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Synovial viscosupplement device for intra-articular injections

L Flexotron® Cross, based on cross-linked sodium Hyaluronate, 60 mg/
. 3,0 ml

o (AmunanTaT BE3K03NACTHIHBIN CTEPHILALIA 419 BRYTPHCYCTABHBIX HHbEKNHE

e ®aexcorpor® Kpoce (Flexotron® Cross), na 0cHOBe NepeKpecTHO-CHIATON0 MAATYPORATA
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BAIKOACTHYHBIR CTEpMILHBH 1A BHYTPHCYCTABENX MHbEKIpMH
@nexcotpor® Kpoce (Flexotron® Cross), Ha OCHOBE NEPEKPECTHO-CIIHTOTO
THARYPOBATA HATPHA, 60 Mr/3,0 Mn

Singvial: viscosupplement sterile device i il
Flexotron® Cross, based on cross-linked sodium &

2.COCTAB MEJUIIMHCKOI'O U3TENH L.
Cocras: '
Murpesnent Conepmaune
MraxypoHat RaTpus 2%
Conesoil pacteop docdaraoro 6ydepa:
Na;HPO4+12H20 0,134%
NaH2P04+2H20 0,004%
Xnopag HaTpEa 0.85%
Boaa nns aesexmai cxomsxo norpebverce ao 100%
Texam4ecKEe XapaAKTEPACTHKE:
pH 6,8-7,8

Baskoynpyrocts (G*/G™) 100-200 Pa /20-40 Pa.
nokasarens ocumonamsuocTa 0.9-1.3 k 0,9% du3zmonoraaeckomy pacrsopy
OCMONATLEOCTD 270~390 MOcM/KT

2, MEDICAL DEVICE COMPONENTS.

Content:
Ingredient Content
Sodium Hyaluronate 2%
[Phosphate buffered saline:
NaxHPO4+12H20 0.134%
NaH2P04:2H,0 0.004%
Sodium Chloride 0.85%
Water for injection g.s. to 100%
Technical specifications:
pH 6,8-7,8

viscoelasticity (G*/G™) 100-200 Pa /20-40 Pa.
osmolality ratio 0.9-1.3 to 0.9% saline
osmolality 270~390 mOsm/kg

3. HABHAYEHHWE MEJUIIMHCKOI'O U3JEJTH 5.
Meminzeacroe m3zeMe DpEMERAeTCS UL sedcHHA Gornelk B cycTapax mpm

3, INTENDED USE OF MEDICAL DEVICE.
The medical device is intended for treatment of joint pain in

ocreoaprpose (OA). osteoarthritis (OA).
Tepanesradeckas 3¢pPeKTHRHOCTE: Therapeutic efficacy:
Hinmnanrar nossonser cGanancHpoBaTh BHEMHHE MeXaHWYeCkue Halpy3KH HA The implant allows you to balance the external mechanical stress on
CyCTaB, the joint.
Hnmnanter nelicTeyer B kadecTse Gaprepa, SAMMINAIOMETO CYCTAB. The implant acts as a barrier to protect the joint.
3.1. Hasuavenus: 3.1. Intended use:

Vismnanrar Onexcotpon® Kpoce BA3KOSMACTHURBM CTepEUBEEE %
BHYTPHCYCTaRHOH AHBEKIHR IPCACTARNAET COOOH MeMIMECKOE H3ARTHE HA
OCHOBE UEPEKPECTHO-CHIHTOTO TIHANYPOEATA HATDHA, MOCTABNNCMENI B
CTEKIMHHEIX umpEOax. Hiaenue mnpeactarnser coboli  Gecmaernnot
Tpo3padHbIt BE3KHY CTePHIBHLIE HelIHPOrCHHLIN pacTBeop.
CrabuminpoBalHas rAaYpOROBA] KHCIOTA NOYIEHA METOAOM IKCTPAKIIHHA
43 MHKpOOPTaHH3IMOB. H3zenme moanexuT ofHOPa30BOMY MCIONE30BAHMIO,
I'namypoRoRas XHCHOTA ABNAETCH ECTECTBEHHEM TONHCAXAPHIOM ¥ BROKHEN
CTPYKTYPHBIM __ JJICMCHTOM  KOMHBIX  NOKPOROB, NOZKOXKHEX H

Sinovial viscosupplement sterile device for intra-articular injections
Flexotron® Cross, based on cross-linked sodium hyaluronate, is a medical
device supplied in a glass syringe. The product is a colorless, clear, viscous,
sterile and non-pyrogenic solution. The stabilized hyaluronic acid is
extracted from microorganism. The product is for single use only,
Hyaluronic acid is a natural polysaccharide and an important structural
element of skin, subcutancous and connective tissues, such as synovial
fluid. Hyaluronic acid is identical in all living organisms and highly
biocompatible. Each 1 ml of the device contains 20 mg of sodium

