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HacToswaa akcnayaTauMoHHas AOKYMeHTaumsa MOAroToB/leHa AN NpeaocTaBfieHuns
CBEAEHU B LENsX perucrpaumm v npuMeHeHUs MeAMUMHCKOrO W34eNnns Ha Tepputopum
Poccuiickor depepaumm.

CsefleHnsi npeAcTaBfieHbl B 00beMe, TpebyemMom B coOTBeTCTBUM C . [lpaBunamu
perucTpaumm MeauunHcKmx nsgenuii (MoctaHosneHune MpasutenbcTBa oT 27.12.2012)Nel1416).

Cwren! operational documentation was prepared for provision of information with the
purpose of the medical device registration and use at the territory of the Russian Federation.

Infonnation is presented in the volume required by the Guidance for'Medical devices
registration (Governmental order #1416 dated from 27.12.2012).
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1 OCHOBHbIE CBEAEHVA O MEAVNUMNHCKOM N3AE/IN | GENERAL
INFORMATION ABOUT THE MEDICAL DEVICE
LI. HAMMEHOBAHVE MEAVNUMNHCKOIO N3AENNA / IMEDICAL DEVICE NAME

TpUKOTX MEAMUUHCKUIA  KOMMPECCUOHHbIN SMARTLEG® (ganee ,[o -~ TEKCTY -
MeAULMHCKOE U3MeNne, KOMMPECCUOHHbIA TPUKOTaX).

Medical compression liosiery SMARTLEG® (here-and-after - /medical device,
compression hosiery).

1.2. MTPON3BOANTE/Ib/ MANUFACTURER

Nabopatopun MHHOTEPA, AKuMOHepHOe 06LLecTBO yNpoLleHHOre Tuna (Laboratoires
INNOTHERA, Societe par actions simplifiee) 22 Avenue Aristide Briand’ 94110 Arcueil,
dpaHuus

Laboratories INNOTHERA, Simplified Joint stock company (Laboratoires
INNOTHERA, Societe par actions simplifiee) 22 Avenue Aristide Briand 94110 Arcueil, France

1.3. YMOJIHOMOYEHHbIV NPEACTABUTE/ b NMPOUN3BOANTENA / AUTHORIZED
REPRESENTATIVE OF MANUFACTURER

OOLLECTBO C OrpaHNYeHHON 0TBETCTBEHHOCTbH «MHHOTEK»

(000 «MHHOTEK),

Poccus, 115035, r. MockBa, CafioBHUYeCcKas HabepeskHas, oM 71

Ten: 8 800 250 1738.

Limited liability company (under the laws of the Russian Federation) “INNOTECH”
(EEC “INNOTECH?)

71, Sadovnicheskaya naberezhnaya str., Moscow,~115035, Russia

Phone: 8 800 250-1738.

1.4, HASHAYEHUE-MEANUWNHCKOIO N3AEANA / MEDICAL DEVICE
INDICATIONS

[ns ynyyimeHns BEHO3HOTO KPOBOTOKA A MUKPOLMPKYNSLWA B HUXKHUX KOHEUHOCTSX C
LUENbl0  NIEYEHUS ™ M NPOUNAKTUKNA  OTEKOB,~ OLLYLLEHWS TSHXKECTW, 6GOmW- B Horax npu
(bYHKLIMOHANbHOM BEHO3HOI HefocTaTOUHOCTM ((hne6onaTum), TeneaHrnaKIasmax (CoCyAmCTbIX
3BE3/I0YKAX WAW CETOYKax), BAPMKO3HOM PACLUMPEHWUM BeH, a Takke C LEAblo MpotunakTUKm
Tpom603a BO-Bpemsi GepeMeHHOCTV U MOGAE POAOB. M3aenne NpurogHo- s MHOTOKPATHOro
ICMO/b30BAHYS.

For-low extremities venous blood flow and microcirculation amelioration with the purpose
of treatment and prevention of legs edema, heaviness and pain in €ases of functional venous
insufficiency (phlebopathy), telangiectasia (starburst veins or vascularspider), varicose veins, and
thrombaosis prevention during the pregnancy and in post-delivery period. The medical device is
suitable for multiple use.

15. OBJIACTb NMPUMEHEHNA MEONUMNHCKOIO U3OENNA | MEDICAL DEVICE
SCOPE
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LLINpOKOro npvMeHeHus, B TOM YnCne, ANA AOMaLUHEr0 UCNO/b30BaHWS.
This medical device is intended for wide use, including application at home.

1.6. COCTAB MEANUMNHCKOIO U3OENNA [ MEDICAL DEVICE COMPQOSITION

TPUKOTaXX MEANUMHCKAIA KOMAPECCUOHHBIA SMARTLEG® B BapuaHTax UCMO/HEHUS
Medical compression hosiery SMARTLEG” is presented in following types.

1. k OnroTku KOMMpPeccnoHHble / Compression tights:
11 KonroTkn KomMnpeccuoHHble maToBble SMARTLEG®:
useT: Splendide, Prodigieuse, Reveuse, Captivante
pasmep: TO, T, T1+, T2, T2+, T3, T3+, T4,

anvHa: Court, Normal, Long

11 Opaque compression tights SMARTLEG":

color: Splendide, Prodigieuse, Reveuse, Captivante

size: TO, T, T1+, T2, T2+, T3, T3+, T4,

length: Court, Normal, Long

1.2 KonroTkn KoMnpeccroHHble noaynpospavHsie SMARTLEG®:

uset Mysterieuse, Naturelle, Lumineuse, Superbe, Delicieuse, Imperiale, Audacieuse
pasmep: TO, T, T1+, T2, T2+, T3, T3+, T4

anvHa: Court, Normal, Long

1.2 Semi-transparent compression tights SMARTLEG":

Color Mysterieuse, Naturelle,/Lumineuse, Superbe, Delicieuse;/Imperiale, Audacieuse
Size: TO, TI, T1+, T2, T2+, T3, T3+, T4

Length: Court, Normal, Long

1.3 Konrotkn KomnpeccuoHHble npo3payHble SMARTLEG®:

ugeT: Irresistible, Delicate, Ravissante, Radieuse, Rayonnante, Fabuleuse
pasmep: TO, Tl, T1+, T2, T2+, T3, T3+, T4

anvHa: Court, Normal, Long

1.3 Transparent compression tights SMARTLEG:

Color: Irresistible;/Delicate, Ravissante, Radieuse;-Rayonnante, Fabuleuse
Size: TO, TI, T14, T2, T2+, T3, T3+, T4

Length: Court, Normal, Long

2. Yynkn kommpeccuoHHble / Compression stockings:

2.1 Yynkn KomnpeccroHHble nonynpo3paydsie SMARTLEG®:
uset: Mysterieuse, Ardoise, Saphir, Ambre, Opale, Poudre
pasvep: TO) T, T1+, T2, T2+, T3, T3+,T4

anvHa: Court, Normal

2.1 Semi=transparent compression stockings SMARTLEG":
Color. Mysterieuse, Ardoise, Saphir,,/Ambre. Opale, Poudre
Size: TO. Tl, T1+, T2. T2+, T3, T3+.T4

Length: Court. Normal

2.2 Yynkn KomMmnpeccuoHHble npo3padHble SMARTLEG®:
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useta: Irresistible, Delicate, Ravissante, Radieuse, Rayonnante, Fabuleuse
pasmepbl: TO, Tl, T1+, T2, T2+, T3, T3+, T4

AnvHa: Court, Normal

2.2 Transparent compression stockings SMARTLEG*:

Colors: Irresistible, Delicate, Ravissante, Radieuse, Rayonnante, Fabuleuse
Sizes: TO, T, T1+, T2, T2+, T3, T3+, T4

Length: Court, Normal

3. Tonbgbl KoMnpeccnoHHbIe / Compression knee-socks:
3.1 Ionbbl KOMNPecCHMoHHbIe Nonynpo3payHble SMARTLEG®:
useta: Mysterieuse, Ardoise, Saphir, Ambre, Opale, Poudre
pasmepbl: TO, TI, T1+, T2, T2+, T3, T3+, T4

anvHa: Court, Normal

3.1 Semi-transparent compression knee-sacks SMARTLEG®:
Colors: Mysterieuse, Ardoise, Saphir, Ambre, Opale, Poudre
Sizes: TO, Tl, T1+, T2, T2+, T3, T3+, T4

Length: Court, Normal

3.2 T'onbMbl KOMNPECCUOHHbIE NpodpadHble SMARTLEG®:

useta: Irresistible, Delicate, Ravissante, Radieuse, Rayonnante, Fabuleuse
pasmepbl: TO, Tl, TU-, T2, T2I-, T3, T3+, T4

anvHa: Court, Normal

3.2 Transparent compression knee-socks SMARTLEG®:

Colors: Irresistible, Delicate; Ravissante, Radieuse, Rayonnante, Fabuleuse
Sizes: TO, Tl, T1+, T2, T2+, T3, T3+, T4

Length: Court, Nonnal

1.7. ONMMCAHVE MEAVNUMNHCKOIO U3OENA/ MEDICAL DEVICE DESCRIPTION

TPUKOTaXK MEAULUHEKMIA KOMNPECCUOHHBIN ABNAETES-BaXKHBIM KOMMOHEHTOM NPOMUIAKTUKA 1
NeyeHns 3a60/1eBaHUI BEH HMXKHNX KOHEYHOCTeN. ©T 06bIYHOr0 KOMMPEeCCUOHHOT0/6esba
OT/IMYAETCA TEM, YTO CTeMeHb AaBNeHUs OT/IMYAETCA Ha KaXK4OM Y4acTKe.

TPUKOTaXX MeAUUUHCKNIA KOMNpeccnoHHbIn SMARTLEG® npeactasneH 60/1bLUMM
KOMIMYeCTBOM MOJENEN, caMbiM/ BOCTPEGOBaHHBIMU ABAKOTCA KOMTOTKW, Yy/KI, roNbMbl.
Medical compression hosiery is an important component of low extremities veins diseases
prophylaxis and treatment. It differs from standard compression clothes in-compression, which is
different at each separate part of the device:

Medical compression hosiery SMARTLEG® is presented in a wide range-of models, most
requested-from which are tights, stockings-and knee-socks.
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1.7.1. KonroTkm KomnpeccuoHHble / Compression tights:

Konrotkn komnpeccnoHHble SMARTLEG®),

Compression tights SMARTLEG":

- Konrotkn KomnpeccuoHHble maTtoBble SMARTLEG®:

uget: Splendide, Prodigieuse, Reveuse, Captivante

pasvep: TO, T, T1+, T2, T2+, T3, T3+, T4,

anvHa: Court, Normal, Long

- Opaque compression tights SMARTLEG":

color: Splendide, Prodigieuse, Reveuse, Captivante

size: TO, T, T1+, T2, T2+, T3, T3+, T4,

length: Court, Normal, Long

- Konrotkn KoMnpeccuoHHbIe nonynpospavrble SMARTLEG®:
useT Mysterieuse, Naturelle, Lumineuse, Superbe, Delicieuse, Imperiale,
Audacieuse

pasmep: TO, T, T1+, T2, T2+, T3, T3+, T4

AnvHa: Court, Normal, Long

- Semi-transparent compression tights SMARTLEG"":

Color Mysterieuse, Naturelle, Lumineuse, _Superbe, Delicieuse, Imperiale,
Audacieuse

Size: TO, Tl, T1+, T2, T2+, T3, T3+, T4

Length: Court, Normal, Long

- Konrotkn KomnpeccuoHHble npo3payHble SMARTLEG®:

useT: Irresistible, Delicate, Ravissante, Radieuse, Rayonnante, Fabuleuse
pasmep: TO, Tl, T1+, T2, T2+, T3,-T3+, T4

anvHa: Court, Normal, Long

- Transparent compression tights SMARTLEG™:

Color: Irresistible, Delicate, Ravissante, Radieuse, Rayonnante,-Fabuleuse
Size: TO, TI, T1+, T2, T2+, 3, T3+, T4

Length: Court, Normal, Long

ABNATCA  MEQUUMHCKUM-. W3JenneM, nNpeaCTaBsaloWUM  cobo  Yy/noYHO-HOCOYHOE — u3fenve,
MOKPbIBAIOLLEE HUKHIOK- YaCTb TY/OBULLA W HOFU JNOMHOCTHIO, BK/KOYAs CTOfbl, KaXayl B
OTAE/NbHOCTMW.

It’s a medical device, representing stocking-socks device, fully covering the lowerpart of the body and
legs, including each foot separately.

W3pnenne n3rotoBneHo Mo TEXHOMOTUM KPYroBOW. BA3KM C MOCNEAYHLMM CLUMBAHWEM W BCTaBKOW
nacTosuubl. LLIBbI NT0CKMe.

The product is manufactured by means of circle knitting technology with subsequent seaming and gusset
insertion. Sutures-are plane.

PasnunuatoT crnegytolime anemMeHTbl U3genuns:

- 60pT (NoSAC) ABONHOWN NNOTHBIA BbICOTOW He-601ee 60 MM;

- TOPC KO/ITOTOK B 30He Nepexofa 0T BepxHeit-YacTun 6espa K MPpOMeXKHOCTU BBINONHEH B BUAE NOTHbIX
LLOPTMKOB €.0Ba/IbHOM NTaCTOBULLEN;

- NepexoAHas 30Ha Mexay 6epeHHO YacTbio N TOPTUKAMMU;

- HOXKa; FAaaKas, 6e3 puCyHKa, BbIBA3bIBAETCS C UCMO/b30BAHWEM TPUKOTXKHON Y M3HAHOYHOWN HUTK,
- Cnef, 3aKpbITbliA, FNaAKWIA, C YCUIEHHOW NMOAOLLBEHHON YaCcTbio;

- NATKA KNaccuyeckasi, BbiBs3aHHas, CYCUNEHHON HMXKHEN YacTbto, BbICOTOW He MeHee 30 MM 1 He 60/1ee
60 mMm;

- MbICOK K/1aCCUYeCKOW (hOpMbl C YCUNEHNEM 3aLLNTBIA NEPEKUAHBIM LLBOM.

Following elements of the product are determined:
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- tight torse in the area of thigh upper part and perineum is presented in a form of tight panties with oval
gusset;

- transition zone (with a drawing) between the thigh and the panty

- the leg knitted with the knitting yarn and a lay-in yam is smooth and without drawings

- tread is closed, produced from smooth knitting with strengthened bottom;

- classic heel, knitted with reinforced lower part, height of at least 30 mm and not more.than 60 mm;

- classic form reinforced toe closed with a stitch suture

1.7.2. Yynkn KomnpeccnoHHble / Compression stockings

YUynkn komnpeccnoHHble SMARTLEG®:

Compression stockings SMARTLEG®)

- Uynkun komnpeccoHHbIe nonynpo3pavHbie SMARTLEG®:

uset: Mysterieuse, Ardoise, Saphir, Ambre, Opale, Poudre

pasmep: TO, T, T1+, T2, T2+, T3, T3+, T4

AnvHa: Court, Normal

- Semi-transparent compression stockings. SMARTLEG®:

Color; Mysterieuse, Ardoise, Saphir, Ambre, Opale, Poudre

Size: TO, T, T1+, T2, T2+, T3, T3+, T4

Length: Court, Nonnal

- UynKun KomMmnpeccruoHHble npo3payHble SMARTLEG®:

useta: Irresistible, Delicate, Ravissante, Radieuse, Rayonnante, Fabuleuse

pasmepbl: TO, Tl, T1+, T2, T2+, T3, T3+, T4

AnvHa: Court, Normal

- Transparent compression stockings SMARTLEG®:

Colors: Irresistible, Delicate, Ravissante, Radieuse, Rayonnante, Fabuleuse

Sizes: TO, TI, T1+, T2, T2+, T8, T3+, T4

Length: Court, Nonnal

ABNAOTCA MEANLMHCKUM U3LAENMEM, MPeACTaBAIOLWMM COO0A HyN104YHO-HOCOUHOE M3aeNne,
MOKPbIBAKOLLMe CTOMY U HOFY NOMHOCThHO.

