state of California
Secretary of State

This Certificate is not valid for use anywhere within the United States of America, its territories or possessions.

APOSTILLE
(Convention de La Haye du 5 octobre 1961)

1. Country:
Pays / Pais:

United States of America

This public document
Le present acte public / El presente documento publico

2. has been signed by
a ete signe par Mengmeng Xu
ha sido firmado por

3. acting in the capacity of
agissant en qualite de
quien actua en calidad de

Notary Public, State of California

4. bears the seal / stamp of
est revetu du sceau / timbre de Mengmeng Xu, Notary Public, State of California
y esta revestido del sello / timbre de

Certified
Atteste / Certificado

6. the

5 at Los Angeles, California le/eldia  12th day ofJuly 2019

N/ en
7. by . .

Secretary of State, State of California

par / por
8. N 74853

sous n°

bajo el ntimero

9. Seal / stamp: 10. Signature: wsz/m—

Sceau / timbre: Signature:
Sello / timbre: Firma:

This Apostille only certifies the authenticity of the signature and the capacity of the person who has signed the public document, and, where appropriate, the
identity of the seal or stamp which the public document bears.

This Apostille does not certify the content of the document for which itwas issued.

Tn uprify thp is.sMancp of thi.s Anostille. see: www.sos.ca.aov/business/notarv/apostille-search/.

This certificate does not constitute an Apostiiie under the Hague Convention of 5 October 1961, when it is presented in a country which is not a party
to the Convention, in such cases, the certificate should be presented to the consular section of the mission representing that country.

Cette Apostille atteste uniquement la veracite de la signature, la qualite en laquelle le signataire de I'acte a agi et, le cas echeant, I'identite du sceau ou timbre dont
cet acte public est revetu.

Cette Apostille ne certifie pas le contenu de I'acte pour lequel elle a ete emise.

Cette Apostille peut etre vdrifiee a l'adresse suivante: www.sos.ca.qov/business/notarv/apostille-search/.

Ce certificat ne constitue pas une Apostiiie en vertu de la Convention de La Haye du 5 Octobre 1961, lorsque pr6sent6 dans un pays qui n est pas

partie a cette Convention. Dans ce cas, le certificat doit etre présenlré i la section consulaire de la mission qui représente ce pays.

Estfe Apostilla certifica unicamente la autenticidad de la firma, la calidad en que el signatario del documento haya actuado y, en su caso, la identidad del sello o
timbre del que el documento publico estb revestido.

E st Apostilla no certifica el contenido del documento para el cual se expidio.

E st Apostilla se puede verlficar en la direccion sigulente: www.sos.ca.qov/business/notarv/apostille-search/.

Este certificado no constituye una Apostilla en virtud del Convenio de La Haya de 5 de octubre de 1961 cuando se presents en un pais que no es parte
del Convenio. En estos casos, el certificado debe ser presentado a la seccidn consular de ia misibn que represents a ese pais.
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CALIFORNIA ALL-PURPOSE ACKNOWLEDGMENT CIVIL CODE 81189

A notary public or other officer completing this certificate verifies only the identity of the individual who signed the
document to which this certificate is attached, and not the truthfulness, accuracy, or validity of that document.

State of California

County of D_ b|ﬂﬂ1/)/\
On Aot before me, u HU .

Date /-lere Insert Name and Title of the Officer

personally appeared
Name(s) of Signer(s)

who proved to me on the basis of satisfactory evidence to be the per*n(2*whose namel”™'xsI®
subsOTbed to the within instrume”and acknowledge to me that hel*f(elt™\j executed the same Irv"
his/Jjriytf)AMr authorized capacity(Ne”, and that b ~is/lp e e Ifsignature(~fon the instrument the person(®

or the entity upon behalf of whicn the person(pfacted, “ecuted the instrument.

| certify under PENALPi' OF PERJURY under the laws

MENGMENG XU of the State of California that the foregoing paragraph
Notary Public - Califokitia © is true and correct.

Orange County z

z commiilssion # 2384220  j» WITNESS my hand and official seal.
My Comm.
® 0 0000 0 0 00 J '
Signature.
ignaturm of Notary Public
Place Notary SealAbove
OPTIONAL

Though this section is optional, completing this information can deter alteration of the document or
fraudulent reattachment of this form to an unintended document.

Description of Attached Document
Title or Type of Document: Document Date:
Number of Pages: Sligner(s) Other Than Named Above:

Capacity(ies) Claimed by Signer(s)
Signer’s Name:

0O Corporate Officer — Title(s): orporate Officer — Title(s):

0O Partner — O Limited O General O Partner — O Limited O General

O Individual O Attorney iiin O Individual 0O Attorney in Fact

O Trustee 0O GuacctiaiTorConservator O Trustee O Guardian or Conservator
0O Other: O Other:

Signer Is Representing: Signer Is Representing:

©2014 National Notary Association « www.NationalNotary.org * 1-800-US NOTARY (1-800-876-6827) Item #5907
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endovascular treatment (sold separately).

