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1 THE PURPOSE: optical frames: metal, plastic, combined, semi-rimless, rimless with transportation
false lenses are produced by the company WENZHOU HIGO OPICAL CO., LTD and are designed for
the fixation of the lenses and correct position of the lenses relatively to the eyes.

2. MANUFACTURER: WENZHOU HIGO OPICAL CO.. LTD

Address: No.42 Wandi Road, Hezhuang Village, Lougiao, Ouhai, Wenzhou, China
Tel: 0086-577-86500616-0 FAX:0086-577-86500616-6

e-mail: sindy818@hotmail.com

3 BASIC TECHNICAL CHARACTERISTICS: the frames are selected by taking into account
anthropometric information of the patient.

4. CONTRAINDICATIONS TO THE USE can be:
- individual intolerance of the sight correction while wearing the glasses;
- impossibility of the siglit correction while wearing the glasses.

5. PREP.ARaTION OF THE ITEM TO WORK: optical frame should not lose its initial fomi
after putting the lenses into it. The rims should be symmetric. Splits, scratches, gaps between the
optical lenses and the rims of the frame and other defects of the glasses' assembling are not
accepted.

Optical lenses, put into the frame, should not shift and fell out the light apertures of the frame in
the course of normal maintenance of the glasses.

6. THE RULES OF STORING AND USE:

- it is not allowed to apply considerable mechanical force to the frame;

- the frame should be kept in a case or in other package excluding the ability of mechanical
damage;

- full service life of the frame is not less than 3 years.

1. THE TERMS OF USE
Optical frames are used in all climate zones, at any time of day.

8. PRECAUTIONS FOR USE
Wlien applying spectacle frames you should be aware while doing sport and work production
assuming abrupt head movements, leans, jumps and strikes.

9. POSSIBLE SIDE EFFECTS WHEN .APPLYING
Side effects were not found when applying a medical item.

10. INFOR.MATION ABOUT POSSIBLE IMPACT OF THE APPLYING A MEDICAL ITEM
AT THE ABILITY TO DRIVE TRANSPORT AND OPERATE MECHANISMS

The frames for sight correction glasses allow the drivers having problems with sight to dri\e
vehicles and operate mechanisms (when produced from the frames for sight correction glasses)

11-STERILITY
Non-sterile.

12. WARRANTY LIABILITY

Full service life of the frames: plastic and combined - 5 years; metal - 10 years.

Terms of keeping: in heated storages with the temperature from +5°C to -40°C. relative
humidity of the air 80%.
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13. AUTHORIZED REPRESENTATIVE IN RUSSIAN FEDERATION:
CRIMEAN OPTICAL GROUP , LLC

Address: 15 G, block 2. Mate Zalki str, Simferopol Crimea. Russia
Tel'lax+73652-60-80-81 /82

E-mail; info a cou-ua.com

14. TRANSPORTATION

Frames for sight correction glasses are transported by all means of transport in covered vehicles
in conformity with the rules of the freight valid at this type of transport.

15. PACKAGE

TmispoTiation of frames is done in individual poly bag with plastic lock then in white small box
in RUinber 10-25 pieces per box. boxes are packed in cartons .

16 MARKS
OnpaBbl 41 O4YKOB A4S KOPPEKLUMN 3peHuns
1WENZHOU HiGO OPICAL CO., LTD
; Address: No0.42 Wandi Road, Hezhuang Village. Lougiao,
=Quhai. Wenzhou. China
|nnn

REF

LOT

CE

CP

i XX.XX  XXXX

I XX. XX XXXX

IX CLAIMS
Fortl» questions, claims, information please apply to our authorized representative in Russia.

IS. Utilization
F.namss for sight correction glasses are subject to utilization equally with household waste.
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MepeBOA C aHITMACKOIO0 U KATAMCKOr0 SA3bIKOB Ha PYCCKWUIA A3bIK
«YTBEPXOAK»

Ovpektop BEHBXXOY XUTO OMNTUKAN KO., N1TA
UeH Jloy

26 gekabpa 2014

Meyatb:

00O «IM3 AHU3NH», T.BaHbuxoy. 3303040033624

PYKOBOACTBO
N0 NPUMEHEHMIO OMpPaB KOPPUTMPYHOLLIMX OYKOB
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8. MEPbI MPEAOCTOPOXHOCTW NP NPUMEHEHWNIN

Mpy nNpUMEHEHUM OMNpaB OYKOBbIX CNeAyeT co6/0AaTb OCTOPOXHOCTb Mpw
3aHATUAX CMOPTOM M NPOM3BOACTBE paboT, npeanonararnx pes3kne [ABUMXKEHUSA
ron0BoOl, HaKMNOHbI, MPbLDKKN U yAapbl.