It is a medical device in fonn of stocking-socks device, fully covering leg and foot.

W3penvie n3rotoBneHO Mo-TEXHOOMMU KPYroBOM BA3KW.

The product is produced-by means of circle knitting technology.

PasnnyaroT cnepyroLLe 3neMeHTbl N34enuns:

- 60pT (Kpain Yynka B 30He BepxXHel yacTu Gefpa) BbIMO/HEH B BUAE &XYPHON KPY>KEBHON PE3UHKM
BbICOTON He 6onee 60°MM, C CUIMKOHOBOI MOMOCKOM BbICOTON He 60nee 40 MM, .CNOCOGCTBYHOLLEN
HaZeXHOW (hmKcaLMm-yy/Ka Ha Hore;

- NaroneHoK (HaZeBaeMas Ha HOry 4acTtb), rnagkas, 6e3 puUCcyHKa, BbIBA3bIBAETCSH C UCMO/b30BaHNEM
TPUKOTAXHOW N U3HAHOYHON HUTMK;

- Cnef, 3aKpbIThiid, TNaAKWIA, C YCUNEHHOW NOAOLHBEHHON YacTbHO;

- MIATKA KNaCCUYECKas, BbIBA3aHHas, C YCUNEHHOW HVXKHEN YacTbto, BbICOTOM He MeHee 30 MM 1 He 60/1ee
60 mm;

- MbICOK K/12ECUYECKOW (hOPMbI C YCUNEHNEN 3aLUNTbIN NepeKngHbIM LLBOM:

Following elements of the product are detennined:

- buffet (edge of the stocking in the tight.upper part) in a form of lace ribbon of not more than 60 mm
height with attached silicon band of not.more than 40 mm height, providing reliable stockings fixation
on the-leg;

- calf (leg of stocking), smooth, without paintings, knitted with the knitting yam and a lay-in yam;

- tread is closed, produced by smooth knitting with strengthened bottom;

- classic heel, knitted with reinforced lower part, height of at least 30 mm and not more than 60 mm;
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- classic form reinforced toe elosed with a stitch suture.

1.7.3. Tonb®bl KOMNpeccnoHHble / Compression knee-socks

"onbbl KOMNpeccoHHble SMARTLEG®:
Compression knee-socks SMARTLEG®:
- Monbbl KOMMNPeCCUoHHbIE nonynpo3pavHbie SMARTLEG®:
upeta: Mysterieuse, Ardoise, Saphir, Ambre, Opale, Poudre
pasvepbl: TO, Tl, T1+, T2, T2+, T3, T3+, T4
AnvHa: Court, Normal
- Semi-transparent compression knee-socks SMARTLEG®:
Colors: Mysterieuse, Ardoise, Saphir, Ambre;-Opale, Poudre
Sizes: TO, Tl, T1+, T2, T2+, T3, T3+, T4
Length: Court, Normal
- Monbgbl KOMNpPeccoHHbIe npo3payvHbie SMARTLEG®:
useta: Irresistible, Delieate, Ravissante; Radieuse, Rayonnante, Fabuleuse
pasmepbl: TO, Tl, T1+, T2, T2+, T3, T3+, T4
AnvHa: Court, Normal
- Transparent compression knee-socks SMARTLEG®:
Colors: Irresistible, Delicate, Ravissante, Radieuse, Rayonnante, Fabuleuse
Sizes: TO, Tl, T1+, T2, T2+, T3, T3+, T4
Length: Court, Normal

ABNAOTCA  MeAUUMHCKUM  U3LEAUEM, NPeACTaBNAoWMM  COBOM  YyNIOYHO-HOCOYHOE  M3feNve,
MOKPbIBAOLLME CTOMY Y HUXKHIOK) HaCTb HOT 40 KOJIeHa.

It is a medieal device in fonn of stocking-socks device, covering;foot and the lower part of the leg up to
the knee.

W3penve n3rotoBneHo rno TEXHOIOMMIN KPYroBO BSA3KM.

The product is produced by means of circle knitting technology.

Pa3nnyatoT cnegyroLume afieMeHTbl U34enuns:

- 60pT (Kpain rofba B 30He BepXHel 4acTU rofieHN) BbINOSHEH B BUAE T1aAKOBA3aHHOW, NIOTHOW,
[BOMHON Pe3nHKM BbIEOTOM He 6onee 45 MM;

- NarofeHoK (HaZeBaemas Ha HOry 4acTb), rnagkast, 0e3 puUcyHka, BbIBA3bIBAETCA CUCMO/b30BAHNEM
TPUKOTAXHON N M3HAHOUYHOWN HUTHK;

- CNief}, 3aKpbITbIiA, TAAAKWIA, € YeUneHHON NOAOLLIBEHHOW YacTbto;

- NATKA KNaccuyeckas; BbIBsi3aHHas, C YCUIEHHOW HXXHEN YaeTbto, BbleoToi He MeHee 30 MM 1 He 60/1ee
60 MM,

- MbICOK K/1aCCUYECKOM (DOPMbI C YCUIEHVEM 3alUTbIN NepekngHbIM LLBOM.

Following elements of the product are determined:

- buffet (edge efthe sock in the calf upper part)-in a form of smoothly knitted; solid, double ribbon of
not more than'45 ' mm height;

- calf (leg of:the sock), smooth, without paintings, knitted with the knitting yam and a lay-in yam;

- tread is elosed, produced by smooth knitting with strengthened bottom;

- classic heel; knitted with reinforced lower part, height of at least 30 mm and not more than 60 mm;

- classicform reinforced toe elosed with/a:stitch suture.
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18. TMEPEYEHb MEXAYHAPOAHbLIX CTAHOAPTOB, KOTOPbIM
COOTBETCTBYET MEANUMNHCKOE U3OE/TME / LIST OF INTERNATIONAL
STANDARDS OF THE MEDICAL DEVICE CORRESPONDENCE

Tabnuua 1/Table 1

JokymeHT Ne

Onpektnsa CoseTa

EC 93/42

OvpekTtnea CoseTa

EC 2007/47
ISO 9001:2015

NF-S97-114

ISO 15223-1:2016

180 3758:2012

NF G30-102
ISO 14971

NFEN 1041+Al

Document #

Board Directive EC

93/42

Board Directive EC

2007/47

I1SO 9001:2015

NF-S97-114

ISO 15223-1:2016

ISO 3758:2012

NF G30-102

ISO 14971

NFEN.2041+Al

[Jata

14 ntoHsa 1993

05 ceHTA6pst 2007

2015
01 Hosbps 2011

01 Hos6ps 2016

01 anpensa 2012

1986
2012

HOs6pb 2013

Date
June;=14, 1993

September, 05,

2007
2015

November, 01,

2011
November, 01,
2016

April, 01,2012
1986

2012

Novembre 2013
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www.nevacert.ru | info@nevacert.ru

Ha3BaHune

AnpekTnea Coseta EC 93/42 0 npnbopax mMeanLMHCKOro
Ha3HayeHus
OnpekTtnea Coseta EC 2007/47/EC o npubopax

MeANLUMHCKOro HasHa4eHnA
CucteNbl MeHe)KMeEHTa KayecTBa Tpe6OBaHI/IF|

YUy04HO-HOCOYHbIE 13aeNnsa MeAVUUHCKOro HasHayeHns

MepauumHckue nsgenvsa. CUMBOSLIEAA UCMOb30BaHNA Ha
ITUKETKAX MeLULMHCKUX N3NNI, MapKMPOBKa U
npegcrasnsemas nHpopmaums. Hacte 1. O6wpe
TpeboBaHus.

TekcTUnb. MapKMpPOBOYHble 0003HAYEHUS Ha ATUKETKAX
Mo npaBuiaM yxopa.

OnpefeneHne KOMNPeccuu
MprMeHeHKe YNpaBieHUs pUcKaMy K MeAULIMHCKNM
yCTpolicTBaM. YnpaB/ieHue puckamu

NHopmauws, npefocTaBnsiemMast IPOU3BOAUTENEM.

Title
Board Directive EC)93/42 on Medical devices

Board Directive-EC 2007/47/EC on Medical devices

Quality management systems. Requirements:

Medical sock-stocking devices

Medical ‘devices. Symbols for use at medical devices
labels, labelling and presented information. Part 1. General

Textile./Care rules labelling symbols‘at labels.

Determination of compression pressure

Application of risk management‘to medical devices Risk
management

Information provided by the manufcaturer

11



2. OCHOBHbIE TEXHUNYECKUME XAPAKTEPUCTUKW / MAIN TECHNICAL
CHARACTERISTICS

OCHOBHbIe MapamMeTpbl U XapakKTEPUCTUKN NpeACTaBNeHbI B Tabnmuax 2-6.

Main parameters and characteristics are provided in tables ## 2-6.*

Tabnuua 2. PasmepHblin pag* / Table 2. Sizes*

MakcumanbHas

OKPY>XHOCTb Tanu,

cm / 88,5 96 95 106 120 129
Maximum waist

circumference, cm

EEPBL/ T T T T T’ W T T4
OKPY>XHOCTb 6eep, 80-120  70-110 90-130 80-120 95-135 90-130 115-155  110-
cM 150
hip circumference,

cm

[ONs KONroTok: 43-57 40-54 54-66 45-59 59-71 51-65 65-77 60-74
OKPY)XXHOCTb 6eapa,

M

For tights:

hip circumference,

cm

Onsa vynok: 45-57 42-54 54-66 47-59 59-71 53-65 65-77 62-74
OKPYXXHOCTb

6egpa, cm

For stockings:

hip circumference,

cm

OKpY>XHOCTb MKpbI 28-36 26-34 34-42 30-38 38-46 34-42 42-50 40-48
Circumference of the

calf
OKPY>XHOCTb
HAKONOTHN, CM 16-19 19-22 22-25 25-28 28-31
ankle circumference, -
cm
H - OnuHa konrotok  Court - MeHee 1am paBHo 69 tm)/ > 69 cm

tights length Normal - paBHo 69,1 - 77 ¢m./ from 69.1 to 77 cm

Long - 6onee 77 cm / > 77.cm

Hi - AnnHa yyaok Court - meHee vnn paBHo.74'cm / > 74 cm

stockingslength  Normal - 6onee 74 cm / >74 cm

H2- OAnvHa ronbthos  Court - meHee unum pagHo/40 / > 40 cm
knee<sacks Normal - 6onee 40 cM=L> 40 cm
length

*MegyiHCKOE  M3AeNMe  MNOeTaBASETCA  MOTPe6UTEeNt0  MOCPEACTBOM  peanv3aumn B
crneyuanisnpoBaHHbIX  MarasuHax. .’ (canoHax).  VHAMBMAyadbHbIA — nmog6op  wu3aenus
OCYALIECTB/ISIETCSA NPY YYaCTUN KOHEY/bTaHTOB, YMO/HOMOYEHHbIX TIPON3BOANTESNIEM.

KoHCynbTaHTaM B Ka4ecTBe MH(hOPMALMOHHOTO MaTepuana NpeAoCTaBseTca IKCnyaTalMoHHas
[OKYMEHTaLWs, COAiepyKaLliasi COBPEMEHHbIE 1 0eTaTOUHbIE JaHHble 0 MeULIMHCKMX U34eNusX, a
TaKXe Katasioru.

Peructpanuga MU B Poc3gpaBragzope
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* The medical device is delivered to the consumer through sale in specialised shops (salons):
Individual product selection is carried out with the participation of consultants authorized by the
manufacturer.

Operational documentation containing up-to-date and sufficient data on medical devicesis
provided to consultants as an information materials, as well as catalogues.

Tabnuua 3. PekomeHyeMbIi MaKCMMal/lbHbI pasmep 06yBuM (B COOTBETCTBUU C
POCCMIACKOI LLIKaNOoiA pa3mepoB)

Table 3. Recommended maximum shoe size (in accordance with the Russian scale of sizes)

Pasmepbl

KOMMMPECCUOHHBIX TO T1 T+ T2 T2+ T3 T3+ T4
n3nenwii

MakcrmasbHbll

PeKOMeH.yeMblit 40 40 40 41 41 42 42 43

pasmep 00yBM

Compression
devices sizes
Recommended
maximal shoes size

TO T1 T1+ T2 T2+ T3 T3+ T4

40 40 40 il 41 42 42 43

Tabnuubl 4.1 - 4,7. JInHenHbIe pasMepbl MeAULMHCKOI0 U3aeNns
Table 4 - 4.7 The linear dimensions of the medical device

Konrotku KomnpeccroHHble / Compression tights

Tabnvua 4.1
Ne Ob6wwasn gvHa / Onvna LLnpuHa Lnpn- LLivprHa Macca
nn. Court/ crons! / Genpa / Ha LLIMKO/OTKM r
Normal/ MM VKpb!I / MM / mm + 10%
Long MM + 10 MM +5
MM +'10 + 8
+50

1 Konrotkin KoMnpecciioHHble 858/902/940 155,0 165,0 116,0 69,0 114
MaToBble pasmep.TO

2 Konrotkin KOMRREFCHOHHbIE 843/924/950 155,0 165,0 119)0 75,0 114
MaToBble pasmep Tl

3 KonroTku KoMgpECCHoHHble 897/897/946 160,0 183,0 123,0 75,0 122
MaToBble pasvep T1+

4 Konrotki KQMnpeccvioHHble 855/938/945 160,0 182,0 122,0 78,0 127
mMaToBble pasmep T2

5  KonrorkaSqMnpeccuorHble 893/917/9417 160,0 198,0 125,0 78,0 136
MaToBble-pasmep T2+

6  Konriigd komnpeccuoHHble 930/941/1007 160,0 190,0 124,0 86,5 149
MaToBbIe pasmvep T3

7 Keggin KomnpeccuoHHble 892/904/976 160,0 198,0 130,0 88,0 180
MaToBble pasmep T3+

8  KonroTku KommnpeccioHHbie 876/938/987 160,0 195,0 126,0 90,0 185
MaToBble pasmep T4
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Tabnuua 4.2

No

n.n.

1 KonroTkyM KOMMPecCUoHHbIe
nosynpospayHble pasmep TO

2 Ko/IroTKn KOMMNPECCUOHHbIe
nonynpospavHble pasmep T1

3 Konrotkyn KoMnpeccnmoHHble
nosynpospayvHble pasmep
T1+

4 KoNnrotkn KomMnpeccmoHHbIe
nosynpospayHble pasvep T2

5 Ko/roTKn KOMMpeccuoHHble
nosynpospavHble pasmep
T2+

6 KoNrotky KoMnpeccuoHHbIe
nosyrnpospayHbie pasmep T3

7 Konrotky KoMnpeccnoHHbIe
noslynpo3payHbie pasmep
T3+

8 KonroTky KOMMpPEeCcCMoHHbIe
nosynpo3spayvHble pasmep T4

Tabnvua 4.3

No

n.n.