OPTIMA Coils are positioned at the treatment site using standard neurointerventional
microcatheters. When the microcatheter is located at the target site of the aneurysm, the
neurointerventional specialist properly positions it within the aneurysm and detaches the device.
OPTIMA Caoils are then consistently deployed to occlude the aneurysm from an unaffected arterial
segment until the neurointerventional specialist is satisfied with the result. The coils induce blood
flow stagnation within an aneurysmal sac, which leads to potential thrombosis of the aneurysm.

The implantable segment is instantaneously detached with a thermal process initiated by
the XCEL Detachment Controller. The XCEL Detachment Controller is supplied with batteries
and is sold as a sterile, portable, disposable device that cannot be reused, resterilized, dismantled
or disintegrated.

OPTIMA Coil
Cnupanb n30oHa oT AeNleHns Coil and detachment zone
MHTpoAbloCep Introducer
TonkaTens Pusher
AAre3noHHOe NMOKPbITUe Adhesive coating
HepacTa>knumasa HUTb Inextensible thread
PeHTreHOKOHTpPacTHbIN mapkep Radiopaque marker

The OPTIMA Coil is available with implantable coils of various shapes (helical or
complex) and sizes (up to 24 mm) offered in three versions: Standard, Soft and Super Soft. The
examples of coil shapes are shown in Figure below.

Examples of OPTIMA Coils
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XCEL Detachment Controller (sold separately)

Coil Delivery System

The Coil Delivery System is used for endovascular positioning of the OPTIMA device
within an aneurysmal sac. OPTIMA Coils are attached to the Delivery System at the distal end.
The Coil Delivery System comprises an introducer and a pusher. The introducer consists of a
polymer tube. It protects the device and a distal segment of the delivery tube from damage and
provides continuous passage for delivery of the device to the microcatheter.

The pusher varies in flexibility from the proximal end to the distal end and is characterized
by different stiffness zones, with the distal end being most flexible. The distal end of the pusher
(50 cm) comprises 4 coil segments, including a heating element (platinum), a coil body (stainless
steel), a radiopaque marker (platinum), and a coil body (stainless steel). The radiopaque marker of
the coil is located 3 cm from the distal end and is used with commercially available two-tip
microcatheters to properly position the coil before detaching the coils. The proximal end of the
pusher is also covered with heat-shrink polyethylene and is fitted with radiopaque marker bands.
These markers are located 149 cm from the distal end of the implant and serve as deployment aids
by directly indicating the implant position relative to the microcatheter tip.

The pusher is used to control deployment of the OPTIMA device. It pushes the coils
forward and backward through the microcatheter and ensures safe delivery to the aneurysmal sac
or vascular pathology, or makes it possible to select the desired detachment position.

The Coil Delivery System is made of medical grade polymers and stainless steel. The
effective length ofthe device is ~73" (185 cm). The total length ofthe Delivery System is sufficient
for transfemoral introduction and positioning at the aneurysm.

The Coil Delivery System is made of medical grade materials stiff enough for pushing the
device through the microcatheter lumen to the treatment site, but at the same time flexible enough
for navigating the tortuous vasculature.

5. Risks of using the medical device, contraindications, expected and predictable side
effects:

5.1. Indications: OPTIMA Coils for Endovascular Embolization of Cerebral Vessels
are designed for endovascular embolization of intracranial aneurysms and other neurovascular
abnormalities, such as arteriovenous malformations (AVM) and arteriovenous fistulae. The device
is also intended for occlusion of blood vessels within the neurovascular system to permanently
obstruct blood flow to an aneurysm or other vascular malformation, as well as for arterial and
venous embolization in the peripheral vaseulature.

5.2. Contraindications: None.

5.3.  Potential complications and side effects: Potential complications associated with
Optima coils are as follows:

- Adverse reaction to device materials

- Infection
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Jor Endovascular Embolization of Cerebral Vessels, Design Options:
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Endovascular Embolization of Cerebral Vessels, Design Ovtions:
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configuration table.

Verification

1m  Check (G) to make sure
that the total effective length
of the coil is in accordance
with the above configuration
table.

2. For helical implants,
check (H) to make sure that
the filar diameter of the coil
loop is in accordance with the

3. Check (L) to make sure that the length of the strain reliefand
proximal bond is 12.7 £ 0.25 mm.

4. Check (I) to make sure that the outer diameter ofthe primary
coil winding is in accordance with the configuration table.

5. For all coils, verify that there are no gaps larger than the filar
size between primary coil winding loops.

6. There are no particles larger than 0.0508 mm over the entire

length.

7. Check the serial number of the implant in accordance with the configuration table.

8. The supplier provides all operational documentation demonstrating step-by-step
traceability of the manufacturing process.

