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Cepisi/Series BB00S Homep/Number 2022.8.3

JAEKJTAPAIS TPO BUITOBIIHICTD/
DECLARATION OF CONFORMITY

S MEJNMYHKWX BUPOBIB/ MEDICAL DEVICES
e ':-? 3azanvua nasea meduynozo 8upoby: B3yTTeni oproneauuni Bupoon =
@(c_ . . Common name of medical device: Orthopedic ootwear products g WL LR ey >
(A Tepenix supobie: Aue. Tonarok 1 o uiei aexaapauii npo sianosianicrs Cepis BB00S 250
5 Ne2022.8.3 _ L]~ 2%
5 {List of products: - See Annex I to the declaration of Conformity Series BB00S N02022.8.3 i o
T o Bupobuux: TOB «Toprosuii aim Ankom», ByA. [dpaiizepa 8, 02217, m. Kwuis, Ykpaiua, =5 i
cxl tex: (044) 228 60 97, EIIPTIOY 32914230 hax | S
| A Manufaciurer:  LLC (Trade House Alkom, Drayzera 8 sir, 02217, Kyiv, Ukraii )
N [ e i VA L TGIRLI(044) 228,60 97, USREO U codeReot4z30t i 5
Sl Bupobuuui dinenuyi: TOB «Toprosuii aim Anxomy», 08400, Ykpaina, Kuiscbka o0nactn,
2 |16 Nepenicnas, By, B. Xmeanuuuskoro, 11, Tem: (044) 228 60 97, S
N | EJIPTIOY 32914230 | R
<<‘; “\Manufacturing sites: LLC "Trading house Alcom", 08400, Ukraine, Kiev region, m. Pereyaslav, st. B.
:ﬁ'-."“;% 2 i - Khmelnitsky, 11, : P
S| K . fai el (0M4) 2086007, USREOUSIOIA80 | = 0
N /", S Kaacugpivayin; Knac I (3riano 3 nynxrom 9 Noaarka 2 Texuivnoro periaaMeHTy LWoa0
T i MEAH'HUX BHPOOIB, 3aTBepaenoro Mocranosoro KaGinery MinicTpis
& - Yipaiun i 2 sosTnst 2013 p. Ne 753)

([ Classifieation: " Class T (aceording to lter

A1 Koo VKT 3EL: 9021 10 10 00, 9021 10 90 00 (npucTpol opToneanuHi, BKIKYA0YH i | S5
: , Xipypri4ni nosicn, Ganaaski, wuuu aéo NpHCTPOT AAS1 NiKYBAHHS Nepeomin) % ¢ Il
| UKT Foreign Trade Code: 9021101000, 9021 10 90 00 (orthopedic appliances, including surgical belts, |- D
O s R ... bandages, tires or fracture treatment devices) = o N
/)‘E: | lpoyedypa oyinku eionosionocmi: Honatok 8 TexHiuHOro pernamenTy W00 MeaHYHHX BHpoGiB, G5,
2 saTep/kenoro IMoctanosow KaGinery Minictpis Ykpainu Ne 753 Bin 2 ey
%2 | : #oBTHs 2013 p. Y
<@< M| | Conformity Assessment Route: ~ Annex 8, of Technical regulation on Medical devices approved by Decree of : >
= &S (o [ L i . Cabinet of Ministers of Ukraine Ne 753, 2nd of October 2013) i E R
=l TOB «Toprosuii giM Ankom» aeknapye BHKOHAHHS 0CHOBHIX BHMOT oo megunoro supoby, srigno 3 Jopatom 1 | 7/ !
{ ;J,‘ | Texniunoro pernamenTy mwogo meanunux BHPOGiB, 3aTBepakenoro IocTaHosow Kabinery MiuicTpie ¥Ykpaiuu pig 2 | s 7
{8l L woTHn 2013 p. Ne 753, Texniuna AOKYMEHTAUs 3 NIATBEpAAeHHs BiANOBiAHoCTI 36epiracThes y BHPOGHHKA | S
& | LLC «Trade House Alkom» declares the fulfillment of basic requirements for medical devices, according to Annex I of [ 5)
(%} Technical regulations on Medical devices, approved by Decree of Cabinet of Ministers of Ukraine on the 2-nd of October| SN
oy {2013 Ne 753. Technical documentation proving conformity is kept at manufacturer’s ' L e
co| o e
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| Declaration s valid from: 05.1 year Version: 3 IR
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X Annex 1 Hopatok 1
SN to the declaration of Conformity Series BB008 Ne 2022.8.3 Ao aexaapauii npo ignosinnicts Cepin BB00S Ne 2022.8.3 )ﬁi *‘;