9. BO3MOXXHbIE MOBOYHbIE AEMCTBUA NP MPUMEHEHWN

Mo6OYHbIX AeACTBUIA NPU UCNOb30BAHUN MEAULUHCKOTO U34e/TNA He BbISIB/IEHO.

10. CBEAEHWA o BO3MO>XHOM BANAHNN NCIMOJZIbSOBAHWA
MEONUNHCKOI O N3AENNA HA CMNOCOBHOCTb YMPAB/IATDb
TPAHCMNOPTHbIMW CPEACTBAMW, MEXAHN3MAMW

Bogntenam, umerowmm npobseMbl CO 3peHMEM, OMNpaBbl KOPPUTUPYHOLWUX OYKOB
obecneynmBaloT BO3MOXHOCTb yNpaB/feHUs TPAHCNOPTHbLIMU CpeACcTBaMMW U MeXaHU3Mamun
(Npv N3roTOBNEHUN N3 ONpPaB 0YKOB KOPPUTUPYHOLLNX)

11. CTEPNJIbBHOCTb

HectepunbHo.

12. TAPAHTUWNHBLIE OBA3ATE/IbCTBA

CpoK XpaHeHus onpas: MaacTMacCoOBbIX U KOMOWMHMPOBAHHbLIX - 5 NeT; MeTanNNYecKunx -
10 ner.

XpaHeHne onpaB - B OTan/JIMBaeMbiX XpaHuUauMwax Mnpu TemnepaType OKpYyXXatollien
cpeabl oT natoc 5°C o natc 40°C, 0OTHOCUTENbHOM BNaXXHOCTM Bo3gyxa 80% .

13. ABTOPVU3OBAHHbIA MPEACTABUTE/Ib B POCCUNCKOW ®ELEPALINN:
OO0 «KpbiMckaa OnTunyeckasa Ipynna»

Apapec: 15T, 650K 2, yn.MaTte 3anku, r. Cumdepononb, Kpbim, Poccus
Ten/dpakc: +73652-60-80-81/82

OneKTpoHHada noyTta : info@cog-ua.com

14. TPAHCIMOPTNPOBAHWE

TpaHCcNopTUPOBKA OMpaB KOPPUTMPYKLMUX OYKOB MNPOU3BOAUTCS BCEMM BUAAMMU
TpaHcnopTa B KPbITbIX TPAHCMOPTHbIX CPeACTBax B COOTBETCTBUM C NpaBuIaMu
nepeBO3KM FPy30B, AeACTBYHOLWMUMN Ha JaHHOM BUAe TpaHcnopTa.

15. YMNAKOBKA

OnpaBbl TPaHCNOPTUPYOT B WHAMBUAYaNlbHOM MOMIM3TU/IEHOBOM MakeTe C
naacTmMaccoBOl 3aCTeXKOW B 6e/10M manoin kopobke no 10-25 WITYK; Masible KOPOOKMU
B 060/1bLLUNX KOPOOKaX.
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16. MAPKMPOBKA

OnpaBbl /151 04KOB /151 KOPPEKLMM 3PEHNS

WENZHOU HIGO OPICAL CO., LTD/ BEHb)>XOY XUNTIO

OMNTUKAN KO., NTA
I\/U Appec: Ne 42, BaHgn Poyp, fgepeBHA XeuxyaHb , Jlyuso,

Oyxaii, BeHbXxoy, KuTtaii
'

REF

LOT

XXX X/ XXXX

CP XX XX XXXX

17. PEKJTAMALNA

Mo BonpocaM, peKknamaumnam, cBefeHMsM obpallanTecb K ynosTHOMOYEHHOMY

npeacrasntento B Poccun.