9. System of sequential sampling plans based on ¢ = 0 and AQL (acceptable quality limit) =

0.65.

Technical specifications applicable to all models:

Ability to advance
Pushability

Min. bending /
kinking radius of
the delivery
system

Torsional bond
strength
Visualization
Tubing tensile
strength
Guidewire marker
bond strength

Advancement force is less than 3 N

Ensures freedom of placement by the operator without undesirable
bending or kinking (thanks to the smooth tip)

10 mm

Min. 10 N/mm

The coil is delivered to the intended site under fluoroscopy.

Min. ION

Min. ION
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NOTE 3.2

Note; Translation of figure captions
0.019" = 0.4826 mm

Unspecified acceptable values: 1 %

0.040"+0.005" = 1.016+0.127 mm
0.540" = 13.716 mm
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Unspecified acceptable values: £1 %

/ NOTF 2.6

Note: Translation of figure captions
0.050"+0.010" = 1.27+0.254 mm

NOTE 2.1
NOTE 2.3
i .005" i .001 020" + .002
.030" + .002'
DETAIL F
SCALE 90 : 1

Note: Translation of figure captions
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Table 8. List of the medical device materials
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microcatheter, a guidewire, an RHV, stopcocks and an 1V tube.

TXA<ih
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ASTTCMACHS i CTHIU/IH orté.f’af{‘-'“m Aoy
ncaxumb~u cKiaciU-Mt
HAMlww’atonum kj' u*(si
Diagram 1
TpexKOAOBOW KpaH Three-way stopcock
NTNHMA oNA NPOMbIBOYHOTO pacTBOpa Flushing solution line
Hanpasnawwnin kaTeTep Guide catheter
BefpeHHbIi NPOBOAHUK Femoral sheath
MunkpokaTeTeEp Microcatheter
AHeBpu3smMa Aneurysm
PIrK RHV
OaHOX0A0BOW KpaH One-way stopcock
Touyka OCTaHOBKM AOCT aBnsAl LW el cnmpanu Coil delivery system stop point
Mopgawwnit TonkaTenNb Delivery pusher
MpoKcMManbHbIA KOHEL NOLCOEAUHEH K Proximal end connected to the portable XCFL
nopTaTWBHOMY KOHT ponnepy orcoeanHeHnsa Detachment Controller
XCEL
PK nonoca MmnkpokaTeTepa RO marker band ofthe microcatheter
PO mapkep «3 cm» RO marker (3 cm)
Cnupanb Optima OPTIMA Coil

1 Attach a rotating haemostatic valve (RHV) to the guide catheter hub. Attach athree-
way stopcock to the RHV arm and then connect a line for continuous infusion of flushing solution.

2. Attach the second RHV to the microcatheter hub. Attach a one-way stopcock to the
side arm of the second RHV and connect the appropriate continuous flushing line to the stopcock.

3 Open the stopcock and flush the microcatheter with sterile flushing solution, and
then close the stopcock. To minimize the risk of thromboembolic complications, it is critical to
maintain continuous infusion of appropriate sterile flushing solution into the guide catheter,
femoral sheath and microcatheter.

10.2. Lesion catheterization

1 Use standard interventional procedures to gently catheterize a lesion with primary
access to the vessel with a guide catheter. The guide catheter should have an inner diameter (ID)
large enough for contrast medium to be injected while the microcatheter is in place. This will allow
for fluoroscopic mapping during the procedure.

2. Select a microcatheter with two radiopaque markers and appropriate inner diameter
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Remove the entire device from the packaging hoop (see Diagram 3).
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MepeBOA C aHFIMACUOTO HA PYCCKNUI A3bIK

[,Cl,anee cnepyeT nepeBopj anocTunnda, npeaocTaB/IEHHONo Ha aHrnumckom, C*)paHLl,y3CKOM N NCNaHCKOM

A3blKax]

LLTat KanngopHus

CekpeTapb wwTata

HacTosiuuin anoctunb HefelcTBUTENEH A1t UCMO/b30BaHWsi B CoeiuHEeHHbIX LLITaTax AMepuKM, Ha TeEppUTOPUSIX
AnocTtunb
(Maarckast KoHBeHUMA OT 5 okTA6ps 1961 roga)

1. CrpaHa: CoefiHeHHble LLITaTbl AMepuKn

HacToawumii opuumanbHblil LOKYMEHT

2. nognucaH MaHm3H Croii (Mengmeng Xu),

3. BbICTyNawLLMM B KayecTse HoTapuyca, LTaT KanmhopHus

4. CKpeneH neyaTbo/WiTamMnom MaHM3aH Cioii (Mengmeng Xu), HoTapuyca, wtat KanmgopHus
Y [pocToBepeHo

5. B Jloc-AHmkenece, KanmdopHus 6. 12 vions 2019 r.

7. CekpeTapem wiTaTa KanugopHus

8. Ne 74853

9. Mevarb/wWTamn: [W306pa>keHne nevaTu: 10. Mopgnuce:
FEPEOBAA NMEYATD
LWTATA KAJTIMPOPbLLLA] /nognucs/

HacTosiLumiA anocTu/b YA0CTOBePSieT TO/bKO MOASIMHHOCTL NMOAMMUCY 1 NPaBoMOYMe LA, NoAN1CcaBLLEro
OMUMATbHBIA JOKYMEHT, U, KOrfa 3To He06X0AMMO, NOA/IMHHOCTL MeYaTy UKW LITaMna, CKPen/IsoLInX
O(MUMATbHBINA JOKYMEHT.