) 228 JOJATOK/Annex GRS
7 | . | SwEs)
( i -, Monenn/ Title of medical product modification Hassa monndirauil meanunoro Bupody >
] e REF I EACS

s in English YKPATHCLKOI0 MOBOIO | 22T
72 o B L8301 Insole-supinator classical Go step Classic Yerinka-cyninatop knack4na Go step Classic el | &
& 2, L8302 Insole-supinator preventive and therapeutic Go step Yerinka-cyninatop npoginakrauno-nlikysansna Go step s
Ji, o Touch Touch & N
SN |5 . . e
el 3. L5303 Insole-supinator ultra-thin Go step Light Yerinka-cyninarop ynetpatonka Go step Light |
= o
[zl 4. LS304 Insole soft diabetic Go step Soft Yorinka m’aka niaberuuna Go step Soft = =
& ¥ : S
T 8 LS305 Insole longitudinal Stand By Classic Yerinka nos3norikna Stand By Classic E >
S | A
: ol 6. LS306 Insole longitudinal soft diabetic Stand By Soft Yerinka nos3aowiHs m’aka giaGetuuna Stand By Soft o] | s
; f.‘a"‘ o i L% :
1%z | A LS311 Insole classical for high arch of the foot Hold On Yerinka knackuna ans Bucokoro 3soay cronu Hold On ‘\3\ =
Za e | Classic Classic
< A ) S
e | - - ; )
. = | : 8. LS312 Insole for high arch of the foot Hold On Touch Yerinka aia sucokoro 3somy crond Hold On Touch 4| s =
S | | 5%
T | 9. LS313 Insole ultra-thin for high arch of the foot Hold On Light | Ycrinka YALTPATOHKA Jlst BHCOKOTO 3804y cTor Hold Onj|
%ﬁ e 10, L8314 Insole soft diabetic Hold On Soft Yerinka m’aka aiabernuna Hold On Soft ; ;>
= = | , SE el
i B LS322 Insole with heel spur unloading Lets go Touch Yerinka i3 possanTakeHHAM N°ATKOBOT Wwnopk Lets go - "
2 3 Touch 3| XS
7 - IS
<(_ 12. LS324 Insole diabetic with heel spur unloading Lets go Soft Yerinka niabetnuna i3 possaHTaNeHHAM M'ATKOBOT WNOpH,. ;
2 | Lets go Soft
g \L" 13T IS315 Insole for sport Get Up Sport Yerinka s copry Get Up Sport o
AR i 4. L8316 Insole for outdoor activities Get Up Activity Yerinka ana aktusroro sianounnky Get Up Activity )| s
i -
% ! 15. L8317 Insole for physical activities Get Up Fitness Yerinka ana disnunux vasantaxens Get Up Fitness 3 S")>
! LS318 Insole for traveling Get Up Tourism Yerinka ans noaopowed Get Up Tourism ]
LS330 Insole for high heel shoes Promenade Lady Yerika ana B3yTTs Ha BHCOKOMY kabnyui Promenade Ladli [f=+ =7
LS331 Insole supportive without shell Promenade Siesta Yerinka nixtpumytoua Geskapkacha Promenade Siesta S \»
L8333 Insole with shell for closed summer shoes Promenade YerTinka kapkacHa JUls TITHLOTO 3aKPUTOTO B3YTTA
Elegance Promenade Elegance
LS334 Insole soft for sensitive feet Promenade Donna Yerinka m'aka s yyTnusrx Hir Promenade Donna it
1.5340 Thermo-insole Warm Up Tepmo foil Tepmo-ycrinka Warm Up Tepmo foil L
LS341 Insole-supinator classical winter Warm Up Classm Yerinka-cyninatop kiacuuna 3umosa Classic Warm Up o
ey £L » A=)
<(_ ; l 23. L5342 Insole winter with heel spur unloading W%@ﬁhﬁ_ 19 M3Hmoaa 13 PO3BAHTAKEHHAM N’ ATKOBOT LLNOPH ,>>>
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S Annex 1 Honaroxk 1 :
S to the declaration of Conformity Series BB00S Na 2022.8.3 Ao pekaapauit npo signosianicrs Cepin BB00S Ne 2022.8.3 |- f
B = Ne Monenn/ Title of medical product modification Ha3sa mopudixauii meanunoro supoGy b X
(I n/n REF o )
Q‘ I in English YKpaiHCbKOI0 MOBOIO e )
A (7 =
s [ Z NN
g;f Warm Up Touch -
_;(35_. i 3 ;

