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‘afCKUA KOMMTET CONSHCTBUA PA3BUTHIO MEXAYHAPOAHOMN TOprosnun

Ceptudukar

Homep Ne 193100B0/002114

CTORLLMM Mbl NOATBEPXAAEM, YTO B NPHIAraeMoil MHCTPYKLIMK NO SKCNNYaTaLmMK NevaTs

euan Kexawr Megukan Texnonopum Ko., ITa (Zhejiang Kekang Medical Technology
v, Ltd.) BepHa.

Kutaickui xoMUTET COROACTBUA PAIBUTUIO MEXAYHAPOAHON TOPrOBNM
: Kommepueckan cepTudukaumonHan nevats (nevarts)
g Moanucs ynonwomouentoro nuua: thioy Mundane (Zhou Pingfan) (nognuce)
fara: 30. 01. 2019 r.
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DVED BY

mg Kekang Medical Technology Co., LTD,

LY PbIrone Huang / CEO
@D

INSTRUCTIONS FOR USE

Non-sterile disposable retention tape, in various options

mfacturer:
Zhejiang Kekang Medical Technology Co., LTD,
China
South Village, Honggiao Town (inside Yueqing Science &
Technology Incubation Innovation Service Center) 325608
Yueqing Zhejiang China
Tel.:+86-577-61385788
E-mail: denver@ kkingmed.com

nufacturing site:
Zhejiang Kekang Medical Technology Co., LTD,
China
South Village, Honggiao Town (inside Yueqing Science &
Technology Incubation Innovation Service Center) 325608
Yueging Zhejiang China
Tel.:+86-577-61385788
E-mail: denver@ kkingmed.com
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Zhejiang Kekang Medical Technology Co LTD
China

South Village, Honggiao Town (inside Yueqing Science & Technology Incubation

Innovation Service Center) 325608 Yueqing Zhejiang China
Tel:+86-577-61385788
E-mail: denver@ kkingmed.com

I . NN .
Th medicalproduct with indication ofapotential consumer

be applied by end consumeB in medical institudons and individually in everyday life

andpurpose ofthe medicalproduct

‘prediclL si™ % ~ e contraindications, expected and

This disposable product must not be used for the second time. In case of alleruic reaction
®

10 Its constituent materials please consult a doctor immediately.

6. Specifications ofthe medicalproduct

"Non-sterile disposable retention tape" must be free of stains, dirt and folds.

Non-stenie disposable retention tape” must be ftee of the following external defects-
mievenly cut edges, folds on the base, holes, foreign particles, clots
SCO. npe" must not have harsh odor of other chemical
mpounds, except the ones that make up the adhesive layer.

The adhesive layer of products must be either colorless or white.

m The a”esive layer must be uniformly applied to the base or applied with even strines
no areas wtth drops or glue non-uniformity are accepted ’

N "0t more

Basic dimensions ofthe products must comply with the values specified in tables 1-7.

t%
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laulc Y
Quantity per Quantity per
Onption W idth, cm Length, m consumer transport
(£5%) (£5%) package package
(pcs) (pck)
1.25 24 30
2.5 12 30
5 5 6 30
7.5 6 24
Fabric-based, 10 6 18
white 1.25 24 30
2.5 12 30
5 10 6 30
7.5 6 18
10 . 6 12
777777777777 lauic J
[F 1 Quantity per Quantity per
) W idth, cm Length, m consumer transport
i Option
. (£5%) (£5%) package package
i (pcs) (pck)
1 1.25 24 30
1 25 12 30
= -5 5 6 30
6 24
Fabric-based, 10 6 18
skin color 1.25 24 30
2.5 12 30
5 10 6 30
7.5 6 18
10 6 12
lauic u
. uantity per
Option Width, cm Length, m conijr?]netrlt;/azek;ge Qtransport
(x5%) (x5%) package
(pcs) o (pck)
1.25 24 30
2.5 12 30
5 5 6 30
Fabric-based, 75 6 24
porous, skin 10 6 18
color 1.25 24 30
2.5 12 30
5 10 6 30
7.5 6 18
10 1 6 12
Table 7
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1 Option

1Fabric-based,
[perforated, skin
color

Onption

(Silk-based, white

Option

1Silk-based, with
zigzag-shaped
edge, white

With a non-
woven base,
white, for solid
fixation

Width, cm
(x5%)

Cc

10
12
18

W idth, cm
(£5%)

1.25
2.5

7.5
10

1.25

2.5

7.5
10

W idth, cm
(£5%)

2.5

7.5
10
1.25

10

W idth, cm
(£5%)

10
15
20
30
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Length, m
(£5%)

Length, m
(x5%)

10

Length, m
(£5%)

10

length, m
(£5%)

10

Quantity per
consumer
package

(pcs)

1
j

1
1
Quantity per
consumer
package
—(pcs)

24
12

24

Quantity per
consumer
package

iPcs)
24
12

24
12

Quantity per
consumer
package

L e = T NN

Quantity per
transport
package
fpck)
120
90
60
40
Table 8

Quantity per
transport
package
— (Pck)

48
48

36
24
48
48
48

Table 9
Quantity per
transport
package
iPck)
48
48
48
36
24
48
48
48
36
24

Table 10
Quantity' per
transport
package
(PCKt
150
125
80
~50
50
25



7. Description ofthe accessories to the medicalproduct
No accessories are provided.

8. Information on presence of pharmaceutical products for human use, materials of
animal or human origin in the medicalproduct
The product contains no pharmaceutical products.

