Homep/Number 2020.2.3

JNEKJIAPALIS TTPO BUIITOBIAHICTh/
DECLARATION OF CONFORMITY
MEJIMYHMX BMPOBIB/ MEDICAL DEVICES

| 3acanvra nassa meouynozo eupoby: BunTh enactuuni MeIlH'-IHI
Common name of medical device: Bandages elastic medical ; ;
| Iepenix supobis: Aus. Joaatok | no uiei aeknapauii npo anoammc'n. Cepm BOO2
_ Ne2020.2.3 :
List ofproducts: - See Annex | to the declaration of Conformity Series B002 N02020.2.3
1 Bupobnux: TOB «Toprosuii aim Ankom», By.a. [paiizepa 8, 02217, m. Kuig,
Yicpafua, Ten: (044) 228 60 97, €EAPIIOY 3291{230
rade House Alkomy, Drayzera 8 str., "‘-0221?, Kyi
el (044) 228 60 97, USREOU code32914230
TOB «Toprosuii aim Aakom», 08400, chpa‘ma. Kmscwa oﬁ.rlac'rh,
M. [llepescnap-Xmenbunusknii, Bya. B, Xmeabnuuskoro, 11,
Tes1.: (044) 228 60 97, EIPTIOY 32914230
LLC "Trading house Alcom", 08400, Ukrame, Kiev region, m. Pereyas]av-.
Khmelnitsky, st. B. Khmelmtsky',’fl_ .
. . tel .: (044) 228 60 97, USREOU 32914230 .
Knacughixayis: Knac I (3riano 3 nynkrom 9 oaatka 2 Texuiunoro pernamenty 1woao
Mean4HuX BHpoOis, 3aTsepaxenoro Mocranosoro KaGinery Minicrpin
Ykpainn Bia 2 wostns 2013 p. Ne 753)
| Classification: L Class I (according to Item 9 Annex 2 of Technical re; lation on Medical
‘ o devices approved by Decree of Cabinet of Ministers of Ukraine on the‘;_:
| 2" of October 2013 Ne 753) .
| Koo VKT 3EL: 3005 90 50 00 (6unTH, nepeB’A3yBaLHI Bupoﬁn, posdacosani s
It AN POo3ApiOHOT TOPriBi 415 3ACTOCYBAHHS Y MEAHLIHHI, 3oKpema Xipyprii) |-
UKT Foreign Trade Code: 3005 90 50 00 (bandages, bandages, packaged for retail use for medical
? " SEowa ~ applications, in particular surgery)
[poyedypa oyinku gionosionocnii: Honatok 8 Texuiunoro peraamenty ulono MeaHUHHX allpoﬁm,
saTeepakenoro lNMocranosow KaGinery MinicTpie Yipainu Ne 753 sin
2 woBTHs 2013 p.
Conforrirfry Assessmenr Rau!é . -.Annex 8, of Technical regulation on Medical devices approved by Decree
- ' ~ of Cabinet of Ministers of Ukraine Ne 753, the 2nd of October 2013)
TOB «Toprosun aim A.mcoM» I!elc.napyc BHKOHAHHSA OCHOBHHX BHMOI WIOA0 MeaH4yHoOro Bupody, 3riaHo 3
HAonarkom 1 TexHi4HOro pernamenTy 1woa0 meanunux Bupobis, saTeepukenoro IMocranosoio Kabinery
| Miunictpis Ykpaiun gia 2 sosTasa 2013 p. Ne 753, Texniuna 10KymenTauis 3 niaTsepamenus sianosianocri
|| 30epiracTbes y Bupobnuka Ta iioro ¥ nosHoBaeHoro npeacraBunga.
T LLC «Trade House Alkomy declares the fulfiliment of basic requirements for medical devices, according to Annex |
{ 1 of Technical regulations on Medical devices, approved by Decree of Cabinet of Ministers of Ukrame onthe2-nd }
“| of October 2013 Ne 753. Technical documentation proving conformity is kept at manufacturer’s and authorlzed
| representative’s premises.

| Jleknapauis aiiicna 3: 2% 2070 Pepakuis: 3
Declaration is valid from: 7 o I3A0203( Pem ...y Version:3

1 | Tepmin nii nexaapauii S pokis 1t 10. . Cropinka 1i33
|| Declaration is valid 5 years until: ] ONLRNRSHea 2\ Pagelof 3 -

o | i 1 o
| IMianne ynosnopaxenoi ocodu § : JfBIgnkonceinii/O.1.Shelkovskyi  Jupektop/Director
" Signature of Authorized person § HTHixayji ® / Full Name ITocada / Position
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JJOJAATOK/Annex