-
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COCHHHHATCNEHEIX TXARCH, B 9ACTHOCTH, CHHOBHAIBHOH XHAKOCTH.
T'aanyponosas KRCNOTa 0bnazaeT BuicokoHk GHOMOrEIecKoH copMecTHMOCTBIO
¥ ONHHAKOBAL Y BCEX XEHBLIX OPraBH3MOB. | MIJI ANTLNARTATA comepxuT 20 MT
HaTpHA FrHARYPORATA B CONICBOM pacTrope docdarroro Sydepa.

hyaluronpte gassolved in phosphate buffm
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3.2, ITokasauus:
MeHuAECKOC H3ENIME HOKasaHo Aus snedeRms Gomed B cycraBax npa
ocreoaprpoae (OA).

3.2. Indications: ;
The medical device is indicated forlmahnentof]om!pmnm B,

(OA).

3.3. [IporaBONOKA3AHMS:

* He mcnomssyite MMIUIAHTAT Ui JIEYEHHS NAHEHTOB ¢ MNOBHIICHHON
YYBCTBRTENHHOCTBIO K HPOAYKTaM Ha OCHOBE THANYPOHATA.

* BHYTPHCYCTABHEC HELEIAA OPOTRBONOKA3AHE! B CYIae TIEPCHECEHHRIX
B TeKymmX wudexuml mm koxHnx 3afonesanuii B memocpeacTsennol
6nHM30CTH OT MECTA HHBECKIHH.

Ilpenynpexnense:

Memmurcxoe p3acaHe NPCAHASHAYEHO VIS HCHONEIOBAHMN B KAYECTBE
BHYTPHCYCTABHOIO HMIUTAHTATA. 3alpemeHO MOABEPraTh WMITAHTAT
INOBTOPHOH CTEPRTH3AIAMN HH CMEIIMBATE €I'0 ¢ APYTHMH NIPCNapaTaMy.
HeoGxozamo B36erars BBEiCHMA MMIUIAHTATR B KPOBEHOCHHE COCYAH H
OKPYRaJOIHe TKAaHA. Jiewanmit Bpad JOJDKEH MPOABHTE 0co00e BAMMAARE K
Nan@eHTaM, HMEIOMMM B aRaMAese CIyHan aINEPrAYecKHX peaknuid Ha
JICKAaPCTBCHALIE NIPeIapartsl, a Takxe 3a00/CBAHNA NeYeHN.

He ncnomssyifte AMINIARTAT, ©CIX €0 YIIAKOBKA HApyNIcHa,

TlorTopEoe HCHONEI0RARYE OHOIO | TOTO XK€ MIIPHANA ¢ HMIIARTATOM MOXET

MPABECTA K PASBUTHIO HRGEKIEE ¥ CCphe3HON BOCTIATUTENLRON Peakiy.

l'Io npmme y ocnaﬁnennoro COCTOAERA OPraHMIMA Y NOXWILIX Imopcit
TevameMy Bpady HEOGXOARMO MPHCTANEHO CIEIHTH 33 HX COCTOSHHEM NPH
TIPHMEHERVH HMIUIAHTATA.

B cny-me, x| onm.uaeuu& nonomnmuﬁ TepancsTAIeCKAl 3ddexT
OCPEBETIMBACT HETATHBHOC BAHMAHHC NOGOYHEIX 3(dderToB, pekomenayercs
HCMONB30BATE HMIUIAHTAT. B nepuoil NeYeHRS XOPMAUIEM RKEHIIMHAM
HeoOXOAMMO IPEPBATE IPYAHOE BCKAPMAHBANYE,

3.3. Contraindications:
* Do not administer to patients with known hypersensitivity
hyaluronate based products.

* Intra-articular injections are contraindicated in cases of past and
present infections or skin diseases in the area of the injection site.

Wamning:

Medical device is intended for use as an intra-articular implant,
Don't re-sterilize the device or mix with other products.

Injections into blood vessels and surrounding tissues should be
avoided. Physician shall pay close attention to patients with allergic
reaction on other drugs and liver disease.

If the package is damaged, do not use.

Re-using of the same syringe with implant may cause infection and
serious inflammatory response.

Elderly patiepts
Due to weakened body functions of elderly patients, physician shatl
closely monitor their condition if implant is injected.

