™

Inscription:;Ley\gth-72mm,staple height.5(blue)
’1Mecld cll ”
(refl SORUS000402034043 2021.08.16

w - J10T|"|O80LLL;dAn ' 2 2021.08MS.
4
STERILE £0

Tre pedeed prod ot should bestored ina raomath rdative hunidityri el Ln 60
i} n J '

'—«E

QGaTﬂOa lid
, Bularg ND218RLild i
G P.Rmrrga iy, Hudag Roed Hekag
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KapTpuak ans ctennepa poTaunoHHbIi, npsmoit: ZQIUb-75G - He 6onee 6 wrt. (Npy HEO6X0AMMOCTH);

O«-

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

7 Surgaid Medical (Xiamen) Co., Ltd.
Name: Single Use Sterile Endoscopic Qutter Stapler Set
Description: Length-72mmstaple height-4.1(gold)
Specification: ZQIUb-7SG
(R 59RUSPO0402034055 ¢:Q 2021.05.16
L 121080340551 g 20240815

liLgfrl-glEol DS ® A
Trepeotadpad ddoddesosdinarmonwithrelate b/mdy ronaeten8o

3 e eI NIZE8 g HokergRe N

mJ Dandt. X\renPRCra
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- KapTpumx ans ctennepa poTaunoHHbIi, npsamoit; ZQIUb-75V - He 6onee 6 wwT. (Npy HE06X0AUMOCTK);

[ Swwei<mlMeel pOarmw) C*.. LI
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KapTpumk ans ctennepa poTaunoHHblii, ¢ 3arnéom: ZQIHb-45A - He 6onee 6 WT. (Np1 HEO6XOAUMOCTK);

ClT>caxu 2 N\DXA

ENHMN3 CQj ® A
mTelVenvLE™ *e(weemnWA Y efiM
~Tj oL
am
Voo,
A Surgaid Medical (Xiamen) Co., Ltd.

Name: Single Use Sterile Endoscopic Cutter Stapler Set
e Description; LenigNe45mmstaple height-2.5(white)
M Specification: ZQIHb-45A
[ReR SORUS000402031012 2021.08.16

(1otl 21080310121 2 20240815

SRIE|] CD ® A
Tre peded prad ot shaud e storadina raomith rdaive Funcityronaretren@o

W i |
'dI\Azd(dpmrﬂCQ.Ltd
AM | ai,grpdma\eaj ND.218 Building, Houcerg Roed) Hecag
Odifiet )Ga’rmP.Rmrr% S
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KapTpuax ansa crennepa poTaunoHHbIi, ¢ 3arméom: ZQIHb-45C - He 6onee 6 WT. (Mpy HEO6XOAMMOCTN);

bo Gu,m
%
to

AN
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A Surgaid Medical (Xiamen) Co., Ltdl
Nare: Single Use Sterile Endoscopic Cutter Stapler Set
Description; Length4smm$taple height-3 5(blue)
Spedification; ZQIHb-45C
|"Ng SORUS000402031013  cd) 2021.06.16
fiofl 21060310131 2 20240615

sterileleol P S (J) A4
Tre pedeed paol ot doUd kedaedinaraomwihrdaive hunidtyronaetreng

Mo Co, Lid
F Qi ND216R.id i '
%iﬂﬂ%:;?]r% Iy Hukarg Roed Keicarg
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KapTpuax ans ctenniepa poTaLMOHHbIN,
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c 3armoom: ZQIHb-45G - He 60nee 6 WT. (NpY HEOBXOAUMOCTH);

~  Surgaid Medical (Xiamen) Co., LLI.
Name: Single Use Sterile Endoscopic Cutter Stapler Set
Description: Length-45mm,staple height-4.1(gold)
Specification: ZQIHL-45G
(i"59RUS0004(tt031015 c£] 2021.08.16

[1otl 21080310151 2 2024.08.15

SIEot-EE0] CU ® A
The pected pad at Saudbestosdinaraomathrdative humdityrotaoeNan80%

'dl\/ﬁifa;imﬂm,m
nnw Ruildrig NO218RLild @ayRd Ha
%%Rmrr% ny HudagRd Hicay
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KapTpumx ans ctennepa poTaumoHHsbIia, ¢ 3arn6om: ZQIHb-45V - He 6onee 6 WT. (Mpy HEO6XOAUMOCTW);

A SHS M U

e Uw wT»» N4 >
CTiMcacinni
EOIiW$’0dnmmy 2
fewlyi AU Q) » ®

(4

k Mivanei™*>S/y

»e« »NV.A*CNM

aut»/ch
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A Surgaid Medical (Xiamen) Co., Ltd.
Name: Single Use Sterile Endoscopic Cutter Stapler Set
Description; Length-45mm,staple height-4.8(green)
Specification: ZQIHb-45V
[r1 £] 59RUS000402031017 crO 2021.08.16

LOT 21080310171 2 2024.08.15

J
seie ] CU ® A
The packed product should be stored in a room with relative humidity no more than 80%.

N  Surgaid Medical pCiamen) Co . Ltd.
m A | 3F, Comprehensive Building. N0.218 Building, Houxiang Road, Haicang

District. Xiamen, P.R.China
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- KapTpumx ans ctennepa poTauMoHHbIRA, ¢ 3arnéom: ZQIHb-60A - He 6onee 6 wWT. (Npy HEO6XOAUMOCTK);

Ao A

» )1
Awmeve

LL>Toam<

Frasi Cll <& A €

11 RERRM P MM AV

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

A suroaid Medical (Xiamen) Co., Ltd
Name; Single Use Sterile Endosoopic Quitter Stapler Set
Description; Lengthmm.staple height-2SwhHe)
Spedification; ZQIHO-60A
1M1LISORUSO00402031032 20210816
ILOTI 21080310321 2 20240815

STERLE[eo]  [A)
TrepededprodotdwAtestoedinaraovitveahve L idyronuetrende

Surgaid Medical (Xiamen) Co.. Ltd.
J 3F. Comprehensive Building, N0.218 Building. Houxiang Road, Haicang

District. Xiamen. P.R.China
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KapTpumk ans ctennepa poTaynoHHbIii, ¢ 3arnéom: ZQIHb-60C - He 6onee 6 WT. (Mpy HEOBXOAMMOCTN);
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A Surgaid Medical (Xiamen) Co., Ltd.
Nenoe: Single Use Sterile Endoscopic Cutter Stapler Set
Description: Length-SOmmstaple height-3.5(blue)
Specification: ZQIHb-60C
[RiFI SORUS000402031033 o0 2021.08.16

ILOTI 21080310331 N 2024.08.15

STEftiLEIEOl [[) ® XKoo (8)
The peded predict soud ke stored ina raomwithidative Funidtyronaeten8%

Surgaid Medical (Xiamen) Co.. Ltd.
3~ Comprehensive Building. N0.218 Building, Houxiang Road, Haicang

Cistrict. Xiamen. P.R.China
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KapTpuaxk ans ctennepa poTaunoHHbIii, ¢ 3arn6om: ZQIHb-60G - He 6onee 6 LWT. (Npy HEO6XOAUMOCTK);

. W, 0] * oW .
MR coan&e emlﬁjbimw

011  WTItil'if» I0WMMiW»1L N 4

LvavwmyT  T«om
LLiiowew Q mooh
N

gvioa.'.-

uHitti ®
4 Qz-WWﬂ-a‘Vd)wmm

pavkav

IOMtoftortoOU
faw agAw rieelttOHtotlUMI b uiw ri
ORISR !
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[ Surgaid Medical (Xiamen) Co., Ltd

Name: Single Use Sterile Endoscopic Cutter Stapler Set
Description: Length-SOmmustaple height-4.1 (gold)

Specification: ZQIHL-60G
(s 59RUS000402031035 2021.08.16
fiorl 21080310351 2 20240815

STERILEIEOI CLU ® A
Tre pededpal.adoudbedoadinaromvt™ dairehunidtyronoeten8l

Surgaid Medical (Xiamen) Co., Ltd
3F, Comprehensive Building, N0.218 Building, Kouxiang Road. Haicang

|
District. Xiamen, P.R.China
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KapTpuax ans ctennepa poTaunoHHbIN, ¢ 3arn6om: ZQIHb-60V - He 6onee 6 wWT. (Npy HEO6XOAUMOCTK);

'L A QN s
1 GiMiMiiosn
t("513 DO ™ ®

MMM MV M > TEMbIMVE @i«

nH |

b

R ~  Surgaid Medical (Xiamen) Co., Ltd.
Name: Single Use Sterile Endoscopic Cutter Stapler Set
Description: Length-60mm,staple height-4.8(green)
Specification: ZQIHb-60V
(HEP) 59RUS000402Q31037 2021.08.16

fIOTI 21080310371 2 2024.08.15

ayjo terileleo] [4] ® Xoo®
The pedeed prod ot ouid bestored ina raomiNhidaive unidityronare tren80%

- Surgaid Medical (Xiamen) Co., Ltd.
I 3F, Comprehensive Building, N0.218 Building, Houxiang Road, Haicang

District. Xiamen, P.R.Ch'ina

o<
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KapTpumak ans ctennepa poTaunoHHbIN, ¢ 3arn6om: ZQIHb-75A - He 6onee 6 wT. (Npy He06X0ANMOCTK);

A Surgaid Mtdieal (Xiamon) Co., Ltd.
Nam.: Single Uat Starlla Endoscopic Cutter Stapler Set
Description: Lengthv72nmmyatapie height-25(hite)
Specification: ZQiHb-75A
o |1059RUS000402031042 2023.10.16
(~23100310421 2 202e101S

IsTEwaEjEol [ B ® A ®

Trepededpod ddoudbestoedinarcomathradains huredtyronmasten8h

S.lm'dl\/HjG(Xa’r_B)Co.lid _ N
o At Nb 18 Sl East RoedHacog Odil_ xyre: iy,
FijnFodre 106 PROK ¥
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- Kapmpumx ana creruiepa poramponusill, ¢ sarubon: ZQIHb-75C — e Gonee 6 m. (pu HeoGX0AHMOCTH);
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- Kaptpamx ana creniepa poraumonnbi, ¢ sarn6om: ZQIHb-75G — ne Gonee 6 wrr. (npn HeobxoanmocTi);
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KapTpumk 4151 cTerviepa poTaupmoHHbIA, ¢ 3arnoom: ZQIHb-75V - He 6oree 6 LT, (Mpr Heo6X0AUMOCTI);

A 3urgald Medical (Xiamen) Co., Ltd.
NetTw; Single Use Sterile Endoeeoplo Cutter Siepler Set
Jp | Deecriptlon:Lenotrir72mtp,staple height,B (gra”
sped(k»trn—
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3) VIHCTpyKUMA 1o NprveHeHIO Ha CTerviep XVIpypriyecKuin 0fHOPasoBb A SHAOCKONMYECKIIA C OVHAPHO
PYKOSITKOM, CTerviep XvipyprityecKvii 0HOPas0BbIiA SHAOCKOMNYECKUIA C ABOMHOM PYKOSTKOM - 1 L.

Instruction for Use

I.Devke Niuiie:

SmgleUte Sterile Endoscopic Quitter Stapler Set |
Il. Productperformance and T ¢ r componeats

.1. Perfonnaoce:

r
Appearance: The Endoscopic Cutter Stapler has smooth surface and well-defmed contourr

without defects such as buns, scratches or rust Maries and indications on the outer surface

are legible and aligned without malposition. The surface shall notcontain any burror flange
b. Flexibilin :

Opening and closure of the stapler shall be flexible without jam. The reset
spring shall be elastic enough to ensure complete reset o f handle when the reset button is{
pressed.
c. Assem blability: Replacemento f cartridge shall be convenient and positions fixed tightly;*
the st4 >leshall notproject outover the surflice o freload when the cartridge is swung- ~f
d. Perfonnaoce o ftesecdon and anastomosis: The productshall perform well in anastomosis
.and resection for >5 times. The cartridge is replaceable and a B-shaped staple shall bc.»
\ formed after each anastom osis.
e. The anastomotic area shall endure pressure of> 3.6 KPa and no more than 10 drops of

waterare leaked w ith b IS seconds.

s
t Surftce rou~mess: The outer surface roughness (Ra) o f metal part of stapler shall not
exceed 0.8 pm. *
g.Corrosion resistance: The anviljaw shall have good corrosion resistance.

i
h. The productshallbe sterile. The residual ethylene oxide shall notexceed 10 Mg/g. 1
2. Majorcomponents:
The Endoscopic Cutter Stapler (Model F ) is mainly composed ofan artcuIaUng ]omu a;
shaft sleeve, an outer sleeve, a rotadng handle, a swaying handle, a firing handle, a fmngf
insurance, a fixed handle and a resetknob.
Tbhc Endoscopk Cutter Stapler (Model D) is mainly com p~ of reload unit, amnljaWJ

cartridge jaw, cutter, outer slee” rotating handle, blade dtrecdon w itc™ blade direetione m ,
indicator, fixed handle, resetbutton, locking handle and firing handle.

:ThecartridgeisiD aiilycom posedofanviljaw ,reload.cutter.outerslew e.tndrctaim ngcap i
;. Thestnictural diagrams ofEndoscopic Cutter Stapler(Model F ) are listed below:

IAidculating joint; 2.Shaftsleeve; i.uuicriiccvc; ™

A -0 - -
6.Firingbandle;7.Flringi”8

Atnmtor.ddUgi«nofEnl*»picCutterSmpler(ModelwithD)bli»”

» I x Cartridge Jaw 4, Cutler 3. Outersleeve 6.Routing handte 7.Blade

1.Reload 2.~ '? oiLie direction indicator 9.Fixed handle 10.Reactbutton Il.Locking
8.0 handle 12.Firing handle

Figure 2. Structural diagram o fModelwith D

1
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Crennep XvpyprvecKuii 0IHOPa30Bb I SHAOCKOMMYECKUIA C OfVHAPHON pPyKosTTKo: WQFE, B cocTaBe:

1) Crerviep XMpypryecKmii 0IHOPa30Bb I SHAOCKOMNYECKIIA C OfVHAPHOA PyKOSTTKOM: WOQFE - 1

A  Surgaid Medical (Xlairwn) ColjLtd.
Name: Single Uee Sterile Bndoacopic Cutter Stapler Set
Description: Length-staruSard(160mm)
Specification: WQF-E

59RUS00040202p0Sf cdJ 2021.08,16
* LLorl21060200511 n 2024.06.15
' ISTRILBeg) [JT] CE) X
The packed product *hou/d be etored in a room wfth relabve humidity no more than 80%
Surgaid Medical (Xiamen) Co., Ltd.