9. Information on installation, mounting, set-up and calibration procedures required to
start using the medical product

1) Wind and cut offthe tape as needed and carefully apply to skin surface.
2) Securely fix edges ofthe tape preventing generation of folds.

10. Requirements to the premisesfor installation ofthe medicalproduct
The product is to be applied by end consumers in medical institutions and individually in

everyday life.

11. Information on verification of proper installation of the medical product and its
readinessfor safe operation and use

e The productis intended for single usage.

e The product must not touch intact skin for more than 30 days. Upon completion of this
interval the product should be replaced with a new one.

e The product is designed for external use only according to its operational documentation.

e« Expired medical product must not be used.

e This disposable product must not be used for the second time.

 The product is non-sterile and is not intended for sterilization.

12. Information on sterility ofthe medical product, sterilization technique and procedures
in case ofimpacting sterility ofpackage
The product is non-sterile and is not intended for sterilization.

13. Information on processing the medical productfor reuse
This disposable product must not be used for the second time.

14. Information required to identify medical products with the purpose of defining safe
combinations, and information on known restrictions onjoint use of medical products
Not applicable

15. Information on nature, type, intensity and distribution ofradiation during operation of
the medicalproduct
Not applicable

16. Information on safety precautions
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This disposable product must not be used for the second time. In case of allergic reaction

to Its constituent materials please consult a doctor immediately.

Information on the circumstances when the consumer must consult with medical
personnel

17.

In case of allergic reaction to its constituent materials please consult a doctor

immediately.

18. Procedure and conditions of disposal or destruction ofthe medicalproduct.
Used products are classified as class A waste (SanPiN 2.1.7.2790-10) and may be
disposed with household waste.

19. Manufacturer's warranty
The manufacturer guarantees high quality of this medical product if requirements to
transportation, storage and use are met.
Guaranteed storage life is three years from the date of manufacture.

20. Storage conditions
- Temperature from -5°C to +40°C;
- Relative humidity up to 80 % at the temperature of 25°C.

21. Environmental conditions during use
- Ambient temperature from +1°C to +40°C;
- Relative humidity not exceeding 80% at the temperature of 25°C.

22. Notesfor Transportation
This medical product is shipped in covered vehicles according to cargo transportation
rules. Required transportation temperature constitutes from minus 5 °C to plus 40 °C at relative
air humidity of up to 80%. Please avoid contact with oil products, phenols and their derivatives
petroleum-denved oils, benzine, kerosene and other organic substances. If this medical product
was shipped at negative temperatures, it should be unpacked and left for 1 day at normal ambient

conditions.

23. Requirements to environmental protection
Used products are household waste.

24. 1fyou have any issues concerning circulation of the medical product in the Russian
Federation, please contact the Authorized representative o fthe manufacturer:
Limited Liability Company LEMM (LLC LEMM)

115191, Moscow, 17 Dukhovskoy lane, bldg. 15,2nd Moor, room 11, office 17

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



)VED BY

|g Kekang Medical Technology Co., LTD,

/ Peirong Huang / CEO

(ij KRISIKDIQUIGAQAT GID

MHCTPYKU/A no NPUMEHEHKO

MnacTbipn QJI/IKCI/IpyPOLLl,I/Ie HeCTepu/ibHblE, 0AHOPA30BbIE B BapUaHTax
NCMONHEHUA

|
N3BOOUNTENb:

Zhejiang Kekang Medical Technology Co., LTD, China

j  (YUxeussH KekaHr Megukan TekHonogxun Ko., Jitg), Kutain
South Village, Honggiao Town (inside Yueqing Science &
Technology Incubation Innovation Service Center) 325608
Yueqing Zhejiang China
Ten.; +86-577-61385788
e-mail: denver@ kkingmed.com