Pl.e A y .
Ifannmpated treaiment beneﬁts outweigh negative effect of adverse
events, implant is recommended for use. Breast-feeding shall be
cancelled during treatment.
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Tounnte nauHKNe O OGE30NACHOCTH NPHMCHCHNS KMIUIAHTATA Y Jgrel

OTCYTCTBYIOT, TOSTOMY IIpH JICUEHEY Bpad 0GH3AH BHHMATEILHO CIEAHTS 38
COCTOSHAEM NANHERTOR ICTCKOTO BO3PACTa.
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" popllation, so physician shall closely m
patients during treatment.

3.4. Boamoxmbie no0oIHEe 3PderTHE:

OcroBumME RHOGOTHEIMEH >pQeKTaMP NPAMCHCHHA MMIUTAHTATA SBIAIOTCH
60Mb, OTEK ¥ CKOBAHAOCTS B KOJIeHe, B KOTOpoe OFUIa IPOM3IBEACHA HNbCKIHS,
Bremanme!

He cnexyer cxpyqsBaTs MMM MOBOPAYHBATL MOPINCHL MTIPHOA, TAK KaK 3TO
MOXET NPUBCCTH K YTCUKE HMNNIAHTATA, ACHOpPMAUAN NOPLIAY H YBETATICHUIO
cwm SxcTpyzud. lllnpun, urna B mofhle HEHCHONB3OBAHHEIC MATCPHAIELI
HeoGXOAMMO YTHIH3HPOBATE Cpasy e Nocke IpoBesicHus Hubexmwm. He
HCIONB3yHiTe WMIUIAHTAT, OCHE €r0 YHakopxka Hapymena. Ilepexn
ACIIONIE30BAHAEM BHEMATENLHO O3RAKOMBTECH ¢ RECTpYKIHEH.

Do not twist and turn the plunger since it may result in product leakage,~
deformed plunger and increase of extrusion force. Syringe, needle and any
unused material shall be discarded directly after injection, If the package is
damaged, do not use the implant. Read and understand this instruction
before use.

3.4. Possible side effects:

3.5. Cnoco6 npEMCHCHHAN:

MMnnagTar BBOZMTCE B Oo0BeMe, COJEpXAMMMCS B OAHOM INNIpPHANE,
PACCYMTAHHOIO Ha OAHOTO B3POCIOTO MANHEATa, B CYCT4B, MOPAEKCHHLIN
ocreoaprposod (OA). HmMmnasTar BEOAMTCE MOYTeM  HHBEKIHH
BETIOCPEACTBEHHO B CYCTaB.

Hsaemie Aa3AaTaeTCS PEXOMEHAOBAHHEIM KYPCOM BHYTPHCYCTABHO | IpHI(
HA JICYCHME IR B3POCABX B CycTaB, mopaxeHHHN ocreoaprpaToM (OA).
Hspenne ®CMONB3yeTca AN KHBEKO@H B MONOCTH cycraBa. JlosMpoBxa
COCTABNACT 3 MJI HA KYPC JieYeHHS, HO3TOMY B3POCIEIM ClIEAYeT BBOJHT: BCE
conepRumMoe mapuia. DPGexTHBHOCTE HIAENHA COXPAHASTCA He MeHee 6
MECSLIER.

Ieped nposedenuem unvexyuu neobxooumo:

1. VaammuTh DOKpRBAOUYIC MeMOpaRy B F3BiCYh HANONHCHARH HITPHY C
PMINARTATOM ¥3 GimcTepa.

2. AXKypaTHO BBEPX CHRTH KPHIIKY BMECTE C 30XTNTHEIM KOIAIKOM.

3. pucoexaanTe BeobXoMIMYI0 IO pasMepy (21-23G) crepHALHYIO HITY H
3aKPENATD €€, CRETKA NOBEPHYS.

4. Ilepen AEBEKOHEH BRITYCTATD B3 INPHIA MY3EIPHKE BO3AYXA B CIIydae HX
BajAM9UA.

3.5. Method of administration:

Implant shall be administered in the volume contained in one
syringe, which is intended for one adult patient with osteoarthritis
(OA). Implant shall be administered as a direct joint injection.

The recommended treatment course of the device is administered
intraarticularly 1 syringe per treatment for adult into the
osteoarthritis (OA) joint. The device is used for injection to joint.
The dosage is 3 ml per treatment, so the content should be injected
all for adults. The effectiveness of the device remains at least 6
months.

Prior to injection:

1. Remove the cover membrane and take out the prefilled syringe
carefully from blister.

2, Carefully pull the syringe tip and remove it along with protection
cap.