HacTosLmin anocTnnb He yLOCTOBEPSeT COAepXKaHWe NpuiaraemMoro oKyMeHTa, /19 KOTOPOro OH BbligaH.
[nA npoBepKM 4aHHOro anocTuisa cM. www.sos.ca.gov/business/notarv/aDostille-search/

JaHHbIN cepTUMKaT He ABNSIETCA anocTuIeM cornacHo Maarcko KoHBeHUMKM 0T 5 okTA6ps 1961 roga,
eC/IN OH MpeAcTaB/ieH B CTpaHe, KOTopasi He AB/sieTca ydyacTHUKoM KoHeeHuun. B Takux cnyuvasx
cepTunKaT Jo/KeH ObITb NpeACTaBfeH B KOHCY/NbCKUA OTAeN MUCCUM, MPeACTaBASIOLLEN CTPaHy.

[Kpyrnas neyaTb:
OPVIC CEKPETAPA LLUTATA,
FEPEOBAA MEYATDL LUTATA KAJTMOOPHWA]

CekpeTapuaT wraTa, hopma NP-40 LA (Bep. 07/2017)

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



CTAHOAPTHOE HOTAPVA/IbHOE YOOCTOBEPEHUNE FPAXOAHCKMNA KOLEKC § 1189
LITATA KATN®OPHWA

HoTapuyc nnu apyroe AOMKHOCTHOE L0, 3anO/HAIOLLIEE HACTOALLMIA CepTUAIMKAT, NOATBEPXKAAET
TO/MbKO IMYHOCTb /LA, NMOAMNMCABLLIETO AOKYMEHT, K KOTOPOMY MPUMIOXKEH 3TOT CEPTU(MKAT, a He
MPaBUIbHOCTb, TOYHOCTb WM AENCTBUTENBHOCTb aHHOTO [IOKYMEHTA.

LLITaT KanudgopHua )
Okpyr OpuHo>K )

Xun) (MMs 1 SOMKHOCTb JO/MKHOCTHOrO NULA), MOATBEPXaato, uto 11 mona
2U19 roga (pata) B moem npucyTtctBum Maiikn Mutepc (Michael Peters) (umsa nuua, noanvcasLuero
[OKYMEHT) /IMYHO MpesoCcTaBusl AOCTaTOYHble [0Ka3aTeNbCTBa TOF0, YTO OH ABMSETCH J/IMLOM, MMEHEM
KOTOPOro NOAMUCaH HaCTOSLLMIA [OKYMEHT, a Takke MOLTBEpPAW MHe, YTO OH COCTaBW/ Npuiaraembili
[OKYMEHT B COOTBETCTBUM C VMEIOLLWIMMCS Y HEr0 MOSHOMOUMAMM, U CBOEI NOAMUCHI0 HA JOKYMEHTE OH
VN OpraHu3aums, OT MMeHN KOTOPOW OH eNCTBYET, NOATBEPAWIM COCTaB/IEHVE YKa3aHHOMO JOKYMEHTA.

[LLTamn: . Byoyus npedynpexaeHHsIM 06 YEOJIOBHOW
M3HM3H CIOV (MENGMENG XU) OTBETCTBEHHOCTW 3A TMPELOCTAB/IEHVIE
Hotapuyc - KanmopHs 3ABEZIOMO /IOXKHbBIX CBEAEHWI no sakoHam
Oxpyr OprHIX wrata KanmdopHys, S NOATBEPXKAAKD NOA/IMHHOCTL U
Jyenana Ne 2184220 MPaBUIbHOCTb MPUBEAEHHOTO BbiLLe Maparpada.
Mos nMueHsns AencTeuTebHa 40 3ACB/NOETE/IbCTBOBAHO Moeli nognucbio 1
22 mapta 2021 1] ohyLIMaNbHOI MeyaTbHo.
Moanwuck /nopnwce!
MecTo f/151 neyatv u/unm LITaMna HoTapuyca
(BblLLE) Moanuch HoTapuyca
NOMOSIHUTENBHO

JlaHHbIN paszien ABnAeTCs HeoBA3aTENbHBIM, OfIHAKO ero 3aroHeHe MOXKET MOMELLATb U3MEHEHNIO
[IOKYMEHTa W HE3aKOHHOMY MPUKPENNEHNIO 3T OV POPMbI K pyroMy JOKYMEHTY.
OnwcaHVe NPUNaraeMoro JoKyMeHTa
HassaHuve nunun Tun JoKymeHTa! Jata gokymeHTal
Kon-Bo ctpaHnu!__  Auwo(a), nognucasiuee(1e) fOKYMEHT, KPOME YKa3aHHOrO BbiLLie!