lcmo npowsBoAcTBA: >
Zhejiang Kekang Medical Technology Co., LTD, China
(YxeuysssH KekaHr Megukan TekHonogxun Ko., iTg), Kutan
South Village, Honggiao Town (inside Yueqing Science &
Technology Incubation Innovation Service Center) 325608
Yueqing Zhejiang China
Ten.; +86-577-61385788
e-mail: denver@ kkingmed.com
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Hacrosmas uucTpyXuMs mo OpHMECHCHHIO NOATOTOBACHA 1A MPEJOCTABNCHUS CBeRCHHKIT
Ge/IAX PCTHCTPAIHE MCAMIMECKOTO H3ACAHA Ha TeppuTopHH Poccmtickolft ®eaepauny.
mnpencumemnoﬁsmo,meﬁymounoommmcﬂpammmﬂpm
MUAHCKHX H3penal (mocrasosncnne Ilpaeprenscrsa PO or 27. |2.2019.Na 1416).
PACPERHHE TEXHHICOKOTO ROKYMCHTA COOTBETCTBYeT TpeGopanmam Ilpuxasa MummcTepeTsa
paBooxpaHenus Poccuiickott W or 19.01.2017 r. N 1im "O6 YTBEPXKICHHU
peboBanml K COREPKARMIO TEXHHYCCXOH B IKCITYATAHOHHOR NOKYMEHTALHN ITPOU3BOXHTENA
OTOBHTEINN) MCORIUMACKONO HIACHHY",
Pmpaﬁmnpommmmunpommmoommyerrpeﬁommlso
13485:2012 / EN ISO 13485:2012/AC:2012 (Ceprudnrar SX 60119602 0001, nata sbimavm 26
an 2017 ¢/ peficremrenes xo 28 ¢empans 2019 r., HoTHBEUBPOBARHN OpraH no
BAHIKHCKAM HAZEAHAM: TUVRhemlandLGAPmduetsGmbH,mmem«muapmpomy
CE (Homep cepraduxara CE: 16806842.001, aara Baymaun — 15 mons 2017 r., Aata HoTeuenns
relicTeuz —14 wioks 2022, noTudunuposannsit opran: TOV Rheinland LGA Products GmbH).

1. Haumenoeanue Medusuncrozo usoensus:

[LiacTaipn HKCHPYIOMNE HOCTEPRILELIE, OANOPA3OBLIC, B BAPEAHTAX HCIOIHCRHSA?

L Hsncmmmmmﬂmommmzl,25cux5u,2,$mx5u,5mx5u,7,5cux
SM, 10cM x S, 1,25cm x 10M, 2,5¢m x 100, Sea x 10n, 7,50m x 10n, 10cm x 10

II. M3 HeTxaHOr0 MATEPHAAS, TENCCHOTO LBETS: 1,25cM x Sm, 2,5¢M X 5M, SoM x 5w,
7,5¢cm x 5M, 10cMm x 5w, 1,25cM X 10m, 2,5cm x 10m, Som x 10M, 7,5¢M x 10M, 10cMm x
10m;

IILHs nonumepuoit ocnone, Geioro mpera: 1,25cM x SM, 2,5¢M x SN, Som x 5M, 7,5¢M X
Sn, 10cM x S5M, 1,250M x 10m, 2,5¢ X 10M, Scm x 10x, 7,5cm x 10m, 10c x 106;

IV.Ha Txanenoit ocuone, Gesoro nsera; 1,25cM x 5m, 2,5¢M x 5M, Scm x SM, 7,5cM x SM,
10cm x 5u, 1,25cm x 10M, 2,5cm x 100, Scm x 108, 7,5cM x 10M, 10cm x 10M:

V. Ha Txauenol ocHOBE, TeAeCHOr0 UBCTS: 1,25¢cMm x 5M, 2,5¢cM X SM, Scm x SM, 7,5¢M X
5w, 10cae x Sm, 1,25¢M x 100, 2,5¢cM x 10M, Scm x 10, 7,5cm x 10M, 10cMm x 106

V1.Ha Tanenolt ocaone, nopuctsle, TelecHoro usera: 1,25¢m x Su, 2,5cM X 5SM, ScmM x
Sm, 7,5¢M x SM, 10cM x S, 1,25¢M x 10m, 2,5cM x 106, Scm x 10m, 7,5¢m x 10m,
10cM x 10M;

VIL Ha Txanesoil ocnone, Tenecnore users ¢ nepdopanuediz Scm x 5u, 10cM x Su,
12cm x 5M, 18cm x Sm;

VIIL Hammonoﬁoemne,ﬁmomnmlJScuxSn,Z.ScuxSu,ScuxSu,?.Scux
5m, 10cM x SM, 1,25¢cm x 10M, 2,5¢m x 10, Scaa x 10M, 7,5cm x 10m, 10cMm x 10m;

IX.Ha meaxonoil ocuose, Genoro upera ¢ Inr3arooGpasnnim wpaem: 1,25¢M x 5m, 2,5¢m
x M, SeM x 5M, 7,5cM x SM, 10cx x Sm, 1,25cM x 108, 2,5¢M x 10m, Scm x 10N,
7,5¢n x 10m, 10cMm x 10M;

X. Ha nerxanoit ocnope, Ge/roro neers, xas eniournoft guacanuu: Scu x 10M, 7,5cm X
10m, 10cM x 10m, 15cm x 100, 20ch x F0n, 30cn x 106,

2. Nonnoe naumenosanse nPposzecoumens MeOUUMHCKO20 U3OEAUR
Zhejiang Kekang Medical Technology Co., LTD, China
(bxemzan Kexanr Memuxan Texnoronxu Ko., Jita), Knvait
South Village, Hongqiao Town (inside Yueqing Science & Technology Incubation