3F, Comprehensive Bo»7dmp, N0.216 Bui7d/ng. Hoiaianp Road. Haicang
District.  Xiamen. P.R.China
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2) KapTpumk 41 cTerviepa poTaLyoHHb I, B QAHOM 113 BaPVaHTOB MCTIONHEHIAS:
KapTpumkK /19 cTerviepa potauyoHHbIA, npsamvoii: ZQIUb-45A - He 6071ee 6 L. (NMpr HeOOXOAMMOCTIY);

A 8ure«U IIM fleal (Xianwn) Co.. LM.
Mint; Om EnBo«s#18 Cuewanur

Es)BMUS0004Cec04012 ¢J 2021.0~.ie

[® «0B1O «121 2 202406.15

0 @QuHL an ® O ®
TNefiNbessHIDA-L ull/ﬂx«ﬂ\fﬁ*

A Surgald Madteal (x"'atBnTCo.ga™

"Name: Single Use Sterile Endoscopic Cutter Stapler Sef
pe8cription;tength-45rnm .8taple height-2.5(white)f "
Specification: ZQIUb-45A"

I 1ggg) 59RUS000402034012 r~ 2021.08.16

21080340121, 2 2024.08.15

The packed productshw idj» stored in ycrom with relative humidity

J Su”aid Mecfical (Xiamen) C6!,LI,
3F, Comprehensive Building, N0.218 Building. Houxiang Road, Haicang

District, Xiamen, P.R.China

m
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KapTpnmk 45151 cTerviepa poTauyoHHb A, npsavoit: ZQIUb-45C - He 6or1ee 6 L. (Mpy HEo6X0aMMOCTH);

ABnN««MMMLIch (XA
Single um »8MB

DMcripUon:
f speeillMD(>n:2*rUb<|9C|*

59RUSO pO"0340i3":d]*"3,10-1<;2

w" v

[Eotl 2310034013!

Uterileleo] P J
Tittp|*1r AL iteld bjLU ;LU ttiflyi
Surg®M«W (X ftw4.CrUd .,

BulHifi* Viane. S«iidM)iig i«
F Piw<(ei"102evP.R.C"
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KapTpmk A51s1 cTerviepa poTauyoHHb I, npsivoid: ZQIUb-45G - He 6os1ee 6 LT, (Mpy HEOOXOAUMOCTN);

/1 ' rgald Medloel (Xlam*n) Co., Ltd.

Name; Sinele U»e Sterile Endoecopic cuter Stapler Set
Deecriptlon; Lengtn<4Smm,ataple belgV+4/{BoM)

CAL(Vy Specllication.ZQIUb*4M,
03 59Kun50(K0 402037

I [1otl 231003401511 ~ '?

|sTaiLl|EIFoI:? AWV

The pecked productihouid bl doi«dIn;%roomw » irttw h Im #
N1l SuvM M edbirnrC A

ftia iil
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KapTprmk 4116 cTerviepa potauyoHHb I, mpsamvoid: ZQIUb-45V - He 6osee 6 L. (Mpy HeoOXoanMMOoCTL);

<

A " -~aid ModtoartXlamen)Jgg Yy
Name; Single Use Sterile Enrioi*ple Cutter sfap”
Description: Length-45ni®,i*ple helgh{i4,"rae”
Specification; ZQI1Ub4sy" .
(hot 59RUS0004020S4017 , d | 2023,10,16

.ra 23100340171, j?#S12026.104 &

latcT11:E|EO|E V1 O r-

lite peciced productsirouldin ito * * aroomv”.f< t|s.hu (i*”
m J  Surgaid Mediosl(Xipen) Co., L ti inNiv.

BuSdingS.NoI*SIM pbisri*E ad M *

Pro~;36)0m~"
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—  Kaprpumk ans crennepa porauuoHHb, npasoii: ZQIUb-60A — He 6onee 6 wr. (npH HeOOXOAUMOCTH);
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KapTpnmk 5151 cTerviepa poTauyoHHb I, npsivoid; ZQIUBb-60C - He 6o71ee 6 LUT. (Mpr He06X0AMMOCTH);

A Surgaid Medical (Xi£>.w./  Ltd.

Name; Single Use Sterile Endoscopic Cutter Stapler Set
Description: Lenglh*eOmm.staple helght>3.5(blue)
Specillcation: ZQIUWMSOC

%
o)
n
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KapTprmk 41 cTensiepa potauyioHHbIA, npsamvoii: ZQIUb-60G - He 6oniee 6 L. (Mpy He06X0aMMOCTL);

N
1l
O TMpKM pi9M ihctM IMo«Mtii mnonwaniM M nwm~nonanM | MK
|| «-gS,Hall, (U
fiije- - .WOIPAOIM

A *urgaid Modieal poaimn) Oo., Ltd,
Nama: Skigla Um 8lw«a Endoaeopto CiMar Btaptv Sat
Daaer"SMt Lar«th40mn.atspla baloM4.1(coM)

SpMilcaliorcZOiUb”
0SORUSO00402034036 c£ 2023.10.18

I [15¢[23100340361 2 2% 81015
laTaitEliol QJ) ® X ®

TFeficMicl dolaitlecia

Fi"Piowiea.3ei02(.PAC>iina

A Surgald Madle.1 (jClatn.n)™i

Name: Single Use Sterile
Oeacriplipn; LeiM
Spedficatni
(wiplSORUI!'

[1572311

Isterilel

The packed*uctahdul

YoM}
:
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KapTpnmk A51s1 crerviepa poTauyonHbIA, npsavoit: ZQIUb-60V - He 6o71ee 6 LUT. (Mpy He06X0AMMOCTW);

A Surgaid Modieat(Mamfn) Cq,, (.td.
Name: Single Use Sterile Endoaoopio Cutter Stapler Set
Deacription: Length-eOmm,etaple helght-4.8(green)
Specification: ZQIUb-SOy

NCAL #
@ 59RUS000402034037 2023.10.16
23100340371 2 2026.10.15
ISTEBILEIEOl P J XK

The packed product ahould be etored in e roomwith relative humidity no more thanm .
SurgiMMidlcal;(XJan>en)Cp.,U(j.
e i Buildin”.~18. Shanhiinhong Eaii Road.fiaicang Dielnct Samen City,-
Fujian Pravinoe.3eip2e. P.R.Chifjli
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- Kaptpumk 4ns crerviepa potauyoHHbIA, npsivoit: ZQIUb-75A - He 6071ee 6 LUT. (Mpr He0OX0AMMOCTW);

e * SRRIVAREIRR S
AR
MO ¢ HU a8

J ® 2nesxdai 2
(O (ffi A K ®

| n*prttiedidMwiW »iioes«*»Wiih*Naf»*wtwI3»

A Surgaid Medical (Xiameiij Cd!;fLL !
Name: Single Use Sterile Endoscopic Cutter Stapler Set
Awription: Length-72mrn,staple height-2.5(whKe)

N Specification: ZQIUb-75A
Ihl £ 159RUS000402034042 2021.08.16
[tori 21080340421 2024,08.15

STERILE .« 1 DS ® A

The packed product should be stored in a room with relative humidity no more than 60%.
Surgaid Medical (Xiamen) Co., Ltd.

i J 3F, Comprehensive Building, N0,218 Building, Houxiang Road; Haicang
Oistnct.  Xiamen, P.R.China
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- Kaptpumk ans1 crerviepa potauyoHHb A, npsavoit: ZQIUb-75C - He 6osiee 6 L. (Mpr Heo6XoaMMOoCTH);

The pacted product should be stored in a roomwith rm t*e humidity no rmre titan” V

'ikj AAall Sufgaid Medical pCiamen) Co.. Ltd.
R W N W 3FCornprehens)ve Building, 1¢0.218 Building, Houbdang Road,"Hakaiig

i 3V District.  Xiamen, P.R.China
Lr.
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KapTpnmk /151 cTeriepa poTauioHHbIi4, npsavioid: ZQIUb-75G - He 6oriee 6 L. (Mpr He06XoaAMMOCTI);

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

A Surgaid Medical (Xiamen) Co.. Ltd.
Name: Single Use Sterile Endoscopic Cutter Stapler Set
Description: Length-72(wn,staple heighH.1(gold)
Specification: ZQIUb-756
("E]|59RUS000402034055 C23 2021.08.16
(10t) 21080340551 g 202f08.15

Isterileleol [ L

The paciced productshould be Stored in a room ith relative hufflidity no n)oto than

Surgaid Medical (Xtenen) Co., Ltd.
3F, Cotnprehenstve B uik”. N0.218 Bunding, Kotixiang Road, Haicang

Oistrict.  Xiatnen..P.R.China
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- Kaptpumk 4nsi cTeniepa poTauyioHHb A, npsvoid: ZQIUb-75V - He 6oriee 6 L. (Mpr HEOGX0AMMOCTW);

a evwewwe 7 (D/\X/'\\bnvc?'\;”\\//lv

ew M *

(STnaHidE  QmiVie
imuiwi N ®
MIM  UMIt  eUln

[ Surgaid Medical (Xiamen) Co., Ltd
Name: Single Use Sterile Endoscopic Cutter Stapler Set
Description: Length-72mm,staple height-4.8(green)

% .
Specification: ZQIUb-7SV
8 0 iriit
X b Bp159RUS00040203404e ~ 2021.08.16
0 I 21080340481 2 2024.08.15

sterile!EOl C U ® A

The padced product should be stored in a room with relative humrdity no more than 80%.

m J Surgaid Medical (Xiamen) Co., Ltd.
3F, Comprehensive Bulding, N0.218 Building, Houxiang Road, Haicang

District. Xiamen.PAChina

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MCAL

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

KapTpumk 4151 cTerviepa poTauyoHHb I, ¢ 3aroom: ZQIHb-45A - He 6os1ee 6 LT, (Mpr HEOOGXOAUMOCTI);

A Surgaid Medical (Xiamen) Co., Ltd.
Name; Single Use Sterile Endoscopic Cutter Stapler Set
Description: Length<45mm,staple height>2.5(whlte)
Specification: ZQiHb>45A
Iwgl SORUS000402031012 2021.08.16

l1otl 21080310121 2 2024.08.15

|ste8ile|leo|] O*) ® a ®

The padced productshould be stored in a room with relatwe humidity no igon than 8016.
Surgaid Medical pCemen) Co., Ltd.
3F, Comprehensive BulMiing, N0.218 Building, Houxiang Road, Haicang
District.  Xiamen, P.R.CNna
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KapTpymk 5151 cTerviepa poTauyoHHb I, ¢ 3arnbom; ZQIHb-45C - He 6o71ee 6 LUT. (Mpr Heo6X0AMMOCTH);
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A Suifgaid Medical (Xlamerp/™LLiL,
Name; Single Use Sterile Endoscopic Cutter siaptor Set
Description; Length-45mm,staple height-3.S(blue)
Specification; ZQIHb-45C
Ihl £1 59RUS000402031013 c£] 2021.08.16

(1o0t!21080310131 2 2024.08.15
STERILEI D ru ® A
The packed productshould be stored tn a room with relative humidity rto more than 80%,
Surgaid Medical (Xiamen) Co.. Ltd.

3F. Comprehensive Building, N0.218 Building. Houodang Road. Haicang
District.  Xiamen, P.R.China
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KapTpnmk 151 cTerviepa poTauvioHHb I, ¢ 3arnbom: ZQIHb-45G - He 6oree 6 LT, (Mpy He06XoaAMMOCTI);
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A Surgaid Medical (Xiamen) Cb., Ltd.
Name; Single Use Sterile Endoscopic Cutter Stapler Set
Description; Length-45mm,staple heighM.1(gold)
Specification; ZQIHb-4"
59RUSO0P402031015 c¢;3 2021.08.16

H
[tOTI 21080310151 2 2024.08.15
Mn.EIEO|] CcW & A

Surgaid Medical (Xiamen) Co., Ltd.
3r. Comprehensive Building, N0.218 Building, Houxiang Road, Haicang

District.  Xiamen, P.R.China
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KapTpumk 45151 cTerviepa poTaumoHHb I, ¢ 3arnoom: ZQIHDb-45V - He 6oriee 6 LT, (Mpy HeOOXOAMIMOCTW);
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A Surgaid Medical (Xiamen) Co., Ltd
Name: Single Use Sterile Endoscopic Cutter Stapler Set
Description: Length-45mm,staple height-4.8(green)
Specification: ZQIHb-45V
[71p159RUS000402031017 2021.08.16

ILOTI 21080310171 2024.08.15

STERILE N DJ ®~ A

The packed product shouid be stored in a room with relative humidity no more than 60%.
Surgaid Medical (Xiamen) Co., Ltd.
m 3F, Comprehensive Building. N0.218 Building, Houxiang Road, Haicang
District, Xiamen. P.R.China
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KapTprmk 4ns cTerviepa poTauvioHHbInA, ¢ 3arnoom: ZQIHb-60A - He 6osiee 6 LT, (Mpy HeoOGXoAUMOCTI);
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A Surgaid Medical (Xiamen) Co., Ltd.
Name: Single Use Sterile Endoscopic Cutter Stapler Set
Description: Length-60mm.staple height-2.Sjwhlte)
SpecMcation: ZQIHb-60A
[Rffl SORUS000402031032 crO 2021.08.16

(lofl 21080310321 s 2024.08.15
sterilel60] [AL, X A
T1» pedeed pracLatihooWkeriared ina raamwithreigtive hunidilyromae tren#0%
Surgaid Medical (Xianren) Co,, Ltd

i J 3F, Conprehersh e Building, NO.218 Bilding, Houxiang Road. Kaicang
CGMrict. Xjanen PRChina
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KapTpumk /151 cTerviepa poTauyoHHb I, ¢ 3arméom: ZQIHb-60C- He 6oree 6 L. (Mpy HEO6XoAUMOCTW);

A Surgaid Madieal (Xianwn) Co., Ltd.
N»im: Sktol* um Starto En6mcopk Cullar Staplar SM
OtKdption: Ungth40mn tup It h«ghi-3 S(biua)

f_pecmcaunn 201Hb40C
TEE T 010: @3

("21060310331

> BEH L) ® A ®

ThepeoM pw M mevUM MU0 «Il aaT's'T'M M k<nl4()ri«<rm ran e0%

2 20240619

s y. Ccffenieii .<8uMng 'C21181>«r9 sumMuwng60M. neops
Cehc. XawPeCw'

A Surgaid Medical (Xiamen) Co., Ltd
Name: Single Use Sterile Endoscopic Cutter Stapler Set
Description; Length-60mm,staple height-3.5{blue)
Specification: ZQIHb-60C
(VP) 59RUS000402031033 c£] 2021.08.16

flofl 21080310331 2 2024.08.15

STERILE EO m ® A

The packed product should be stored in a room with relative humidity no more than 80%.

