Moskovska street 32/2, Kyiv, 01010

01010, M. Kuis, Byn. MockoBcbka 32/2

Tel.: +38 (044) 498 08 88 Fax: +38 (044) 498 7392  Ten.: 438 (044) 498 08 88 dakc: +38 (044) 498 73 92

JEKJIAPALILS ITPO BIIITOBITHICTD Ne EES-4-1
DECLARATION OF CONFORMITY # EES- 4-1

Hazpa MmeauuHOro BUpody
Name of medical device

IMIUTaHTaTH HE aKTHBHI

3rigHo Jdoapatky mo Jdexnapauii ipo Bianosiaxicts Ne EES-4-1
/ Non-Active Implants/

According to the Annex to Declaration of Conformity # EES-4-1

BupoGHuk: Erixon Enpo-Cepmxepi, JUIC
Manufacturer: 475 Kamne C, I'yaitna6o, IIyepto Piko 00969 CILIA

Ethicon Endo-Surgery, LLC

475 Calle C, Guaynabo, Puerto Rico 00969 USA
VnoBHOBaXXKeHHiA TOB “JlxxoHcoH i [xoHcoH YkpaiHa” (3rigHo JopyueHHs)
npeAcTaBHUK BUpoOHHKAa B . Azpeca: Byl MockoBceka, 6ya. 32/2, Kuis, Ykpaina, 01010
VkpaiHi: Johnson & Johnson Ukraine LLC (according to Power of Attorney)

Authorized representative of the
manufacturer in Ukraine:

Address: Moskovska street 32/2, Kyiv, Ukraine 01010

Immnoprep: TOB «Exomen»

Distributor: Ecomed LLC

Knacudixauis srigHo Kuac IIT, 3rigHo Jonmatky 2 TexHi4HOro peraaMeHTy WOH0 MEOUYHHX
TexHiYHOr0 pernaMenHTy moa0 BUPOGiB

MeIHYHHX BHpOOiB,
3aTBEPHKEHOIO ITocra”osoio
Ka6inery MinicTpiB Ykpainu
No753 Bin 02 xoBTHa 2013 p.
Classification according to
Technical regulation on medical
devices, approved by Decree of
Cabinet of Ministers of Ukraine of

Class 111, according to Annex 2 Technical regulation on medical devices

02 October 2013 #753

IIpouenypa ouiHkH Honaroxk 3, Buxsrovaroun myHkTy 8-11, TexHiyHOrO perjiaMeHTy oo
BiNIOBITHOCTI MemM4HMX BUpoOiB, 3aTBepmiceHoro ITocranoBoto Kabinery MiHicTpiB
Conformity Assessment Vkpaium Big 02.10.2013 p. Ne753

Procedure Annex 3, excluding items 8-11, according to the Technical regulation on medical devices

approved by Resolution of Cabinet of Ministers of Ukraine on 02 October 2013 #753

Honarok 3, myHkru 8-11, TexHiuHOro periaMeHTy LIOA0 MEQHMYHMX BUpOGis,

sateeppieHoro [Tocranoeoro Kabinety Minictpie Yipainu Big 02.10.2013 p.
Ne753

Annex 3, items 8-11, according to the Technical regulation on medical devices approved by
Resolution of Cabinet of Ministers of Ukraine on 02 October 2013 #753

Ceprudikar nepeBipk
MPOEKTY

Design Examination Certificate

UA.TR.039.340/1
UA.TR.039.340/1

Ceprudikar BiznosigHocTi
3abe3neueHHA

(dyHKLIi0 HyBaHHA
KOMILIEKCHOT CHCTEMH

YHOpaBJIiHHA AKOCTI
Certificate of conformity Full
Quality Assurance System

UA.TR.039.1057
UA.TR.039.1057
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Moskovska street 32/2, Kyiv, 01010
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B e T R R R

Tepwmin gii Jexnapauii npo  Jo 02.04.2023
BIANOBIOHICTH Till 02.04.2023
The validity of the Declaration of

conformity

IIpusnayenuii opraH 3
OLiHKH BiJMOBIZHOCTi Ta
Horo igeHTHdiKaLiiHMit Ko
Conformity assessment body with
its identification number

AIT «Ykpainchkuit Meguanuii Llentp Ceprudikanii».
Inenmudikaniiinuii Homep UA.TR.039

SE “Ukrainian Medical Center of Certification™.