>/8
//.&
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Innovation Service Center) 325608 Yueqing Zhejiang China
Ten.: +86-577-61385788
e-mail: denver@ kkingmed.com

3. HasHa4yeHne  yenpunnckoro  uwsgenus ¢ ykasaHue  MOTEHLMANbHOTO
npebnTens
V|3,qeﬂMe npegHasHaydyeHoO AnAa CMAOLWHOM CleKcaLl'l/lVl BCeEX BMAOB NOBA30K, TaMNOHOB,
KTETEPOB Ha nNnocneonepaymoHHbIX WU paHEeBbIX MNOBEPXHOCTAX (B TOM 4Yucne Ha 60NbWKNX
pBerHOCTﬂX), CNOXHbIX NMOBA3OK Ha CyCTaBaxX, MOABUXHBIX N OKPYI/blX 4YaCcTdaX Tena, Ansd
KpenneHus KaTeTepos, TPy6OK M APYruX MeAMLWHCKWX YCTPONCTB. M3genne npumeHseTcs
ANEeYHbLIM NOTpe6uTeNnemM B MEAULMHCKUX YUPEX/JEHNAX N UHAUBUAYANbHO B GbITY.

4, @ YHKUMOHANbHbIE XapaKTepuCcTUKN 1 Ha3HauYeHUe MeANLMHCKOTO M3aenmns
I/I3,qen|/|e npegHasHa4yeHoO Ansd cCnaoWHOM qJI/IKC&LI'I/IVI BCeX BMAOB NOBA30OK, TaMMNOHOB,
KaTerepos Ha nocneonepaunMoOHHbIX U paHEBbIX MOBEPXHOCTAX (B TOM 4Yucne Ha 60abLWINX
nOBerHOCTﬂX), CNOXHbIX MOBA30OK Ha CyCTaBax, MOABUXHbBIX N OKPYIrNnblX 4YacTaXx Tena; Ansg

KpenneHMs KaTeTepoB, TPY6OK M APYTUX MeAULUHCKUX YCTPOKCTB.

S. Puckn NnPUMeHeHUsA MeANLNHCKOrO n3genus, NPOTUBOMNOKA3aHNS,
\o>kungaenue n npegckasyembie N060UYHbIE 3PGEKTbI

[ToBTOpHOe Mcnonb3oBaHWe [AaHHOro U3Lenusa - HegonycTUMo, MpefHasHayYeHHOro Ans

l0fJHOKPATHOTO MpUMeHeHUs. TMpu BO3HUKHOBEHUW annepruyeckux peakuuii Ha MaTepuansl,

IBXOASLWME B COCTAB M3eNuns cnefyeT HemMeaneHHo 06paTUTbCA K Bpayvy.

6. TexHMYeckue xapakKTepuUcTUKN MeJULUHCKOTO N3LeNuns
nﬂaCTprI/I (hVIKCI/Ipy}OLIJ'VIE HecTepunbHble, OA4HOPAa30Bble» HEe AO0MXHbI UMETb MATEH,

BanHSHeHMVI n CKnapok.
HecTepunbHble, OAHOpPa3oBble» He AOJIXKHbI WUMETb

«Mnactelpn QuUKcupytouue
HEepOBHO 06pe3aHHbIX KpaeB, CK/JagoK OCHOBbI, Ablp,

cnefyloWnX BHEWHUX AedeKToB:
MOCTOPOHHUX BKNHOYEHUIA, KOMKOB.

«MnacTblpn GUKCUPYHO LW NE HECTEPUIbHBIE, OAHOPA30BbIe» He AOMXHbl UMeTb Pe3Koro
3anaxa ipyrux XMMmn4YecKnMx CoOeguHeH U, KpoMe BXOAALWNX B COCTAB IMMKOrO cnos.

JInnKnin cnoii n3gennii 4omKeH 6biTb 6ecyBeTHbBIM UM 6en10ro yBeTa.

Kneawwuii cnoil nsgennini 4onxeH 6biTb paBHOMEPHO HaHECEH Ha OCHOBY WM HaHeCEH
pPaBHOMEpPHbIMU MOA0CAaMU, HE JOMNYCKAKTCSA MecTa C Han/ibiBaMW U HEPaBHOMEPHOCTAMMU Kies.

ConpoTWBAEHNE OTCNAMBAHUIO JIMMKOTO C/IOS AO/MKHO 6biTb He MeHee 25 H/M HO He
6onee 200 H/m.

OCHOBHble pa3Mepbl U3fenunid, AONXKHbI 0TBEYaTb 3HAYEHUAM, NPUBEeAEHHbLIM B Ta6nuuax 1-7.