Surgaid Mediical (Xiarmen) Co., Lid
3=, Comprehensive Building, NO218 Building, Houxiang Road. Kaicang

I Cidlrict.  Xiamen. P R China
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- KapTtpumk 4ns crerviepa potaupoHHbIA, ¢ 3arvoom: ZQIHB-60G - He 6onee 6 LUT. (Npy He0OXOAUMOCTNY);

?A pomMM) L.
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A Surgaid Medical (Xiamen) Co., Ltd.

Name: Single Use Sterile Endoscopic Cutter Stapler Set
Description: LengNe60mm,staple height-4.1 (gold)
Specification: ZQIHb-60G

59RUS000402031035 ¢"O 2021.08.16
ILOTI 2108031(»S1 2 2024.08.15

ISTERILEIEOI [4 1 @ A (§8)
The packed productshould be stored ir>aro o m ~ relative humidity no npre than 60%.
Surgaid Medical (Xiamen) Co., Lid

3?. Comprehensive Building, N0.218 Building. Houxiang Road. Haicang
District.  Xiamen. P.R.China
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KapTpumkK /151 cTeryiepa poTauyoHHb I, ¢ 3armbom: ZQIHb-60V- He 60/1ee 6 LT, (Mpr HEO6X0AMMOCTH);
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A Surgaid Medical (Xiamen) GoV, LLI.
Name; Single Use Sterile Endoscopic Cutter Stapler Set
Description: Length-60mm,staple height-4.8(green)
Specification: ZQIHb-60V
@ 59RUS000402031037 c;9 2021.08.16
fEorl 21080310371 2 2024.08.15
JSTERItEIEOI P J ® A A
The packed product ehould jbe stored in a room viNe relative humidity no more than

. Surgaid Medical (Xiamen) Co., Ltd
I 3F, Comprehensive Building, N0.218 Building, Houdang Road, Haicang
District.  Xtan)en,P.R.China
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KapTpymk A5 cTerviepa poTauyoHHb I, ¢ 3arvoom: ZQIHD-75A - He 6onee 6 L. (Npy HEOOXOAUMOCTWY);

A Surgaid Madieal (Xiamen) Co., Ltd.
Name: Singla Uat Starlla Endoscopic Cuttar Stapler Set
Description: Lengttv72mm,ataple helght-2.5(white)
Specification; ZQIHb-75A
59RUS000402031042 2023.10.16

(1723100310421 2 2026.10.15

Clh ® A

The packed productihouM be ctored m s room relative humidity rro more than 80%.
Surgaid Medical (Xiamen) Co.. Ltd.

L l S. No 18. Shanb'anhong East Road.Haicar>g OistiicL X*a*Vri.
Fujian Province,~51Cio, P.R.China
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- KapTpumk 419 cTerviepa poTaLyoHHb I, ¢ 3arvoom: ZQIHb-75C - He 6osiee 6 LT, (Mpr HEOO6XOAUMOCTI);

A 8Burg*ki MML O4airtn) <<=

Ne 1»: Stojl. un 8N
Dekription: Length-72rnm.ito”»heloM-3.7

SpeolllcetkW ZQIHb-7SC
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- KapTpumk 415 cTerviepa poTauyioHHb I, ¢ 3arnoom: ZQIHb-75G - He 6onee 6 LT, (Mpy HeoOXOAMMOCTH);

A surswum HMiMI (XbTm) Co., Ltd.
Nenw;8»1len * Siwle BndewepieCuwrStiHefM
OHCflpdon'L«ngh-72nn.t»P <« NriehM ,1<foW)

9pMifMi00;ZQiHb-7SO .
éﬂﬁumum{fﬁ dl ZPiaie

2 (S g 23100310851 2 202MO0ie

gl ® A ®

m LI VE H
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A Surgaid Medieal (Xlamon) Co., Lid.
Name: Sji*la Use Sterile Endoscopic Cutler Stapler Set

Soedficatibr

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



KapTpumk 41 cTerviepa poTaLyoHHbIA, ¢ 3arnoom: ZQIHL-75V - He 6onee 6 L. (Mpr Heo6XoaMMOCTW);

A aurgtkiltadIM I<X1lwTn)Co., Ltd.
Nenw; SingtUM SM tEndowepteCuilM StapltrM
DitKttMioaftngNe*r2n«n,MN>ti 1M19M>4.6(Brv)
spMttcMon; ZCHHfc. 7ei
@9Mna000402031048 c f| 2023.10.ie

[g g 23100310461 2 20261016

[WUNTB ® A ®
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A 3urgald Modioal (Xiamen) Co., Ltd.
Name: Single Uaa Sterile Endoacopio Cutter Stapler Set
> ~  D«acrlptlon:Lenott)-72inn.ataplehe|ght*|*reen),

E~A594180LL 020911

ISiERILIEIEQji
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3) UHcTpykuma no npumeHeHHIo Ha CTerulep Xupypruueckuiit 0iHOpasoBbifi SHAOCKONHYECKHI ¢ OJHHAPHO}A
pykosTko#, Crennep xupypruyeckuit 0AHOPa30BbIf IHAOCKONHYECKHIA ¢ ABOHHOM PYKOATKOMH — 1 wIT.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU




Crerviep Xvpyprimyeckuii 0fHOPasoBb A SHAOCKOMNYECKIIA C OAMHAPHON pyKosTKon: VWQF-L, B cocTase:

1) Crernviep XvpypryecKinii QAHOPa30Bb I SHAOCKOMMHECKUIA C OAMHAPHON PyKOSTTKOM: WOQF-L - 1.

O "rgaid Madieal (Xiaimin) Co., Ltd
Nam n*# Staril# Endoacopic Cutter Stapler Sat
naafllijE£SrLeng th-lof>g(260nmm)

WQF-L
I"BA"RU8(MO4«»aoo(a crD 2021.0e.le
fLOTI2LiX>Q200Stt 2 2024 0e.15

jal ClU ® A

tct should ba ttortd in a room vath rtiativa humidity no mora than 60%
Surgaid Madical pCiaman) C o, Ltd

37, Corrairahane/va Building. MO 216 BvNe g Houxiang Road. Hatcang
Datnct. XwTtag PR China
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2) KapTpymk s cTerviepa poTaLyioHHb I, B OAHOM U3 BApVaHTOB UCTIONHEHVST:
KapTpymk 41a cTerviepa poTaLyoHHb I, mpsivoit: ZQIUD-45A - He 6oriee 6 L. (Mpy HeOOXOAMIMOCTNY);

\£ s»MiftMaea2aiUb-4SA

- Es ]SMUB800»402(»4012 28rl.08.18
I G1|210e03«12t

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

WL 05 ® 4 (§)
MNAVED WM o gedm

A Surgaid Medical (XiariNnyVv\»
Name: Single'Use Sterile Endoscopic Cutter Stapler Set
Description: Length-45mm,staple height-2.5(white)
Specification: ZQIUb-45A

MEP| 59RUS000402034012 2021.08,16
[10tl 21080340121 g 2024.08.15

FeiLEIEQI C U ® A

The packed product should be stored in a room with relative humidity no more than 80%.",

Surgaid Medical (Xiamen) Co., Ltd.
3F, Comprehensive Building, N0.218 Building, Houxiang Road, Haicang

District.  Xiamen, P.R.China
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KapTprmk 4151 cTerviepa poTauyioHHbIA, npsvoid: ZQIUb-45C - He 6onee 6 L. (Mpy HEOOXOAVIMOCTHY);

A Suiraiid

Single um A (ite Erkmuw» |
OeMiipUon: UngUHS NN N
spedficaDon: ZQIUIMSC
gS 5W US0C"034013~7A

T a 231CX3A43t,; 20

|stepiieleol H
TMVaddViproLUlinuidbi nQRiE T reenwithirdliiM
&u/11KkM6bI(X11al.co;1M1

F.
%
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KapTpymk /151 cTerviepa poTauyoHHbIA, npsvoid: ZQIUb-45G - He 6oriee 6 L. (Mpr He06XoAMMOCTI);

A~ rgaid Medloal (Xiamen) Co., Ltd-
Name; single Use Sterile Endoieopic Ci«er Staler Set
Deacriptlon; Ungm-4Sn~f~ple Hebl*44
SpeclflcalUon2QIUIHNe

,CAL/NY
[r1?15gRus0004020340i8; cd]
[1ot! 23100340151
ISTEKILgIEQI
x
y The padied product/louM b#a » li» a

I \] BidSr*.H oiiefstianbij® ;"R 4 |i"
F i Pro179<102s,]P.[P1.CILL

Hee | o» e

m
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- KapTpumk 451 cTerviepa poTauvioHHb A, npsavioi: ZQIUb-45V - He 6oree 6 LT, (Npr He0GX0AMMOCTW);

no N "3nid lyiedloMA
Name: Single Use Sterile EndoWplo Cunerjlapje
; % " DetcrlpUon:Unoth-45n”raple hBlgMr4;e(gr»”

Speclli@Uon:ZQIUtM M _ .3 o
e»RUS (XXM M p»

[15t123100340171

[ISTCTILEIEOl O 5 A X
Thepe~d1IMucl|lionAL ™M

SugaidViedicel (Xiamen) Co,, Lidl
d B«n”, Noln Sh}ito RMdHeieang 1 LU, ™ m

Fujian Provinoe,3002e, P/ICMm.
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- Kaptpumk ans crerviepa poTauyioHHb A, npavoid: ZQIUb-60A- He 6oee 6 L. (Mpy HeoOX0AVMOCTHY);

Name: Shflle U»e SterW”dotCg

Deieriptlon:w|jBUM
kCAL r "Wl SpedHoattonfZQIU
N
$ m i {15712310034034(

\v4
ThepackedpradudihouH beitIn”
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KapTpumk aia cTeriepa poTaupmoHHb I, npsavioi: ZQIUb-60C - He 6onee 6 LT, (NMpy HeoOXOAMMOCTHY);

A Surgald Medical (Ataiity Ltda
Name; Single Use Sterile Endoscopic Cutter Stapler Set
Description; Lenglh*eOmm.staple helght<3.5(blue)
Specification; ZQIUb«eOC
18N SORUS000402034033; <d|

23100340331 1S
STERILE EO
The pecked product should be stored in a roomy*rajathre h w r* rio mpfs than BM&:
= Surgaki Mediical (Xiamen)
Xlantenpity,

I Buildings.Na18,S harM A/ A
FutonProfr<ml p|,C"]
>
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- KapTpumk 4nsi crernviepa poTauyioHHb A, npsvoid: ZQIUb-60G- He 6oree 6 LT, (Mpy HeoOX0AMMOCTHY);

A 3urgald MedIcalJXtaiMny”o,
L Mumar Sinaia Ute StofBe EndptCOpICACMt"
Y *  pe$c/ipllon;lenan LU T.»nl|
SpecHicatfont'

IBTESA11E[EoLL 1L

ThepacMpradudihim

$wpaallMeald PA
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- KapTpumk a5 crerniepa poTaumoHHb I, npsavioii: ZQIUb-60V - He 6oriee 6 LT, (NMpr HEOGXOAMMOCTW);

A Surgaid Medical (xiamin) co-. LEP
Name: Single Use Sterile Endosoopio Cutter Stapler Set
Deecription: Length-8 O 77,staple height-4.8(green)
Specification: ZQIUb-SOV

T a S9RUS000402034037 2023.10.16
iio fl 23100340371 2 2026.10.15
iSTERILEIEO] [A4 | ® X ®

The peeked productshould be stored Ina roomvrth reletive humidity no mote than 60%.