1 Konrotky KomMnpeccuoHHbIe
npo3spayHble pasmep TO

2 Ko/roTKn KOMMpPeccnoHHbie
npospayHble pasmep TL

3 Konrotkn KoMnpeccuoHHbIe
npo3payHble pasmep.T 1+

4 Konrotkn KomnpeccuoHHble
npo3spayHble pasvep T2

5 Konrotkn KoMnpeccnoHHbIe
npo3spayHble pasvep T2+

6 Konrotkn KOMAPECCUOHHbIEe
npo3spayHblepasvep T3

7 Konrotkn KoMIpeccnoHHble
npo3payHele pasmep T3+

8 KonroTky KoMrnpeccnoHHble

npospayHble pasvep T4

Peructpamnug MU B PocagpaBrap3sope
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O6uwast gnnHa

Court/
Normal/
Long
(Mm)
+50

689/718/760

684/688/742

700/720/738

685/691/739

718/736/770

71817421147

765/784/835

750/790/795

ObLwasn gnnHa
Court/
Normal/
Long
(Mm)
+50

695/735/800
685/720/760
730/800/800
690/710/755
755/760/790
670/705/710
760/760/820

730/775/795

OnvHa

cTorbl
(M)
+ 10

135,0

135,0

135,0

135,0

145,0

150,

150,0

150,0

OnvHa

CTOmbI
(M)
+ 10

130,0
130,0
130,0
130,0
130,0
130,0
135,0

140,0

LLnpuHa
6eapa
(M)
+ 10

143,0

142,0

151,0

157,0

163,0

168,0

178,0

178,0

LvpnHa
6eapa
(M)
+ 10

147,0
145,0
152,0
153,0
159,0
160,0
180,0

172,0

LLnpn-
Ha
VKpbI
(Mm)
+8

105,0

106,0

110,0

108,0

120,0

111,0

126,0

125,0

LLivpuH
a VIKpbl
(Mm)
+8

101,0
102,0
113,0
106,0
114,0
113,0
124,0

121,0

LLinpuHa
LUNKOAOTK
"
(han)
+5

75,0

80,0

80,0

85,0

86,0

93,0

93,0

94,0

LLnpuHa
LLMKOJIOTK
n
(M)
+5

69,0
75,0
74,0
78,0
78,0
87,0
87,0

93,0

Macca

(n
+ 10%

71

69

74

77

84

86

92

95

Macca

(n
+ 10%

62
62
66
72
76
80
87

90
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Tk

Ne

Ne

n.n.

Table 4.1

Compression tights opaque
size TO

Compression tights opaque
size T1

Compression tights opaque
size T1+

Compression tights opaque
size T2

Compression tights opaque
size T2+

Compression tights opaque
size T3

Compression tights opaque
size T3+

Compression tights opaque
size T4

Table 4.2

Compression tights semi-
transparent size TO
Compression tights semi-
transparent size T1
Compression tights semi-
transparent size T1+
Compression tights semis
transparent size T2
Compression tights/semi-
transparent size T2I-
Compression tights-semi-
transparent size T3
Compression tights semi-
transparent size T3+
Compression tights semi-
transparentsize T4

Table 4.3

Compression tights transparent

size TO

Compression tights transparent

size T1

Peructpanua MH B Pocagpasaagzope
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Total length
Court/
Normal’
Long
(mm)
+50

858'902/940
843/924/950
897/897/946
855/938/945
893/917/947
930/941/1007
892/904/976

876/938/987

Total length
Court./
Normal/
Long
(mm)
+50

689/718/760
684/688,/742
700/720/738
685/691/739
718/736/770
718/742/747
765/784/835

750/790/795

Totaltength
Court/
Normal/
LLong
(mm)
+50

695/735/800

685/720/760

Foot length
(mm)
+ 10

155,0
155,0
160,0
160,0
160,0
160,0
160,0

160,0

Foot length
(mm)
+ 10

135,0
135,0
135,0
135,0
145,0
150,

150,0

150,0

Foot
length
(mm)

+ 10

130,0

130,0

Width of
the thigh
(mm)

+ 10

165,0
165,0
183,0
182,0
198,0
190,0
198,0

195,0

Width of
the thigh
(mm)
+ 10

143,0
1420
151,0
157,0
163,0
168,0
178,0

178,0

Width of
the thigh
(mm)
+ 10

147,0

145,0

nvidth
of the
calf
(mm)
iS
116,0
119,0
123,0
122,0
125,0
124,0
130,0

126,0

width
of the
calf
(mm)
+8

105,0
106,0
110,0
108,0
120,0
111,0
126,0

125,0

width
of the
calf
(mm)
+8

101,0

102,0

width_of Mass*
the ankle  (weight)
(mm) (9)
5 + 10%
69,0 114
75,0 114
75,0 122
78,0 127
78,0 136
86,5 149
88,0 180
90,0 185
width of Mass*
the ankle  (weieht)
(mm) (@)
+5 + 10%
75,0 71
80,0 69
80,0 74
85,0 77
86,0 84
93,0 86
93,0 92
94,0 95
width of Mass*
the ankle  (weight)
(mm) )
+5 + 10%
69,0 62
75,0 62
15



Ne

n.n.

Ne

Mn.n.

Compression tights transparent
size T1+

Compression tights transparent
size T2

Compression tights transparent
size T2+

Compression tights transparent
size T3

Compression tights transparent
size T3+

Compression tights transparent
size T4

UynKn KOMMpPEeCCUOHHbIe
nosnynpo3payHble pasmep TO
UyNKN KOMIMPeCCUOHHbIe
nonynpo3payHble pasmep T1
UyNK1 KOMMNPECCUOHHbIe
nonynpo3payHble pasmep T1+
UyNKN KOMIMPECCUOHHbIE
nosynpo3payHble pasmep T2
UyNK1 KOMMPECCOHHbIE
nosynpo3payHble pasmep T2+
UyNIKN KOMIMPeCCUOHHbIe
nosnynpo3payHble pasmep T3
UyNIKN KOMIMPECCUOHHbIE
nonynpo3payHble pasmep T3+
UynK1 KOMMpPECCUOHHbIe
nosynpo3payHble pasmep-T4

Tabnvua 4.5

UynKn KOMMpecenoHHbIe
npospayHble pasmep TO
UyNIKN KOMIMPECCUOHHbIE
npospayHble pasmep T1
UyNK/ KOMIIPECCUOHHbIE
npospayvHble. pasmep T1+
UyNKy KOMIMPECCUOHHbIE
npo3payHble pasmep T2
UynKU. KOMIMPECCUOHHbIe
npospayHble pasmep T2+
Uy/1Ki, KOMIMPECCNOHHbIE
npo3payHble pasmep T3
UyNKM KOMIMPeCCUOHHbIe
npo3payHble pasmep T3+
UyNKM KOMIMPeCCNOHHbIE
npospayHble pasvep T4
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Uynkn komnpeccnoHHble / Compression stockings
Tabnvua 4.4

730'800'800 130,0
690/710/755 130,0
755'760/790 130,0
670/705/710 130,0
760/760/820 135,0
730/775/795 140,0
JAnnHa JOnvHa
Court/ cTorbI
Normal (Mm)
(Mm)'£.40 + 10
422]443 130,0
405/455 130,0
430/446 130,0
423/474 135,0
420/450 135,0
440/480 140,0
424/465 140,0
446/457 140,0
JOnnHa JnnHa
Court/ CTOMbI
Normal (Mm)
(Mm) + 40 + 10
455/475 130,0
433/463 130,0
427/450 130,0
4471468 135,0
455/474 135,0
449/482 140,0
455/475 140,0
465/475 140,0

152,0
153,0
159,0
160,0
180,0

172,0

LLnpuHa
Begpa
(Mm)

+ 10

140,0
1440
160,0
150,0
168,0
168,0
181,0

178,0

LLinpunHa
Begpa
(Mm)

+ 10

146,0
140,0
146,0
154,0
158,0
160,0
180,0

172,0

113.0
106,0
114,0
113,0
124,0

121,0

LLnpuHa

MKPb
(Mm)
+8

96,0

99,0

106,0
107,0
111,0
118,0
1240

129,0

LLnpuHa

VKb
(Mm)
+8

102,0
99,0

104,0
109,0
113,0
117,0
122,0

121,0

74,0
78,0
78,0
87,0
87,0

93,0

LLinpuHa
LLIMKOMOTK
n
(Mm)
+5

73,0
79,0
80,0
85,0
86,0
93,0
93,0

104,0

UivpuHa
LLIMKOMOTK
n
(M)
+5

67,0
76,0
74,0
78,0
78,0
86,0
87,0

93,0

66
72
76
80
87

90

Macca

(n)

+ 10%
53
58
62
67
7
73
76

79

Macca

(n)

+ 10%
50
51
53
56
59
61
65

68
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Table 4.4

Compression stockings semi-
transparent size TO
Compression stockings semi-
transparent size T1
Compression stockings semi-
transparent size T 1+
Compression stockings semi-
transparent size T2
Compression stockings semi-
transparent size T2+
Compression stockings semi-
transparent size T3
Compression stockings semi-
transparent size T3+
Compression stockings semi-
transparent size T4

Table 4.5

Compression stockings transparent
size TO

Compression stockings transparent
size T1

Compression stockings transparent
size T1+

Compression stockings transparent
size T2

Compression stockings transparent
size T2+

Compression stockings transparent
size T3

Compression stockings transparent
size T3+

Compression:stockings transparent
size T4

Total length

Court,
Normal

(mm) + 40

422/443

405/455

430/446

423/474

420/450

440/480

424/465

446/457

Total length

Court/
Normal

(mm) £ 40

455/475

433/463

4271450

447/468

455/474

449/482

455/475

465/475

Foot
length

(mm)

+ 10

130,0
130,0
130,0
135,0
135,0
140,0
140,0

140,0

Foot
length

(mm)

+ 10

130,0
130,0
130,0
135,0
1350 -
140,0
140,0

140,0

Monbgbl KomnpeccroHHble / Compression knee-socks

Tabnuua-4.6
No
n.n.
1 "onbhbl KOMMPECCUOHHBbIE

nonynpospayHbie pasvep TO
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LnnHa
Court/

Normal
(M)
+30

289/300

[nvHa cTonbl
(Mwm)
+ 10

130,0

Width of  \vidth of  widthyof
the thigh the calf the
(mm) (mm) ankle
+ 10 +8 (mm)
+5
140,0 96,0 73,0
144,0 99,0 79,0
160,0 106,0 80,0
150,0 107,0 85,0
168,0 111,0 86,0
168,0 118,0 93,0
181,0 124,0 93,0
178,0 129,0 104,0
Width of  width of  width of
the thigh the calf the
(mm) (mm) ankle
+ 10 +8 (mm)
5
146,0 102,0 67,0
140,0 99,0 76,0
146,0 104,0 74,0
154,0 109,0 78,0
158,0 113,0 78,0
160,0 117,0 86,0
180,0 122,0 87,0
172,0 121,0 93,0
LLivpuHa VKpbI LLnpnHa
{mm) LLIMKO/IOTKM
+8 (Mm)
5
102,0 71,0

Mass*
(weight)

(9)
+ 10%

53
58
62
67
71
73
76

79

Mass*
(weight)

(9)
+ 10%

50
51
53
56
59
61
65

68

Macca

)

+ 10%

30
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't

2 onbbl KOMMPECCUOHHbIE

295/306 130,0 102,0 80,0
nonynpo3pavHble pasmep T1
3 Monbhbl KOMNPECCUOHHbIE 318/341 130.0 113.0 800
nosyrnpo3pavHble pasmep T1+ ' ' '
4 MonbMbl KOMMPECCUOHHbIE 300/320 135.0 111.0 86.0
nonynpo3payHble pasmep T2 ' ' ’
5 MoNbMbl KOMMPECCUOHHbIE 302/335 135.0 1170 860
nonynpo3payHble pasmep T2+ ' ' Y
6 Monbhbl KOMNPECCUOHHbIE 300/320 140.0 116.0 93.0
nonynpo3payHble pasmep T3 ' ' '
7 MonbMbl KOMMPECCUOHHbIE 325/340 1400 126.0 93.0
nonynpo3paydHble pasmep T3+ ' ' '
8 "onbthbl KOMNPECCUOHHbIE 310/343 1400 1270 960
nonaynpo3payHble pasmep T4 ' ' '
Tabnuua 4.7
Ne OnnHa OnvHa ctonbl  LLMpUHa MKPbI LLvpnHa
n.n. Court/ (Mm) (mm) LLIMKOMOTKM
Normal + 10 +8 (Mm)
(Mm) +5
%30
1 Monbthbl KOMMPECCUOHHBbIE 297/302 1250 103.5K0 68.0
npo3payHble pasmep TO ' ' '
2 M0bthbl KOMIMPECCUOHHbIE 296/313 130.0 990 75.0
npo3payHble pasmep T1 ' ' '
3 Monbbl KOMIMPECCUOHHBbIE 305/310 130.0 111.0 740
npospayHble pasmep T1+ ' ' '
4 MonbMbl KOMMPECCUOHHBbIE 320/333 135.0 106.0 78.0
npo3payHbie pasvep T2 ' ' '
5 Monbtbl KOMMPECCUOHHbIE 319/325 135.0 115.0 780
npospayHble pasmep T2+ ' ' '
6 "onbthbl KOMMPECCUOHHBbIE 310/334 1400 113.0 85.0
npo3padHble pasmep T3 ' ' '
7 "onbthbl KOMMPECCUOHHbIE 320/325 140.0 1220 87.0
npo3payHble pasmep T3+ ) ' {
8 Monbthbl KOMMPECCUOHHBIE 320/335 140.0 1250 93.0
npo3payHble pasmep T4 ' ' \
* Macca n3genusa ykasaHa gna usgennii ¢ gnvHon - Normal
Table 4.6
Ne Total length Foot length width of the width of the
Conl/ (mm) calf (mm) ankle (mm)
Normal + 10 +8 +5
(mm)
+30
1 Compression-knee-socks semi- 289/300 1300 102.0 710
transparent size TO ' ’ '
2 Compression knee-socks semi- 295/306 130.0 102.0 80.0
transparent-size T1 ' ' '
3 Compression knee-socks semi- 318/341 130.0 1130 80.0
transparent size T1+ ' S ’
4 Compression knee-socks semi- 300.'320 1350 111.0 86.0
transparent size T2 ' ’ ' '
S Compression knee-socks semi- 302/335 1350 1170 86.0

transparent size T2+
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31
34
36
36
38
42

44

Macca

(N
+ 10%
25
26
27
31
32
35
35

35

Mass*
(weight)

+ 10%

30

31

34

36

36
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Compression knee-socks semi-
transparent size T3
Compression knee-socks semi-
transparent size T3-
Compression knee-socks semi-
transparent size T4

Table 4.7

Compression knee-socks
transparent size TO
Compression knee-socks
transparent size T1
Compression knee-socks
transparent size T1+
Compression knee-socks
transparent size T2
Compression knee-socks
transparent size T2+
Compression knee-socks
transparent size T3
Compression knee-socks
transparent size T3+
Compression knee-socks
transparent size T4

300/320 140,0 116,0
325/340 140,0 126,0
310;'343 140,0 127,0
Total length Foot length width of the

Court/ (mm) calf (mm)
Nonnal + 10 +8

(mm)

+30
297/302 125,0 103,>K0
296/313 130,0 99,0
305/310 130,0 111,0
320/333 135,0 106,0
319/325 135,0 115,0
310/334 140,0 113,0
320/325 140,0 122,0
320/335 140,0 125,0

Weight is specified for praducts with length - Normal
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93,0
93,0

96,0

width ‘of the
ankle (mm)

=5

68,0
75,0
74,0
78,0
78,0
85,0
87,0

93,0

38
42

44

Mass*
(weight)

(9)
+ 10%

25
26
27
31
32
35
35

35
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Tabnuua 5. TexHMUYeCKME XapaKTepUCTUKM