—_—

7/

Kon-so B Kon-so B
A BapuaHT Ll npuHa cmM, OnnHa ™, noTpe6nTeNbCKOW  TpaHCMOpPTHOM
MCNONTHEHUS (x5%) (£5%) ynakoBKe ynakoBKe
(wrt)y (yny
N3 HETKAHOTO 1,25 24 48
maTepuana. 2,5 5 12 48
6enoro yBeTa 5 6 ‘is
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75 6 36

10 6 24
1,25 24 48
2.5 12 48
10 6 I 48
7,5 6 32
10 6 24
Tabnuuya 2
Kon-go B Kon-so B
BapuaHTt LW vpuna cu, fnuHa m, noTpe6uTeNbCKo  tpapcnopTHOI
IncnonHeHuns (x5%) (£5%) ynakoBKe ynaKkoBKe
() oD
1,25 24 48
2,5 12 48
48
M3 HeTKaHOrO 7,5 36
maTepuana, 10 24
ITenecHoro uBeTta 1,25 24 48
2,5 12 48
10 48
7,5 32
10 24
laonuua j
Kon-so B Kon-so B
BapuaHT W npuHa cm, OnvHa m, noTpe6UTeNbCKOM  TpaHcmopTHOI
McnonHeHua (£5%) (£5%) ynakoBKe ynakoBKe
(wT) (Y
1,25 24 48
2,5 12 48
5 5 6 48
Ha nonumepHoit 7.5 6 32
[l ocHoBe, 6enoro 10 6 24
-, 1,25 24 30
2,5 12 30
5 10 6 30
7,5 6 24
10 _ 5 18
Tabnuua 4
Kon-so B Kon-so B
BapuaHT WwupnHa cm. Onvha m. noTpe6nTeNbckoil  tpancnopTHOIA
MCNONHEHUS (£5%) (£5%) ynaKkoBKe ynakoBKe
(wT) (yn)
1,25 24 ~ 30
2,5 12 30
Ha TkaHeBOl 5 5 6 30
OoCHOBe, 6enoro 7,5 6 24
uBeTa ' 10 6 18
1,25 24 30
10
2,5 12 30
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BapuaHT
MCNOJIHEHNSA

Ha TkaHeBOW
OCHOBE.
1TenecHoro uBeTa

1
1 BapwuaHT

|| mcnonHeHus

i~
A
1

i

1 na rAcuwcbumn
OCHOBE.
nopucTsble.

TENecHOro uBetTa

BapuaHT
HCIMOJ/THC1LWA
1

! [la TKaHeBOM
OCHOBE.
TenecHoro ygeta
c nepdopauuei

BapuaHT
MCNONHEHMUA

7,5
10

W npuHa cm,
(£5%)

1,25
2,5
5
7,5
10
1,25
2,5
5
7,5
10

W npuHa cwm,
(£5%)

1,25
2,5
5
7,5
10
1,25
2,5
5
7,5
10

LW npnHa cwm,
(£5%)

10
12

18

W npnHa cwMm,
(£5%)
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Kon-Bo B
OnnHa m.
(x5%)

noTpebuTenbCcKoOM
ynakoBKe

(wT)

24

12

5 6
6

6

24

12

10 6

Kon-so B
noTpebuTenbLCKOM
ynakoBKe
(wT)

24
12

OnuHa m.
(£5%)

24
12
10

Kon-so B
noTpebnuTeNnbCKOM
ynakoBKe
(nn)

1

OnnHa M.
(£5%)

1
5 1
1

Kon-Bo B
norpe6blw eNbCKOH
ynakoBKe
(wT)

OnnHa m.
(£5%)

30
18
12
Tabnuua 5
Kon-so B
TPaHCNOPTHOM
ynakoBKe
(ym)
30
30
30
24
18
30
30
30
18
12
Tabnuuya 6

Kon-so B
TPaHCNOPTHOMW
ynakoBKe
(ym)

30
30
30
24
18
30
30
30
18
12

Tabnuua 7
Kon-so B
TPAHCNOPrHOM
ynakoBKe
(ym)

120
90
60

40
Tabnuua 8

Kon-so B
TPaHCNOPTHOM
ynakoBKe

_ (ym



1,25 24 18
2,5 L i
° > 6 48
M WwenkoBom 75 [ p— A 36
pose, 6enoro 10 6 24
BeTa 1,25 ' 94 48
2,5 i .
° 10 6 48
7,5 5 26
0 6 24
Tabnuua 9
Kon-Bo B Kon-Bo B
1 BapunaHT LW npnHa cm, OnuHa m, NoTPe6UTENbCKO I TPAHENOPTHO
1 UCMONHEHNA (£5%) (£5%) ynaKosKe AR
(wT) n
1,25 " (:’8)
2,5 o 18
[Ha wenkoBoii > 5 6 48
[ocHoBe, 6enoro 7.5 6 36
LBeTa c 10 6 24
BUr3aroo6pasHbIM 1,25 24 48
Kpaem 2,5 12 48
° 10 6 48
7,5 5 36
10 6 24
Kaonuua L
Kon-so 8 Kon-so B
BapuaHTt W npnuHa cm, OnvHa m, NOTPE6MTENbCKON  TpamcnopTHOI
WCMOMHEHUS (£5%) (£5%) ymakosKe A
(wT) (yn)
| Ha HeTKaH O ° 1 150
locHoBe, 6enoro 75 i
[ugeta, gns 10 10 1 80
| cnnowHol 15 1 50
| hukcaumm 20 1 50
30 1 -

7. OnucaHue NpMHaANe>XXHOCTen MeULMHCKOTO 13aenms

9.