Title of medical product modification
in English

Ha3zsa moandikanil meanunoro supody
YKpalHCBKOI0 MOBOIO

Medical elastic bandage of medium extensibility (width
6.0 cm) in length 0,6m, 1,0m, 1,5m, 2,0m, 2,5m, 3,0m,
3,5m, 4,0m, 5,0m, 6,0m, 8,0m, 10,0m,

GHHT enacTuiHAUIT MeAHHHNT cepeHbol PO3THKHOCTI (uMpHHa |
6,0 cm) B poskunax 0.6m., 1,0m., 1.5m., 2,0m., 2.5m., 3,0Mm.,
3,5Mm.,4,0m., 5,0m., 6,0m., 8,0m., 10,0m,

Medical elastic bandage of medium extensibility (width
8.0 cm) in length 0,6m, 1,0m, 1,5m, 2,0m, 2,5m, 3,0m,
3,5m, 4,0m, 5,0m, 6,0m, 8,0m, 10,0m.

8.0 cm) B nomsunax 0,6m., 1,0m., 1:5m., 2,0M., 2.5m., 3,0m., ‘-.

BHHT eacTHYHII MEAMYHKIT CepeHBOT PO3THKHOCTI (HpuHa [
3,5M., 4,0M., 5.0M., 6.0m., 8,0M., 10,0m.

Medical elastic bandage of medium extensibility (width
10.0 cm) in length 0,6m, 1,0m, 1,5m, 2,0m, 2,5m, 3,0m,
3,5m, 4,0m, 5.0m, 6.0m. 8.0m, 10,0m.

BHHT enacTHuHHi MeMUHHIT Cepe/iHbOT PO3TAXKHOCTI (lunpuHa |
10,0 cm) B gosskunax 0,6m., 1,0m., 1,5m., 2,0m., 2,5m., 3.0m.,
3.5m., 4,0m., 5.0Mm., 6,0m., 8,0m., 10,0m.

Medical elastic bandage of medium extensibility (width
12.0 ¢cm) in length 0.6m, 1,0m, 1,5m, 2,0m, 2,5m, 3,0m,
3,5m, 4.0m, 5,0m, 6.0m, 8,0m, 10,0m.

BHHT enacTusHIiT MeIMHHKIT CepeiHBOT PO3TAKHOCTI (lHpUHa
12,0 cm) B goswunax 0,6m., 1,0m., 1.5m., 2,0m., 2,5m,, 3.0Mm., |
3.5m., 4.0m., 5,0m., 6,0m., 8,0m., 10,0Mm.

Medical elastic bandage of medium extensibility (width
15.0 cm) in length 0,6m, 1.0m, 1,5m, 2,0m, 2,5m, 3,0m,
3,5m, 4,0m, 5,0m, 6,0m, 8,0m, 10,0m.

BHHT enactusHui MeIMYHMii CepenLOT pO3TAXHOCTI (HpuHa ||
15,0 cm) B noskunax 0,6m., 1,0m., 1,5m., 2,0m., 2,5M., 3,0Mm.,
3,5m., 4,0m., 5,0m., 6,0m., 8,0m., 10,0m.

Medical elastic bandage of medium extensibility (width
20.0 cm) in length 0,6m, 1.0m, 1,5m, 2.0m, 2,5m, 3.0m.
3.5m, 4,0m, 5,0m, 6,0m, 8,0m, 10.0m.

BHHT enacTHy Il MeANUHNTT CepeaHBOT PO3TAXHOCTI (lunphna -
20,0 cm) B noexcunax 0,6m., 1,0m., 1.5m., 2.0m., 2,5m., 3.0m,
3.5M.,4,0m., 5,0m., 6,0m., 8.0m., 10,0Mm.

Medical elastic bandage of high extensibility (width 6.0
cm) in length 0,6m, 1,0m, 1,5m, 2,0m, 2,5m, 3.0m, 3.5m,
4,0m, 5.0m, 6,0m, 8,0m, 10.0m.

BUHT enacTHuHHil MeAHUHNI BHCOKOT PO3TSHIKHOCTI (IIHpHHa
6,0 cm) 8 posxunax 0,6m., 1.Om., 15w, 2,0m., 2,5m., 3.0Mm,, I
3.5m., 4.0m., 5,0Mm., 6,0m., 8,0m., 10,0m.

Medical elastic bandage of high extensibility (width 8.0
cm) in length 0,6m, 1,0m, 1,5m, 2,0m, 2,5m, 3,0m, 3,5m,
4,0m, 5,0m, 6,0m, 8,0m, 10,0m.

BHHT enacTHHHiii MeAMYHHI BHCOKOT PO3THKHOCTI (WHpHia
8.0 cm) B noewunax 0,6M., 1,0m, 1,5m, 2.0m., 2,5m., 3.0Mm.,
3,5M.,4,0m., 5,0M., 6,0m., 8,0m., 10,0m.