Table 5. Technical characteristics

HanmeHoBaHue

1. KOoNroTKn KOMMpPecCUoHHbIe MaTOBbIe
SMARTLEG®

LigeT: Splendide, Prodigieuse, Reveusg,
Captivante

pasmvep: TO, T, T1+, T2, T2+, T3, T3+, T4,
fnvHa: Court, Normal, Long

2. Konrotkn KOMIMPECCUNOHHbIE

nonynpospayHbie SMARTLEG®:

ugeT Mysterieuse, Naturelle,.Lumineuse,
Superbe, Delicieuse, Imperiale, Audacieuse
pasmep: TO, T, T1+, T2, T2+, T3, T3+, T4
AnvHa: Court, Normal, Long

3.KOoNroTKy1 KoMMpPeccUoHHbIE Mpo3payHble
SMARTLEG®:

ugeT: Irresistible, Delicate, Ravissante,
Radieuse, Rayotmante, Fabuleuse

pasmvep: TO, TI, Ti+, T2, T2+, T3, T3+, T4
AnvHa: Court, Normal, Long

4.YynK1 KOMAPECCMOHHbIE Mo/ynpo3paYHble

SMARTLEG®:

uBeT: Mysterieuse, Ardoise, Saphir, Ambre,
Opale, Poudre

pasvep: TO, Tl, T1+, T2, T2+, T3, T3+, T4
pnvHa: Court, Normal

3meHeHue
NNHENHbIX
pas3mepoB
rnocne
CTUPKMN
(ycapka)
(%)

He 6onee 20

He 6onee 20

He 60nee 20

He 6onee 20

PacTsaxxumo

CTb Nno

ANVIHE [0 U1

nocne
CTUPKN

(%)

He meHee
120

He meHee
120

He meHee
120

He meHee
120
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Pabouas
pacTsXumoe
Tb Mo
LLHUPUHE 10 1
nocne
CTUPKN
(%)

He meHee 30

He meHee 30

He meHee 30

He meHee 30

NMoBepxHoOC
THas
NI0THOCTb
(r/m7)

He meHee
120 Ho He
6onee 300

He meHee
120-Ho He
60s1ee 300

He meHee
120 HO He
6onee 300

He meHee
120 HO He
6onee 300

PaspbiBHas
Harpyska
o v
nocsie CTUPKN
H (kre)

He meHee 68,6

U]

He meHee 68,6

U]

He meHee 68,6

U]

He meHee 68,6

)

PaspbiBHOE
YANHEHWE [0
CTUPKN
(nocne
CTUPKN)
(%)

He meHee 120
(He 6onee 20 %
0T PaspbIBHOIO
YOJIVHEHWA [0
CTUPKWN)

He meHee 120
(He 6onee 20 %
0T PaspbIBHOIO
YOJIMHEHWA 10
CTUPKWN)

He meHee 120
(He 6onee 20 %
OT pPaspbIBHOrO
YOJIMHEHWA [0
CTUPKWN)

He meHee 120
(He 6onee 20 %
0T paspbIBHOrO
YANVHEHNSA [0
CTUPKW)

OcTaTtoy4Has
necopmauns
npwm
pacTsHKeHUN
Lo n
nocne
CTUPKMN
(%)

He 6onee 10

He 6onee 10

He 6onee 10

He 6onee 10

Cnocob hukcauunm
Ha
Tesie NaumeHTa
/ HafileXXHOCTb
yaep>XXaHus

BopT B BUAe N0OTHOM
pesuHku / n3genve
HafeXHo
YIEPXXNBAETCS Ha
Tene NauueHTa

BopT B BMae NNOTHOM
PE3VHKM | n3aenve
HafleXHO
YIEPXKMNBAETCA Ha
Tene nauveHTa

BopT B BYaE NIOTHOM
PE3VHKM | n3aenme
HafleXHO
YIEPXKUBAETCS Ha
Tene nauveHTa

Bopt B BUge
KYPHOW Pe3VHKN ¢
CUTMKOHOBOM
MOIOCKOW / HageXHo
yaepXnBaeTca Ha
Hore mauueHTa



5.UynKM KOMMNPECCUOHHBIE MPO3payHble
SMARTLEG®),

ugeta: Irresistible, Delicate, Ravissante,
Radieuse, Rayoimante, Fabuleuse

pasmepbl: TO, Tl, T1+, T2, T2+, T3, T3+, T4
AnvHa: Court, Normal

6. onbthbl KOMMPECCUOHHbIE MOMYMNPo3paYHbIe
SMARTLEG®:

ugeta: Mysterieuse, Ardoise, Saphir, Ambre,
Opale, Poudre

pasmepbl: TO, Tl, T1+, T2, T2+, T3, T3+, T4
AnvHa: Court, Normal

7. Fonbbl KOMMNPECCMOHHbIE NPO3paYHble
SMARTLEG®:

ugeta: Irresistible, Delicate, Ravissante,
Radieuse, Rayoimante, Fabuleuse

pasmepbl: TO, Tl, T1+, T2, T2+-T3, T3+, T4
AnvHa: Court, Normal

Name

1. Opaque compression tights SMARTLEG®

Color: Splendide;-Prodigieuse, Reveuse,
Captivante

Size: TO, Tl, TI'KT2, T2+, T3, T3+, T4,
Length: Court, Normal, Long

2. Semi-transparent compression tights
SMARTLEG®:

He meHee
He 6onee 20 120
He meHee
He 6onee 20 120
He meHee
He 6onee 20 120
Shrinkage Elongation
after in length
washing before and
(%) after
washing
(%)
Not more  Not less than
than 20 120
Not more  Not less than
than 20 120
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He meHee 30

He meHee 30

He meHee 30

Working
tensile width
before and
after washing

(%)

Not less:than
30

Not less than
30

He meHee
120 HO He
6onee 300

He meHee
120 HO He
6onee 300

He meHee
120 Ho He
6onee 300

Surface
density
(g/m-)

Not less than
120, but not
more than
300

Not less than
120, but not

He meHee 68,6

™

He meHee 68,6

@

He meHee 68,6

@

Breaking
load before
and after
washing H
(krc)

Not less than
68,6 (7)

Not less than
68,6 (7)

He meHee 120
(He 6onee 20 %
OT PaspbIBHOIO
YANVHEHNSA [0
CTUPKWN)

He meHee 120
(He 6onee 20 %
0T paspbIBHOrO
YOJIHEHUA [0
CTUPKN)

He meHee 120
(He 60n1ee 20 %
OT pa3pbIBHOIO
YANVHEHUS A0
CTUPKN)

Breaking
elongation
before washing
(after ivashing)

(%)

Not less than
120 (not more
than 20 % from
Breaking
elongation
before washing)
Not less than

120 (not more
than 20 % from

He 6onee 10

He 6onee 10

He 6onee 10

Residual
deformation
at
elongation
before and
after the
rvashing

(%)

Not more
than 10

Not more
than 10

BopT & Buge
aXKYPHO pesnHKU ¢
CU/TMKOHOBOWA
NOSIOCKOW / HafeXHo
YAEePXMNBaETCH Ha
Hore nauueHTa

BopT B BWe MIOTHOI
PE3VHKM | u3aenue
HaZIeXXHO
YIEPXKMBAETCS Ha
Hore mauueHTa

BopT B BMaE N0OTHO
PE3VHKW / u3aenue
HafleXXHO
YAEPXKMBAETCS Ha
Hore MauyieHTa

The method of
fixation
on
patients body
/ hold reliability

The edge is in the
form of dense elastic
band / the product is
securely held on the

patient's body

The edge is in the
form of dense elastic
band / the product is
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Color Mysterieuse, Naturelle, Lumineuse,
Superbe, Delicieuse, Imperiale, Audacieuse
Size; TO, T, T1+, T2, T2+, T3, T3+, T4
Length: Court, Normal, Long

3. Transparent compression tights
SMARTLEG*:

Color: Irresistible, Delicate, Ravissante,
Radieuse, Rayonnante, Fabuleuse

Size: TO, TI, T+, T2, T2+, T3, T3+, T4
Length: Court, Normal, Long

4. Semi-transparent compression stockings
SMARTLEG":

Color: Mysterieuse, Ardoise, Saphir,;/Ambre,
Opale, Poudre

Size: TO, T, T1+, T2, T2+, T3, T3+-T4
Length: Court, Normal

5. Transparent compression stoekings
SMARTLEG":

Colors; Irresistible, Delicate, Ravissante,
Radieuse, Rayonnante, Fabuleuse

Sizes; TO, Tl, Tlt, T2, T2+, T3, T3+, T4
Length: Court, Normal

6. Semi-transparent compression knee-socks
SMARTLEG":

Colors: Mysterieuse, Ardoise, Saphir, Ambre,
Opale, Poudre

Sizes: TO, T1, T1+-T2, T2+, T3, T3+, T4
Length: Court. Normal

7. Transparent.compression knee-socks

SMARTLEG!":

Colors: Irresistible, Delicate, Ravissante,
Radieuse, Rayonnante, Fabuleuse

Sizes: TO, T, T1+, T2, T2+, T3, T3+, T4
Length: Court, Normal

Not more  Not less than
than 20 120

Not more  Not less than
than 20 120

Not more Not less than
than 20 120

Not.more  Not less than
than-20 120

Not more Not less than
than 20 120
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Not less than
30

Not less than
30

Not less than
30

Not less than
30

Not-less than
30

more than
300

Not less than
120, but not
more than

300

Not less than
120, but not
more than

300

Not less than
120, but not
more than

300

Not less than
120, but not
more than

300

Not less than
120, but not
more than

300

Not less than
68,6 (7)

Not less than
68,6 (7)

Not less than
68,6 (7)

Not less than
68,6 (7)

Not less than
68,6 (7)

Breaking
elongation
before washing)

Not less than
120 (not more
than 20 % from
Breaking
elongation
before washing)

Not less than
120 (not more
than 20 % from
Breaking
elongation
before washing)

Not less than
120 (not more
than 20 % from
Breaking
elongation
before washing)

Not less than
120 (not more
than 20 % from
Breaking
elongation
before washing)

Not less than
120 (not more
than 20 % from
Breaking
elongation
before washing)

Not more
than 10

Not more
than 10

Not more
than 10

Not more
than 10

Not more
than 10

securely held on the
patient's body

The edge is in the
form of dense elastic
band / the product is
securely held on the

patient's body

The edge is in the
form of a lace elastic
band with a silicone
strip / the product is
securely held on the

patient's body

The edge is in the
form of a lace elastic
band with a silicone
strip / the product is
securely held on the

patient's body

The edge is in the
form of dense elastic
band / the product is
securely held on the

patient's body

The edge is in the
form of dense elastic
band / the product is
securely held on the

patient's body
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Tabnuuya 6 TeXHUYeCKNE XapaKTEPUCTUKN HUTER TPMKOTaXXHOT0 NMOM0OTHA

HavmveHoBaHVe Bap1aHTOB MCMOIHEHUA
MeaULUUHCKOr o 13aenusi

[onroTkn KOMMPECCMOHHbIE MaTOBbIE

MARTLEG®

e Splendide, Prodigieuse, Reveuse, Captivante

Bvep: TO, TI, T1+, T2, T2+, T3, T3+, T4,

uwHa: Court, Normal, Long

TpUKoTaXXHaA HUTb
dnacTaH 22 gTekKc,
MOKPbITbIli ABONHLIM CNOEM
nonnamunga 6.6 1/60/68 gTekc,
HEeOKpalleHHbI

KOonroTkn KOMMNPECCMOHHbIE Moynpo3padHble
iMARTLEGR
grMysterieuse, Naturelle, Lumineuse, Superbe,
lelicieuse, Imperiale, Audacieuse
avep: TO, T, T+, T2, T2+, T3, T3+, T4
e Court, Normal, Long
Iy'K1 KOMMNPECCUOHHbIE MOJTyNpPo3paYHble
MARTLEG®, ugeT: Mysterieuse, Ardoise, Saphir,
inbre, Opale, Poudre
wep: TO, TI, T1+, T2, T2+, T3, T3+, T4
luna: Court, Normal
mO/1b(hbl KOMMPECCMOHHbIE MOJyNpo3payHble
IMARTLEG®:
ler: Mysterieuse, Ardoise, Saphir, Ambre, Opale,
Vdre
Uep: TO, TI, T1+, T2, T2+, T3, T3+, T4
e Court, Normal
KonroTk1 KoMMNpeccroHHble Npo3paYHble
MARTLEG®, ugeT: Irr6sistible, Delicate,
jiavissante, Radieuse, Rayonnante, Fabuleuse
ifivea TO, T, T1+, T2, T2+, T3, T3+, T4
e Court, Normal, Long
WK1 KOMMNPECCUOHHbIE NPOo3paYyHble
iIMARTLEGR®, ugeta: Irresistible, Delicate,
iavissante, Radieuse, Rayonnante, Fabuleuse
wvepbl TO, T, T1+, T2, T2+, T3, T3+, T4
e Court, Normal
[OH{bI KOMMNPECCUOHHbIE MPO3PaYHble
iIMARTLEG®:
w: lrrésistible, Delicate, Ravissante; Radieuse,
lyonnante, Fabuleuse
saMEQ: TO, TI, T1+, T2, T2+, T3, T3+, T4
wra: Court, Normal, Long

JnacTaH 17aTeKc,
MOKPbITbI OANHAPHBIM CNOEM
nonnamuga 6,671/42/46 pTekc,
HeoKpaLll eHHbl

dnacTaH 22 fTekKc,
NOKPbIT I Nnoanammgom 6
1/22/34 gTekc u nonnaMmungom
6.6 1/16/10 gTekc,
HEeOKpalleHHbI

Table 6 Technicalzcharacteristics of knitted fabric threads

K Nae of the type of the medical device

1 Compression tightsiopaque SMARTLEG®
Cla: Splendide, Prodigieuse, Reveuse, Captivante
S TQ T1 T1+ T2,T2+, T3, T3+, T4,

Lagh Court, Normal; Long

Knitted thread

Elastane.22 dtex, coated with
a double layer ofpolyamide
6.6.1/60/68 dtex, uncolored

’.Compression tights' semi-transparent

SVIARTLEGR!