MpaBomMounsi, 3asIBNIEHHbIE NINLLOM, MOAMUCABLLIMM AOKYMEHT

ma nnua, nognmucaBLUEero JOKyMeHT! VIMSt VLA, NOAMMCABLLIErO JOKYMeHT!
O [JO/MKHOCTHOe NNL0 - JO/DKHOCTBL! [0 [JOMKHOCTHOE /INLO - AOKHOCTB!
OMapTHep - O C orpaHnyeHHol  CITTofHOMPaBHbIA [ MapTHep - Ooc 0
OTBETCTBEHHOCTLIO OrpaHuyYeHHol MonHonpasHbIli
OTBETCTBEHHOCTbHIO
0 HacTHoe o 0Jnuo, feiicTBYyIOLiEe MO ] YacTHOe UL 0 Jlvuo, aelicTayroLLee
AOBEPEHHOCTN M0 [OBEPEHHOCTM
O [oBepeHHOoe nULO 0O OneKkyH unu nonevyuntens O JloBepeHHOE 1o a OnekyH umm
| noneynTesb
OfOpyroe!_ O Apyroe!
Jlnuo, nognucasLLee JOKYMEHT, NpeAcTas/isieT! JLO, MOANMCABLLEE JOKYMEHT, MpeacTasnseT!

©2014 HaupoHanbHaa accoumaums Hotapuycos, www.NationalNotarv.org.
1-800-US NOTARY (1-800-876-6827), nyHKT Ne5907
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MopjaroLwnii TofikaTelb COCTOUT U3 ABYX NMaBHbIX KOMMOHEHTOB; BHYTPEHHEN cnupanmn 1
Tpybkn Tmna Hypotube. Tpybka Tmna Hypotube coeanHeHa cO CcrvpaneBuaHON
CUCTEMOM NyTeM J/la3epHON Pe3KM M CBapeHa Na3epoM C BHYTPEHHEN cnupaiblo Ans
MOCTENEHHOro Mepexoja K TrMOKocTM. Takoi HOBbIM Au3aiH  cpe3a  crnvpam
CNoCcO6CTBYET BbICOKOW OTC/IEXMBAEMOCTU M COBMECTUMOCTM MPOKCUMAa/IbHOTO OTAena
nofarollero Tonkatens, npMBOAA K flydlleld CTabunbHOCTM MNpU  pasMeLleHum
NMNNaHTUPYEMOW Cnvpan.
4. ®YHKUWNOHa/bHbIe XapaKTEePUCT UKK:

Cnupann pns  3HAOBACKyNApHOM 3aM60/M3aummM  COCyAoB  TOJIOBHOMO  Mo3ra
OPTIMA npeacTaBnseT cobov LeNbHONMAaTUHOBYK) MPOBOMIOKY W3 KOMMJIEKCHBLIX W
cnupanesuaHbiX BUTKOB. Crnivpaib OPTIMA COCTOMT M3 UMMIaHTUPYEMOW Cnivipaivi u
Tonkatend. Cnvpasb coBmecTMa ¢ KoHTponnepom XCEL ana otgeneHua cnupann ans
9H[0BACKYNAPHOTO fieveHns (NPoLaeTca OTAENbHO).

Cnunpann  OPTIMA pacnonaratTCs Ha Y4yacTKe JileYeHuA npu MOMOLLM
CTaHAAPTHbIX  HEAPOWHTEPBEHLIMOHHLIX  MUKPOKaTeTepoB. Korga  MUKpoKaTeTep
Haxo4MTCA Ha LIeNeBOM Y4aCTKe aHeBpW3Mbl, CreunaucT no HepoMHTEPBEHLMOHHBIM
npoueaypam MO3NLIMOHUPYET ero B aHeBPU3ME, KaK 3TO Heo6X0AMMO, WU OTCOeAUHSIET
ero. Cnupann OPTIMA 3ateM nocnefoBaTenlbHO Pa3BepTbiBatOT 40 OKK/IH3MPOBaHUS
aHepBM3Mbl  OT  HeM3MEHHOro y4yacTka apTepuu, noka  crneumannuct  no
HEMPOMHTEPBEHLMOHHLIM MNpouedypam He OyfaeT [0BOSieH pesynbtatom. Cnupanu
MPOBOLMPYIOT 3aCTOW KPOBW BHYTPWU aHEBPM3MATUYECKOrOo MeLwka W MNPUBOAAT K
NnoTeHUManbHOMY TPOM603Yy aHEBPU3MBI.