Identification number UA.TR.039

Erikon Enmo-Cepasxepi, JUIC nexnapye BUKOHaHHS OCHOBHMX BUMOT LIOAO MeAH4Horo BupoOy srinmo JMomatky 1
Texuiunoro permameHTy MIOZO MeIHHHMX BUpoOiB, 3aTBepmieHoro mocraHosoto Ka6inery Minictpie Vkpainu Bin 02

xoBTHs 2013 p. Ne 753.

Ethicon Endo-Surgery, LLC, declares the fulfillment of basic requirements for medical device according to the Annex

I of the Technical Regulations on medical devices approved by the Cabinet of Ministers of Ukraine of 02 October 2013 #

753. 5
Hata nigmicy 01 ceprrs 2019 p. ITiarmc yrnoBHOBaXKeHPF4H
Date of signing Authorized Representative Sig
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Moskovska street 32/2, Kyiv, 01010
Tel.: +38 (044) 498 08 88 Fax: +38 (044) 498 73 92

01010, m. Kuis, Byn. Mockoecbka 32/2
Ten.: +38 (044) 498 08 88 dakc: +38 (044) 498 73 92

JOJJATOK 10 JEKJIAPALII ITPO BITIOBITHICTH Ne EES-4-1
ANNEX TO DECLARATION OF CONFORMITY # EES-4-1

Koa 3a

Ha3ssa Bupo0y anriiiicbkoio MoBolo
KATAJIOTOM

Ha3sa Bupo6y ykpaiHcbKol0 MOBOIO

Proximate Reloadable Linear Cutter
with Safety Lock-Out, 75mm, staple
dimensions before closure: 3.0mm x
4.2mm

TCD75

Proximate niHifiHUii 31MBal090-piiyymii anapar 3
HOXKEM 3 KaceToro, Nepe3apspKyBanuii, 75mm (MM),
Ppo3Mip ckoGOK nepes 3akpUTTAM: 3mm (MM) X
4,2mm (MM)

Proximate Reloadable Linear Cutter
with Safety Lock-Out, 100mm, staple
dimensions before closure: 3.0mm x
4.5mm

TCT10

Proximate niHiltnuit 3nmBaiodo-pixcyqnii anapar 3
HOXKEM 3 KaceTor, nepe3apsamicysanuii, 100mm
(MM), po3mip ckoGok nepex 3akpuTTAM: 3mm (MM) X
4,5mm (MM)

Proximate Reloadable Linear Cutter
with Safety Lock-Out, 55mm, staple
dimensions before closure: 3.0mm x
4.5mm

TCTS55

Proximate siHilunii 31mBatod0-pixyuuii anapar 3
HOXEM 3 KaceTolo, epe3apsmKyBanuii, SSmm (Mm),
po3Mip ckoGok mepen 3akpurTaM: 3mm (MM) X
4,5mm (MM)

Proximate Reloadable Linear Cutter
with Safety Lock-Out, 75mm, staple
dimensions before closure: 3.0mm x
4.5mm

TCT75

Proximate niHifiHuii 3tmBatodo-pixcyquii anapar 3
HOXEM 3 KaceTolo, Nepe3apamKyBaHuii, 75mm (MM),
po3Mip ckoGok nepen 3akputTAM: 3mm (MM) X
4,5mm (MM)

Proximate Reloadable Linear Cutter
with Safety Lock-Out, 100mm, staple
dimensions before closure: 3.0mm x
3.85mm

TLC10

Proximate niHiliHuii 3mmBatod0-pixcyquii anapar 3
HOXKEM 3 KaceTolo, nepe3apamxysanuii, 100mm
(MM), po3Mip ckofok nepen 3akpuTTAM: 3mm (MM) X
3,85mm (Mm)

Proximate Reloadable Linear Cutter
with Safety Lock-Out, 55mm, staple
dimensions before closure: 3.0mm x
3.85mm