BuildiheS. No.18. Shinbiinhong Ewt Road Hatcang Distrct Xiamen CltE,,

d SufjildMidicel{50aii»n)j>>>WNVVW
Fujian Promnog, 381028, P.R.Cl)ina
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KapTprmk 4151 CTerviepa poTauyoHHbIA, npsavoid: ZQIUb-75A - He 6071ee 6 LT, (MpY HEOGXOAMMOCTW);

A SufgiM MtodiMi (XiWTwn) C«” Ltd.
QG UM CnteMopwCuter

mewm dl
CROWOELS

N N

.Tterlwd”tedU ltedeteeiweeteiM IwteiN iteiW fw I t»

@EMIfbgIaV . A B

A Surgaid Medical (Xiam n)jC of?
Name: Single Use Sterile Endoscopic Cutter Stapler Set
Description: Length-72mm,staple height-2.5(white)
Specification: 21QIUb-75A
fiig | 59RUS000402034042 c£] 2021.08.16

(@01t121080340421 g 2024.08.15

fSTERILEIEOI C ® ® A

The packed product should be stored in a room with relative humidity no more than 60%.
Surgaid Medical poamen) Co., Ltd,

i t 3F, Comprehensive Building. N0.218 Building. Houxiang Road. Haicang
Olstnct.  Xiamen, P.R.China
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KapTprmk A4nsi cTerviepa poTauyoHHb A, npsvioii: ZQIUb-75C - He 6onee 6 L. (Mpy HeoOXoAMMOCTHY);

Ui L ASEMMLUIg LU

f ERIMIMONV
*8yewvM  ~Q

bril ;W;p A ®

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

ALV

Asurgiaid™®M ~irl (X 0N
Name: Single IJse Sterile Endoscopic tiutter~tap”
:Description;;:ier* th-72rnm,staple height-3;5(blue)

¢m\>+'!\‘-‘*|'u n-75cC
SSIRU 2021.0816

The packed productshould be stored irt a room with relative humidity no mor.e,ﬁn 80%.

N Suigaid Medical pCiamen) Co., Ltd.
N N w 3P,Comprehensive Building, N0.218 Building; KotKiang B, Mato ang,
District. Xiamen, P.R.China
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- Kaptpumk ana crerviepa potauyoHHb A, npsivoit: ZQIUb-75G - He 6or1ee 6 Wi (Npy Heo6XoamMmocTw);

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

A Surgaid Medical (Xiamen) Co.. Ltd.
Name: Single Use Sterile Endoscopic Cutter Stapler Set
Description: Length-72mm .staple heighM .Iftold)
Specification: ZQIUb-75G

U S S9RUS000402034055 2021.08.16
21080340551 g 2024.08.15
STERILE EO

The paciced product shoiM be stored in a room Mith relative hufflidittho n m  tIMti60%.

A aid Medical pOamen)Co., Ltd.
3F. Comprehensive Building, N0.218 Building, Houbdang Road, Raicang
Cistrtct.  Xlamw,P.A.Citlna
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KapTprmk 41 cTerviepa potauyioHHbIi, npamvoid: ZQIUL-75V - He 6onee 6 LT, (Mpm HeobXoaMMOocTL);

beT. IWew*

wn
x o &

o8&
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[ Surgaid Medical (Xiamen) Co., Ltd.
Name: Single Use Sterile Endoscopic Cutter Stapler Set
Description: Length-72mm staple heighM .8(green)
Specification: ZQIUb-7S\/
[ag] 59RUS00Q402Q3404e (£) 2021.08.16

21080340461 2 2024.08.15

The padoed product should be stored in a room with relative humidity no more than 80%.

Surgaid Medical (Xiamen) Co., Ltd.
3F, Comprehensive Building, N0.218 Building, Houdang Road, Haicang

M il
District. Xiamen.P.R.Ch'ma
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KapTpumk 4151 cTernyiepa poTauyoHHb I, ¢ 3arméom: ZQIHb-45A- He 6or1ee 6 LUT. (Mpr HeOOX0AMMOCTH);

[ Surgaid Medical (Xiamen) Co., Ltd.
Name: Single Use Sterile Endoscopic Cutter Stapler Set
Description: Length-4Smm staple height-2.S(white); v
Specification: ZQIHb*4M
(eg| S9RUS000402031012 2021.08;))6
fio fi 21060310121 2024.08.1.5
STERILE EO
The packed product should be stored in a roomwith relative humidi”® no more than 80%.

Surgaid Medical Qjiamen) Co.. Ltd.
i | 3F.Comprehensive6uiding,'N0O.ih68uifing,Houxian9Road,Ham”

M
District. Xiamen, P.RGhina
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KapTprmk 416 cTerviepa poTauyioHHbIA, ¢ 3arméom: ZQIHb-45C- He 6oee 6 L. (Mpy HeOOXOAUMOCTHY);

A Surgaid Medical (XIanNen); | L
Name: Single Use Sterile Endoscopic Cutter Stapler Set
Description: Length-45mm.staple height-3.5(blue)
Specification: ZQIHb-45C
(Rg] S9RUS000402031013 cd) 2021.08.16

[10t1 21080310131 2 2024.08.15
STERILE EO m ®
The packed productshould be stored in a room with relative humidit/no more thM 80%.
Surgaid Medical poamen) Co.. Ltd.

3F. Comprehensive Building. N0.218 Building, Kounang Road, Haicang
District. Xiamen. P.R.China

Mol
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KapTpumk 4151 cTerviepa poTauyioHHb I, ¢ 3aroom: ZQIHD-45G - He 6osiee 6 L. (Mpu HEOOGXOAUMOCT);

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

A Surgaid Medical (Xiaimn) Co., Ltd
Name: Single Use Sterile Endoscopic Cutter Stapler Set
Description: Length-45mm ,staple height-4.1(gold)
Specification: ZQIHb-45G
|ag] S9RUS000402031015 c¢rO 2021.08.16

21080310151 2 2024.08.15

STERILEIEOI P S ® A

The paciced product should be stored in a room wAh relative humidity no more than 80%.

Surgaid Medical pciamen)Co., Ltd.
A M | 3F.Comprehensive Building, N0.218 Building, Houxiang Road, Haicang
District. Xiamen.P.R.China
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KapTprmk a5 cTerviepa poTauyioHHbInA, ¢ 3arvoom: ZQIHb-45V - He 6onee 6 LT, (Mpr HEO6XOAUMOCTK);

LLI.

LICAM1y»> S|+

A Surgaid Medical (Xiamen) Co., Ltd.
Name: Single Use Sterile Endoscopic Cutter Stapler Set
Description: Length-45mm,staple height-4.8(green)

Specification: ZQIHb-45\/
[rl f] 59RUS000402031017 c¢:0 2021.08.16
N

flOTI 21080310171 2 2024.08.15

[J7J (3)

sterileleol
The packed product should be stored in a room wth relative humidity no nrtore than 80%.

Surgaid Medical pciamen) Co.. Ltd.
3F. Comprehensive Building. N0.218 Building. Houxiang Road. Haicang

mJ District, Xiamen, P.R.China
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KapTpnmk /151 cTerviepa poTauyioHHb I, ¢ 3armbom: ZQIHD-60A - He 60ee 6 LUT. (Mpy HEOOXOAUMOCTNY);

M IV DIR

flgMRCEEMBVI CMMILIVH mfil
2 M\«

ly. UM »aHHHe 96w

A Surgaid Medical (Xiamen) Co., Ltd
Name: Single Use Sterile Endoscopic Cutter Stapler Set
Description: Len9th~m m .staple height-2.S{white)
Specification: ZQIHb-60A
[R ffl 59RUS000402031032 ctQ 2021.08.16

<N [15t121080310321 2 202"0®-

STQtILEIEOl P 3 ® X ®

The packed p(Odcct should b t stored in a roomwith rtW ive humidityM w B
Suraaid Vedical ()Gamen[)Co LM ) .ooN \
i J 3F, Comprehenivie B uil”™, N0.218 Building, Howdang Road, Haleang
Gistriet.  Xjamen. PR.China
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KapTprmk 4151 cTerviepa poTauyioHHbIA, ¢ 3arnoom: ZQIHb-60C- He 6osiee 6 LT, (Mpy HEO6XOAUMOCTI);
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N Surgaid Medical (Xiamen) Co., Ltd.
Name: Single Use Sterile Endoscopic Cutter Stapler Set
Description: Length-60mm staple height-3.5(blue)
Specification: ZQIHb-60C
[f1~ S9RUS000402031033 c¢rO 2021.08.16

ftOT] 21080310331 2 20240815

sterile!EOl C U ® A

The packed product should be stored in a room with relative humidity no more than 80%.

Surgaid Medical (Xiarmen) Co., Ltd
n 3*. Comprehensive Building, NO.218 Building, Houxiang Road, Haicang
District.  Xiamen. P.R.China
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- Kaptpumk ans crerviepa poTauyoHHb I, ¢ 3arvoom: ZQIHb-60G - He 6onee 6 LT, (Mpy HeoOX0AUMOCTWY);
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Surgaid Medical (Xiamen) Co., Ltd.
Name: Single Use Sterile Endoscopic Cutter Stapler Set
Description: Length*60mm,staple height-4.1 (gold)
Specification: ZQIHb-60G

59RUS000402031035 c£) 2021.08.16

21080310351 2 2024.08.15

STERILEIEOI P J CD il
Tre pededpad ot SoUdkeSoadina aomy Yetative hunidtyronaeten8o
Surgeid Medical (Xarrer) Co,, Lid

i 3F, Comprehensive Building, NO.218 Building, Kouxiang Road, Heicang
District.  Xiarmen. P.RChina
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KapTpumk /19 cTerviepa poTauyoHHb I, ¢ 3arvoom: ZQIHDb-60V - He 6o1ee 6 LT, (Mpy HeOOXOAMMOCTHY);

Biti M /4 mOniL
VMO0V MtMW
AR+ v
*AEY (B6;.0/'A <9

UM LT

. t-
Surgaid Medical (Xiamen) Co., Ltd.
Name: Single Use Sterile Endoscopic Cutter Stapler Set
Description; Length-SOmm,staple height-4.8(green)
Specification; ZQIHb-60V
H 59RUS000402031037 2021.08.16

(W ) 21080310371 2 2024.08.15

JSTERILEIEOI Q J ® A (8)

i~ ne®e
The packed productshould be stored in a roomwth retative huniidity no rpore than 80%.
r Surgaid Medical (Xiafflen) Co., Ud.
- f i 3P. Comprehensive Building, N0.218 Building, Houdang Road, Haicang
] District.  Xianfien, P.R.China
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- Kaptpumk ans crerviepa poTaupmoHHbIA, ¢ 3arnoom: ZQIHbL-75A - He 6or1ee 6 LT (MpK HEOOX0AMMOCTH);

A Surgaid Medical (Xiamen) Co., Ltd

Name: Single Uta Starlla Endotcople Cutter Stapler Set
Description. Length>72mm,ataple height-2.5(whlte)
Specification; ZQIHb-75A

|vA SBRUS000402031042 ~ 2023.10.16

ftorl 23100310421 2 2026.10.16

sterileleol Q 1)

Tre pededprad ctthoud ke stoad maraomwth ridative hunidity nonaretrend®o

&lg]dl\,kjcd(% &) (o, Itdl
erilarhog EsstRedHicarg aito
H4merna5]06 PRChra
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—  Kaprpumx ans creruiepa poraumorHsil, ¢ 3arubom: ZQIHb-75C — ne 6onee 6 wt. (pH HeoGXoaAMOCTH);
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KapTpnax ans ctennepa poTauMoHHbIi, ¢ 3arnbom: ZQIHb-75G - He 6onee 6 WT. (MpU HEOOXOAMMOCTK);

BOBEIRD  2Tai0B

MBIOBIOBL S
N
ArbiAHHVNIBEXAGS

A Suroall Medical (Xiamon) Co., Lid.
Name; Single Uiell™eriliindoacoplc Cutler Stapler Set

Sper
m«f*W | SseRUSOOMMA

ft'e
/' o~ 1ISTCTILC]
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- Kaprpuax ana crennepa potausontuii, ¢ sarubom: ZQIHb-75V — ne Gonee 6 w. (npu seobxoaumMocTn);

—
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3) VIHCTpyKUMs No npuMeHeHnto Ha CTenniep XMpPYpPruyecknii 04HOPa30BbIin 3HLOCKOMUYECKUIA C OAMHAPHOW
PYKoATKOW, CTennep XMpypruyecknini 0fAHOPa3oBbIii 3HAOCKONUYECKIIA C ABONHOWA PYKOSTKOM - 1 L.

"Instructidhlfoj™*Use

es Dnlc«N«me! t

Sterile Endoscopic Cutter Stapler Set
M. Product pcrfomuucc tod m"Jor componcats
| 1. Performance: ' Tt \'v t,

" t. Appearance: The Endoscopic Cutter Stapler hu smooth surface and weU*defined contourr
wither defects such as burrs, scratches or rust Marks and indications on the outer sor&ce ¢
are legible and aligned without malpositioit The surface shall not contam any burror flange, y =
b. Flexibility: Opening and closure of the stapler shall be flexible without jam. The reset *

Aspring shall be elastic wwwgh m ensure complete reset of handle when the reset button i*jj ¢
pressed.”" -

c. Assemblability: RepUcemeat of cartridge shall bo convenient and positi™ fixed tightly;
> the staple shall not project out over the surfweofreload when the cartridge is swung.. t

d. Pblorwance of resectioo and anastomosis: The product shall perform well in anastomosis ~ 4

and resection for A times. The cartridge ia replaceable and a B*sbaped staple shall be(®
~sformed after each anastomosis. i ni

c. The anutomodc area shall endure pressure of > 3.6 1 ~ and no more LLbn 10 >
water are leaked within IS secooda.