3. Connect sterile needle of required size (21-23G) and lightly turn
to fasten.

4. Prior to injection, let out air babbles (if necessary).

3.6. YcRoBRA NIPAMCRCHES:

Hanenmme mNpeaHAasHAYCHO NI HCNONB30BAHAS  KBAMHGHIEPOBAHHEIME
CTCIMATACTAME H MEMAOHACKAME paboTHEKAMH B JHLCH3RPOBAHHEIX
yIpeaAcHAAX M HONbENLEX,

3.6. Conditions for use:
Product is intended for use by qualified specialists and medical personnel
in licensed organizations and hospitals.
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v LK 1 IRMMVIIAAI RS o
Heo6xommmo  cofimopars oOmEe MepH  TPEOCTOPOXHOCTH AN,
BHYTPACYCTABHBIX HEBCKIDEH, 2 TAKKEC MEPH N0 MOPCAOTBPAMCHUIO
urdmmposamms cycrasa. Crexyer BEOJHTL AMIVIANTET TONBKO B NOJNOCTH
cycTasa, TR HEOGXOAEMOCTH MPUMCHAA CPEACTRA BU3YATLHOIC KORTPOJIL
Ms6erars NONAfaHEA HIACHHA MENWITAHCKOIO HAHAYCHHR B OKpysalompe
TKAHM WIH KpoBeROCHNIE cocy/int! [IpH BOCHANHTENBHEX ABNCHAAX B CYCTABS
NPONBIIATH NOBIICHAYIO OCTOPOXROCTD. He pexoMeHAYCTCA IPAMCHATE PR
pPeBMATOHIHEIX APTPHTAX B AKTHBHOH CTAHMY,

Comply ;-wuh general precautions for imu. N~
precautions to prevent joint infection. Product shac><

joint cavity, under imaging control if required. Avoidy s,
surrounding tissues and blood vessels! Take extra cals,
inflammatory conditions in the joint. Product is not recommen.
during acute stage of rheumatoid arthritis.

£

3.8. VisseucHwe HMONAHTA,
B ci1yuse BHPRKEHHEX DpOSBICHAN MOXET GHTH PEKOMEHTIOBAHO YAANCHAE
EMIUIANTA B3 IONOCTH CYCTABa, B TOM THCNE ¢ IPUMEHCHREM JIABAXKA COTIIACHO
ZeHCTBYIOMEAM KIMHUICCKHN PEKOMEHZAIMSM. 3aNPCMAITCE NOBTOPHLIE
AHBLEKIME AMILIAHTATOB CHHOBEANEHO! JKHAKOCTH B CYCTAB IO KyNHPOBAHHS
CHMITOMOB OCTPOIO BocnaneHusl

3.8. Explantation
In the case of severe reactions, the removal of the implant from a joint cavity
can be recommended, including lavage in accordance with the current
clinical guidelines. Before the elimination of acute inflammation
symptoms, repeated injections of synovial viscosupplement implants into
the joint are prohibited!

4. OITUCAHHUE ITPUHLIATIOB PASOTBL
4.1. Visnenue OKa3auo JUIx Jevenyd Gomnu 8 cycranax mpu ocreoaprpate (OA)
y TAMEHTOB, Y KOTOPHX OICYICTBYCT ajcKparTHad peaxiupd XHa
KOHCEPBATHBHYIO HEMeAEXAMEHTORYIO TEPAIMIO B HA JICTKUEC AHANLTCTAKH.
4.2. PexoMcaayeMmilli Kypc JICUCHHA TNpeANONaracT BHYTPHCYCTaBHOC
BBEACHHC COACPEMMOrC 1 ImMppua B3POCIOMY DAIHCHTY B nopaxeHHBIA
octeoaprputoM (OA) cycras. Hazeme HCNONE3YeTCH UL AHBEKIHHA B CYCTaB.
TepanesTardeckutl 3¢pexT TPAMEHERUS M3ZIENHA COXPAHICTCH B TEUCHHE kaK
MAHREMYM 6 MecsIes.
43. Monexyna THanypoHOBOH  KHCAOTHL ~ HMCET  CHHPanbHYIO
JUTAHHOTIENIOUEYHYIO CIPYKTYPY, KOTOpad WOSBONACT YACPKHBATD HIH
NOTJOmAT: MONEKyNs! Bopmel. Jlamame csoficTsa obecneunsalor
CMA3RIBAIOIIES H aMOpTH3UpYIomiee AcHcTBAE BHYTPH CyCcTaBa. OcreoapTpHT,
M3BECTHEIN KaK JCPeHEPRTHBHEIA apTPAT, YACTO IPHBONET X PaspYyIUCHHIO
KOJIATERA H NOTepe IPOTCOrNHKAHOB. MIHLEKINA MHATYPOHOBOH KHCIOTH
MOXeT 3AMMTHATS TKAHH HOJIOCTE CYCTaBOB, CMATYAd BHEAMHCE MEXAHATECKOC
JABJICHUC,
4.4. Xummdecxde cpoficrsa; VnmnantaT npeacTapmsier coboi GecupeTHEIH,

npmpamli,mmtﬁ,crepmmmﬁnamporemuitm;q:om.