TLCS5

Proximate ninifiHuii 3mmBatodo0-pixy4uii anapar 3
HOXEM 3 KaceTolo, [lepe3apaiyBaHHii, S5 mm (MmM),
po3Mip ckoGok nepes 3akpUTTAM: 3mm (MM) X
3,85mm (mMm)

Proximate Reloadable Linear Cutter
with Safety Lock-Out, 75mm, staple
dimensions before closure: 3.0mm x
3.85mm

TLC75

Proximate niHifinuit 3mmBatod0-pixy4uii anapar 3
HOXKEM 3 KaceToro, nepe3apspKyBaHuii, 75mm (Mm),
po3Mip ckoGok nepes 3akpUTTAM: 3mm (MM) X
3,85mm (Mm)

Proximate Reloadable Vascular Linear
Cutter with Safety Lock-Out, 55mm,
56 titanium staples, staple dimensions
before closure: 3.0mm x 2.6mm

TVCS5

Proximate miHifiHuit 3MmMBarovo-pixcyunii anapar 3
HOXKEM 3 KaceTol CYJHUHHHIA, Nepe3aps/KyBaHHii,
55mm (mm), 56 THTaHOBMX cKOG, poamip ckob nepexn
3akpUTTAM: 3mm (MM) X 2,5mm (Mm)

Proximate Linear Cutter Reloads,
100mm, staple dimensions before
closure: 3.0mm x 3.85mm

TCR10

Proximate 3MiHHI kaceTH 3i cko6aMH 10 JiHiliMoro
3UIMBalOY0-pidkydoro anapata, 100mm (MM), po3mip
cko6 nepen 3akpuTTaM: 3mm (MM) X 4,5mm (Mm)

10

Proximate Linear Cutter Reloads,
55mm, staple dimensions before
closure: 3.0mm x 3.85mm

TCRS55

Proximate 3MiHHi kaceTH 3i ckoGamu [0 TiHiliHOrO
3IIMBAIOY0-PiXy4oro anapara, SSmm (Mm), po3mip
cko6 nmepen 3akpuTTaM: 3mm (M) x 3,85mm (Mm)

11

Proximate Linear Cutter Reloads,
75mm, staple dimensions before
closure: 3.0mm x 3.85mm

TCR75

Proximate 3MiHHi kaceTH 3i ckoGamMu g0 NiHiliHOro
3IIMBAIOY0-PiXkYYOro anmapara, 75mm (MM), po3Mip
cko6ok mepes 3akpuTTaAM: 3mm (MM) X 3,85mm (MM)

12

Proximate Linear Cutter Reloads,
75mm, staple dimensions before
closure: 3.0mm x 4.2mm

TRD75

Proximate 3minHi xacerH 3i cko6amu no JiHifiHoro
3IIMBAIOY0-PiXkYy4Oro anapara, 75mm (Mm), po3Mip
ckob nepen 3akpHTTAM: 3mm (MM) X 4,2mm (MM)
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Proximate Linear Cutter Reloads,
100mm, staple dimensions before
closure: 3.0mm x 4.5mm

13 | TRT10

Proximate 3MiHHI kaceTH 3i ckofamu 10 JiHifiHoro
30mMBal0go-pixydoro anapara, 100mm (MM), poamip
ckob nepen 3akpurTam: 3mm (MM) X 4,5mm (MM)

Proximate Linear Cutter Reloads,
55mm, staple dimensions before
closure: 3.0mm x 4.5mm

14 | TRTS5

Proximate 3miHHi kaceTH 3i cko6amu [0 JiHiliHOrO
3IIMBalOY0-PiXyJoro anapara, 55mm (MM), po3mip
cko6 nepen 3akpurTaM: 3mm (MM) X 4,5mm (MM)

Proximate Linear Cutter Reloads,
75mm, staple dimensions before
closure: 3.0mm x 4.5mm

15 | TRT75

Proximate 3miHHi KaceTH 3i ckoGamu 1o mdiHifiMoro
3MIMBAIOY0-PiXY4Oro anapara, 75mm (MM), poamip
ckob nepen 3akpuTTAM: 3mm (MM) X 4,5mm (MM)

Proximate Vascular Linear Cutter
Reloads, 55mm, 56 titanium staples,
staple dimensions before closure:
3.0mm x 2.6mm