A
i

t SurfikC rou”mess: The outer surface rou”mesi (Ra) of metal part of stapler shall LU |
v eg).(c(?gprgs'%%rpésistance: The anvil jaw shall have good cofiosionreaiatance.
h. The product ahali be aterile. The residual etbykne oxide shall notexceed 10p*g. 'y’ r h
' 2. Major components:

The Endoscopic Cutter Stapler (Model F ) is mainly composed of an arOwUtog jomu af
A < shaft sleeve, an outer sleeve, a rotating handle, a swajing handle, a firing handle, a nnogf”
* fauurtnee, a fixed handle and a reset knob. *

The Endoscopic Cutter Stapler (Model D) U nuinI% composed of re’,l". xmt, awil
cartridge jaw, cutter, outer sleeve, 10ittiDg handle, blade direetkm switch, blade®< ~
indkalor, fixed handle, resetbutton, locking handle and firing handle. r
Y e LI cartridgeisiiaiiJy <r ofarivUjaw. reload, cutter, outers 1 ~ ~  retommg M®

The itroctural diagrams of Endoscopic Cutter Stapler (Model F) are listed below.

o 1

AVA

IjliticuUting joint; 2,Shaftsleeve; 3.0uier sleeve;
G Tiring handle; 7. Tiring s & TEIN A ofwocel
TA.tmct»«ldi.gre«nofEXcopfcCutwSupte(Modelwi4 D)» U.«db?to«:

* % e Cartri®]»»" Cutter S.Outersleeve 6.Ro»tinghandle 7 Blade

1.Reload 2.7 * nAj{jectk)n5«xdicaror 9. Fixed handle 10. Reaetbutton |1.bocking
jjli~crion switch 8. H*®® handle 12.FIring handle

Figure 2. Structural diagrin of Model with D

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Crennep xupypriveckuil 0iHOpasoBhii 3HAOCKONHYUecKuii ¢ ABOHHON pykosTKoM: WQDb-E-45A, B cocrase:

1) Crennep Xupypravueckaii oHopa3oBsift 3HR0CKOMMueckuit ¢ ABoAHOM pykosTroii: WQDb-E-45A — | mr;
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2) Kaptpuax ansa ctennepa: ZQNb-45A - He 6onee 6 Wr.;

A Surgaid Medical (Xiamen) Co., Ltd.
Name: Single Use Sterile Endoscopic Cutter Stapler Set
Description: tength*49nvn.staple he|ght-2.5(white)
Specijfication: ZQNb*45A
fiigi SORUS000402Q43Q12 ~  2021.08.16

fiofl 21080430121 2 2024.08.15

ISTalLEIEQCI CLlU ® A

The packed p(o4bd shouU be storedint raomwtt raMh« ttuniidiy (OmorethM 8 *
Surgaid Medical posmen)Ca, in

Comprebensive S u Ir* N0.218 Buiding. Houdang Road. Hatcsng
District.  Xiatnan, P.R.CNna

A Surgaid Medical (Xiamen) Co., Ltd.
Nare: Single Use Sterile Endoscopic Cutter Stapler Set

Description: Lengthr49mstaple height-25(white)
Specification: ZQNb-45A
[FHE159RUS000402043012 2021.08.16
LOT 21080430121 2 20240815

sterileleol []i] 2) A

The packed product should be stored in a room with relative humidity no more than 80%.
Surgaid Medical (Xiamen) Co.. Ltd.
3F, Comprehensive Building. N0.216 Building, Houxiang Road, Haicang
District, Xiamen. P.R.China
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3) VIHCTpyKums No npuMeHeHnto Ha CTenniep XMpypruyeckunii 04HOPasoBbIin 3HLOCKOMMYECKNI C O4UHAPHO
PYKosTKo, CTennep XMpypryuyeckunii 0AHOPa3oBbIA 3HAOCKOMMYECKNI C ABOMHON PYKOATKOM - 1 LWUT.

istructio®

;' I.Dcvke.Namc: ' ‘ [ ]

"Single Use Sterile EndoKopicCutterStaplcrSct - N

AVII. Product performance aod mijorcomponcati : rf-'

V 1. Perfoimaoce:

* a. Appearance: The Endoscopic Cutter Stapler has smooth surfiwe and wcll-defin® contourj”
without defects such as burrs, scratches or rust Marks and indications on the outer surface ‘
are legible and aligned without malposition. The surface shall not contain any burr or flange. 5 =
b. Flexibility: Opening and closure of the stapler shall be flexible without jam. The resrtj* ~
spring shall bl elastic enough to ensure complete reset of handle, when the reset button is|_y," ¢

;r°5lpressed”®™ “\ . ; [ ]
c. Assemblability; Repbeement of car*dge shall be convenient dpd positions ®aed tightly;j*"">|
the st”le shall notproject outover the surbee ofreload when the cartridge is swung. . 't

li, Performance of resection and anastomosis: The product shall perform well in anastomosis
', Maw | resectioii for >5 times. The cartridge is nspbccable wd a B-shaped staple shall .betp®
Aform ed after each anastomosis. ij X
e. Tho anastomotic area shall endure pressure of > 3.6 I”a arrd ix> rmre than 10 drops
Water are leaked within_IS seconds
- £ Surfitee roughiress: The outer surface roughness (Re) of metal of stapler.w U n
exc™ O .Bpnb \ Yy n
g. Corrosion reS|stance -The anvil jaw shall have goodcoition resistance.
<m. h.Thep”iict®U be sieriie.AThe residual cthyleM oj~e”hall not exceed 10 pg/g.

1, 2. Manrcomponents A e e rsi
"X T'b e Endoscopic Cutter Stapler (Model F ) U mainly composed of an articub” jomt,r|]
A shaft sleeve, an outer sleeve, a rotating handle, a swaying handle, a firing I 1e, a ™ 8f\
insurance, a fixed handle and a reset knob. - .
The Endoscopic Cutter Stapler (ModeFD) U mainly composed of reload
martridge jaw, cutter, outer sleeve, routing handle, bUde direction wtch, bb* direction”
| Sindicator,fixedhandIe,resetbutton.IockmghandleandfiringhandIc.
[~ 'The cartridge is mainly composed of anvil jaw, reload, cutter, outer sleeve, and

’ik S; The structural dbgrams ofEndoscopic Cutter Supler (Model F) are luted below;»._M"

i 6. Flrlngbandte 7.riringinsurarKte:8Jixedha”r9.RA" . $
Figure 1. Structural dugram of Model F . »

® m.tn«tu™ Idi.gm B ofEadoKOpfcOitttr supler

.-l 1 r*rtridgej*w 4. Cutter 3. Outer sleeve 6. Routing
1. Reload nudedirectioa9.Fbedhandle 10.Resetbutton 1bl
directionAtvifch 8- “*w~7» handle' 12.Firing handb

Figure 2. Smictprildug™ » of Model wilh D
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Crennep xupypruveckuil 0AHOPA3OBbIH AHOPEKTANLHEYN UMPKYASPHDIL CO CTAHAAPTHON PYKOATKOH, THD OKHA ¢
Henpo3pauHbeM kapTpumxem: WHAO-I1-34, B cocrase:

1) Crennep xupypruviecknii oqHOpa3oBhil AHOPEXTANbHEI UHPKYASPHBIH CO CTAHAAPTHOM PYKOATXOM, THN OKHA ¢
HEMpPO3paHbIN KapTpuaxes: WHAO-1I-34 - | wit,;
2) Brynka onopHas ¢ OAHHM OTBEPCTHEM — 1 mT.;
3) Brynxa onopHan ¢ ABYMA OTBEpCTHAMM — | mWiT.;
4) Brynxa onopHas ¢ TpeMA OTBEPCTHAMU — 1 mmiT.;
5) CepaevHnx Ans ONOPHBIX BTYNOK — 1 wT.;
6) Bunxa nepexniouaionias — 1 wr.;
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7) VHCTpYKuuMs o npuMeHeHNto Ha CTennep XMpypruyeckuii 04HOPasoBbIii aHOPEKTaNbHbIA LMPKYSAPHBIN - 1 T,

Instnidlon for Uie,

1. D f\kt Htmr
Single Uic Sterile AnoftcUI CitvuUr Supkr Set

11. De>k« perl'nrmamce

1 TV MirfKcof iV 1Uptcf ihouU V »n»ooth. free from bum «nd iVrp edge*, end V free of pore*.cncu
TV Kile viloc or nutk on iV devke ihould V ckir If iV Anvil iiKmbly of iV lupkr een V
diiittembled. it should V' imoolhly iSKmbkd ind disiiKinbkd with iV body. TV V*d of the suture ntil
should V shitp. ittd iV innuUr bile should not Vve tV pknomenon of rolling edge or eollipK, TV
sifety Vnon of inortcUl supkr should V Oexibk ind safe to uw TV rcKt spring should V flexibk
enough 10 ttK 1 quickly when tV handk is rekised. TV Iwo coniici suffices to V tom should V smooth
ind uniform without splitting or teiring. TV ethylene oxide residue of iV device shill rka exceed 10 pg/g.

2. TV inorecul supkr nuinly consisu of Anvil, mil cage, nail cage skeve, fixed handk, safety Vnon.
movibk handk. adjusting nut, cushion culer ring, ring knife and supk. TV Kcestory type | it composed
of supporting sleeve, anal plug, peeping skeve and hook rod, and (V type 11 b composed of supporting
skeve. supporting skeve core and dial fork. TV product is sterilized by ethykne oxide and should V' sterik.

I11. Intended use
It napplicabk foroptional rtsedoo of mucous membrane on iVdenuie line.

IV. Cnntmindkadons

1 Severe mucosal edema.

2. Hemotrhoids are Vavily IMbrobc.

3. Hemorrhoid tiuue repeated ifijection of Kkrosing agent

4. Pregnant women, refrKtory constipatioD. pelvic tumors, portal hypertension and Budd-Chiari syndrome.

V. Wnrningt nnd Precantlons

1 TV device b prohibited to V uk when iu package opens, breaks or exceeds steriliintioa validity period.

2. Please read tV instruction for uk carefully Vfore using iV device, pay attention to iV produetion date
and expiratsoo date oftV device.TV device can not be used wVn itexceeds iu validity period.

3. TV aseptic operation speciftcacion shall \/ strictly ifnpkmeoied when using tV devke.

4. This product is jtai forsbgk use. wbkb will be ptoced and handled as medkal waste after used to avoid

injury and eoviionmeoul pollution.
5. TV device is ioicnded to V used by doctors who have been trained in supkr techniques or under iV

guidance of experienced physicians.

6. Thu manual can not V used as tV basb for clinkal surgical anastomosis technkai guidance . For
questions on cUnical surgical anastomosis technkai guidance, pkak refer to iV professional literature or
consult ourcompany.

7. This procedure may cause anastomotic leakage, bleeding.

» Coosuh medkal literature relative to techniques, coathlkavons. and hazards prior to performance of any

procedure.
S. Disposal devices are medical waste and should V handled and disposed of Kcording to local regulatioru.

V1. Instruction

1 TV anal skin whh less prolapse oftV ankle and lets anal valgus U fixed with four athumatk forceps, so
at to introduce tV support skeve and tV anil plug into tV anus, and ftxcd tV dilator by suture.

2. TV 1(dporl sleeve and anal plug can support hemorrhoids prolapM or anal mucosa prolapse part rekc, or
can use anal plug to make prolapse part reset, and tVn introduce tV ii*port sleeve and anal plug to fix tV
stqtport sleeve, and then puU out iV anal phig, tV prolapsed mucous membrane part falling into tV support
sleeve.

3. Through tV peeping sleeve, tV needk is inserted at 4 cm away from tV dcnuie line, and the lower layer
ofrectal raucous oterabranc is uniformly sutured for 6*8 needles in a circle.

4. Remove tV protective cover from tV single use supkr assembly,
counterclockwise to tV maximum opening position (about 7.8 cm), insert the Anvil of Ute Vad of IV supler
over tV purse-string tine, and tie tV knot in tV loop so that tV tissue is evenly wrapped around tV central

route iV adjusting nut

rod.
5. Use (he book bar to pull out iV sutures through iV holes on both sides of iV devke, and tie tV knot in

iV kngth that tV finger can book is suiuble.
6. Miinuin tV position of tV PPH head, nuke the PPH and tV support sleeve in iV same diitciion. route
tV adjusting Dui ’>mike tV device close.
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Crennep XMpypruyeckuii 0fHOPa3oBbIi aHOPEKTabHbIA LIMPKYASPHBIA CO CTaHAAPTHON PYKOATKOM, OTKPbITOro
Tnna c npospadHbivM Kaptpumpkem: WHAP-1-32, B cocTase:

1) Crennep XMpypruyeckunin 0f4HOPa3oBbIVi aHOPEKTa/IbHbIV LMPKYNSAPHbIA CO CTaHAAPTHON PYKOATKOM, OTKPbITOrO
TUMNa ¢ Npo3payHbiM KapTpumkem: WHAP-1-32 - 1 wr,;
2) BTynkaonopHaa - 1wWrT.;
3) lMpobka aHanbHaa - 1 wrT.;
4) BTynka cmoTposasd - 1wrT.;
5) CTepXXeHb C KpHoYKom - | wr;

open
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6) VIHCTpyKUMs No NpuMeHeHNI0 Ha CTennep XMpypryeckunii 04HOpPasoBbIi aHOPEKTaNbHBIA LMPKYASPHbIA - 1 WT.

Initruction for Uie

l. Dt«k«n*Mt
SinfW Uk Sitrilc Anorrctit Circular SUpkr S«

1. pcrfurmamc

1 Tbc awracc ol the ataplcr ihouM be itnocMh. free from burn and iharp edfei. and be free of pores, cncita
Tbe kak value of mark on the devkc ihouU be clear If ihe Anvil a*kTbly of the IUpkr can be
disavsembled, ii should be imooihly aiKmbkd and dliaiKmbkd with the body. The bead of ihe suture nail
should be sharp, and the annular knife should nol have the pitenomenon of rolltng edge or collapK. The
safety button of anocecul supkr should be flexibk and safe to use The rtKI spring should be ITexibk
enough to rtKt qukkiy when the handk is rekased. The two corHaci surfaces to be tom should be smooth
and uniform without splitting or tearing. The ethykne oxide reiidoe of the devke shall not exceed 10 pg/g.