5 Z=o4t 24, L5343 Insole winter soft and ultra-thin Warm Up Light Yerinika sumona M’sika Ta yabtpatonka Warm Up Light I" S
N3 |0 el N
e 5 25, LS344 Insole soft with wool Warm Up Lamb Yerinka m’aka i3 weperi Warm Up Lamb SR
i o
- .-'; AR 26. L5345 Insole warming-up with felt Warm Up Wool Yerinka sirpisatoua Ha goitnoky Warm Up Wool N =
> H e

ME 27, 1.8350 Insoles hygienic hygroscopic Keep up Breezy Yerinku ririeniuni rirpockonivni Keep up Breezy A s
< ot 28, L8351 Insoles hygienic sorption Keep up Aroma Yerinku ririeniuni copuiiini Keep up Aroma )
; L8352 Insoles hygienic breathable Keep up Cool Yerinku ririeniuni nositponponukni Keep up Cool 2N
L8353 Insoles hygienic antibacterial Keep up Perfect Yerinku ririeniuni antumikpoBui Keep up Perfect | %
=
LS401 Half insole-supinator classical Go step Classic Hanisycrtinka-cyninarop knacuuna Go step Classic @ ))
LS402 Half insole therapeutic and preventive Go step Touch Hanisyctinka nikysansno-npodinaktuuna Go step Touch | S
L8422 Half insole with heel spur unloading Lets go Touch Hanisycrinka i3 possanTaensm n’atkosoi wmopy Lets X 5
Touch H) 88 5
| LS430 Half insole with shell for open shoes with heel up to 5 Hanisyctinka kapkacHa 18 BiAKpHTOrO B3yTTd 3 KabmyKon =
i c¢m Promenade Elegance no 5 em Promenade Elegance | 225
2 |8 | 35, L8431 Half insole without shell for different types of shoes Hanisyctinka Geskapkacha uis pisHoro Tuny B3yt @
N7 i Promenade Siesta Promenade Siesta 1) SN
<l ‘_
< £_ ) 2l 36, LS432 Half insole with shell for open shoes with heel up to 5 HanisycTifika kapkacha At BiAKPHTOTO B3YTTA 3 xaﬁnyxo _
&5 | cm Promenade Rest 1o 5 oM Promenade Rest N
a2 ay c
2] 37 LS433 Half insole ultra-thin for shoes with heel from 5 to 7 cm HaniycTinka ynsTpatonka Ans MOAENLHOTO B3YTTS BigL 5
T 72 |4l Promenade Donna no 7 cm Promenade Donna H =
Z 3 ‘ %
b 38, 1.5434 Half insole soft for shoes with heel from S to 7 cm Hanisycrinka m’sia ins MoAeLHOTO B3YTTA Big S 10 7 oM 2
S ’ - Promenade Soft Promenade Soft &
o240 39. L8371k Insole-supinator for children classical Baby Classic Yc‘rihna-cyniuamp JwTaua knacHyHa Baby Classic A
= - S| D
(’ ¢ 40, L8372k Insole for children preventive and therapeutic Baby Yerinka autaua npodinakriuno-nikysansua Baby Touch >
i 3 Touch '
Sl 41, LS374k Insole orthopedic longitudinal with heel amortization Yetinka oproneanuna NoB3AOBKHA 3 AMOPTHIALIEIO M ATKH.
2, i for children Baby Ortos s pitei Baby Ortos Wl ; e
& / 42, L8375k “Insole orthopedic longitudinal for children Baby Valgus | Yerinka opronennuna nossnonsis Juia giteii Baby Valgus e »
& vefte]| 43. LS376k Insole preventive for children Baby Rest Yerinka npodinaktiuna s aiteii Baby Rest ﬁ 245
S| | ; )1 7
e |f 44, L8377k Insole for children warm Baby Winter Yerinka anraua tenna Baby Winter SN
KA e
i | 5 5 T
(( 45. LSBI11k Insole for children orthopedic VP1 /QB 4 yK' P Juca JHTAua oproneanuna BIT1 2 _,.>
_'I 3, H 29- -
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YKpaTHCLKO10 MOBOIO