Qla: Mysterieuse, Naturelle, Lumineuse, Superbe,
Delicieuse, Imperiale, Audacieuse

SETQTL Tl T2 T2+ T3, T3+, T4

bgth: Court, Normal, Long

Elastane 17 dtex, coated with
assingle layer ofpolyamide 6.6
1/42/46 dtex, uncolored
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XapaKTepuUCTUKN HUTE MosioTHa

YTOUHas HUTh
AnacTaH 330 ATeKg,
NOKPbI T bl 4BONHbLIM-CNOEM
nonnamuga 6.6 1/22/7 grekc,
HeOoKpaLleHHbI.

dnacTaH 330 ATeKc,
MOKPbITbIA ABOWHBIM CNOEM
nonnamuga 6.6)1/22/7 gTekc,
HeOoKpaLl eHHbI:

QnacTaH 285, NOKPbI Tl
[BOWHBIM CNOeM anacTaHa 22
OTeKC, HeOKpalleHHbIN

Characteristics of theithread

Weft yam
Elastane 330 dtex, coated with a
double layer ofpolyamide 6,6
1/22/7 dtex, uncolored

Elastane 330 dtex, coated with a
double layer ofpolyamide 6.6
1/22/7 dtex, uncolored



Naeof the type of the medical device Characteristics of the thread

ipression stockings semi-transparent

ARTLEGR)
:Mysterieuse, Ardoise, Saphir, Ambre, Opale,
ir
bT0,T1, T1+, T2, T2+, T3, T3+, T4
Bjh Court, Normal
npression knee-socks semi-transparent
(ARTLEGR!
lo: Mysterieuse, Ardoise, Saphir, Ambre, Opale,
wire
ETO,TI, Tl+, T2, T2+, T3, T3+, T4
agtt Court, Normal
Elastane 22/dtex, coated with Elastane 285, coated with a

Compression tights transparent SMARTLEG®,
da: Irresistible, Delicate, Ravissante, Radieuse, polyamide/6.1/22/34 dtex and double layer-ofelastane 22 dtex,
yorente, Fabuleuse polyamide 6:6 1/16/10 dtex. uncolored
210, Tl, Tl+, T2, T2+, T3, T3+, T4 uncolored
tigh Court, Normal, Long
Impression stockings transparent SMARTLEG®,
Ha- Irresistible, Delicate, Ravissante, Radieuse,
Ayonnante, Fabuleuse

4ze:TO, TI, T1+, T2, T2+, T3, T3+, T4
agh Court, Normal
Gonpression knee-socks transparent
& A\ -e®
Qa: Irresistible, Delicate, Ravissante, Radieuse,
tjyonnante, Fabuleuse
%:to, Tl, Tl+, T2, T2+, T3, T3-H, T4
jngth: Court, Normal, Long

21 KIACCUNDPNKALUNAMEONUMNHCKOIO U3OEMNA [ MEDICAL DEVICE
CLASSIFICATION

2.1.1 B 3aBUCUMOCTM OT CTeneHu NOTEHLMANLHOIO pueka NpUMeHeHNs B MEAULNHCKAX Lensx,
B COOTBETCTBUM C NpunoxeHuem 9 AnpekTmBbl 0 MeaULMHCKUX n3genunax 93/42/EEC, meguLMHCKoe

mgenve «TPUKOTaXX MEAMHUHCKUA  KOMNPECCUOHHbIA- /' SMARTLEG®» o0THOCUTCA ~K Knaccy

NOTEHLMa/IbHOIO p1UcCKa: 1

2.1.1 Dependently.on the potential risk of the medical application, in accprdance/with Annex 9
of Directive about medical devices 93/42/EEC, medical device “Compression medical stockings

SMARTLEG"” is assoeiated with Class 1 potential risk:
2.1.2 Mepguuunckoe usgenve ceptuduumposaHo no ASQUAL u otHocuTca ko Il knaccy

KOMMpeccum.
112 Theymedical device is eertilled according to ASOCAL and belongs to the 11 compression

class.

2.1.3 Tlo.knaccugpmkauun ctaHaapta RAL-GZ 387 nsgenne 0THOCUTCA K | Kaccy KOMnpeccum.
2.13 According to the classification of the standard RAL-GZ 387, the product belongs to
compression-class 1

24
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3. KOMIMJIEKTHOCTb TMOCTABKW MEAVUMHCKOIoO W3AENNA | MEDICAL
DEVICE SHIPMENT COMPLETENESS

3/1. KoMMN/IEKTHOCTb MOCTaBKM KOITOTOK KOMMPECCUOHHbIX / Compression tights shipment
completeness

B KOMMN/IEKT NOCTaBKM KOMTOTOK KOMMPECCUOHHbIX BXOAWT;

1 KOnrotkn KOMMpeccuMoHHbIe O4HOr0 BapuaHTa NUCNoHeHWs, O4HOr0 LBeTa, O4HOro
pasmepa- 1.

2. nguenpyansHasa (NoTpebutensckas) ynakoska - 1 L.

Supply package of compression tights includes:

1 Compression tights of one design style;-one color, one size - 1item.

2. Individual (customer) package - 1 item.

3.2. KoMnneKT noctaBKuM YynokK KoMpeccnoHHbIX / Compression stockings shipment
completeness

B KOMMMEKT NOCTaBKMN Yy/10K KOMAPECCUOHHbBIX BXOAMT;

1 Yynkn KOMNPecCUOHHbIe OAHOFD BapuaHTa UCMOIHEHWS, OAHOrO LBeTa, O4HOro pasmepa
- 1napa.

2. ngmeuayanbHas (noTpebuTenbcKasn) ynakoBka - 1 L.

Supply package of compression stockings includes:

1 Compression stockings-of one design style, one color, one size - 1pair.

2. Individual (customer) package - 1item.

3.3. KomnneKT nocTaBKU ro/bGhos KoMrpeccnoHHbIX LCompression knee-socks shipment
completeness

B KOMNNeKT NocTaBKM TO/b(POB KOMMNPECCUOHHbIX BXOLMUT:

1. Fonbhbl KOMNPEECNOHHbIEe OAHOI0 BapuaHTa UCAOTHEHWNS, OAHOTO LBeTa, OAHOIO
pasmepa - 1 napa.

2. MnpmBnpyansHasa (noTpebutenbckas) ynakoska - 1 wr.

Supply package-af'compression knee-socks includes:

1 Compression knee-socks of same design style, same color, same size - lpair.

2. Individual (customer) package - 1item.

4. TAPAHTWA N3rOTOBUTENA / MANUFACTURER GUARANTEES

Kompanua «Jlabopatopun MHHQTFEPA» rapaHTupyeT Ka4vecTBO, 6€30MacHOCTb MU
IPPEeKTUBHOCTL  MeAUUMHCKOTO  u3feauss TPUKOTadK MEAULMHCKUA  KOMMPECCUOHHBIiA
SMARTLEG® ecnu 0HO ucronb3yeTcs B COOTBETCTBMM C WHCTPYKLMEW; MO MPUMEHEHUIO MNpK
CO6MOAeHNN YCNOBUIA XPAaHEHUA W TPaHCMOPTUPOBAHWA W He HeCeT OTBETCTBEHHOCTM 3a
NCMo/bL30BaHME U3LeNNSA HE M0 Ha3HAYEHNIO.

FapaHTUIAHBIA CPOK COXPaHeHMst. KOMMPECCUOHHbIX CBOWCTB, IPY YCNOBUWN BbINOJIHEHUS
PEKOMEHALNIA M0 NPUMEHEHUIO - 6-MeCALEB C JaTbl NPOJAXMN.

Laboratories INNOTHERA" guarantees Medical compression hosiery SMARTLEG®
quality, safety and efficacy in conditions of use in accordance with instmction for use and storage
and transportation conditions following, but it doesn’t responsible for the device application
different from its intended use.
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The warranty period for preserving the compression properties, according- the
recommendations for use, is 6 months from the date of sale.

5. MAPKWVPOBKA / LABELLING

MapkupoBka MeAVMLUUHCKOrO W34eNns  OCYLLECTB/IAETCA MOCPELCTBOM [ HaHeCeHus
OCHOBHbIX [aHHbIX Ha U3fenne, a Takke Ha NOTPeOUTeNbCKYH M rpynnoByto (TPaHCNOPTHYHO)
ynakoBku. [InA MapKMpPOBKM MCMOMb3YHOTCA CcUMBOMbLI  cTaHgapta SO 15223-1:2016,
rapaHTUpyloLWme YHUKaIbHOCTb [aHHbIX WU CUMBOSbI CTaHAapTa Mo YXOA4y 3a-TEKCTU/IbHbIMU
n3genuammn 1SO 3758:2012.

Medical device labelling is performed by-means of putting of the mainsdata to the device,
customer and group (transportation) packaging.-.Symbols of ISO 15223-1:2016 standard ensuring

data uniqueness and symbols of textile deviees caring ISO 3758:2012 standard are used for the
labelling.

a.  Mapkuposka mnsgenus / Device labelling

HenocpeacTBeHHO Ha MEAWMLUMHCKOM W34envMu Ha CTomne Mof -RAanbLlaMy BbiBA3bIBAETCA
Hagnnce «<SMARTLEG»

Word «<SMARTLEG» is knitted immediately at the medical ‘device foot under the toes.

b. MapknpoBka noTpebuTensekor ynakosku / Customer packaging labelling

MapKnpoBKa Ha NOTPeOUTENbCKON YNaKoBKe COAEPXUT ‘CeaytoLLee:
- HaMMeHOBaHVe MeANLUHCKOro n3gens: «TPUKOTaX MEANLMHCKNIA KOMMPECCUOHHbIN»;
- 0603Ha4eHNe TOBAPHOFO 3HaKa;
- HaMMEHOBaHMe 1 afipec NPOUN3BOAUTENS;
- afipec MecTa Npou3BOACTBa;
- MOKa3aHWa K NPUMEHEHNIO MeAULMHCKOTO U3e/ns;
- MPOTMBOMOKAa3aHNA K NPUMEHEHNIO MEANLIMHCKOTO U3LeNns;
- COCTaB Me[IMLIUHCKOro u3fenus
- NPUHLMN JeACTBUA MeAULUHCKOro N3Lenuns;
- MepbI NPELOCTOPOXHOCTH,
- CCbl/IKa ANsi O3HAKOM/EHUS C pasMepHbIM PALOM M peKkoMeHJaumsaMm no nogbopy
NpaBWIbHOLO pa3Mepa MeAULMHCKOro U3feams,
KpaTKyt) MHCTPYKUMIO N0  Cnocoby  HadeBaHWA  TPUKOTaKa  MeULMHCKOro
KOMMPECEUOHHOIO;
- YCNoBUs NPUMEHEHUS;
- KpaTKas MHCTPYKLMA N0 YXOA4Y 3a MEAULMHCKUM U3LENNeM,
- cuvBON «MakcuMasibHasa Temrepatypa CTUpPKU 40 °C MATKUIA pexxum»;
- CUMBO/T «3arpeLLeHo 0T6eNnMBaHKE HOObIM OKUCNAIOLMM, OTOE/IBAIOLLMM BELLECTBOMY;
-‘€MBON «He NprMeHsATL CyLLKY/B-6apabaHe;
-“cUMBON «[ NavKeHWe 3anpeLLeHO»,
- CMMBO/T «4NCTKa 3anpeLLeHas.

Following information should be stated on the customer package label:
- medical device name - «Medical compression hosiery»;
- trademark symbol,
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- manufacturer’s address and name;

- production facilities address;

- medical device indications;

- medical device contraindications;

- medical device composition;

- medical device action principle;

- precautions;

- link for getting infonnation on size range and recommendations for selection of the proper
size of the medical device;

- short instructions on the method of putting on medical compression hosiery;

- application conditions;

- short instructions for the medical device-care;

- symbol «Maximal washing temperattre 40 °C, soft regimeny;

- symbol «Bleaching with any oxidizing or bleaching substances is prohibited»;
- symbol «Don’t use tumble dry»;

- symbol «lIroning is prohibited»;

- symbol «Cleaning is prohibited».

Ha noTpebuTenbCKyto ynakoBKy. HaKenBaeTCs AONOMHUTENbHAA MapKMPOBOYHaA 3TUKETKA
cofepxxatasn:

- HaMeHoBaHVe BapuaHTa UENONHEHNS MeAULMHCKOIO 1U3feans;

- K/laee Komrpeceunu,

- pasmep v 4nHy;

- LiBeT MeANLIMHCKOro U3AeNns;

- cumBon «Kog napTum» 1 0603HaYeHNe HOMEpa;

- CUMBO/1 COOTBETCTBNA, AnpekTuse EC;

- CUMBON «Homep Mo KaTanory» n 0603HayYeHne HOMEpa;

- CUMBON «/[lata N3EOTOB/IEHUA» 1 0603HaYeHWe faTbl U3roToBeHns B oopmate A MM.IT;
- LUTPUX-KoA no cucteme EAN-13;

- QR- Koz,

Additional label, eontaining following infennation, should be glued to the customer’s
packaging:

- medical device type name;

- compression class;

- size and-length;

- medical-device color;

- symbol «Batch code» and number assigning;

- symbol of eonformity with EU Directive;

- symbol for article (nomenclature code) and the code;

- symbol «production date» and data in format DD.MM.YYYY;
-.EAN-13 system bar-code;

- QR- code.
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c. MapkupoBKa rpynnoBoi (TpaHCmopTHOI) ynakoBku / Group (transportation) packaging
labelling

Ha KopoOKy Hak/nemBaeTcs MapK1MpOBOYHasA 3TUKETKA CoflepyKallas crefytowme gaHHble
- HaVMeHOBaHVe MeAULMHCKOro N3genns;
- HaMeHOBaHVe BapuaHTa UCNONHEHNS
- IOroTUN NPOU3BOANTENS;
- CUMBON «/13roTOBUTE/b» Y HAMEHOBaHWE NPOVU3BOAUTENS;
- a/ipec MecTa NPON3BOACTBA;
- CMMBON «/[laTa M3roToBNeHUs» 1 Aaty narotosneHus B oopmate AAMM.IT;
- cumeon «Kog napTum» 1 0603HaYeHMe-HOMepa;
- YCNIOBUSA XpaHeHUs 1 TPaHCNOPTUPOBaHUS;
- KO/IMYECTBO KOMM/IEKTOB MOCTaBKM B YNaKOBKeE;
- UBET MeULMHCKOro n3fenus;
- pasmep 1 4JIMHy;
- HOMep ¥ JaTy perncTpaumoHHOTO YA0CTOBEPEHNS
- Maccy 6pyTTO yNaKoBKM;
- CMBO/ COOTBETCTBUA AupekTmnee EC
- cumBon «bepeyb OT Bnarun»
- CUMBOS «He fonyckaTb BO3AENCTBME COMTHEYHOIO CBETa;
Label with following infermation should be glued to the/box:
- medical device name;
- medical device design-style name;
- manufacturer’s logotype;
- symbol «legal Manufacturer» and manufacturer’s name;
- production facilities’address;
- symbol «Production date» and production date in.DD.MM.YY format;
- symbol «Batch-code» and number assigning;
- storage and transportation conditions;
- quantity of supplied units in a package;
- medical dewice color;
- size and length;
- registration certificate number and date;
- packaging gross weight;
- symbol-of conformity with EU Directive;
- symbol-«Keep dry»
- symbol «Keep far from the sunlight»

MakeTbl {yNaKoBKM C MapKUPOBKOWN, AOMOSHUTENIbHOM MapKUPOBOYHOM 3TUKETKM, a Takxke
MapKMPOBOYHON 3TUKETKWU TPYynnoBow, (TPaHCMOPTHOM) YMakoBKY .B NPUAOXKEHUN A K
HaCTOSALLEMY JOKYMEHTY.

The artworks for consumer packaging with labelling, additional label and the label for grouping
(transportation) package are presented in the Annex A to the document.
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Tabnuua 7 - O6GO3HAYeHWs] CUMBO/MOB, MPUMEHSIEMbIX B MapKMPOBKE MeAUUMHCKOrO

n3penvs

Table 7- Symbols used for the medical device labelling

Cumson

1ot

a

WH

mJ

lref

Symbol

1ot

CE

t d
REF
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PacwwimndgpoBka
Kog naptum

CE mapka - 3HaK COoTBETCTBMA TpeboBaHMAM AupekTunsbl 93/42/EEC
N UAEHTUPUKALMOHHBIA HOMep aKKpegMTOBaHHOro opraHa no
cepTudmKaumm EBponeinckoro corosa

Jata nsrotosneHus

M3rotoBuTtens
Howmep no.karanory

He fonycKkartb BO3[eiCTBMe COTHEYHOrO CBeTa
bepeyb 0T Bnarun
MakeumanibHas Temnepatypa cTupkn 40 °C MArKUiA pexxmm

He npumeHaTb CyLLKy B 6apabaHe

["na>keHWe 3anpeLu;eHo
UuncTka 3anpeLleHa

3anpelyeHo oTbenvBaHne NHOObIM OKUCNAIOLWMM, OT6eNnBatoLLnM
BELLLECTBOM

Description
Batch code

EU label - symbol~of conformity to Directive 93/42/EEC requirements
medical device'class risk 1
Production date

Legal Manufacturer, according the European rule (Responsible of
putting the product on the market)
Catalog number

Keep far from the sunlight
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Symbol Description

Keep dry
T

Maximal washing temperature 40 °C, soft regimen

I/l Don’t use tumble dry
Ironing is prohibited

Cleaning is prohibited

Bleaching with any-oxidizing or bleaching substances is prohibited

6. YINAKOBKA /PACKAGING
c. WHpueupyanbHasa ynakoska //Andividual packaging

Konrotku, 4ynkum un ronb@bl’ KOMMNPECCUOHHbIE CKIAABIBAIOTCA B HECKONbKO pas U
YMNaKoBbIBAETCS B TEPMOCBAPEHHBIA MPO3payHblii NakeT C OTKPLITHIM BEPXOM U3 MONITUIEHA
HW3KOro faBnieHns, NaoTHOCTbHY 30 MKM, Mapkn FPBP-30, nponssoactea ®paHuus, rabapuTHble
pasmepbl nNaketa (MM) AnnHa X-WpuHa - (195x 150) +£5.