MMnnaHTUPYeMbI CErMEHT OTCOEAMHAETCA MIHOBEHHO C MOMOLLLIO TEMI0BOro
npouecca, 3anyckaemoro KoHtponnepom XCEL gna otgeneHus cnupanui. KoHTponnep
XCEE pna otageneHus crnvpann MOCTaBMsSieTCa B KOMMNeKTe ¢ GaTtapeilkamu U
npeacTaBnseT cobon CTepunbHOe, MOpPTaTMBHOE O[IHOPA30BOE YCTPOMCTBO, KOTOpPOe
He/b3d MCMO/Mb30BaTb MOBTOPHO, MOBTOPHO CTEPMIN30BaTb, OTKPbIBaTb MM HapyLlaTb
ero Le/fIoCTHOCTb.

Aprasn™KHo# nokpbiTue HBpaCTﬂ)KMMaﬂ HUTb

D*UTI»HOKOMTP»CTHBIA
Mapkep

Cnupans OPTIMA
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Cnupans OPTIMA pocTtynHa ¢ UMMIaHTUPYEeMbIMU CIIMPaIAMIA Pa3INYHbIX (OpM
(cnupanesmaHas wMAM KOMIMJEKCHas) M pa3MepoB (40 24 MM), MpeACcTaB/ieHHbIMUA B

kateropusix Standard, Soft n Super Soft. Ha PucyHke Huke nokasaHbl npumMepbl opm
crnvipanei.

Mpumepbl cnupaneih OPTIMA

KoHTponnep XCEL agna oT geneHnsa cnupanu (npojaeTcs oT AeNbHO)

JocTtaBnawuwaa Cnupanb

JocTtasnsioLan Cnupasb MCNo/b3yeTCH ans 3HO0BACKYNAPHOro
nosuunoHmposaHus OPTIMA B aHeBpu3MatuyeckoMm Mellke. Cnupanu OPTIMA
MPUKPeNnATCA K CUCTeMe [OCTaBKU Ha AUCTa/IbHOM KoHUe. [ocTtasnawowas Cnvpanb
COCTOMT U3 UHTpOAbOCEPa M ToNKaTens. VIHTpoAbrocep COCTOUT M3 MOIMMEPHOI TPYOKN.
OHa 3aluuwaeT YCTPOMCTBO W  AUCTa/bHBLIA  CErMeHT MoAdatollerd Tpyokum ot
MOBPEXAEHNA W CO3L4aeT HeMnpepbiBHbIA MPOXo4 AN [LOCTaBKM  YCTPOMCTBa K
MWKpPOKaTeTepy.

TonkaTtenb UMeET pasHyto r’MOKOCTb OT MPOKCUMa/TIbHOIo Ao AMCTa/1IbHOIo KOHLga,
obecneymnBas pa3/iMyHble 30HbI XXECTKOCTU, N3 KOTOPbIX ,D,VICT&I'IbeIVI KOHEL, AB/AETCA
Hanbonee rnbkum. 50 cm ANCTa/IbHOTO KOHUA TO/SKaTens COCTOMT U3 4 CEerMeHToB
crimpaun, HarpeBaTeanbM INEMEHT Chnnpa/in U3  NAaTthHbl, TENO CNUpa/in "3
HGp)K&BEI-OLLI,GVI CTa/1Nn, peHTFEHOKOHTpaCTHbIVI MapKep U3 naatnHbl U TENO CNUpa/in U3
HGp)K&BEI-OLU,GVI CTa/n. PeHTFeHOKOHTpaCTHbIIZ MapKep Cnupanu pacrnosioxxeH B 3 cM OT
ANCTa/IbHOI0 KOHLa, WCMOoJ/b3yeTca C UMELWWMMUCA B MPOJaKE MUKPOKaTeETEPaMn C
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O0HOPA308bie, 6APUARMbBL UCNOAHEHUR.
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Heyrazannvie donycmumvie snavenun: 1%
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OPTI0253HSS10 2,5 £0,5 0,254 3+0,5 0,03175 0,0125 +0,0025 1 0,42 0,008