18. YTUTNSALUP1A

OnpaBbl KOPPUTUPYKOLLMX OYKOB MOANEXAT YTUAM3ALUU HapaBHE C ObITOBbIMU
oTX04amMu.
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MepeBOA € aHI/IMIAEKOro N KUTaMCKOro A3bIKOB Ha PYCCKUI A3bIK
BbLLOIHW NepeBoagunK deceHKo Hagexja EBreHbeBHa

Nopog CesacTtonosib

LLlecTHaguartoe gekabps ABe TbiCAYN NATHAALATOrO roga.

A, CeBepuH AMuTtpuii Hukonaeeny, HoTapuyc ropoga CeBacTonons,
CBUAETENLCTBYIO MOAMHHOCTb MOAMUCK, CAeNaHHOM NepeBOAYMKOM

deceHKO Hagex o EBreHbeBHOM B MOEM MPUCYTCTBUW. JIMYHOCTb €ro
yCTaHOB/eHa.

3apernctpmpoBaHo B peectpe 3a Ne 9l1-

B3bickaHo norapuay: 100 py6.00 Kon.
Jono™M~AnBpo jitteEKaHo

HOTAP]

rMEBBTaTaBI" .. no™meHr8. B ABCAEAHEM ROHMCTOK, nlpmma%ﬂ
H60FOBOpI/IHHbIK VCNP3BNEHUH NN KaKUX-IMbo

. 'jacoBEpLLEHNEM HOTapUaNbHOTO AecTBU
-,bCL 6O3aHM BEPHOCTU KoMK *
COfIEDETHNA _[IOKyMEHTa 11 COOTBETCTBYE
¢ U

A”.Tapacosa

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



KON

ADDITION 10

USER MANUAL

for the frames for sight correction glasses

“APPROVE”
Director

Position

Chen Luo

Name
I~ Signature

° " 0A 2015

“day” month (numerals)
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Tom Hart

—

X I Prestigio;
j Tom Hart
1 Prestige;

1 Eyefinity;

1 Lievissimo;

} Maxim & Co;
Twenty 22
Two;

i  CARAVAN;
J TORNADO;
J ' Baby Boom;
1 : Ottica di COG;
‘ 1 KIWEST;
G2Gsquired
Frames of
combined
material

Helen Rocha
Occhiali;
Helen Rocha
Eyewear,;
Tom Hart
Prestigio;
Tom Hart
Prestige;
Eyefinity;
Lievissimo;
Maxim & Co;
Twenty 22
Two;
CARAVAN;
TORNADO;
Baby Boom;
Ottica di COG;
KIWEST;
G2Gsquired
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Transportation false
lenses

Hinges
[

Frames

Mazzucchelli)
Cellulose propionate
(CP, Eastman)
Thermoplastic
material (ULTEM)
Polyamide (Grilamid
TR90)

Polymer based on
polyamide (Nylon)
Polymer (Acrylex)

Stainless steel (Alloy
304)

Stainless steel
(Genium)
Copper-nickel alloy -
Monel (K500)
Aluminum (Series
6000)

Titanium (Titanium
alloy B-titan (beta-
titan)

Titanium alloy
(Titanflex)

Stainless steel (Alloy
304)

Cellulose acetate
{Acele, Avisco,
Celanese, Chromspu
n, Estron,
Mazzucchelli)
Cellulose propionate
(CP; Eastman)
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MepeBOf C aHTMNMNCKOIO0 U KNTANCKOI0 SA3bIKOB Ha PYCCKUI A3bIK

NOMNOTHEHVE
K PYKOBO/ZCTBY

MO NMPVMEHEHNIO OMNpaB KOPPUIMPYHOLLIMX OYKOB

«YTBEPX AR »
OupekTop
JOomKHOCTb

UeH Jloy

Nma

Moanwnco
05.08.2015 .