Medical elastic bandage of high extensibility (width 10.0
¢m) in length 0,6m, 1,0m, 1,5m, 2,0m, 2,5m, 3,0m, 3,5m,
4,0m, 5,0m, 6,0m, 8,0m, 10,0m.

BHHT enacTiuHuil MeAniHHil BUCOKOT PO3TRMHOCTI (IHpHHA
10,0 cm) B aosmunax 0,6m., 1,0M., 1,5m,, 2,0m., 2,5Mm., 3,0m..
3.5m.,4,0m,, 5,0m., 6,0m., 8,0m., 10,0m.

Medical elastic bandage of high extensibility (width 12.0
cm) in length 0,6m, 1,0m, 1,5m, 2.0m, 2,5m, 3,0m, 3,5m,
4,0m, 5,0m, 6,0m, 8.0m, 10,0m.

BUHT enacTudHi MEAMYHMIA BHCOKOT PO3TAMKHOCT (LuupuHa
12,0 cm) B noekunax 0,6m., 1,0m., 1,5m., 2.0m., 2,5m., 3,0M.,
3,5m.,4,0m., 5,0m., 6,0M., 8,0m., 10,0m.

Medical elastic bandage of high extensibility (width 15.0
cm) in length 0,6m, 1,0m, 1,5m, 2,0m, 2,5m, 3,0m, 3,5m,
4,0m, 5,0m, 6,0m, 8,0m, 10,0m.

BUHT enacTHunnil MeanuHHil BUCOKOT PO3THIKHOCTI (LHpHHA
15.0 cm) B posuunax 0,6m., 1.0m., 1,5m., 2,0m,, 2,5m., 3,0m.,
3.5m., 4,0m., 5.0m., 6,0m., 8,0m., 10,0m.

Medical elastic bandage of high extensibility (width 20.0
cm) in length 0,6m, 1.0m, 1,5m, 2,0m, 2.5m, 3,0m, 3.5m,
4,0m, 5,0m, 6,0m, 8,0m, 10.0m.

BHHT enacTHyHnil MeaAnYHHI BUCOKOT POSTAMHOCTI (LMpHHa
20,0 cm) B noswunax 0,6M.. 1,0m., 1.5m,, 2,0m., 2.5m., 3.0m.,
3.5m., 4.0m., 5.0m., 6.0m., 8.0m., 10,0m.

Medical elastic bandage of low extensibility (width 6.0
cm) in length 0,6m, 1.0m, 1,5m, 2,0m, 2,5m, 3,0m, 3.5m,
4.0m, 5.0m, 6,0m, 8,0m, 10,0m.

BUHT enactiuHuii MeanuHnil Manol po3taaHocTi (npnia 6,0
cm) B noxcuHax 0.6m., 1.0m., 1,5m., 2,0m., 2,5m., 3.0m., 3,5m.,
4,0m., 5,0M., 6,0m., 8,0m., 10,0m.

Medical elastic bandage of low extensibility (width 8.0
¢m) in length 0,6m, 1,0m, 1,5m, 2.0m, 2,5m. 3.0m, 3,5m,
4,0m, 5,0m, 6,0m, 8,0m, 10,0m.

BUHT enacTiyunil Meanynnii manoi posrknocti(wmnpnna 8.0
cm) B aoskunax 0,6m., 1,0m., 1,5m., 2.0m., 2,5, 3,0Mm., 3,5m.,
4,0m., 5,0m., 6,0m., 8.0m., 10.0m.

Medical elastic bandage of low extensibility (width 10.0
¢m) in length 0,6m, 1,0m, 1,5m, 2,0m, 2.5m, 3.0m, 3,5m,
4.0m, 5.0m, 6.0m, 8,0m, 10.0m.

BuHT esactuuHnil mMeanduuii Manoi postamiocti (wnpnna |F
10,0 cm) B aosxnnax 0,6m., 1,0m., 1,5m., 2,0m., 2,5m., 3,0M.,
3.5M.,4.0m., 5.0m., 6,0m., 8,0m., 10.0m, :

Medical elastic bandage of low extensibility (width 12.0
cm) in length 0,6m, 1,0m, 1,5m, 2,0m, 2,5m, 3,0m, 3.5m,
4,0m, 5,0m, 6,0m, 8,0m, 10,0m.

BHHT enacTudnuil MeAHuHKIT Manol po3TsmHOCTI (Wnpnna
12,0 cm) B nosskuuax 0.6m., 1,0m., 1,5m., 2,0m., 2.5m., 3.0m.,
3.5m., 4,0m., 5.0m., 6,0m., 8,0m., 10,0M.

Medical elastic bandage of low extensibility (width 15.0
cm) in length 0,6m, 1,0m, 1,5m, 2.0m, 2,5m, 3,0m, 3,5m,
4,0m, 5,0m, 6,0m, 8,0m, 10,0m.