OPTI0254HSS10 2,5 £0,5 0,254 4 +0,5 0,03175 0,0125 +0,0025 1 0,42 0,011
OPT10256HSSI0 2,5 0,5 0,254 60,5 0,03175 0,0125 +0,0025 1 0,42 0,018
OPTI0304HSS10 3+0,5 0,254 4+0,5 0,03175 0,0125 +0,0025 1 0,42 0,011
OPTIO306HSSI0 3+0,5 0,254 6+0,5 0,03175 0,0125 +0,0025 1 0,42 0,018
OPT10308HSS10 3+0,5 0,254 8+0,5 0,03175 0,0125 +0,0025 1 0,42 0.024
OPTIO310HSSIO 3+0,5 0,254 10+ 1 0,03175 0,0125 +0,0025 1 0,42 0,032
OPTIO406HSSIO 4+0,5 0,254 6 +0,5 0,03175 0,0125 +0,0025 1 0,42 0,018
OPTI0408HSS10 4+0,5 0,254 8+0,5 0,03175 0,0125 +0,0025 1 0,42 0,024
OPTI0410HSS10 4 +0,5 0,254 10+ 1 0,03175 0,0125 +0,0025 1 0,42 0,030
OPTIO506HSSI0 5+0,5 0,254 6+0,5 0,03175 0,0125 +0,0025 1 0,42 0,018
OPT10508HSS10 5+0,5 0,254 8+0,5 0,03175 0,0125 +0,0025 1 0,42 0,024
OPTIOSIOHSSIO 5+0,5 0,254 10+ 1 0,03175 0,0125 +0,0025 1 0,42 0,29

HeykasaHHble JONyCTUMbIE 3HAYEHUA: 1%

MpoBepka
1 TlposepbTe
nokasatesnib G, 4tobbl 06LLas
ANVHA cnvpann B paboyem
COCTOSIHUM  6blfa COrnacHo
KOH(UIrypaLuoHHO
Tabnuue, yKa3aHHOM BbILLIE.
2.
reIMKONAaIbHbIX
UMNIaHToB nposepbTe (H),
4yTOOblI PUNAPHBLIN  arameTp
BUTKa cnupasmn 6bls1 COrnacHo KOH(UrypawmMoHHON Tabnmue.
Tf r 3. TposepbTe (L), 4To6bl AnMHA MYy(Tbl pPa3rpy3Ku
Hml HaTXKEHUA M O/IMHA NPOKCMMaIbHOTO Kfed cocTtasnana 12,7+
0,25 Mm.
4. MposepbTe (1), 4TOOLI BHELHWIA AvaMeTp MEepPBUYHON
HaMOTKW CrMpasin GbLL COrNacHO KOH(UIypaLmMoHHON TabnuLe.
5. [ns Bcex enupaneid NpoBepbTe, YTOObI He BbIN0 HUKAKUX
MPOMEXYTKOB pa3mMepoM 60/bLLe, YeM (UNAPHbLIA pasmep Mexay
NN NeTNSAMN NePBUYHOM HAMOTKIM ONUpPasIn.
5 6. OTcyTeTBME YaeTul, pasmepoM 6onee, yem 0,0508 Mm no
BCel A4/InHe.
MpoBepbTe 3aBOACKOM HOMEP UMMIaHTa e0r/laCHO KOH(UIypaunoHHON Tabnumue.
8. TMocTaBLWMK 06ecneunBaeT Beeil paboyei JOKyMeHTaL e, MOKa3bIBatOLLEN NOLIAroByHo
OTC/eXXMBAEMOETb MpoLieeca NPON3BOACTBA.
9. Cucrtema nocnefosare/ibHbIX MNaHOB BbIGOPOYHOrO KOHTPONA Ha ocHoBe ¢ = 0 u aqgl
(npegen npuemnemoro Kavectsa) = 0,65

~

TexHNYeckre xapakTepucT UK NPUMEHNMbIE KO BCEM MOAENAM:
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60 CM

( .040+.005") iREfi
ZRaa TN
1.1-1.4-
MpymeyaHue: MNepeBog, NOANUCEN K PUCYHKY
0,120"+0,020" = 3,048 +0,508 mm
0,040"+0,005" = 1,016 + 0,127 mm
0,540"= 13,716 mm
HeykasaHHble gonycTumMble 3HayeHus: +1%
23
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4 3emHbIi npoBoAHKK 1
2 XKeEnrei#i npoBoaHHK 1
- OKpaH HarpesatensHoM CiHpany 1
. Tepmoycanka Hax HarpesarensHoOM CITH PATTBIO 1
5 Teg:oycam Hal BHYTpeHHel cnupankio 1
KpPBITHE HarpeBaTe/ibHO# criHpany Ion OCTH
:(l) INOKCHAHBIN MaTepHan Ilo uorpeﬁnomeﬁnocm
5 3onoro#t npumoit [lo notpeGuocTn
. [lokpiTHe HarpesarensHoM CIIA payH 1
o ANre3noHHOE NOKPHTHE BHYTPEHHEH CNHpamm Ilo notpeBuoctu
Coupansb ¢ peHTTeHOKOHTPacTHOH MeTKOM 1
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ViHpukaTop cucTeMb! KHomMka oTcoeAnHeHMs

WHavkaTop
HU3KOTO 3apsija

MpoOBONOYHbIV NPOBOAHMK
6artapeu

Ouarpamma 6

23. MOBTOPHO MOATBEPAUTE BUAUMBIA MOETOSAHHBIA 3€MEHbIA enrHan. 310
yKasblBaeT Ha TO, 4T0 KoHTponnep XCEL pgna oTheneHWa enupannm rotoB K
oTeoeanHeHuto cnupann OPTIMA.