MeyaTsb:
00O «IM AHU3UH», r.BaHbuxoy. 3303040033624
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CocTas MaTepunanos ncnonb3yemMmblX And M3roToBJAeEHNA MEQULMHCKOTIO nsnenna

HanmeHoBaHwMe BapunaHTbl

n3genns NCNONHEHUSA
(Mmogenn)
Onpassbl

MeTannmnyeckKkune

Helen Rocha
Occhiali;
Helen Rocha
Eyewear;
Tom Hart
Prestigio;
Tom Hart
Prestige;
Eyefmity;
Lievissimo;
Maxim & Co;
Twenty 22
Two;
CARAVAN;
TORNADO;
Baby Boom;
Ottica di
COG;
KIiWEST;

G2Gsquired

Helen Rocha
Occhiali;

Onpasbl
nnacTmMaccoBble
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CocTas nsgennsa

onpasbl

HaKOHEYHUKN

3ayLWHNKOB

nepeHocunya (MOCTUK)

HocOoynopbl
KpenexHas necka
TPaHCMNOPTUPOBOYHbI
e BCTaBKM

lWapHMpbI

onpasbl

MaTepuan, mapka

Hep>xaBewuwasa ctaib
(CeHnym)

MeaHO- HUKeNEBbIN
cnnas - MoHenb
(K500)

AnwomMmnHunin (Cepus
6000)

TwutaH ( cnnas
TuTaHa beTa-TuUTaH)
TunTaHOBbIN cnias
(Pnekc-TutaH
(Titanflex)
Hep>xaBetou,asa ctanib
(cnnas 304)
AueTaTuyennnosa
(Acele, Avisco,
Celanese,
Chromspun, Estron,
Mazzucchelli)
CnnaB 0/IOBAHHO
OpPOH3bI C
HEe3HAUNTENbHbIM
Job6aBrieHNEM
HUKensa n unHka(
Bronze 48)
CnnukoH (HTV)
Monumep (HeiinoH)
Monumep
(AKpunekec)
HepxaBewlLlaa cTanb
(cnnas 304)

AueTaTtyensnosa
(Acele, Avisco,



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



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



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



dyTNAp
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Hocoynopbl

KpenexHaa necka

TPaHCNOPTUPOBOYHbI

€ BCTaBKWU

LWapHUpbl

MprnHagneXxHocTu

Kapkac

MokpbiTUE

fob6aBsieHMEM
HUKeNnda n yuHka (
Bronze 48)

CunukoH (HTV)
Monumep (HelinoH)
Monnmep
(AKpunekc)
Hep>xaBelouwaa cranb
(cnnas 304)

MeTann
(ANKOMWHWIA, cTanb,
XecThb)
KoXx3ameHNTenNb
(PU)

rr.CUAM®EPO-



MepeBog C aHMNIACKOI0 U KNTANCKOro SA3bIKOB Ha PYCCKUIA A3bIK
BbINONHWA NepeBofUnK deceHKO Hapexaa EBreHbeBHa

Mopog CeBactonosnb

LecTHaguaToe gekabps ABe ThiCAYN NATHAALATOrO roja.

A, CeBepuH AMuTpuii Hukonaesmy, HoTapuyc ropoaa CeBacTon »is,
CBUAETENbCTBYI0 NOAMIMHHOCTbL MOANUCK, ceNaHHOoW nepesogunkom C

deceHKo Hagexxaoli EBreHbeBHOI B MOEM MPUCYTCTBUK. JIMUHOCTb ero”
yCTaHOBJ/IeHa.

3apernctpupoBaHo B peecTpe 3a Ne 9M-/*'

B3bicKaHO no Tapudy 100 py6.00 «kor.
JononHweanlLICP/1uckaHo 200 py6.00 kon. (¥YMuT
7V
HOTAP1#<1; |l
Monb
«1yV /4 y!
A Tanscosy Ano3 ViBaHoB!{-»0T annyc CmhepononbCKOro ropoackoro

HNT3'Munbuorookoyra m'cuybrukm K|.'a’M .:omge(Osbu:” iiyto6epHoclb3|OU
KTuun A nog-"\CTOK, MPUMICOK,
. NHEOroBOpeHHbIX UCrpasnEHWA nn KakuX-mbo

a'30BEpPUTHVEM LOTapVO.IbHONO AEVCTBIS,
3'BOB/MWM NEPUOCT,L KA IOKyMeHTa He
0IrMH3umra  [IOKyMEHTa W COOTBETCTBME
1 Me,-bHrCw, [

KTapacosa
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ADDITION I
TO USER MANUAL

For the frames for sight correction glasses

"APPROVE"'
Director
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1. NAME OF MEDICAL DEVICE

""Frames for sight correction glasses metal, plastic, combined,
semi-rimless, rimless with transportation false lenses &accessories **
Frames for sight correction glasses metal, plastic, combined,

semi-rimless, rimless with transportation false lenses are produced by the company
WENZHOU HIGO OPICAL CO., LTD are of the following types: - plastic; - metal;
combined.