N3genve Ha nMeeT NpUHagNEXHOCTEN

WHpopmayms 0 HaNMYHOM B MEAULMHCKOM M3[eNnn NeKapCcTBEHHOTO cpeacTBa Ans
MELULMHCKOTO MPUMEHEeHUss, MaTepuanoB >KMBOTHOIO WAM  Ye/I0BEYECKOro
NPOMCXOXK JeH US

N3genve He COQEPXMUT NeKapCTBEHHbIX CPEACTB

MHpopmauma o nopsigke ycTaHOBKM, MOHTa)a, HacTpoOlKM U  KanuGpoBKM,
Heob6Xxo4MMble AN BBOAA MEAULMHCKOrO U34eNuns B 3KCnayaTaumnto

1) OTmMoTaTb M OoTpe3aTb HEOGXOAUMYIO ANMHY MAacTbips W aKKypaTHO MPUNOXUTbL Ha
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XHOCTL KOXKH.
2) Kpad n1acTHIpS HaZte:xHO 3a(HKCHPOBATS, He Aohyckas BO3NHKHOBEHHA CKIAIOK.

10. Tpebosanun x nomeuenunm, ¢ Komopwx  npedngarazaemcr  ycmanoska
MEOUUURCKOZ0 UIOERUR
Hsnenne npuMensieTcs KOHEUHBIM NOTPEGHTENEM B MEMMIMACKHX YUPCKACHHAX W

HHIMBUTYANbHO B ObITY,

11. Hugpopmayus onn nposepxu npaswnsnocmu JCMAROBKHU MEOUNUHCKO20 U3OERUR U €20
2omosnocmsu x bezonacnoil pabome Ixcnayamayun:

¢ Hanenue npennasHaveHo W1t OAROPAIOBOTO NPHMEHEHHS,

* KoRTaKT a3nenis ¢ HemoBpexacHHON KOXeH A0JDKEH COCTABIAT, He Gonee 30 cyTok, no
HCTCICHHH IaHHOTO IEPHOAR HEOOX0AKMO 3aMCHUTE W3EAHE HA HOBOE,

¢ Hanenne npeanasHayeMo TONBKO AN BHEIIHEro NPHMEHEAUS B COOTBETCTBHH C
SKCIUTYATALHOHHON A0KyMeHTauKel;

® MeasuMHCKOE HANENNE C HCTEKUTHM CPOKOM TOZHOCTH NIPHMEHCHHIO HE NOAJEXHT
NIPHMEHEHHIO.

* Toeropuoe rcnonk3opanKe NAHROTO HIRCHE, NPEIHAIHAUCHHOTO 1A OZIHOKPATHOrO
NPHMCHEHHS + HEROITYCTHMO.

¢ Hinennc e CTEPHABHOE H CTEPHIH3ALNY HE NOLIEKHT.

12. Hugpopmanus o cmepunsnom cocmosnus MeduuuncKozo H30enun, memode ezo
CMEPURUIAUUU U 0 NOPROKE Oelicmonti & CRYUGE HAPYWIEHUR CIEPUNLHON YRAKOSKH
Hsnemue He CTEpHITLHOE W CTEPHIHIAIMY HE NOMEKHT.

13. Hupopmauun o nopadxe o6pabomxu MeouRUNCKO20 uzdenun ORR e20 nosmoproz20
UCNONBIOEARUR
TosTopHOE HCNONE30BAHNE AAHHOTO H3ACNA, NPENHASHAYEHHOTO U ONHOKXPATHOTO
NPHMCHEHHS - HEAOMYCTHMO.

14. Hupopmanuio, neobxodumymwo ona udenmuuxanuu Meouyuncrux uidenuit ¢ yeasio
nonyuenus beionacnoii Kombunayuu, u ungopmanuio o6 ussecmnsix OZPANUNENURX
RO COCMECIMHOMY UCRORDIOEAHUI MEOUNNHCKIUX UIDeN
He npumennmo

15. Hugpopmauun o npupode, mune, a maxxce o6 unmencusnocms u pacnpedenenuu
HIRYHERUR & NPOYELCCE IKCRTYAMAKUH MEOURUNCKOZO0 UIOEARA
He mpumenumo

16. Hrpopmanun o mepax npedocmopoxcnocmu

[loBTOpHOE MCNIOAL30BAHHE AAHHOIO H3LCNHSA, NPETHASHAUEHHONO ANA OOHOKPATHOTO
OPUMCHEHHA - HeaonycTHMO. IIp# BOIHHKHOBEHHH anNepruvecKwX peaxnui Ha
MaTepuallkl, BXOAANUIHE B COCTAB H3/CNAA CIICAYET REMEANICHHO O6PATHTLCA K Bpady.