2. The anorecul sUpkr mainly consisU of Anvil, nail cage, nail cage sleeve, fixed handk, safety button,
movabk handk. adjusting nut, cushion cutter ring, ring knife and supk. The Kcessory type | h composed
of supponing sleeve, anal ~ug. peeping sleeve ar>d book rod, and the type Il b compoKd of supporting
skeve, supporting sleeve core and dial fork. The product is sterilized by ethykne oxide and should be slcrik.

II* lauadrd use

Itb appikabk for optional resetkm of mucous membrane on the denuie line.

IV.Contraladkadona

1. Severe mucosal edema.

2. Hemorrhoids arc heavily fibrotk.

3. lleraorrboid tissue repealed injection of Kkrosing agenL

4. Pregnant women, refractory constipatioo. pelvk turnon, portal hypertension and Bud<hChiari syndrome.

V. Waralngi and Prcenutlons

1 The devke b prohibited to be use when its package opens, breaks or exceeds sterilizatioa validity period.

2. Pkase read the instruction for uk carefully before using the devke. pay attention to tbe production dale
and exptfilioo dale o fthe device. The device can not be used when it exceeds its validity period.

3. The Bseptk operation specification shall be strictly implemented when using the devke.

4. Thb product is just forsmgk use, whkb will be placed and handled as medical waste after used to avoid

byury and environmental pbliik>n.
5. The device is intended to be used by docion who have been trained in stapler techniques or under the

guidance of experienced physicians.
6. Thb manual can not be used as the basb for cltnkal surgical anasUKnosis lechnkal
quesiioos on clinkal surgical anastoomsb tcehnkal guidance, pkase refer to the {Mofessional literature or

guidance . For

consult ourcompany,
7. This procedure may cause anasiomotk kakage, bleeding.
« CoQsuh medkai literature relative to techniques, complkations. and hazards prior to performance of any

procedure.
S. Disposal devices are medkai waste and should be handled and dbposed of Kcordiog to local regulations.

VI. InstfiKtlon

1. The anal skin with less prolapse of the ankk and less anal valgus is fixed with four airauroatk forceps, so
as to introduce the st*port sleeve and the anal plug into the anus, and fixed the dilator by sutuie.

2. The s4 )port sleeve and anal plug can support heroorTfaoids prolapse or anal mucosa prolapse part reset, or
can use anal plug to make prolapse part reset, and then introduce tbe support sleeve and anal plug to fix the
support ikeve. and then puU out the ana] phig. tbe prolapsed mucous membrane part failing into tbe support
sleeve.

3. Througb (he peeping sleeve, the oecdk it inserted at 4 cm away from the denute line, and the lower layer
of rcetal mucous membrane is uniformly luiurcd for 6<8 needles in a circk.

4. Remove the protective cover from the tingk use stapkr assembly, rotate the adjusting nut

counterclockwise to the maximum opening position (about 7.8 cm). 1nkn the Anvil of the head of the stapkr
over the purse-string line, and tk the knot in the loop to ihaithe tisitie it evenly wrapped around the central

rod.
5. Use the book bar to pull out the sutures througb the hoks on both sides of the devke, and tk the knot in

tbe kngth that the finger can hook is suitabk.
6. Maintain the position of the PPH head, make the PPH and the support sleeve in the uroe diitctioo. rotate

the adjusting nut to make the devke close.
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CTtennep XMpypruyeckunii 04HOPa3oBbIii aHOPEKTaNTbHbIV LIMPKYISAPHBIA CO CTaHLAPTHOM PYKOATKOM, TUM OKHA C
npo3spayHbiM KapTpugkem: WHAP-11-32, B cocTaBe:

1) Crennep XMpypruyecknin 0HOPa3oBbIi aHOPEKTa/bHbIN LMPKYSPHbLIA CO CTaHAAPTHON PYKOSATKOM, TUMN OKHa C
npospayHbiM KapTpumkem: WHAP-I1-32 - 1 wr.;
2) BTynka onopHas ¢ Of4HUM OTBepCcTUeM - 1 LWT.;
3) BTtynka onopHas ¢ AByms oTBepcTuaMM - 1w,
4) BTysnka oropHas ¢ TpeMs oTBepcTuaAMM - 1 T,
5) CepLeyHuK Ans OMOPHbIX BTY/MOK - 1 WT,;
6) Bwunka nepekntovatowas - 1 wr.;

A SurgaM Maiikn! Co., Ud.

N>m*. Slne>« S>> JInor«c»«1 C\rcu\»r SUpler S«l
0*»criplion. TST.Oi*m *t*r-32mm

8p«clflcction’. WHAP-H-32

50RUS000403Q30201 2021.08.J1B n
YC51\ 21060302011 2 2024.06.15
nuww CW ¢
Thbl p«*wl pcodud «houW b« the roomwm bmxnii" no nw * t>v*n MTfc
Bukionft Roww. H»/ P18

OMN=Ot. XnTon. P.HOWMM»
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7) VIHCTpyKums Nno npuMeHeHWIo Ha CTensiep X1pypruyeckmin 04HOPa3oBbli aHOPEKTaIbHbIN LMPKYNAPHbIA - 1 LwT.
Wwr' -

InitrucHon for Uie

n Sr

t. D««trr n*mf

Sintste I>ie Sicrik Anorectal CircuUr Stapkr Set

It. Df«kr pcrformincf

1 The kuificc of the *Upkr »Ltouil be imooih. free from bom and *harp cdKCi. and be free of pore», crack»
The kak value or mark on the devke ahoold be ckar If Uk Anvil a*kTtbly of the .upkr car. be
divaitembkd. it should be wnunbly asiembkd and disasKmbkd with ihe body. The head of the suture rail
should be sharp, aitd the annuUr knife abouW not have the pherromenon of rolling edge or collapse. The
sakty button of aimreclal stapkr should be flexibk arkl safe to use The itK| spring should be fkaibk
ettough to rcKi quickly when the handk is rtkaied. The two contact surfaces to be tom should be smooth
and unifortn without splitting or tearing The ethykne oxide residue of the device shall not exceed 10 pg/g.

2. The anorectal supkr mainly consists of Anvil, nail cage, nail cage skeve. fixed handk. safety button,
movabk handk. adjusling nut, cushion cutter ring, ring knife and supk. The accessory type | h composed
of supporting skeve. anal plug, peeping sleeve and book rod. attd the type Il a composed of supporting
skeve. supporting skeve core and dial fork. The product is sterilized by ethykne oxide and should be sierik.

111. lateoded luc
it b applicable for optional resetion of raucous membrane on the denUle line.

V. ContraladkailoBa

1. Severe mucosal edema.
2_Hemorrhoids are heavily fibrotic.

3. Hemorrhoid tissue repeated injection of Kkfosmg agenL

4. Pregnant women, refractory constipatkm. pelvic tumors, portal hypertension and Budd”Chiari syndrome.

V. Wanriags aad PrceavtloBs

1 The device b prohibited to be use when its package opens, breaks or exceeds sterilization validity period.
2. Pkase read the instruction for use carefully before using the device, pay attention to the production date
and expiratkm date of the device.The device can not be used when it exceeds iu validity period.

3. The aseptic operation specifKabon shall be strictly impkroented when using the devke.

4. Thb product is just for single use. whkh wilt be pUced and handled as medical waste after used to avoid

injury and eovironmenul pollution.
3. The device is intended to be used by doctors who have been trained in stapler teehniques or under the

guidance ofexperienced pbyskians.
6. Hus nunual can not be used as the basb for clinical surgical aoastomosb technkal guidance .
questions on cUnictl surgical anastomosis lechnkal guidance, please refer to the professiooal literature or

For

consult ourcompany.
7. This procedure may cause anastomotic leakage, bleeding.
- Consult medical literature relative to techniques, complicaiions. and hazards prior to performance of any

procedure.
8. Dbposal devices are medical waste and should be handled and disposed ofK cording to local regulations.

V1. InstrucdoB

1. The anal skin with less prolapse of the ankle and less anal valgus is fixed with four atnumatic forceps, so
as to introduce tbe support sleeve and tbe anal plug into the anus, and fixed the dilator by suture.

2. The support sleeve and anal plug can support bemorrboids prolapse or anal mucosa prolapse part reset, or
can use anal plug to make prolapse part reset, and then introduce the support sleeve and anal phig to fix the
suppon skeve, and then pull out the anal plug, tbe prolapsed mucous membrane part falling into the support
sleeve.

3. Through the peeping sleeve, the needle is inserted at 4 cm away from the denuie line, and the lower layer
ofrectti mucous membrane is uniformly sutured for 6<8 needles in a circle.

4. Remove the protective cover from the single use supkr assembly,
counterclockwise to the maximum opening position (about 7.8 cm), insert the Anvil of the head of the IUplcr
over the purse-string line, and tie the knot in the loop so that the tissue is evenly wrapped around the central

route the adjusting nut

rod.
5. Use the hook bar to pull out the sutures through the hoks on both sides of the devke, and tie the knot in

the kngth that (he finger can book is suiubk.
6. Mainuin the position of the PPH head, make the PPH and the support skeve irt the same direction, route
tbe adjusting mil to make tbe device close.
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Crernviep XMpyprivyecKyii 0fHOPa30BbIN aHOPEKTa bHb I LVPKY/IIPHBIA C 3PrOHOMUYHOM PYKOSITKOI, OTKPLITOMO
Tvna c npo3payHbiM Kaprpymikem: WHBP-1-32, B cocTase:

1) CrTennep XMpPypruyecKMin 04HOPa3oBblii aHOPEKTaNbHbIA LUPKYNAPHbIM C 3pTOHOMUYHON PYKOATKON, OTKPbLITOro
Tuna c npo3payHbiM KapTpugxkem: WHBP-1-32 - 1 wTt;
2) BTynka onopHas - 1 wT.;
3) Mpobka aHanbHasa - 1 wWwT,;
4) BTynkacmoTpoBas - 1wWT.;
5) CTepXeHb C KPHOYKOM - 1 WT.;

co,,
J,«nptk>n:PPH,Came»r-32'«"
Spedific=* @™ WHBP-| g
1121080201011 B _

libws oa © A7

Tre

Distct. Xaren PRCmM
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6) WHCTpyKLMs No NnpuMeHeHUo Ha CTennep XUPypruyecKnii 04HOPa3oBbIil aHOPeKTaNbHbI LUPKYASPHbIA - 1 WT.

Initruction for UfC

I name
SinisW U»c Sitrik Anottclal CUvular Siapkr Sci

I. D ftkt perforwame

1 The luifacc of the «Upkr i IkhiU be amooih. free from bom anJ iharp cdgci. aw be free of pore», crack»

TV kak value or mark on iV device shooW V ckar. If iV Anvil ancTtbly of tV .lapkr can V

diMftembkd, ii »hould be imoolhly aiKinbkd and di»a»Kmbkd wiih die body. TV Vad of iV luture nail
ahould V iliarp. and tV annular knife »hooW noi Vve tV pVnomenon of rolling edge or colUpK. TV
Mfety Vtton of anorecul »wpkf ahouW V lkaibk and »afe lo o»e TV rcKi ipring »hould V Ikaibk
enough 10 rek« qukkly wvn tV Vndk ii releaied. TV Iwo cortaci lurfacei lo be lorn should V' smooth
and uniform wiihoul splitting or tearing TV ethyknc oaide midoe of iV device shall not exceed 10 pg/g.

2. TV anorectal supkr mainly eooiUtt of Anvil, nail cage, nail cage skeve. fixed handk. safety Vnon.
movabk handk. adjusting nut. cushion colter ring, ring knife and supk. TV Kcessory # | n compoKd
of supporting tkeve, anal plug, peeping skeve and book rod, and tV type li a compoKd of supporting
skeve, supporting skeve core and dial fork. TV product is sterilized by ethykne oxide and should V sterik.

IIL Isitendcd itse
It isapplicabk foroptional resetion of mucous membrane on the dentate line.

IV. Cantralndkadons

1 Severe mucosal edema.

2 Hemorrhoids are heavily fibrotic.

3. Hemorrhoid tissue repeated injection of Kkrostng agenL

4. Pregnant women, refractory coruiipation, pelvic tumon. portal hypertension and Budd-Cbiari syndrome.

V. Warnings and PrecaiMfons

1 TV device is prohibited to V' use when its package opens, breaks or exceeds sterilization validity period.

2. Please read tV instruction for uk carefully Vfore using tV device, pay attention to tV production date
and e~nrahon dale of tV devkc.TV device can rwt V used wVn itexceeds its validity period.

3. TV ateptk operation specification shall V' strictly tn"kmenicd when using iV device.

4. This product is just @rsmgk use. which will V pUced and handled as medical waste afier used to avoid
injury and environmental pollution.

5. TV device is iniended to V used by doemrs who have been trained in itapkr techniques or under iV
guidance ofexperienced physicians.

6. This manual can not V used as the basis for clinical surgical anastoax>sis technical
questioos on dinkal surgical anastomosis technical guidance, pkase refer to tV professional Uienture or

guidance . For

consult ourcocDpai”.
7. This procedure may cause anastomotic kakage, bleeding.
« Consult medkai literature relative to techniques, complications, and hazards prior to performarKe of any

procedure.
t. Di"osal devices are medical waste and should V handled and disposed of Kcording to local rtgulatioru.

V1. JnstruedoB

1 TV anal skin with less prolapse of tV ankle and less anal valgus is fixed with four atraumatic forceps, so
as 10 miroduce iV sig>port skeve and tV anal plug into tV anus, and fixed 1V dilator by suture.

2. TV st™pon sleeve and anal pbg can support VVroorrhoids proUpse or anal mucosa prolapse part reset, or
can use anal plug to make prolapse part reset, and iVn introduce tV support skeve and anal pbg to fix tV
support skeve. and then pull out tV anal phig. the prolapsed mucous membrane pan falling into tV support
sleeve.

3. Through iV peeping sleeve, the needle is inserted at 4 cm away from tV denuie line, and iV lower layer
ofrectal mucous membrane it uniformly sutured for 6*8 needles in a circle.