16 | TVR5S

Proximate 3miHHI kaceTH 3i ckobamu g0 niHiliHOrO
3MMBAI0Y0-PiXCydOT0 anaparta, CyAMHHi, 55mm (MMm),
56 THTaHOBUX CKOO, po3Mip ck06 mepen 3aKpHTTAM:
3mm (MM) x 2,5mm (Mm)

Proximate Reloadable Linear Stapler,
30mm, staple dimensions before
closure: 4.0mm x 3.5mm

17 | TX30B

Proximate niHiiHuii 3mmBato4uii anapar 3 KaceTolo,
nepesapsxyBanuii, 30mm (MM), po3mip ckob nepen
3aKpuTTAIM: 4mm (MM) X 3,5mm (Mm)

Proximate Reloadable Linear Stapler,
30mm, staple dimensions before
closure: 4.0mm x 4.8mm

18 | TX30G

Proximate miHiliunif 3mmBatoguit anapar 3 Kacerolo,
nepe3apsamxysannii, 30mm (Mm), po3mip ckob nepen
3aKpuTTaM: 4mm (MM) X 4,8mm (MM)

Proximate Reloadable Vascular Linear
Stapler, 30mm, staple dimensions
before closure: 3.0mm x 2.5mm

19 | TX30V

Proximate niHiiiHuii 30mBa0YHii anapar 3 KaceTo
CyIMHHHIA, Iepe3apamKyBaHuif, 30mm (MM), po3mip
cko6 nepen 3akpuTTAM: 3mm (MM) X 2,5mm (MM)

Proximate Reloadable Linear Stapler,
60mm, staple dimensions before
closure: 4.0mm x 3.5mm

20 | TX60B

Proximate niHiltuuit snmBatouuii anapar 3 kaceTolo,
nepesapsaKy BaHui, 60mm (MM), po3mip cko6 nepen
3aKpHTTAM: 4mm (MM) X 3,5mm (Mm)

Proximate Reloadable Linear Stapler,
60mm, staple dimensions before
closure: 4.0mm x 4.8mm

21 | TX60G

Proximate niniliHuii 3mmBaroquit anapar 3 KaceTolo,
nepe3apsamxysanuii, 60mm (MM), po3mip ckob nepen
3aKpUTTAM: 4mm (MM) X 4,8mm (mMm)

Proximate Linear Stapler Reloads,
30mm, staple dimensions before
closure: 4.0mm x 3.5mm

22 | XR30B

Proximate 3miHHi kaceTH 3i ckoGamu 1o miHiliHOro
3muBatodoro anapara 30 mm (MM), po3mip ckob
nepes 3akpurTaM: 4mm (Mm) x 3,5mm (Mm)

Proximate Linear Stapler Reloads,
30mm, staple dimensions before
closure: 4.0mm x 4.8mm

23 | XR30G

Proximate 3MiHHi KaceTH 3i cko6amu 10 mdiHiliHoro
3umBatoyoro anapara 30 mm (MM), po3mip ckob
nepeq 3aKkpuTTaM: 4mm (MM) X 4,8mm (MM)

Proximate Vascular Linear Stapler
Reloads, 30mm, 23 titanium staples,
staple dimensions before closure:
3.0mm x 2.5mm

24 | XR30V

Proximate 3MiHHi kaceTH 3i cko6amMu CyauHHI 10
niHiliHoro cyauuHMoro 3mMBa4oro anapara 30 mm
(MM), 23 THTaHOBUX cKOGH, po3Mip ckob mepen
3akpUTTAM: 3mm (MM) X 2,5mm (MM)

Proximate Linear Stapler Reloads,
60mm, staple dimensions before
closure: 4.0mm x 4.8mm

25 | XR60G

Proximate 3MiHHi KaceTH 3i ckoGamu 10 miHiliHOTO
3mmMBatodoro anapara 60 mm (Mm), po3Mip cko6

Proximate Linear Stapler Reloads,
60mm, staple dimensions before
closure: 4.0mm x 3.5mm

26 | XR60B

nepes 3akpuTTAM: 4mm (M) X 4,8mm (MM)
Proximate 3miggi-kageTH 31 ckobaMu no niHiliHOTO

Hara nignucy 01 ceprmsa 2019 p.
Date of signing
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