1/:
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17. "Hhopmaumsa o6 o6¢cToATeNbCTBaX, NPU  KOTOPbIX MNOTPebuTenb [OM>KEH

NPOKOHCYNbTUPOBATLCHA C Mef. PpA60THUKOM
Mpn BO3HWKHOBEHWWU anjepruyeckux peakuuil Ha MmaTepuansl,
n3nenus cnefyeT HemefgNeHHO 06paTUTLCA K Bpauy. ‘

BXOf4SLLME B COCTaB

>

18. TTopAfoK MYCNOBUA YT UAN3ALNN UINYHUUY T OXKEHUN MEeAULNUHCKOTO M3genus.
Mcnonb3oBaHHblE M3AeNMsA OTHOCATCA K oTxofam knacca A (CanlwuH 2.1.7.2790-10) un

MOTYT 6bITb YTUNnN3npoBaHbl BMECTE C 6bITOBbIMMK oTxogamu.

19. NapaHTWNN NPON3BOANTENA

MpousBoguTeNnb rapaHTUpyeT COOTBETCTBME KayecTBa MeAWLUMHCKOro wu3genna npwu

COG]’IIO,IJ'EHVIVI TpE‘6OBaHVII7I K TPaAaHCNOPTUPOBaHNK, XPaHEHUIK N MPUMEHEHWUIK U3nenna
rapaHTMVIHbIVI CPOK XpaHeHNda —Tpun roga oT Aatbl N3TOTOB/TIEHNA.

20. Ycnosua xpaHeHUs
-TemnepaTtypa ot -5°C pgo +40°C;
- 0OTHOCUTenbHas BnaxHocTb Ao 80 % npu Temnepatype 25°C.

21. YcnoBus oKpy>Katolleii cpefbl Npu aKcnayaTaynm
- TemnepaTypa OKpyXxatouwel cpegbl oT +1°C go +40°C;
- OTHOCMTeNbHas BIaXHOCTb BO3ayXxa He 6onee 80% npu Temnepatype 25°C;

22. TpeboBaHMA K TpaHCNOPTUPOBKE

MeauumMHCKOe wW3genne TPaHCNOPTUPYETCS B KPbITbIX TPaHCMOPTHbIX CpeAacTBax B

COOTBETCTBMM C TNpaBunamMum  MepeBo3kKM  rpysoB. TpebGyemas TemnepaTtypa

TPAHCMOPTMPOBKK cocTaBnfetr oT MUHYc 5 ° C pgo nnatwc 40 ° C Cc OTHOCUTENbHOW
BN1aXHOCTbO BO3ayxa 40 80%. M3beraTb KOHTaKTa C HepTenpoAyKTamMu, eHonamMu u mx
NMPOW3BOAHbLIMW, MacnaMum HeMTAHOro MNPOUCXOXAEHWUSA, OEH3NHOM, KEepoCUHOM W

APYTUMMW OpraHWyeckMMun BeuiecTBamMu. [locne TPaHCMOPTUPOBKWM MEAULMHCKOTO
W3fenns Npu MUHYCOBbIX TemmepaTypax ero crnefyeT pacnakoBbiBaTb W OCTaBUTb Ha 1

AE€Hb NPV HOPMAaZbHbLIX KNTNMAaTUYECKNX YCNTOBUAX.

23. TpeboBaHMSA OXpaHbl OKpy>KaloLLeln cpelbl
Mcnonb3oBaHHbIE n3penna OTHOCATCA K ObITOBbIM oTxoagam.

24.Tlo BCcem BOMpocaM, CBfI3aHHbIM C oO6palweHneM MeLULMHCKOTO U3fenns Ha

TeppuTOopun PP, Heo6X0AMMO 06paTUThLCA K YNONHOMOYEHHOMY NpeAcTasuTesio

npounsBoanTenNsa:
O6uwectBo ¢ OrpaHnyYeHHOn OTBETCTBEHHOCTbHIO «JITEMM» (OO0 «JIEM M »)

115191, MockBa, [JyxoBcKoin nepeynok 17, ctp. 15, atax 2, komu. 11, op 17
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{MepeBof ¢ aHrIMIACKOr0 1 KN TalCKOTO A3bIKOB HA PYCCKUI 513bIK]

CEPTUNDPUNKAT

Kntancknii KOMUTET COAENCTBUA Pa3BUTUIO MEXAYHAPOAHOM
TOProBnu

KnTtanicknii KommteT COAENCTBUA Pa3BUTUIO MeXAYHaPOLHOW
TOProBnu -

Toproso-npombileHHasa nasiata Kntaa
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[MepeBog Hagnuceit n nevaTell Ha JokyMmeHTe «CepTudunkaT Ne 193100B0/002114,
npeAcTaBNeHHOM Ha KW TaliCkOM, aHT/IMACKOM U PyCCKOM fi3blKax]