4. Remove tV protective cover from IV itngk use suplcr assembly,
counterclockwise lo the maximum opening positioD (about 7.8 cm), insert the Anvil ofthe Vad of iV stapler
over iV purse-string line, and tie tV knot in tV loop so that tV tissue is evenly wrapped around tV central

route iV adjusting nut

rod.
5. Use the book bar to pull out tV sutures through iV holes on both sides of the device, and tie the knot in

the length that the finger can hook is suitable.
6. Maintain 1V position ofiV PPH Vad. make iV PPH and tV support sleeve in tV same direeiion. rotate
the adjusting nut to make the device close.
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Crerviep XvpyprmyecKuii 0HOPas0Bb I aHOPEKTa/TbHb I LVPKYISIPHBIA C 3PFOHOMUYHOIA PYKOSTTKOM, TVIN OKHa C
npospayHbIM KapTpymkem: WHBP-11-32, B cocTase:

1) Crennep Xvpypruyeckunii 0O4HOPa30oBbIil aHOPEKTA/IbHBINA LPKYAPHBIA C 3prOHOMUYHOM PYKOSTKOW, TUM OKHa C
npospayHbiM KapTpumkem: WHBP-11-32- 1 wr.;
2) BTynka onopHas ¢ ogHWM OTBEPCTMEM - 1 LWT.;
3) BTynka onopHas ¢ AByMs OTBEPCTUAMM - 1 LT.;
4) BTynka onopHas ¢ TpeMsi OTBepCTUAMM - 1 WT.;
5) CeppeyHuK 415 ONOpPHbIX BTYNO0K - 11WT,;
6) Bwnka nepekntovatowlan - 1wrt.;

A Surgaid Madicat (Xiamen) Co., Ltd.
Name; Single Use Sterile Anorectal Circular Stapler Set
Deecriptk)n; TST.Diameter432mm
Specification: WHBP-II-32

Se ISORUS000403020201 cJ 2021.08.16
(tog 21060202011 2 2024.08.15

DS ® A
TI»Pitied pfodia lhoovbe «fedin»room - milatwhurricityronof* 78 m
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7) VIHCTPYKUMS MO NpuMeHeHUto Ha CTennep XMpypruyecknii 04HOPa3oBbIii aHOPEKTa/bHbINA LMPKYASPHbIV - 1 LWuT.

Instruction for

|. Q< ninT

Nin*Jr r»r Sicnk AiKirrcul ( m nJiif Mipkr

1. Qddf ifaVEMr

1 Ibf \uff*icuf the IUplcf ilwukl be titkKx'Jh f'cv fiom bom <«) 'b ¢ oljtf*: *ndbc free tif

the v»le \»bl .4 mark on the KX «cKjUl bl Uear If we Anvil .urcTbly of the tupicr
iluiVifmbW. WilmukJ be iimH.IIil) «nembled and .lixav*embled <*ilh the bx1> the head of the toluft nail
4h.4iW he »|lach. ami llte annular knile »»<»old wX have the priefkK>men..r, of rolling edge r.r iollap«. The
«atei) buitivn of anoircUi itapler ihouW be fle»ible artd »afe to u»c the revet ipong thould be fVnibk
lhe bvo ufrtact vurfa«ei to b« lom ihould be tmooih

irkin
be

enough to met quickly when the handle » fcleaicd
and uniform without iphtting or leannB Ilie ethylene o”ide rrnidoe of the devKC (hall not exceed 10

The anorrcul stapler mainly con«i«tt of Anvil, itail cage nail cage ileeve. flied handle, ufrty button,
movable handle, adjuvling nut, cuthwn cutter nng. nng knife and »upk The »ccet«ory type | u compoted
of tuppotiing »koe. anal plug, peeping ikeve and book rod. and the type Il n contposed of lupportmg
ikevr lupporting akeve core aitd dial fork The product ii atenlued by ethylene oiidc and thould be tienie

111 InieMled «««

It Il applicabk for optional rcseiion of mucout membrane on the dentate line

IV. CantralndkatfoBt

1 Severe mucouJ edema

2 Hemorrhoids are heavily fibrobc
llemorrhord tissue repeated injection of sclerosing agent
4 |1"gnani women, refracioiy coosiipatioo. peKk tumon. portal hypertemion and Bwdd-Chian syodmme

V. Warnings and Preeantioat

1 The device u prohibited to be use when its package opens, breaks or exceeds stenlizauon validiry period

2 Pkase read the instructxin for use carefully before using the device, pay anetton to the production date
and expiration dale of the device The device can not be used when it exceeds its validity period

3. The aseptK operation speci5citH>n shall be sthetiy itnpkmenied when using the device

4 This product ISjust for smgk use. which will be placed and handled as medical waste after used to avoid
injury and environmental pollution

5. The device is laiended KO be used by doctors who have been trained in stapler techniques or under the
guidance ofexpenencedphysicians

6 This manual can not be used at the basts for clwkal surgicai anastomosis technical
quettions on clmtcal surgical anastomosis technical guidance, please refer to the professionat literature or

gutdance  For

consult ourcotnpany.
7 This procedure may cause anastomotic leakage, bleeding
« Consult medKil literature relative to techniques, complkaiiom. and hazards prsor to performance of any

procedure
1. Disposal devices are medical waste and should be handled and disposed of according to local regulations

V1. iMtnKtfan

1 Tbe anal skin with less prolapse of the ankle and less anal valgus is fixed with four atraumatic forceps, so
as to introduce the support sleeve and the snal plug into the anus, and fixed the dilator by suture

2 The support skeve and anal plug can support beroorrboids proUpse or anal mucou prolapse part reset, or
can use anal plug to make prolapse part reset, and then introduce the support sleeve and anal pbg to fix the
support sleeve, and then pull out the anal plug, the prolapsed mucous membrane part falling inio the sigipott
sleeve

Y Through the peeping sleeve, the needle is inserted at 4 cm away from the dewaie line, and the lower layer
of rectal mucous membrane is uniformly sutured for 6-8 needles in a circle

4. Remove the protective cover from the single use supicr assembly, rotate the adjusting out

counterclockwise to the maximum opening position (about 7.8 cm), insert the Anvil of the head of the stapler
over the purse-string line, and tie the knot in the loop so that the tissue is evenly wrapped around the central

rod.
5. Uk tbe book bar to pull out the sutures through Ihe holes on both tides of the device, and tie the knot in

tbe length that the finger can hook is suitable
6 Maintain the position of the PPH bead, make the PPH and the support sleeve m the same direction, rotate

the adjusting nu( to make the device close.
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CTtennep XMpypruyeckuii 04HOPa3oBbIin BHYTPUMPOCBETHBIV N30TMHYThIA LMPKYASPHBIA CO CTaHAapTHOM
pykosiTkoin: WRA-a21, B cocTaBe:

1) Crennep XMpypruyecknin 0AHOPasoBbIi BHYTPUMPOCBETHbIA M30THYThIA LIMPKYNSPHBIA CO CTaHAAPTHON
pykosTkon: WRA-a21 - 1wt
2) Haknagka 3awmTHas - 1wr.;
3) Hanpaeutenb HuTel - 1 WT.;
4) TonoBka KonbeBuaHas - 1LT.;
5) Uexon NNacTVKOBbIM AN5 3aKPbITUA OCTPON YacTh Konbs - 1 LWT.;

A Surgaid Madjcal"OCfauiwnfCo., Ltd.

Name; Single Use Sterile Cun/ed Intraluminal Circular Stapler Set

OeBcription:Oian()eter-22mmj
Specification: WRA-a21

[MoMn 59RUS0004(M0101IM j ctO 2021.08.16
@ 21080101031 2 2024.08.15

Isterileleol [2 ] (s) X (8)

The peeked product should be riored in e room with relative hurnidity no more than 60%.
Surgaid Medical pGamen) Co., Ltd.
3F, Comprehensive Building, N0.216 Building, Houxiang Road. Haicang
ADistrict. Xiamen,P.R.China
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6) WHcTpyKUysi no nprivieHeHo Ha CTerviep XMpypritieckuin 0fHOPasoBbIi BHYTPUMNPOCBETHBIA M30rHYThIA
LMPKYISIPHBIA - 1 LLT.

Y

Y
Instruction. fo\Usediinvi( - bl H W
il m o

* W\ ] HEEe— o

He >

I.Dnkc wwt
Sin|l« Use Sicrite Cuned Intnlumintl CifCuUr Siapkr Sc( s

1.kt ptrfoTMMCc

1 Tbe »hipc of the Single Uw Slerik Curved Inwluminel Circulir Sceplcr Set ibouW be fUl. »mooih.
without ftont edge, burr end cr»ck. The tcilc veloe or mark on the devke ihouid be clear The aiiembly and
diuiaembty of the nail holder auerobly and the body of the Circular itapler ihall be intooih. and the moving
parts shall be pushed smoothly during use, and there shall be no slicking or loosening [/lenoTtenon. The end
of the anaitomotk nail head should be sharp, and the annular knife should not have rolling edge or collapse
The safely mechanism of the tububr stapler should be smooth and even without splitting or tearing. The

eth>'Icne oside residue of this product shall not exceed 10 pg/g.
2. The product mainly consists of nail holder, a nail warehouse protection cover, bending sleeve, fixing

handle, safety block, movable handle, adjusting nut.wathcr. ring knife and staple. The device is sterilized by
ethylene oxide and should be ilerik.

111. Intended use
It u used for the establishment of anastomoses in digestive tract recorutructiott.

IV. Cnntralndkadnm

1 Severe mucos” edetna »
2. Do not use the device on any tisstse with a compression thickness k u than 1.0 mm. in which case the nail

will not be sufTKienily clamped to ensure hemoslasts.
3. Do not use the device on any tissue ibai cannot be easily compacted into 2.0 mm. The excessively thick

overturning tissue is pressed when the assembly and the rail hol”~r are closed, which may lead lo stomata,

poor healing or narrow anastomoses.
4. The device can not be used if the diameter of the inserted component is much larger than the cavity

dianseier of the hunen and the tissue is stretched or thinned, otherwise a anasmmotk fistula or itenosit may

occur.
5. Do not use the device If there is not enough tissue tOallow the normal turnover to allow the nail fumly

matching.
6. Ifisnot luii~le for mechanical anatomosis in principk if the first mechanical anastomosis is failure.
V. Whnraii*is and Precaudons

1. When the device is used, the aseptic operation specifKstion shall be strictly impkmenied.
2. Pkase read ths manual carefully before using, pay attentioa to the production date and batch number of

theproducL
3. The product is inieodcd for use by doctors who have been mined in siapkr techniques and e)4>ertise or

tmder the guidance of experienced physicians.
4. The device has been sterilized by EO before leaving the factory. The sterilization period is two years.

5. When the package has been opened, damaged or expired, it it strkdy prohibited lo use.
6. The devke is for singk use only. It can be desirc”ed according to environmental protection or hospital

ivquirrmenis. At~ disposal of the used product will cause environmental pollution.
7. This manual cannoi be used at the batb ofclinkal surgical anastomosis lechnkal guidance . For questions
on clinkal surgical anastomosis lechnkal guidance, please refer to the professional liteniurt or coiuuli the

company and its designated agents.

8. Please see dale of production in label.

9. This procedure may cause anaslotsotk leakage, bleeding.

10. Disposal devices are medkal waste and should be handled and disposed of according to local regulationt.

VI. iBstrocdoB

1. Open the package and remove ibe Curved Inmtuminal Circular Stapler Set Erora the plastk box.

2. Route the a4justing nut counterclockwise lo Ibe red mark of the puncture shaft to expose the end bee of
the nail cage, then remove the nail bolder and the protective cover, and then remove the protecdoo cover
ftom the nail holder.

3. Check the integrity of the titaorum nail to the nail cage to ensure no leakage.

4. Put the devke body and the nail holder into two tissue cods whkh need to be matched, and make a purse-
string bstening. If it is necessary tDpenetnte the devke from one side of the closed organ, the pan of the
nail holder must be separated from the devke, and then rotate the adjusting nut clockwise to the puncture
shaft compkiely back into the cutting assembly to avoid tissue damage when insertiDg the organ.