Compression tights, stockings and knee-socks are folded ‘several times and packed into a heat-
sealed transparent low density;30 pm polyethylene bag FPBPR-30, France, with opened upper edge
and overall dimensions, namely ‘length x width (mm)”, (195 x 150) + 5.

d. ToTpebuTenbckas yrakoska / Customer packaging

MeguuuHckoe nggenvie B UHAMBUAYAIbHON YNaKeBKe YKafblBAaeTCA B MNOTPEGUTENLCKYHO
YMakoBKY - KapTOHHYIO KOpOOKy, 06eCrneyvBalolyro 3almUTy MeAULMHCKOro (M3genns ot
BO3JENCTBUA MeXaHUYECKUX W KIMMaTUYecKUX ((hakTopoB BO BpeMsi TPaHCAQPTUPOBKM W
XpaHeHus.

The medical-device in the individual package. is placed into a customer’s:package - carton
box, assuring theymedical device protection from mechanical and climate factors during its
transportation and storage.

"abapuTHble pa3mepbl KAPTOHHON KOPOGKY (MM) A/IMHA X LUMPKMHA X BbICOTA:

- 05 KOAFOTOK, YY/IOK M rofibt)oB KOMAPeCCMOHHBIX (180 x 132 x 45) £/5;

Macca nagenua B noTpebutenbCKon ynakoBke He 6onee 250 T.

Carton box overall dimensions, namely “length x width x height” (mm), are:

- forcompression tights, stockings-and socks (180 x 132 x 45) + 5;

Mass of the product in consumer/pack is not more than 250 g.

B.KOHCTPYKLM NOTPEOUTENbCKOW YNAKOBKMN MEAULMHCKOIO WU3AeNMa Ha NNLLEBON CTOPOHE
npeayemMOTpeH LOMOHUTEbHbIN KAanaH, OTKPbIBatOLWMIACS MO NHMK nepdopauun. Ha obpaTHoi
CTOPOHE K/anaHa W3/I0KeHa A0MNofHWTeNbHas WHopmauus Mo NMPUMEHEeHU0 MeLULMHCKOro
n3nenvs.

Additional Map, opening along the perforation line, is considered at the front side of the
medical device customer's package construction. Additional information on the medical device
application is shown at the reverse side of this flap.
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e. [pynnosas (TpaHcnopTHas) ynakoska / Group (transport) packaging labelling

W3pennsa rpynnupytoTcs B TPaHCMOPTHYHO YNakoBKY MO Cepusm (O4HON mopenu, -pasmepa,
[J/WHbI, UBETa).

Devices are grouped into a transport package based on the batch numbers (devices.of one type,
size, length, color).

[anee meauuMHCKMe n3genma B NOTPeGUTENLCKON YNaKoBKe, pac(acoBblBatOTCS B KO/IMYECTBE
24 WT. B rpynnoBYHO YNakKoBKy; KOPOOKY 13 roypMpoBaHHOIO KapTOHa Pas/IMYHOIr0 NUCMOMHEHNS,
06ecneunBatoLLyHO 3aLLMTy U3L4eNINA OT BO3AENCTBUSA MEXAHNYECKUX N KNMMATAYECKUX (haKTOPOB
BO BPeMs TPaHCMOPTMPOBKM U XpaHeHUs, a Takdke yA006CTBO MOrpy304HO-pasrpPy30UHbIX pabor.
After this, medical devices inside of the customer’s package are distributed into a group package:
24 units. It is a differently designed corrugated cardboard box, assuring’the medical device
protection from mechanical and climate factors during its transportation and storage and loading-
and-unloading comfort.

B KOpo6Ky BK/1aAbIBAETCA OAMH 3K3EMRAAAP 3KCMyaTauMoOHHOW AOKYMEHTALMMN.

One unit of the operational documentation should be added to the box.

KnanaHbl KOPO6KM OKNenBaOTCA MOANITUIEHOBOM IEHTOI C IMMKMM.CII0EM, TaK YTOObI BCKPbITUE
6e3 HapyLLeHMs LeNOCTHOCTU He J0AYCKanoch.

Box flaps are fixed with a polyethylene tape with adhered layer to-avoid opening without integrity
disturbance.

Pa3mepbl TPAHCNOPTHON yNakoBkM (MM) AnnHa X TUpMHa X BeicoTa: 404 x 371 x 182.

Macca 6pyTTO TpaHCMOPTHOM yIIaKoBKM He 6onee 5,5 Kr.

Transportation package dimensions namely “length x width x-height” (mm), are: 404 x 371 x 182.
The gross weight of the transport packaging is not more than-5.5 kg.

7. CBEAEHVA no NMPUMEHEHWNIO / INFORMATION ABOUT APPLICATION

f  PYHKUVMOHAABHBIE XAPAKTEPUNCTUKIA/ FUNCTIONAL
CHARACTERISTICS

TPUKOTEX MeLULLMHCKUIA KOMMNpPecCHoHHbIn SMARTLEG® npowv3sesieH U3 TEKCTUAbHLIX HUTEN
B COMETAHWUW C 3N1aCTUYHLIMU HUTAMM, ONNETEHHBIX 1 UK 2 NHBEPCUBHBLIMUW CIOSMU.

Onnetka 3aK/OYaeTcd B OKPY)KEHWU HUTK, - HA3bIBAEMOW «CTOEBOM HWTBKO», OAHON Wn
HECKO/MIbKMMW HUTAMU, Ha3blBaeMbIMU «MOKPbITAEM». Takum 06pa3oM Mony4aeTcs 3nacTuyHas
HUTb.

Medical compression hosiery SMARTLEG®:is produced from the textile yarns in complex with
elastic yarns;.braided with 1or 2 inverse layers.

Braiding includes covering of a yam, called “standard thread”, with one ‘or several yams called
“coverage to obtain elastic yam.

10: HUTL c onneTkoid / yarn with braiding
11: cTtoeBaa HUTBL./ Standard thread
12: nokpblTUe /=coverage
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MNOTHOCTb TPUKOTaXKa ONpefenseTcs YMCIOM MeTeNb Ha YCNOBHOW AnHe. OnpefensieTtcs oHa
O6bLIHO B [BYX HarpaBlneHUAX: MO0 TMeTe/lbHbIM psigam M Mo MNeTe/lbHbIM  CTOAOMKam
(COOTBETCTBEHHO N/IOTHOCTb MO ropusoHTasM — Ir 1 no Beptukanu — 1B).

Knitting density depends on the links number per assumed length. Commonly it is determined in
two directions: based on links courses and based on links columns (horizontal density (Hd) and
vertical density (\Vd), respectively).

KonnueetBo netesbHbIX cTON6MKoB (MB) B m3genmsax N6OOro  BapuaHTas ' UCMONHEHUS
YBE/IMYMBAETCA B COOTBETCTBUY C YBE/IMYEHEM pasmepa 13Lenmns:

- paamepbl O, 11 1+ cogepxxat rno 368 cToN6MKOB

- pa3mepbl 2, 2+ cogepxxaT rno 420 CTON6MKOB.

- pasamepsbl 3, 3+, 4 cogep>xaT no 472 cTonoumKa.

Links columns quantity (Dv) in devices ofiany types increases in accordance with the device size
increase:

- sizes 0, 1and 1+ contain 368 columns

- sizes 2, 2+ contain 420 columns

- sizes 3, 3+, 4 contain 472 columns

Takm 06pa3oM KOMMYECTBO MeTefibHbIX E€TON6UKOB Ha 1 CM ©OCTaeTcAd Hen3MeHHbIM BHe
3aBMCMMOCTW OT pa3Mepa, 4YTo 06ecneymBaeT TpebyeMyto NMOBEPXHOCTHYHO MIOTHOCTb 1H060ro
BapvaHTa UCMOSIHEHUA MeAULMHCKOTO U3AeNns.

Therefore, links columns quantity for 1 cm is constant independently from the size ensuring
necessary superficial density of-any design type of the medical .device.

Pa3Hble y4aeTKN U3LeNns UMEKT pas/InyHOe KOMMYEETBO METe/NbHbIX PALOB, YTO 00YCNOBIEHO
yBe/IMYeHeM pa3mepa METAM B HanpasfieHUWM OT CTYRHM K 6OpTy, B COBOKYMHOCTU 3TO
obecneumBaeT TpebyeMblid YPOBEHb KOMMPECCUM NMPU PACTSHXKEHUM COOTBETETBYHOILEr0 yHaeTKa
n34enms Ha He0OX0ANMYHO BE/TUUNHY.

Different parts of the deviee contain different quantity oflinks courses due to the link size increase
in direction from the foet to the device buffet. In general, consideration this provides_necessary
compression level during respective part of the device elongation up to the needed length.

Bo Beex BapuvaHTaX WENONHEHUA MeAULMHEKOro u3genns  TPUKOTaK  MeanLMHEKNIA
KOMMPECCUOHHbIN SMARTLEG®:

a) MYMHUMa/IbHasA pasHuLa B AuaMeTpe Nnog MakeuMasibHOM Harpyskon B 2 faH Mexay:

- ILYKOOTKO/AU MKpoii coeTasnseT 30 %;

- LUMKONOTKOW-M 6epom cocTasnsieT 50 %.

0) Komnpeceus.Mexxay LLMKOOTKOW 1 6ejpOM yMeHbLUIaeTes Creay oL MM - 06pasom:

- OETAaTOYHOE AaBfEHME Ha YPOBHE BepxHel uvaeTn roneHyn ot 50% 40 80% OT OaBneHMs,
€03[1aBaemMoro Ha ypoBHe LWMKonoTku (100, %);

- OCTaTQYHOe [aBfieHNe Ha YpoBHe BepXHel TpeTu Gefpa Ha 60 - 707 % MeHbLUe AaBneHus,
C03/1aBaEMOr0 Ha YPOBHE LLIMKOMOTKMN.

- [laB/ieHvie Ha bepe HUXKe, YeM [aB/eHMe Ha roneHn, KOTOPOE HIDKe, YEM [iaB/IeHNe Ha NIOAbDKKE.

For all design types of Medical compression hosiery SMARTLEG™:
a).minimal diameter difference at maximal load 2 daN comprises:

- 30 % between ankle and calf;

- 50 % between ankle and tight.

b) the compression between the ankle and hip is reduced as follows:

- residual pressure between 50% and 80% from the pressure at the ankle;
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- residual pressure at the level of the upper third of the thigh is 60 - 70% less than the pressure
created at the level of the ankle.

- the pressure at the thigh is lower than the pressure at the calf, which is lower than the pressure at
the ankle.

100%

g WH®POPMAULWA O MOTEHUMANBHBIX MOTPEBUTENAX MEAVNLUWNHCKOIO
N3OETNA [INFORMATION ABOUT THE MEDICAL DEVICE POTENTIAL
CUSTOMERS

MoTeHUMaNbHbIMU MOTPEOUTENAMU. MEANLMHCKOTO N3ENNS ABNAIOTCS NaLMeHTbI, OTBeYatoLme
CleflyoLWwyM KpUTepUaM:

- UMEtoLLMe BEHO3HYIO HeJOCTATOUHOCTb U BapyKO3;

- NepeHecLUMe orepaumIo Ha BEHax;

- paboTatoLme 4MTeNbHOE BPEMSA Ha HOrax MM HaobopoT BbINOMHAOLLME paboTy cuas;
- BeflyLuye ManoakTUBHbI 00pa3 XKN3HW,

- UMELoLLME U3NTNLLHWIA BEC;

- YBENNYEHNEe Harpy3Ku Ha HWKHNE KOHEYHOCTM B CBA3N.C 6EPEMEHHOCTbIO;

- coBepLiatoLLve AnnTeflbHble NYTELLECTBUA 1 aBuanepeneTs;

Potential users of the medical device are patients corresponding to following criteria;

- with venous insufficiency or varicose veins;

- after venous surgery;

- working for a long.time in upright or. vice versa, in sitting;

- with low activermode of life;

- with overweighting;

- increase of low extremities load due to the pregnancy;

- long-time travelers or users of long-time flights.

MauyeHTy/ mepes Hauyanom 3KChyaTaun MeaULMHCKOrO W3fenus, 00s3aTenbHO  CreayeTt
MPOKOHCYABTMPOBATLCS C BPayoM, KOTOPbIA B 3aBMCMMOCTW OT /IOKaNU3aLmy natosnorvii B
BEHO3HQI ICUCTEME MOPEKOMEH/YET HEOBXOANMbIIA BAapUAHT UCMONHEHUs U3aenus:

- ronbgbl 06bIYHO PEKOMEHAYHOTCS MPY BO3HUKHOBEHUM HM3KOTO BEHOZBEHO3HOIO cbpoca 1nm
NPV ‘HOPaXKEHUN NOAKONEHHOIO CerMeHTa Horu;

- Uy/fIKV 06bIYHO PEKOMEHAYHOTCS MPY BbICOKOM BEHO-BEHO3HOM CBPOCE UMK MPK NOKan3aLmum
Bap1Ko3a B 6ePEHHOM W MOAKOMEHHOM CermeHTax;

- KONITOTKM 06bIYHO PEKOMEH/IYHOTCS NPY HAMUMK BapyKo3a B MOAB3/O0LLIHOM CErMeHTE.
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Before the medical device use patient should contact with his/her physician to ‘get the
recommendations about necessary version of the product model dependent on the venous system
pathological process localization:

- commonly socks are recommended in cases of low vein-venous shunting or when the popliteal
leg part is injured;

- stockings are recommended incases of high vein-venous shunting or when the varicose is
localized in tight or popliteal areas;

- tights are commonly used in cases of varicose veins in iliac area.

BAXKHO! T[Mepenq Hadasiom 3KcnyatauuMm Heob6XoauMo YAOCTOBEPUTLCS, YTO K/lacc
KOMIMpPEeCCUN 1U3aennst COOTBETCTBYET MOTPEOHOCTM NaumeHTa.