[Ha 6naHke KnTaiickoro kKommTeTa CO4encTBUS Pa3BUT MO MEXXAYHAPOAHOR TOproenu]

Toproso-npombLULLIeHHada nanaTa Kutaa

[MevaTs:
LaHxali, MMHUCTEPCTBO MHOCTPaHHbIX e, 6topo yenyr (1).
MoANVHHOCTL NepeBoa yA0CToBepeHa]

[MepeBop Hagnuceli n neyaTeli Ha gokymeHTe «/HCTPYKUMA MO NPUMEHEHUIO. MnacTbipw
hmKenpytoL e HecTepU/bHbIE, OAHOPA30BbIe B BApUaH T ax UCMONHEHNSA», NpeACcTaB/IeHHOM Ha
AHI/IMIACKOM M PYCCKOM $si3blKax]

YTBEP>XXAEHO

«Wxay3siH KakaH Megukan TekHonomku Ko., fita» (Zhejiang Kekang Medical Technology Co., Ltd),
Kuaii

/nognuce!

Main XXyH XyaHb (PeiRong Huang),

reHepasibHbIil ANPEKTOp

[lWTamn komnaHum «Yau3aH Kakad Meavkan TekHonogku Ko., N Ta» (Zhejiang Kekang™Lclica!
Technology Co., Ltd)]

f ! \ )
Cayc Bunmmx, ropog XyHuso (B cocTaBe MHHOBALMOHHOIO CEPBUCHOTO LIEHTPA Hay4yHo-
TEXHO0rM4eckoro nHkybaropa HOaumH) 325608

KOaumH, YkaussaH, Kutaii
(South Village, Honggiao Town (inside Yueqing Science & Technology Incubation Innovation Service

Center) 325608
Yueqing Zhejiang China)

[Bknelika:
Ceupetenbcteo Ne 19303281-3
yYgocTtoBepsato noganHHocTb neyatu (5) gna CBMAETENbCTB MO TOProBbiM Aenam Kutaiicko komuccum

COAelCTBMA MEXAYHapO4HOW TOPM3aBAM WM MOAMUCK YMNOAHOMOYEHHOro nuua (Ykoy [MuHgaHb) Ha
npeAcTaBNeHHOM Bbille JOKYMEHTE.

MwuHUCcTepcTBO MHOCTPaHHbIX Aen KHP (310):/nognucs/

[ara: 13 peBpana 2019 r.

8388807]

[MeuaTb:
MuHucTepcTBO MHOCTPaHHbIX Aen KHP. denapTameHT neranmsauuu (310).]

[Oanee cnefytoT neyaThb U LWITaMn [BHEPaNbLHOr0 KOHCYbCTBa Poccuu B . LaHxae, KHP, Ha pycckom
A3blke.]

MepeBog, C aHINIACKOTO 1 KATANCKOTO A3bIKOB Ha PYCCKUIA A3bIK BbIMOMHWIA NepeBoAYNK JHTEHTeeBa
AnbBupa AnbhpuaoBHa _
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Bcero npowwmro,
NpOHyMH;,.(,:iaHpjii ckpennp'-i
Poccuiickas degepaums Bp''vo Hora"oit/ca
"opog Mocksa CemeHoBa OB ,,

[BajuaToro Mas ABe TbICSUN AeBATHaAUATOrO roga

A, CemeHoBa HOnusa BMKTOpOBHA, BPEMEHHO MCMOMHAIOWAA 0643aHHOCTY HOTapuyca ropoga MOCKBbI
lonbiwesoin JllogMunbl BOPUCOBHBLI , CBUAETENLCTBYHD MOA/IMHHOCTL MOANWCK MNEPEBOAYMKA DHTEHTEeBOW

AnbBUPbI ANb(PUAOBHbI.
Mognuch caenaHa B MOeM MPUCYTCTBUN.
JINYHOCTb MOANMCABLUErO JOKYMEHT YCTaHOB/EHA.

3aperncTpupoBaHo B peectpe: Ne 77/131-H/77-2019-2-956.

B3bl apCTBEHHON nowwnHbI (Mo Tapudy): 100 py6. 00 kon.
e YCNyT NpaBoBOro U Te.UHNYEC kTepa: 200 py6. 00 Kon.

FO.B.CemeHoBa

Bcer o [lpo
npoHymepO/
neyarbto
HOTapuyc

it @e&epawﬂ
i ik
(BT D00 AR BY THERVI g meegLanone o

7, CapaHoB Asekceli HukonaeBud, HoTapuyc ropoga MOCKBbI, CBWAETENbCTBYH) BEPHOCTb KOMWK C
NpeacTaBEHHOro MHe [OKyMeHTa.

3aperucTpmpoBaHo B peecTpe:  77/826-n/77-2019-3-1662.

YAAPCTBEHHOM _llannHbI (Mo Tapurdly): 240 py6. 00 Kon.
Moro n”pyHnyeckoro xapaktepa: 1200 py6. 00 kon.

A.H.CapaHos
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