5. Insert the nail bolder into the guide shaft of the body . When you bear a sharp “clkk", it itMiifors that it is
connecied in pUce, Route the adjusiiog mil clockwise undl the two tissues are pressed ti”t. so that the two
ends of the anastomosis are closed and pressed, and the indicator has entered the green area of the
window.( Note: Thek is a safety design in the devke. If the safely cannot be opened when the green area of
the sign is not indicated, do not force it to open. If the foUy rigbtened iodicatioQ is not in the green area, it
indicates that there is loo much tissue in the device, please open the devke forre-scpaiatk».)
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Crennep XMpypruyeckunii 04HOPa3oBbli BHYTPUMPOCBETHbIV U30THYTbINA LUPKYNAPHBIA CO CTaHAaPTHOM
pykosTkoin: WRA-a32, B COCTaBe:

1) Crennep XMpypryuyecknini 0aHOPa3oBbIin BHYTPUNPOCBETHBI U30MHYThIN LIMPKYNAPHBIA CO CTaHAAPTHOM
pykosiTkoin: WRA-a32 - 1wr.;
2) Haknagka sawutHas - 1 wWT.;
3) Hanpasutenb HWTel - 1 WT.;
4) TonoBka KonbeeuaHasa - 1wrt.;
5) Yexon nnacTUKOBBIN AN1S 3aKPbITUA OCTPOIA YacTW KOMbs - 1 WT,;

Surgald Mmdlcal (Xlaman) Co., Ltd.
Name: Sinyfe Use Steilfe Curved fntrafuminal Circular Stapler Set
Deacriptfon:Oiameter-32mm
Specification: WRA-a32

S9RUS000404010107 2021.08.16
ILOTI 21060101071 2 2024.08.15
ISTERILEIBOI 0 2 ® XK

The packed product thould be stored in a room with relative humidity no more than 80% "

Surgaid Medical (Xiamen) Co., Ltd.
3F, Comprehensive Bui/dinp, N0.218 Building. Houxiang Road. Haicana ' i
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6) VHCTpyKups ro NpyivieHeHUHo Ha CTeryiep XVIPYpPritYeCKuii QIHOPasoBbiii BHYTPMMPOCBETHBIA V30THYThINA
LYPKY/IIPHbIA - 1 LT,

Instruction”~forlliem
Lo f

1. Dt>k(umc
Sinsk Uk Sietile Cuncd IntnhuniMI CkcuUr Supkr Set

11. DtsktpeKmwamc

t. TV (L4 u of ihc Sinfk Uw Sicrik Cuned In(nhimin»| Circular Supkr Set ihwiW be flat, amooth,

withcmi front edpe. burr and crack. The kak %tue or mark on the devkc ahould be ekar The awmbly and

diMiaembl)' of the nail bokkr aiaonbly and Ae body of the Circular »upkr shall be imooA. and the movins

parti shall be pushed sitxiXhiy during use. and there shall be no ilkking or loosening phenomenon. The end
of the anasiomotoc ruil head should be sharp, and the aniwUr knife should not have rolling edge or collapse

The safety mechanism of the tubular supler should be snsooOi and esen without iplitting or tearing The
ethykne oside residue of Ait product shall not exceed 10 ptff'

2. The product mainly coruists of nail holder, a nail warehouse proieciiori cover, bending skeve, fixing
handk, safety block, movabk handk. tdjusung raiuwashcr. ring knife and stapk. The devKc is sierilucd by

ethykne oxide and should be ilerik.

I11. Intended tise
it is used for the esublishmeni of anastomoses in digestive tract rccorutrucUorL

iV.CnmnJndkadeni

1 Severe mucosal edema ;
2. Do not use the device on any dtsue wiA a compression thickness less than 1.0 mm. in which case the nail

will not be suflicicotly clamped to ensure hemostasb.
). Do not use the device on any tissue that cannot be easily compacted into 2.0 mm. The excessively Aick
overturning tusue is pressed when the assembly and the nail bolder are closed, which may lead to stomata,

poor healing or narrow anastomoses.
V The device can not be used if the diameter of the inserted component is much Urger than the cavity

diameter of the hunen and the bssue it stretched or thinned, otherwise a anastomotic flslula or stenosis may

occur.
5. Do not use the device If there » not enough tistue to allow the normal turnover to allow the nail firmly

matching.
6. It is not suiiabk for mechanical anatomosis in principk if the first mechanical anastomosis ts failure.
V. WarBlngiand Precamkm

1. When the device b used, the aseptic operation speciflcaiion shall be strkUy impkmcnied.
2. rieasc read thit manual cartfully before using, pay attention to the production date and batch number of

the product.
3. The product it intended for use by doctors who have been trained in itapkr techniques and expertite or

wkkr the guidatkC of expehenced physicians

4. The device has been sterilircd by EO before kavmg the factory. The iieriluation period is two yean.

5. When the package has been opened, damaged or expired, it b strictly probibiied to use.

6. The device b for ttngk nm only, it can be destroyed aceording to eovironmenul protection or bospiul
requiremento. Any ditpoul of the used product will catoe envirorunental pollution.

7. Thu manual canrioi be used at the basb ofclinicai surgical anastomosis technical guidance . Forquesiioru
on cUnicel surgkai anastomosis technical guidance, pkam refer to the professiorul literature or consult the

company and ks designated agenu.

8. Please see date of produebon in bbcl

9. Thb procedure may caue anastomotic leakage, bkcdtng.

10. Disposal devices are medical waste and should be handled and dbposed of according to local regulations.
V1.IBStruedoB

1. Open the package and remove the Curved tomlurniaal Circular Stapler Set from the plastic box.

2. Rotate the adjustiog nut counterclockwise to the red mark of the puncture shaft to expose the end face of
the nail cage, then remove the nail bolder and the proiecdve cover, and ihen remove the protectioo cover
ftom the nail holder.

3. Check the integrity of the titanium nail in the nail cage to ensure rto leakage.

4. Put the device body and the nail bolder inlo two tissue ends which need to be matched, and make a purse*
string fastening. If it b necessary lo penetrate the device from one side of the closed organ, the part of the
nail bolder must be separated from the device, and then rotate the adjustiog rud clockwise to the puncture
shaft completely back into the cutting assembly to avoid tissue damage when inserting the organ.

5. Insert the nail bolder into the guide shaft of the body . When you bear a sharp “click”, it indicates that it b
connecied in place. Rotate the adjusting nut clockwise until the two tissues arc pressed light so that ibe two
ends of the anasiomosb are closed and pressed, and the indicator has entered the green area of the
window.f Note: There is a safety design in the device. If the ufciy cannot be opened when the gr«n area of
the sign b not indiaicd. do not force itio open. If the folly oghtened indicatioo is not m the green area, it
indicates that there is too much tissue in the device, please open the device for re-separation.)

RV
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MakeT MapKEPOBKH n0Tpe6ETE/IbLCKOMN YHAKOBKE MEAHIHHCKOrO H3AC/IRS

Ilns crennepoB BapHaHTOB UCMIOJIHEHHA 1-5: Ha NpUMeEpe H3ACHA
«Crennep xupypruyeckuit oaHopa3oBbiii ¢ pe3akoM nHHeHHbIH, pe3ak B kapTpumke: WKD-100G»

/Cremlep XHpYpPru4ecKkHii OHOpPa3OBEIH C pe3akoM mmei’nmn‘i)
pe3ak B KapTrpumke: WKD-100G

Onmucanne: JIMHA aHACTOMO3a - 101 MM, BHICOTa CkOOH - 4,6 MM (3e€HDIH)

REF| 0000000000 d]moooozx
LOT] 0000000000 gxxxx)ow(
omspd [Tii Q@ A @

Surgaid Medical (Xiamen) Co., Ltd.
Building 5. No. 18, Shanbianhong East Road, Haicang District, Xiamen City, Fujian Province,
361026, P.R.China

Yaonmomosennsiit apeacranarens: 000 «Gaopossern

quneculupec: 115054, r. Mocxsa, yi. JySummmcxas, A. 57, crp. 2, mos/xom IV/9,10

Jlns crennepoB BapHaHTOB MCNONHEHHs 6-8: Ha npUMepe H3AENUA
«Crennep xupypruyeckuit oAHOpa3oBbli SHAOCKONMHYECKHUI ¢ 0auHapHO# pykosTkoi: WQF-S»

/CTennep XHpYPrH4eCKUH OQHOPA30BEIH YHIOCKOITHYECKHIA \
¢ oaMHapHo# pykosaTkoii: WQF-S

Ommcanne: pabodas uIHHA HHCTPYMEHTa - KOpoTkas (60 Mm)

REF| 0000000000 ] 3000000¢
LOT] 00000000000 gx)ooooou
el [Ti] @ A &

Surgaid Medical (Xiamen) Co., Ltd.

Building 5, No. 18. Shanbianhong East Road, Haicang District. Xiamen City. Fujian Province,
361026. P.R.China

Yooasososennsiil apeacranureas: OO0 «3xoposhe»
\mpm!eauiupec: 115054, r. Mocxza, ya. JySaunncxas, 1. 57, cTp- 2, sow/xon IV/9,10

_/
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Jns cTeriepoB BapHaHTOB HCMOJHEHHS 9-32: Ha NpHMeEpe H3ACTHA
«Crennep xupypruueckuil OAHOPa3oBbIH IHAOCKONHYECKHIH ¢ ABOMHO# pykoaTkoii: WQDb-S-45A»

/ Cremuep Xupypru4eckuii OXHOPa30BbIH 3HI0CKOIMHYICCKHUH \
c BoitHoI1 pykoaTkoii: WQDb-S-45A

Ommcanne: pabodast JmHHA HHCTPYMEHTa - KopoTkas (270 Mm),
JUTHHA aHacToMo3a - 49 MM, BBIcOTa CKOOH - 2,5 MM (Oenbiiif)

REF] 0000000000 M 300000000
LOT]| 0000000000 g)oooooom
sl [ @ A @

Surgaid Medical (Xiamen) Co., Ltd.
Building S, No. 18, Shanbianhong East Road, Haicang District. Xiamen City, Fujian Province,
361026. P.R.China

Ynoamosmoueamiil apeacranarens: 000 «3aoposben

(Opm aapec: 115054, r. Mocxsa, ya. lySamnncxas, A. 57, c1p. 2, mos/xom IV/9,10

Jlna crennepos BapHaHTOB MCOJIHEHKA 33-41: HA NpUMepe H3aenus
«Crernnep Xupypruveckuit oAHOpa3oBbiii aHOPEKTAIBHBIH LIMPKYJAPHBIHA CO CTAHAAPTHON PYKOATKOM, THI OKHa C
Henpo3pauHbiM kapTpumkeM: WHAO-II-34»

f Creruiep XHpyprudeckuii OMHOPa30BEIi aHOPEKTAIBHEIA
LHPKYJIAPHBIA CO CTAHAAPTHOM PYKOSTKOM, THIT OKHa C
Henpo3payHbiM KapTpumkeM: WHAO-II-34

Omucanue: TST, BHenmumit JHaMeTp BIYJIKH KapTpHIDKa - 34 MM

REF| 00000000000 d])oooow(x
LOT| 00000000000 g)oooootxx
emsed [1i] Q A &

Surgaid Medical (Xiamen) Co., Ltd.
Building S, No. 18, Shanbianhong East Road, Haicang District, Xiamen City, Fujian Province,
361026, P.R.China

Yooamomotenuntil apeacranarens: 000 «3aoposser

Cm!eml atpec: 115054, 1. Momn.yu.momlcxn,u. §7, c1p. 2, nost/noM IV/9,10

/
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JIna creruiepoB BapHaHTOB HCNIOIHEHHA 42-51: Ha NpHMepe H3AENHA
«Crennep Xupypruueckuii oqHOpa3oBbli BHYTPHIIPOCBETHDIH H30THYTBIH LIMPKYJIAPHBLIF CO CTAHAAPTHOM
pykoatko#i: WRA-a21»

/ Crernep XHpyprudecKui OHOpPa30OBBIM BH}’TpHIIpOCBC’I'HHfI\
H3OTHYTHIH LUPKY/IAPHBINA CO CTAHAAPTHOH PyKOATKOM:
WRA-a21

Ommcanne: BHEIIHHI JHAMETP - 22 MM

REF| 00000000000 ﬂ)ooooo(xx
LOT| 00000000000 gxxx)ooozx
s (1 ® A ©

Surgaid Medical (Xiamen) Co., Ltd.
Building S, No. 18, Shanbianhong East Road, Haicang District, Xiamen City, Fujian Province,
361026. P.R.China

Veoanomouenmiit peacrasaress: OO0 «3z0posse»

Cﬂ!«xﬂm: 115054, r. Mocxsa, yA. JyOunnncxss, 4. 57, cTp. 2, nost/som IV/9,10

/

Jlns KapTpuaXKe# B COCTaBEe BAPHAHTOB HCNOJHEHHA 1-5: Ha NpUMepe H3JeHs
«Kaprpumx ZKD-100G»

4 )
Kaprpumx ZKD-100G

Ommucanue: mHa aHacToMo3a - 101 MM, BeicoTa CKOORI - 4,6 MM (3eN1€HBII)

REF| 00000000000 &I)oowoozx
LOT| 0000000000 gxx)oooom

Surgaid Medical (Xiamen) Co., Ltd.

Building 5, No. 18, Shanbianhong East Road, Haicang District, Xiamen City, Fujian Province,
361026, P.R.China

Yaoamomoseunsill apeacrasareas: OO0 «3xoposse»
\mpm‘lemiwet: 115054, r. Mocxss, ya. JySusunckas, a. 57, crp. 2, sow/xou IV/9,10

J
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Jina xapTpumxeli B cOCTaBE BAPHAHTOB HCIIONHEHNUA 6-8: Ha NpHMepe H3AenHA
«Kaptpumk ana creriepa poraunoHHbH, npaMoil: ZQIUb-45Ax

4 )

Kaprpumk s cremnepa poranuonHeii, mpamoii: ZQIUb-45A
Onmcanue: JIHRA AHACTOMO33 - 45 MM, BHICOTa CROOH - 2,5 MM (Genniit)

[REF] 30000000000 M x0000000¢
[LeT]  x0000000000C Em
eused [T @ A &

Surgaid Medical (Xiamen) Co., Ltd.
Buildiag 5, No. 18, Shanbianhoag East Road. Haicang District, Xiamen City. Fujian Province,
361026, PR.Chim

Yaenmomesemmill mpescranaress: 000 «2wpesser

10pugwvecknil axpec: 115854, v. Mocxns, yA. XySawsnckas, & 57, cTp. 2, Boseoon IV/9,10

\ /

HAna xaprpuaxeit B COCTaBE BAPHAKTOB HCTIOIHEHUA 9-32; Ha MPHMEPE H3ACAHA
«Kaprpumx ana crerniepa ZQNb-45A»

4 )

Kaprpuypk s cremwnepa: ZQNb-45A
Onmcanne: nABEa aHACTOMO38 - 49 MM, BHCOTA CXOOH - 2,5 MM (Geniit)

[REF] x0000000000¢ ] 30000000¢
LOT| 0000000000 g)ooooooa
il [ @ A ®

Surgaid Medical (Xiamen) Co., Ltd.
Building 5. No. 18, Shanbianhong East Road, Haicaag District, Xiamen City, Fujian Province,
361026, P.R.China
Ynomesosesunill EpeacTanETARS: 000 «IN0PORALS
wawmahbumq&m:.nmz.mwm

/
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