Modifications are :semi-rimless (thread) & rimless (screwed) frames of all types.

2. DESIGNATION OF MEDICAL DEVICE
Framesforsightcorrectionglassesmetal, plastic, combined,
semi-rimless,
rimlesswithtransportationfalselensesorwithoutthemareassignedtoproducesightcorrectio
nglasses.

Sphere of usage - Frames are used to make sight correction glasses in workshops having
licenses as per doctor's prescription. As a ready product (sight correction glasses ),
frames are used in domestic conditions for individual wearing for sight correction.

3. STATEMENT FOR USING MEDICAL DEVICE IN READY PRODUCT.
- myopia, hypermetropia;
- astigmatism( loss of ability of clear vision of environment);
- strabismus;
- eyestraumas.

4. INFORMATION ABOUT MARKS, PACKAGE
Printing on the frames should be put onto temples and should contain:
- code or name of model, size a, b, L- from the inside of the right temple ;
- name (code) of covering, color - from the inside of the left temple.

Frame should be put into polybag. Polybag should be produced according to
design drawing of the manufacturer approved.

Polybag or sticker of each frame should have indication of:

- trade mark of the manufacturer;

- inscription "Optical frame';

- nominal values of main size;

- name of company, inscription Made in China;

Frames put into polybag should be packed tightly in group boxes designed by
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- Hagnuck "Onpasa 04KoBaa",

- HOMWHa/IbHbIE 3HAYeHWA OEHOBHbIX Pa3MepOB;

- HauMeHoBaHWe npeanpuATUA, Hagnues "CaenaHo B Kutae";

Onpa.bl, ynakoBaHHble B MOMMITUIEHOBYIO YMaKOBKY, AO/DKHbI ObITb MI0THO
YNIOXEHbI B rPYnmnoBble YNakoBOYHble KOPOOKM, M3roTOBMIEHHbIE NO pabounm YepTeXkam
NpeanpuUATUA-N3roToBuTeNs. B rpynnoByt0 YMNakoBOYHYHO KOPOOKY [OO/MKHbI OblITb
yNoXeHbl onpasbl OAHOI0 TUNA € 0AMHAKOBLIMU 0EHOBHLIMU pa3Mepamu.

Ha kaxgylo rpynnoByl YMNakOBOYHYH) KOPOOKY [O/MKHA ObITb Hak/eeHa
9TVMKETKa, BbINO/MHEHHAsA MO paboyuMM 4epTexxam nNpeanpuATUA-U3roToBUTENS, Ha
KOTOPOW [O/MKHbI ObITb efieNnaHbl Hagnven B e00TBeTCTBUM C 6.3 CcTaHgapTa W
[LONONMHNTE/NILHO YKa3aHOo:

- 4YMCNo OMnpas;

- jaTa YyNakoBbIBaHUS.

TpaHcnopTHaa Tapa - MO COrNacoBaHWIO C  3aKasunMkoM. MapKMpoBKa
TpaHcnopTHoi Tapbl - no FTOCT 14192 ¢ HaHECeHWEM MaHUMNYNALUMOHHOIO 3HaKa
"OeTOpOXHO, XpynKoe".

JonyckaeTca UM3MeHeHVe YMakoBKW, He yXyAwawulee YeTondnBOCTU K
MEXaHNYECKUM U KNMMATUYECKUM BO3AEACTBUAM MPY TPAHCMOPTUPOBAHUN 1N XPaHEHWN.
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[MepeBoz, C aHINMIACKOTO M KUTANCKOTO A3bIKOB Ha PYCCKMIA A3bIK
BbINO/HWN NepeBoAYnK Xabaposa Mapus MropeBHa

["opog CeacTornosb

[sTOR OKTAOPS ABE ThICAYN LLIECTHAALATOrO roja.

A, CeBepuH AMuTprin Hkonaesmd, HoTapuyc ropoaa CeBactonors,
CBUAETENLCTBYHO MOA/IMHHOCTL MOAMUCK, CAENAHHON NEPEBOAYNKOM
Xabaposoi Mapweii ropeBHoM B MOeM MPUCYTCTBUW. JTMYHOCTb €ro
YCTaHOB/IEHA.
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