LSBI12k

Insole for children orthopedic VP2

Yerinka auTaua oproneauuna BI12

LSBI13k

Insole for children orthopedic VP3

Yerinka autaua opronearuna BI13

LSBI14k

Insole for children orthopedic VP4

VYerinka antaua oproneauyna BIT4

LSBI15k

Insole for children orthopedic VP35

Yerinka nutava oproneauyna BITS

LSBII6k

Insole for children orthopedic VP6

VYerinka autaua oproneanuna BI16

LSBI16ak

Insole for children orthopedic VP6a

Yerinka autaua oproneanyna Bll6a

LSBI166k

Insole for children orthopedic VP6b

Yerinka auraua oproneauuna BI166

L ey R

LSBIT7k

Insole for children orthopedic VP7

Yerinka gutava oproneauwyna BIT7

B gt

LSBI18k

Insole for children orthopedic VP8

Yerinka autava oproneanyuna BII8

LSBIT9k

Insole for children orthopedic VP9

Yerinka autaua oproneanyna BIT9

LSBIT10k

Insole for children orthopedic VP10

Yerinka aumsiua oproneanuna BITI0

LS503

Heel pad“insole of wedge shape Go step Orthopedic

[ian’stounnk knunosuanmit Go step Orthopedic

LS504

Heel pad insole of circle shape Go step Relax

Mian’ srounuk kpyraumii Go stéi} Relax

LS505

Heel pad insole soft for central heel spur Go step

TTian’ ATouHAK M AKKIT NP LeHTPaNbHIl N°ATKOBIH WMNOpi
Go step Soft

L8506

Heel pad insole for central and displaced heel spur Go
step Ortos s

TTian’ATOMHHK P LeHTPANLHIl TA 3MILUEHIR 1 ATKOBIH
wnopi Go step Ortos

LS507

Heel pad insole for heel spur with removable insert Go
step Touch

[Tian’aTouHHK NPH N’ATKOBIH WNOpI, 3 AEMOHTOBAHOIO
sknaakoio Go step Touch

LS508

Heel pad insole rigid for central heel spur with insert
Go step Classic

TTiAN’ S TOUHHK KOPCTKHH NPH UEHTPANBHII N’ ATKOBIH
winopi i3 Bknankoio Go step Classic

LS511

Heel pad insole rigid for shortening of leg for 8-12 mm
Hold On Ortos

TTin’ STOUHHK JKOPCTKHIT NPH ykopoucHHi 8-12 mm Hold E:] ¥
On Ortos

LS512

Heel pad insole soft for shortening of leg for 3-6 mm
Hold On Soft

[Tian’arounnuk M’ akuit npu ykopouenni 3-6 MM Hold On
Soft

L8513

Heel pad insole rigid of wedge shape corrective Hold
On Orthopedic

Tlian’aTouHHK KIUHOBKAHMIT IOpCTKHH Kopuryiounii Ho
On Orthopedic

L8531

Wedge under the longitudinal arch of the foot Go step
Classic

Knuu nia nossnomkniii 3sin eronn Go step Classic

L5532

Wedge-insert orthopedic Go step Touch

Knnn-srnaaka oproneanyna Go step Touch

|
i e [

L8533

Insert for the front arch of the foot Go ste
Ty

tasy * VK1) B

A

a ANA Nepeboro 3oy cromu Go step Fantasy
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in English

Ha3pa moandikauil meanunoro supoGy e I

YKpaTHCEKOK MOBOKO

L8535

Insert orthopedic of teardrop-shape Go step Minim

TMenot oproneanunnii kanneenannii Go step Minim

L5536

Insert for combined flatfoot Go step T-Look

Brnaaka nns komGinosaHoi niockoctonocti Go step T-
Look

L5630

Insert under the metatarsus against corns Promenade
Miss

LS631

Insert for the front arch of the foot Promenade Relax

L8632

Insert preventive for diametral flatfoot Promenade
Magic

Promenade Magic
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