24, B 3TOT MOMEHT, 4TO6bl HayaTb MPOLECC OTAENEHNSA, HAXXMUTE N OTMNYCTUTE
6enyto kHonky "KHOIMKA OTCOEAVHEHWA". Bbl ycnabllunTe KOPOTKWIA 3BYKOBOWA
CUrHan OAHOBPEMEHHO C TPeMA MUrallWUMU 3efleHbIMWU CBETOBbIMW CUrHanamu, 3a
KOTOPbIMM noOCcneayrT 60nee [ANMHHBIA 3BYKOBOW CWUFHan W MNOCTOSIHHbLIA  3€NeHbIi
CBETOBOM CUrHa/, YTO YKa3blBaeT Ha 3aBEPLUEHHbIN LMK/ OTAENEHUS.

25. AKKypaTHO caBuHbTe KoHTponnep XCEL pana otgeneHns cnupann c
NMPOKCUMMaNbHOro KOHLA NnojaroLLero To/KaTens.

26. C nomMmowbio pPeHTreHOCKONMM MNPOBepbTe YCNewHOe OTCOoefWHEHUE
cnupann OPTIMA, ocnabmus PEK un MeaneHHO MNOTAHYB MoAarolWWii ToNKaTenb
cnupann OPTIMA, y6eaAnBLWINCL B OTCYTCTBUMN ABUXEHUSA CNIUPANN.

21. [Mocne noATBepXeHUs OTAENEHUA cnupann C NOMOLLLI0 PEHTITEHOCKONUK
MeA/IeHHO BbIBOAWTE MPOBOJIOYHBLIA MPOBOAHUK W3 MWKpoKaTeTepa. B cnyuae, ecnu
3aMeyYeHOo [BWXeHue cnupann, ykKasbiBag Ha TO, 4YTO cCnupanb He OTcOeAgMHeHa OT
nofjarowero TONIKaTeNs, BbIPOBHAWTE NojalolWMii  To/nKateb W NOATBepAUTe
pacnonoXxexHue cnupann, a 3atem 3ataHUTe PTK Hag nojawwWwum TONKaTenem u
NoBTOPUTe Npouefypy OTAeNeHus.
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M3rotoBuTenb

I CvmBon «O6paTUTECh K MHCTPYKLMMU NO NPUMEHEHUIO»
(§) CvmBon «He Mcnonb3oBaTb NpY NOBPEXAEHNN YNAKOBKMN»

C € 0297 Cumson «CooTBeTcTBYET TpeboBaHuAM EC»

CvmBosn «CTepUAM30BaHHO C MCMO/b30BaHNEM PafMaLymn»;

sterile| r

CumBon «/[lata M3roToBfieHUA»

RXx Only CnmBon «To/MbKO Mo npeanuMcaHnio Bpayva»
q:) CuUMBON «He 1CMONb30BaTb MOBTOPHO»
2 Mcnonb3oBath [0

CnMBON «He COIEPXKNT NaTeKe»

CumBon «bepeyb OT Barn!»

A Cunmson «OcTopoxxHO! O6paTuTECh K CONPOBOAUTENLHOM LOKYMEHTALMM»

X AnvporeHHo

L J

NON TOXIC  He ToKcnyHo

CpOK rofjHOCTMK: CPOK FoAHOCTU - 2 roga. CpoK COXPaHeHUst CTEPUNBHOCTY - 2 roja.

Afpec 4na npvema peknamaunia:

O6WecTBO C OrPaHNYEHHON OTBETCTBEHHOCTbIO «LleHTp MepuHaTansHOW MeanumnHbI»
O puanyecknin/paktnyecknin agpec: 109004, r. MockBa, Tosapuweckuin nep., 4. 20,
cTp. 4

WMHH 7709063317, KIMM 770901001, OKHO 40286236.

MepeBof C aHTIMACKOTO Ha PYCCKUIA A3bIK BbINOIHUI NepeBofUYmK EhpemoB AHApei
["puropbesuny y
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depepauns 8
"opog Mocksa
[BaguaTb TpeTbero nwonga Ase Tbicaun gest

irbin Y/ AN AN AY-YAS
9, Mbirbiuj Onbra HukonaeBHa, BPEMEHHO WCMONHALOWMIA "s3aH0CT HIOT a yca}' opoga Mocksbi
AnexvHa EBreHus BnagummpoBuya, CBUAETENLCTBYHO MNOANMHHOMN noAanucu.
,, nka Edpemoa
AHZpea [puropbesunya.

Moanuce chenaHa B MOEM MPUCYTCTBUN. “SaaBssii
JInyHOCTbL NOANUCABLLEr0 AOKYMEHT YCTaHOB/IEHA.

3aperncTpupoBaHo B peectpe: Ne 57/171-n/77-2019-10-1431.
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