IMPORTANTLY! It is necessary to assure before the use that compression class is in
compliance with the patient’s needs.

h. TTIOKA3AHUA KTNMPUMEHEHWHO / INDICATIONS

o TsXKecTb unM 601U B HOrax, YCTajoCTb, OTEKM HOr MOCNe [AAMTENbHOrO HaxOoXAeHus B
NOMOXeHNM CcToA unu cuas (Hanpumep, BO BPems aBuanepenerta), B TOM YMC/e Npy OTCYTCTBUU
BHELLIHMX MPU3HaKOB MOPaXKEHWUS BEH;

o CocyancTble 3Be3404KN M CETOYKW (TeneaHrMakCcTasnum) Ha KOXKe HOr;

* BapurKosHoe pacLuMpeHmne BeH;

* [locne cknepoTepanun UM XUPYPruyeckoro BMeLLaTeIbCTBa Ha BeHax HOr;

Bo Bpemsi 6epeMeHHOCTU 1 6-HefeNb Noc/e poaoB (6 MECALEB B CNyyae KecapeBa CEYeHNs)™;

* CM Mepbl NPeLOoCTOPOXHOCTI NPY UCMOJIb30BaHUN;

» Legs heavyness and pain, tiredness, legs edema after longstaying or sitting (for example duting
the flights). Including cases-of absense of external signs ofweins injure;

 Starburst veins or vascular spider (telangiectasia) at the skin of the legs;

» Varicose veins;

After sclerotherapy and leg veins surgery;

During pregnancy @nd 6 weeks at postdelivery period (6 month after caesarean section)*;

« See precautions at use.

i. TMPOTUBOIMNOKA3SAHUA KNMPUMEHEHWIKO / CONTRAINDICATIONS

* HenepeHocMMOCTb MaTepvana, annepris. Ha MaTepuan U3genns;

*  MokHyLWe AepMaTonornyeckme 3ab0/1eBaHNs Hor;

o [Mpuv ‘0b6anTepupyroLmMX 3a60/1€BAHUAX HUMKHUX KOHEYHOCTEN C AQABIKEUYHO-MN/IEYEBLIM
nHgexcom 6onee 0,6;

*  @AebUT HMXHUX KOHEYHOCTEW; CONPOBOXAAIOLUMIACA Pe3KOir”) 60Nblo, LMaHO30M U
OTCYTCTBMEM Ny/bCaLUN apTePUiA;

e CenTunyecKkuin Tpom603

.. "Material intolerance, allergy for the device material,

»  Weeping legs skin damages;

* Low extremities obliterating diseases with ankle-brachial index more than 0.6;

* Low extremities phlebitis with acute pain, cyanosis and absence of arterial pulsing;
e Septic thrombosis.
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j. BO3MOYXHbIE MOBOYHbIE AENCTBWA / POSSIBLE ADVERSE EFFECTS

* Tlpy HOLLEHUN YYNOK C (DUKCUPYIOLLIEN Pe3VHKOMN, rNaBHbIM 06pa3oM B 30HE MpuieraHus
BepXHel Monocbl: AUCKOMGOPT, 3y, KpanueBHuUa, ak3ema, 60/b, NOKPaCHeHWe, 3puUTeMa,
NATHA, BOMABIPU, XOKEHWe, pasfpakeHue, «TYPHUKETHbIN» 3(QeKT, anaepruyeckas
KOXKHas peakums, LOOpPOKaYeCTBEHHAA a/lepruyeckas Cbifb, THKECTb, OTEK; OLLyLeHVe
Ype3MEepPHON TECHOTbI, OLLYLIEHMe OTCYTCTBMUA CXaTus, OLLyLleHWe Tenuaa,” cnegpl oT
PE3VHKW, NMOBEPXHOCTHbIE 0XO0ru/paHsl.

» While wearing autofix stockings, mainly because of the grip-top band area: discomfort,
itching, pruritus, urticaria, eczema, pain, redness, erythema, spots, blisters, burning
sensation, imtation, “turnstile” effect, allergic skin, benign allergic eruption, heaviness,
swelling, sensation of being too tight, sensation of lack of compression, warmth or marks,
superficial burns/wounds.

Mp HOWeEHMM TONb(IOB WMAM KONFOTOK: AUCKOMMOPT, 3yA,  [OKPacHeHue, 3puTema,
owlylleHne Tenna, 60Mb, MATHA, BOMABIPU, KOXHASA peakuuf, annepruyeckasd KoxxHas
peakumsi, OLLYLleHVEe YPEe3MEePHON TECHOTbI, OLLYLLEHME “OTCYTCTBUSA CXaTus, OTeK,
OLLYLLIEHME XOKEHNS,” TYPHUKETHOE" BO3AENCTBUE HAa MKPbI; CyXOCTb/LLENYLLIEHNE KOXM,
cnefbl OT PE3VHKK, CTPUKTYPA, FO/TOBOKPYXKEHME.

*  While wearing socks or tights: discomfort, itching, redness, erythema, warmth, pain, spots,
blisters, skin reaction, allergic skin, sensation of being-too tight, sensation of lack of
compression, swelling,~burning sensation, “turnstile” effect on calves, skin
dryness/desquamation, marks, stricture, vertigo.

k. B3AVMOJAENCTBWE C APYT VMU MEANLMHEKUMMN NSLENAMMN |
INTERACTIONS WITH OTHER MEDICAL DEVICES

MpyMeHeHNe MeAUUMHCKOro wu3genvs MeauamHCKMIA - KOMMPECCUOHHBIN ~TPUKOTaX
SMARTLEG® - He BO3A€INCTBYET Ha MPOLECC B3aMMHOIA.00yC/TOBNIEHHOCTM 1 CBA3N MEAULIMHCKNX
N30eNuia.

Use of Medical compression hosiery SMARTLEG" medical device doesn’t influence the
process of mutual dependence and links of medical devices.

. YACTOTA OCOBEHHOCTW NCIOJIbSOBAHNA MEAVNUMHCKOIO
M3OENTINA | FREQUENCY AND PECULIARITIES OF THE MEDICAL-DEVICE USE

MeLULMHCKNIA KOMNPECCUOHHbIN TpukKoTaXX SMARTLEG® MOXHQ 'HOCUTL €XeAHEBHO B
TeyeHWe OMNpefeneHHoro nepuoga. [ns onpeaeneHns nepuoja HoWeHUd U3genns Heobxoanumo
NMPOKOHCYALTUPOBATLCS C BPaYOM.

Medical compression hosiery SMARTLEG" may be used daily -during determined time
period. To determine respective time péeriod patient should consult with-physician.

HazesatoTcs n3genus nocne npoodyxaeHns, B paccnabneHHOM. NOMOXEHNUMN, KaK 06blYHble
YYNKW WA KONMTOTKA. HOCUTL MX HYXKHO Ha MPOTSHXKEHMU BCEro AHS, CHUMATb - TONbKO Mnepes
CHOM VNN OTAbIXOM.

Mentioned devices should'be put on after wakening in relaxed position, as commonly used
stockings or tights. It should be worn all day long and put out only before the sleep or the rest.
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BAXKHO! TMpu HOLLIEHMN KOMMPECCUOHHOIO TPUKOTaXKa CnefyeT UCMosb3oBaTh 00YyBb Ha
Kab/lyKe He Bblle NATU CaHTMMETPOB, A1 NPeAoTBpPaLLeHnsa YyCyrybieHUss UMeroLLMXC
BEHO3HbIX NPO6/IEM.

IMPORTANTLY! During compression hosiery wearing patient should use shoes with not
more than 5 cm heels to avoid possible aggravation of existing venous problems.

m. MPUHUWMN AENCTBUNA MEAVNLIMHCKOIO U3AENNA / ACTION-PRINCIPLE
OF THE MEDICAL DEVICE

KOMNpeccuoHHbIN TPUKOTaX OKasblBaeT AaB/eHue, yoblBatollee OT JI0AbDKKM K BEPXHeN
4aCTW HOrKW, YTO CNOCOOGCTBYET YBENNYEHUIO CKOPOCTU OTTOKA BEHO3HOMW-KPOBU, Y/YULLEHWIO
MUKPOLMPKYNALUA 1 IUMGOSPEHAKA.

Compression stockings exerts decreasing pressure from the ankle(to the leg upper part to
facilitate venous blood return flow ratel increase and microcirculation-and lymphatic drainage
amelioration.

Bnarogaps 3naCTUYHOMY CXETWIO CO3JaeTcA  AONONHUTENIBHBIA  Kapkac, KOTOPbIN
NOAAEPXKMBAET BEHbI N 3aLLMLLAET UX-OT MOBbLILLEHHOIO PacTsXeHus.) MoCTOSHHOe [aB/eHne Ha
BEHbI, 3HAYMTE/IbHO CYXaeT WX MPOCBET, YTO CHWXKAeT pUCK ©OBpa3oBaHUA Tpom603a T. K.
OKa3bIBaeMOe MoLAepXXMBatoLLee JeliCTBME Ha KnanaHbl BEeH He NO3BO/SET KPOBY 3aCTauBaThbCS.

Due to elastic compression additional carcass is created, supporting veins and protecting
them from excessive stretching.(Constant vein compression leads to significant narrowing of their
lumens, reducing the risk of thrombosis development because-veins valves maintenance allows
blood congestion avoidance.

Komnpeccust MArKMX=TKaHel HOr npensTCTBYeT 3afepXXKe B HWUX BOfbl, YMEHbLUAeT
YCTa/I0CThb, a TaKXKe YCTpaHseT 601 B MblLLLAX.

Legs soft tissues compression prevents water congestion, decreases tiredness and-alleviates
muscle pains.

HOPMA/NbHAA BEHA BAPWKO3HAA BEHA

HopmasibHbIi TOK KpoBY KnanaHHas HefoCTaTOuHOCTb, C anacTuyHoi
BEHO3HbIIi pecbniokc komnpeccueit

NOR.AL\L \TIN \ \RICOSr MIN

N'oruiil bloodflon icsuffirienc>. L itb elistic
v#tinotis reflux compression
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n. MNOPAAOK PABOTbI/ WAY OF APPLICATION

O6Lye pekoMeHaaLunm

General recommendations
HazeBaliTe KOMMPECCUOHHBIA TPUKOTaXK KaXKAbIA AeHb YTPOM, HOCUTE ero B TeYeHue [HA U
CHMMaiiTe BeYEPOM Mepes, CHOM.
Put on the compression hosiery every day in the morning, wear it during the day and put out before
the sleep.
Ecnv nsgenne Heo6XoaMMO CHATb Cpeau AHA, TO cneayeT 15 MUHYT nonexartb-Repes ovepeHbIM
HageBaHVeM KOMMPECCMOHHOIO TPUKOTaXa, YTOObI HOMM 6GblI HEMHOTO BbILUE-F10/I0XKEHMWs Tefa.
YTobbl M3aenve MOMHOCTbIO BOCCTAHOBM/IQ*EBOM CBOMCTBA, MOC/e KaXKAOro MCMo/b30BaHMs
CTUpaTe ero.
If it is necessary to put out the device in the, middle of the day, lie down‘for 15 minutes with the
legs position upper the body before its subsequent putting on.
Wash the medical device after each use soas it completely restored its properties.
Hocute un3genua He Gonee 6 mecALEB-(rapaHTUPOBaHHbIA CPOK COXPAHEHWS KOMMPECCUOHHbIX
CBOWCTB), UTOObLI AeKT BCeraa bl MakCUMaIbHbIM.
Wear the medical device not more than 6 months (it is a guaranteed 'shelf life of its compression
properties) to get always the maximal effect.

MopsaoK HaaeBaHNs MeAULMHCKOFO M3aenus

Way of the medical device putting on

1 BbiBepHUTE 13[eNne Han3HaHKy OT Bepxa [0-NMATKM, He BbiBOpauMBas HOCOYHYHO YacTb,

2-3. [1BymMs pykaMun HafleHbTe OCTaBLUYHCA HOCOYHYIO YacTb Ha CTOMYy W aKKypaTHO HaTAHWUTE
n3genne Ha NATKy (06s3aTeNlbHO NPOBEPbLTE, ‘€OBNAJAET /M BbiBA3aHHaA - NATOYHAA 30Ha U3aeNns
C BalLein NATKOMN).

4-5. PaBHOMEpPHO pacnpasbTe W3fenne ro- Hore. Ecnn noaBuancb CKMagku wunv Mecta, rpe
TPUKOTaX HAZET HEPOBHO, pacrpaBbTe UX:=*

* 1N KOAFOTOK: NpojenaiTe Ha ApyrovHore 1-5 geicTaus.

6. MNoATaHUTe n3aenve 4o Taiun.

BAXKHO! Konbua, 6pacneTbl, 4acbi/MOryT NoBpeAnTb m3aenue. Mx peKoMeHAyeTcs CHUMaTb
nepeg _HazeBaHWEM, CHATUEM U CTUPKON U3AeNuS.

L-Turn the device inside out from.upper part to the heel but keeping intact the toe part.
2-3. With two hands spread the toe part through the foot and carefully span the device to the heel
(check if the knitted heel area of the device corresponds to your heel).
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4-5. Unroll the device evenly through the leg, stretching places of folds or irregular position'of the
stockings*

*For tights: repeat the actions 1-5 at another leg.

6. Pull the device up to the waist.

0. yYcnoBumdA NMPMEHEHWNA / CONDITIONS OF USE

MeamumHCcKoe n3genve npefHasHayveHo 418 NPUMeHEHUS Npy TemnepaType OKpyXKatoLlel cpefbl
oT muHyc 30 °C go nntoc 40 °C, npy OTHOCUTENbHOW BNaXKHOCTM BO3Ayxa HeBbiwe 95 % (npu
Temnepatype 25 °C).

The medical device is intended for use at ambient temperatures from minus._30 °C to plus 40 °C,
with a relative air humidity of not higher than-95% (at a temperature of 25 *C).

MpY HOLLEHWMN MEAULIMHCKOrO N3Lenns:

- n3berariTe BUAOB CrOPTa, C 60/bLLIOA HAFPY3KOW Ha MbILLLbI FTONIEHN (TEHHWC, Ger, CKBOLL...);

- CTapaiTech JONrO He 0CTaBaTbCA B NOMOXKEHUM CUAA UK CTOS;

- OTfaBaliTe nNpegnoyTeHe obyBu ¢ Kabnykamu BbICOTOM 3-5 CM BMECTO BbICOKUX KabnyKoB Un
06yBY 6e3 Kab/yKoB;

During the device wearing:

- avoid sports with high load for calfmuscles (tennis, running, squash...);

- try not to spend a lot of time in Staying or sitting position;

- prefer shoes with 3-5 cm heels.instead of high heels or heels absence.

MonesHble CoBeTbI MO NPOPUAAKTUKe NpobiiemM ¢ BeHaMU:
Useful recommendations for;veins problems prevention:

[ns ynydlieHns BeHO3HOT@ OTTOKA KPOBU PEKOMEHAYETESs NeXaTb Tak, YTOObl HOrM HaxXOAWNCh
BblLLie Ta3a.

PerynspHo BbIMONHANTE PU3NYECKME YNPAXKHEHNS C HArpy3KO Ha MbILLLbI FONIEHN: :X0b6a, e3a
Ha Benocunese, niaBanyie Uan NPOCTble YNPaXXHEHWS A0 PacTHXKKE N HANPSHXKEHWHO MbILIL, FONEHN.
W36eraiiTe Npogo/mKuTeIbHOro neperpesa Hor (BaHHbIE, MO/ C NOAOrPEBOM, CayHa:..)
CrapaiiTecb NpuaepxuBaTbca cbanaHCMPOBaHHOIO PeXXnMMa NUTaHus, cneauTe 3a'Ballein popmoii.
To improve venous, blood return to the heart it/is.recommended to lie With your legs above the
pelvis.