GHHT enacTHUHuil MeaHHHKI Manoi po3TamHOCTI (upHHa
15,0 cm) B nosskunax 0,6m., 1,.0m., 1,5m., 2,0m., 2,5m., 3,0m.,
3.5m,, 4.0m., 5.0M., 6,0m., 8,0m., 10,0m.

Medical elastic bandage of low extensibility (width 20.0

em) in length 0,6m, 1,0m, 1,5m, 2 (bae==30T 5
4,0m, 5,0m, 6,0m, 8,0m, 10,0m4 '

Medical elastic bandage ECS Tdium exie
Scmx I m / =

BHHT enacTHuHuil Meanunuil manoi posrsucHocti (wmupunal|
20,0 cm) B nosmunax 0,6m., 1,0m., 1,5m., 2,0m., 2,5m., 3,0m,, |}
3.5m,, 4,0m., 5,0m., 6,0m., 8.0m., 10,0m.

Bunr EKO enactuunmii Meanunnii cepeiiboi po3TamKHOCTI |

ITignuc ynoBHosaskenoi ocoon

Signature of Authorized person
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MMocana, ITIb

dupexmop Position, Full Name
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Medical elastic bandage
8cemx ,5m

ECO of medium

extensibility

bunt EKO enactuunuii
8cemx 1.5m

MEAHYHUIA CepeaHboi

Medical elastic bandage
8cmx2m

ECO of medium

extensibility

Bunr EKO enactuunmii
Semx2m

MEAHYHHIT cepeaHbol

Medical elastic bandage
Bemx25m

ECO of medium

extensibility

Bunr EKO enactuunmii
8cmx2.5m

MEAHYHHIA cepeanbol

po3rakHocTi ||| ¥

Medical elastic bandage
8cmx3m

ECO of medium

extensibility

Bunr EKO enacruunmii
Scmx3Im

MEAHYHUWA cepeatbol

POITAMHOCTI

Medical elastic bandage
8emx3Sm

ECO of medium

extensibility

Bunt EKO enacruunmnii
Semx3Sm

MEHYHHIT cepetHLOol

PO3TAKHOCTI

Medical clastic bandage ECO of medium extensibility
S§cmx4m

Medical elastic bandage ECO of medium extensibility
S§cmx5Sm

Medical elastic bandage ECO of medium extensibility
8cmx8m

Medical elastic bandage ECO of medium extensibility
8emx 10m

Medical elastic bandage ECO of medium extensibility
10emx I m

Medical elastic bandage ECO of medium extensibility
10cmx 1,5m

Medical elastic bandage ECO of medium extensibility
10ecmx2m

Medical clastic bandage ECO of medium extensibility
10emx2,5m

Medical elastic bandage ECO of medium extensibility
10emx3m

Medical elastic bandage ECO of medium extensibility
10cmx3.5m

Medical elastic bandage ECO of medium extensibility
10cmx4m

Medical elastic bandage ECO of medium extensibility
10ecmxSm

Medical elastic bandage ECO of medium extensibility
10cmx 8 m

Medical elastic bandage ECO of medium extensibility
10ecmx 10m

Bunt EKO enactuunmit MeAHYHWI cepellHbOi pO3TAMNHOCTI ﬁ :
Scmxdm '
Bunt EKO enactiunuii meanunuii cepennboi po3tmkHocTi ||
8emxSm

bunt EKO enactuunmii meau4Huil cepeiHboi po3TsmHOCTI
8cmx8m

bunt EKO enactuunuii MeanuHWI CepeaHbOi POITAMHOCTI
§emx 10m

Bunt EKO enactuunuil MeaAnHHWA CepeHboi pO3TANKHOCTI
10cmx 1 m

Bunt EKO enactuunuii Meanynuil cepeanbol po3TAMKHOCTI
10ecmx 1,5m

Bunt EKO enactiyumil MeaAHUHWA cepeaHboi po3TaKHOCTI
10cmx2m

Bunr EKO enactmunnii Meanunuii cepenbol po3TaiHOCTI
I0emx25m

Bunr EKO enactuunuil MeanuHuil cepeibol po3TaKHOCTI
10cmx3m

Bunt EKO enactuyuuii Meanunuii cepeanboi posTamHocTi ||
10cmx3.5m

Bunr EKO enactiunnii meanunuii cepeanbol poITakHOCTI
10cmx4m

Bunt EKO enactvynuil MeanuHuil cepeiHboi po3TamKHOCTI
10cmx5m

Bunt EKO enactnunuii mMeanuHuii cepenbol po3TamHoCT
10ecmx8m

Bunt EKO eaactuunuil mMeanmynuii cepeanbol po3rakHocT
10cmx 10m
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