Perform regular physical trainings for your calf muscles: walking, riding a hieycle, swimming or
simple exercises for calf muscles stretching and tension. Avoid long legs overheating (bath, warm
floor, sauna.’:):

Try to balance your dietary regimen and control your weight.

p. MEPBI MPEAOCTOPOXXHOCTI / PRECAUTIONS

- O64sateNibHbIM YCMIOBVEM Mepes, Ha4yaJloM MCMO/b30BaHUA ABNSETEA0TCYTCTBNE MEXAHUYECKNX
MOBPEXAEHWNIA N COXPAHHOCTb LIENOETHOCTUN U3LENNS;

- PeKkomeHayeTcA nocTupatb U3geAne rnepes nepsbiM 1CNOb30BaHNEM;

- He'pekomeHayeTcs CONPUKOCHOBEHNE KOMMPECCUOHHOIO TPUKOTaXKa HEMOCPEACTBEHHO C paHOl
NN NOBPEXAEHHOM KOXEN;

- Mpn MHDEKLMOHHBIX 3a00/1eBaHMAX KOXWN CNefyeT BHavase BbLUEUUTb MHMEKUMIO U TOJSbKO
MOTOM MCNO/b30BaTb KOMMPECCUOHHbIN TPUKOTAX;
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- The main condition for the device use beginning should be absence of its mechanical,damages
and its integrity;

- Wash the device before the first use;

- It is not recommended to use compression stockings with wounds or injured skin;

- In cases of cutaneous infection: treat the infection first, before putting on the compression medical
device.

BAXKHO! TMpu obnutepupytomx 3aboneBaHNAX HUDKHUX KOHEYHOCTeW C N104bIKeYHO-
nneyesbIM MHAEKCOM 60nee 0,6 1 MeHee 0,9, pa3BuBaloLLENCA NepupepnHECKon HeBponaTum,
MOKHYLLIEM [epmaTto3e WM 3K3eMe HeobXo4MMO perynspHoe HabnjeHVe Bpadva [N
NMOCTOSAHHOW OLIEHKM COOTHOLLIEHUS NOMb3bHM PUCKOB.

IMPORTANT! In case of obliterative ‘arteriopathy of the lower extremities with ankle-
brachial index > 0.6 and < 0.9, evolved peripheral neuropathy, oozing‘dermatosis or eczematic
dermatosis, a very regular medical monitoring of the benefit/risk balance has to be done.

BAXKHO! IMpu pasBnTUN KOXHbIX [PaKLNIA CNefyeT CHATL 13feve 1 06paTuTbCa K Bpady.
IMPORTANTLY! In case of skin.reactions development put out'the device and contact the
physician.

BAXXHO! Mpwu 6epeMeHHOCT; Habope nAn NOTepe Beca, CHESHOBEHMM OTEKA W T.M. cnefyeT
NMPOKOHCY/NbTUPOBATLCA CO CRELMASTIUCTOM, A1 YTOYHEHUSA pasmepa, Uiv Tmna n3genus.
IMPORTANTLY'! During the pregnancy, weight gaining ‘or loss, edema disappearance etc.
contact with specialists to-precise the device size or type,

g CTEPWIbHOCTb WU AESVHPEKUNA / STERILITY AND DISINFECTION

MeanUMHCKOE M3Aenne 'He SIBNSETCA CTEPU/bHbIM W= CTepUnM3aumMm nepeg u B mpouecce
NPUMEHEHMNS HE NMOANEXNT.
This medical device.is-not sterile and should not be sterilized before or in process of use.

PEKOMEHIALIVIAFIO YXOmY
CARE RECOMMENDATIONS

MeAMUMHCKNIA.KOMNPECCUOHHbIN TPUKOTaXX-SMARTLEG® Heo6Xx0AMMO CTMPaTh NOC/e KaKAoro
NCMO/b30BaHUS,

Ctupka HeobXxoauma, 4TOObl KOMMPECCUQHHbIE U3LeNNA, Cerka pacTaHyBLUMECA B npolecce
HOCKW, BOCCTAHOBW/IN CBOM CBOWCTBA, a TaKXe 415 YAIeHNS KOCMETUUYEEKMX CPeACTB 1 noTa ¢
marepuana.

It is recommended to wash the Medical compression hosiery SM.Mf | lIHG" after each use/
Washing:is necessary to restore the properties of compression product:which was some elongated
after the-application and to remove from it cosmetics and sweat traces.

YCNoBUS CTUPKY;

TemrepaTypa Bogbl - He 60see 40 _rpaaycos.

MatoLLiee CpefCTBO - MArKoe (NS CTUPKN Ae/MKATHBIX TKaHeM).

PeXvM CTUPKM - py4YHas CTUPKa UM PeXXUM AeNNKaTHON CTUPKM B MallvHe (6e3 0TKMMA).
3penna Heo6XoaMmo XOpOLLO MPOMOoCKaTh, 3aTeM 3aBePHYThb B MOIOTEHLE M CNErka oTxaTb.
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Mocne 3TOro pasfiokUTb MX Ha CyXOM MOMOTEHLE BAAIM OT MPAMbIX CONHEYHbIX NyYen u
OTOMUTENIbHbIX NPUOOPOB. 3anpelyaeTcs rnaguTb u3genmsa. XMMUYecKas YMCTKa ~M34enus
3anpeLleHa.

Washing regimen:

Water temperature - not more than 40 degrees

Detergent: soft (for delicate fabrics wash)

Washing regimen - hand washing or machine delicate washing (without wringing).

Devices should be well rinsed, wrapped with a towel and slightly ringed. Then it.should be spread
on the dry towel far from the sunlight and heaters. The device should not be ironed. Its chemical
cleaning is prohibited.

BAXKHO! IMpu yxoge 3a uv3femMAMU €-CUIMKOHOBLIMW BCTaBKaMW.'He CTOUT Hagosro
3amMa4vmBaTb 6efibe B BOJe CO CTUPa/IbHbIM CPeiCTBOM.

IMPORTANTLY'! Devices with silicon insertions should not be presoaked with detergent
for a long time.

BAXKHO! lNMpu cTupke He peKOMEHAyeTCA WCMonb30BaTb OTOE/MBaTeNn, arpeccuBHbIE
XUMUNYECKMNE BELLECTBA UMW KOHAWLIMOHEP AN1S GeNnbsi - 3TO MOXET MOBPeAUTb MaTepuan
WX CHU3NTb ero KOMMPECCUOHHbIE XapaKTepPUCTUKMN.

IMPORTANTLY! It is not recommended to use bleachers,”active chemicals or fabric
softeners during washing - -this may injure the material and reduce its compression
characteristics.

r. YCNOBUA TPAHCIOPTUPOBAHWNA / SHIPMENT CONDITIONS

[JonyckaeTcs TpPaHCMNOPTFMPOBKA YMakKOBaHHbIX W34eAuid NObIM BUAOM TpaHCnopTa, npu
YCNOBUW 3alUMTbl MX OT MEXaHUYEeCKUX BO3AENCTBUW, aTMOCHEPHbIX OCAAKOB W-=AeiCTBUN
arpeccuBHbIX cpef, B e00TBETCTBMM C NpaBuiaMmn NepeBo3KN rpy30B, AeNCTBYOWUMIA HA JaHHOM
BMAe TpaHcnopTa.

Packaged medical devices may be transported by.any transport in conditions of their protection
from mechanical ~Injuries, atmospheric precipitations and aggressive medias/ influence in
accordance with the shipping rules applicable for_given transport type.

[lepeBsiHHbIE SAMKN, KOHTEMHEPbl A0/MKHbI_ObiTb BbICTAAHbl BHYTPY MOAUITUNIEHOBLIM W/
APYrMM BNaro3atiTHbIM MaTepranom.

Wooden boxes-and containers should be lined with polyethylene or any other moisture-protective
material.

MeauumHEKoe n3fenne MOXXHO TpaHCMOPTMPOBaTL Npu Temnepartype 0T MuHye 50 “C go nitoc
50 °C npu-0THOCUTENbHON BNaXKHOCTW BO3AyXa He Bbille 80 % npu TeMnepatype 25 °C.

The ‘medical device may be transported at the temperature from minus 50 °C to plus 50 °C at
relative humidity not more than 80%at 25 "C.

s. = YCNOBNA XPAHEHNA 'STORAGE CONDITIONS

N3nenvs HeO6XOAMMO XPaHWTb B 3aLLMLLEHHbIX OT MPSMOr0 NoMnafaHnst CONHEUYHbIX Nlyyeit
1 aTMOCcepHbIX BO3AENCTBUIN KPbITbIX CKNAACKMX MOMELLIEHUSIX.
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The devices should be stored in protected from direct sunlight and atmospheric influences
covered storage facilities.

N3genna [o peanmsaumMnm HeoOXOAUMO XPaHWUTb pPa3MeLLEHHbIMA Ha CTe/ijaXax B
NnoTPebuTENbCKOM MM TPYNMnoBOM YMNakoBKE MpW TemnepaTtype OT nac 5 go maec 45 u
OTHOCUTENIbHOW BNaXXHOCTW BO3AyXa He Bbille 70%.

Up to realization this medical devices should be kept at shelves in customer or group
packaging at the temperature from plus 5 °C to plus 45 °C at relative humidity not more than 70%.

PaccTosiHMe OT Mosia 40 HUXKHE YacTU NOMKW CTeNsiaxa, 0T BHYTPEHHUX U HapyXXHbIX
CTEH A0 M3AeNNa AO/MKHO ObITb He MeHee 0,2 M, OT OTONUTE/bHBLIX NPUOOPOBAC U3AENNS - He
MeHee 1M, Mexay cTefinakamu - He MeHee 0,7 .

Distance between the floor and the ‘fowest part of the shelf and between internal and
external walls and the device should be not'less than 0.2 m; from heaters to-the device - not less
than 1 m. between the shelves - not less than'0.7 m.

CpOK rofiHOCTU Y CPOK XpaHeHUs:“"He OrpaHNYeH.
Shelf life and storage period: not)limited.

t. TEXHNYECKOE OBCNTYXUBAHUWE N PEMOHT MEAVUNHCKOI O N3AEJINA
/| MEDICAL DEVICE TECHNICAL SERVICE AND REPARATION

KOHCTPYKUMS MEAULIMHCKOIO M3Aenns He npeaycMaTpuBaeT NPoBeAeHMEe TEXHUYECKOro
06CNY>XMBAHWS N PEMOHTA 3/1EMEHTOB M34e/INS B TEUEHWE BCEFO, CPOKa NPUMEHEHNS U3AENNS.

I'ne medical device construction doesn't consider any.technical service or device elements
reparation during all period of'its application.

8. CBEAEHMA no (OXPAHE OKPYX>AIOLWENA CPEAbl / ENVIRONMENT
INFORMATION

MeanuuHCKoe - n3fene TpukoTaXk MeAUBUHCKUA KOMNpPecCcuoHHblii SMARTLEG®
Y[0BNETBOPSET YCTAHOB/EHHbIM [eNCTBYIOLMM . 3aKOHOAATE/IbCTBOM  ANA  [aHHOro  Buga
MeAMLMHCKOr0 13L4eus 3KOOMMYECKNM TPeboBaHNSM.

Medical compression hosier™ SMARTLEG! corresponds with determined in current
legislation environment requirements for such medical devices types.

KOHCTpYKuMS 134enms 1 ynakoBOUHbIA MaTepuan He CoepXXaT B CBOEM.COCTaBe, a Takxke
He BbLUENATLAPU XPaHEHWUM, MPUMEHEHUA= W YTUAN3aLUN BPeAHbIX BELECTB, CMOCOOHbIX
HaHeCTUN Bpef-0Kpy>KatoLLein NPMPOLHON Cpede, 340P0BLI0 U reHeTUYeCKOMY thoHAY YenoBeka.

The medical device construction and-packing materials doesn't eontain or emit during the
storage, use or disposal any dangerous substances, which could damage environment, health or
genetic fund of people.

9. CBEAEHWVA OB YTUNN3AUUUA MEAVNUMNHCKOIO N3AENNA / INFORMATION
ON THE MEDICAL DEVICE DISPOSAL

N3genve, uMetollee MOBPEXAEHUS - UCMOMb30BaTb HE. [JOMYCKaeTcs, €ero cneayet
YTUNM3MPOBATb. YTUAM3aUMA YKa3aHHbIX MEAVLMHCKUX W3AeNUiA, a TakkKe WCMOb30BaHHbIX
M3AENWIA OCYLLECTBNSETCA KaK OTXOAbl Knacca A - 3MnvaeM1Onornyeckn 6e3onacHble 0TX0fbl,
NPUBAKEHHbIE MO COCTaBY K TBEPAbIM ObITOBbIM OTXOAAM.
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The medical device with injuries should not be used and should be disposed/ mentioned
above medical devices and used medical devices should be disposed as Class A waste, namely
epidemically safe waste, with composition approximated to solid domestic wastes.

10. PEK/TAMALINA / RECLAMATION

B cnyyae BO3HMKHOBEHWSA BOMPOCOB OTHOCUTESILHO MPUMEHEHUS MEAULIMHEKOTO U3aenns
TpuKoTa>k MeAULMHCKUIA KOoMNpecCUoHHbli SMARTLEG®, CBXUTECb C YNOAHOMOYEHHbLIM
npeacTaBuTeneM  NPOW3BOAMTENS  MELMUMHCKOro  U3fenus  KoMMaHuu - «Jlabopatopum
NMHHOTEPA» (Laboratoires ESINOTHERA) no agpecy:

O6LecTBO C OrpaHMYeHHON 0TBETCTBEHHOCTLIO «MIHHOTEK>

(000 «MHHOTEK),

Poccud, 115035, r. MockBa, CafioBHUMECKas HabepexxHasi, oM 71

Ten: 8 800 250 1738.

In case of question related to the Medical compression hosiery SMARTLEG” use contact
with authorized representative of the medical device manufacturer Laboratoires INNOTHERA:

Limited liability company (under.the laws of the Russian Federation) "INNOTECH”

(LLC "INNOTECH™)

71, Sadovnicheskaya naberezhnaya, Moscow, 115035, Russia

Phone: 8 800 250 1738.
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MepeBog ¢ (hpaHLy3CKOro S3blKa Ha PYCCKA:S3bIK

Cmp. 1

/WTamn:

Toproso-npombiLLieHHaa nanara pernoHa Mnb-ge-dpaHc

HacToawwmm YA0CTOBepsieTCA NCKNOYUTENBbHO

NO4/IMHHOCTL nognucu rocnogmHa MOBE

(noanwnce)!

MpesungeHTom, Aasug ManefoH 31-fiekabpsa 2019 r.
/MeyaTb: (Toproso-npoMblllfieHHas nanaTa peruoHa (nognuce)

WNnb-ae-d paHc) /Wtamn:
(nognuce)! NABOPATOPNA NMHHOTEPA

npocrekT ACTpug bpuaH, 22
94110 APKEW - ®PAHLNA/

/TeKCT Ha aHIIMACKOM A3bIKe C NepeBOfOM Ha PYCCKMiA-A3bIK/
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"opog Mocksa
UeTbIpHaLaToro AHBapA Ase ThicAYM ABajLaToro roja

A, Akumos [ne6 Bopucosuuy, HOoTapuyc, ropoga MOCKBbl, CBUAETENbCTBYH MNOAANHHOCTb
nognucu nepesogyuka Acbibaw AHagpes AaHacbesunya.

Moanuch chenaHa B MOEM NPUCYTCTBUM,

NTnyHocTbh Nognucasllero JOKYMeHT YCTaHOBNeHa.

3aperncTpuposaHo B peecTpe: No 77/09 - H/77- 2020 -

B3biCcKaHO rocyfapcTBeHHON nownnHbl (Mo Tapugy): 100 py6.

YnnayeHo 3a OKasaHWe ycnyr NpaBoBOro u TexHW4Yeckoro xapakTepa: 300 py6.

b. AKumos

MpowWwWHYpoBaHO, MPOHYMEPOTHO
U CKpenneHo neyaTsid Y nucT(-a,-0B).

MoTapuyc:
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