@OYHKIPORATHHEIM HETPHIHCHTOM H3JCHHA SBIICTCK 2% ruamypoHOBas zooepidemicus bacteria.
KNCIIOTa, YonydaeMad TOCPeAcTBOM depMenTanmm Gaxrepult Streptococcus 1,4-butanediol diglycidyl ether (BDDE) is used cross-linked
zooepidemicus. agent for cross-linked hyaluronic acid.

4. DESCRIPTION OF MECHANISM OF ACTION.

4.1. Product is indicated for treatment of joint pain in osteoarthritis
(OA) in patients without adequate response for traditional non-drug
therapy and light analgesics.

4.2. Recommended therapy course includes intra-articular injection
of volume contained in one syringe for adult patient into joint with
osteoarthritis (OA) joint. Product shall be used for intra-articular
injection. Therapeutic effect of the product shall last not less than 6
months,

4.3. Molecule of hyaluronic acid has spiral long-chain structure
which helps to retain and absorb water molecules. These properties
provide lubricating and cushioning actions inside the joint.
Osteoarthritis, also known as degenerative arthritis, often results in
collagen destruction and loss of proteoglycans. Hyaluronic acid
injection may protect joint cavity tissues, cushioning external
mechanic pressure. R
4.4, Chemical properties: Implant is colorless, clear, viscous, sterile k|
and non-pyrogenic hydrogel. Active ingredient consists of 2%
hyaluronic acid derived from fermentation of Streptococcus
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KauecTBe JICPEKPECTHOCITHBAIOIICTO arenTa e MIOKY4EHHNX |
[EePeKPECTHOCITHTOR MAATYPOHOBOH KHCIIOTEI

45. OnextpoMarmmrhme  cpolfictBa:  Mvmumamrar me  obmanaer

INEKTPOMATHHTHBIM ACHCTRACM.
4.6. Pagmanusa: MMMIaBTAT Be HCIYCKACT PAXHOAKTHBHOIC H3YNCHHA H HE
SBIACTCA BOIMOKHBDS HCTOYHHKOM PAZHAIAOEHOIO 3arpSSHCHHA.

47. TemwomsomsumorRme cBoficTea: Vimnnanrar Be obnamaer
TEIUIOR3O/EPYIONTHM AcHCTBHEM.

4.8. Mexarwaeckad dacTs; HMuzapTar HE HMEET MEXaHH3WPOBAHHOIO
dyHKIHORANA.

4.9. Coveranne ¢ OPYrEME NEKApCTBEHHBIME CpeacTBaMM: MIMmiaHTaT He
BKIIOUACT B ce0s IEKAPCTBCHHEIC CPEACTRA.

4.10. TTpom3pozuse Xposd ueiqopexa: Mmmmaprar HE BRmoOwaeT B cebs
TIPOM3BOAHEIE KPOBH JEIOBEKA.

4.11. )KmBoTHax Txany: MNIABTAT HE BKIIOYRET B cefd AUBOTHEIC TKARH.

-an

DA - -

T eiectromagneuc action. T
4.6, Radiation: Implant doesn't emit radiatio: -
for radiation poliution.

4.7. Heat insulation properties: Implant doesn’ thavt-,\
action. C
4.8, Mechanical part: Implant doesn’t have mechanical ﬁ.mm
4.9, Combination with other drugs: Implant doesn't contain drug, ™
4.10. Hunan blood derivatives: Implant doesn't contain human
blood derivatives.

4.11. Animal tissue: Implant doesn't contain animal tissue.

5. TEXHWYECKOE OITHCAHME.

BapuaeTOB UCDOIEEHAT HC HEMCETCA.

CofiepERMOE NOMEmMaeTC B CTCPRIGHEIA CTEKIIHHbIE DINPHIL # 3AKPHBACTCH
npoGxo#i. Ha mmpan noMemaercs Rakicika ¢ uRGopMamaeli o6 uazieH.
ITepen noMemenreM B GARCTEp MNPHAT YROMILICKTOBRBACTCA OTPAHHIHTENCM
ofipaTHOrO Xo07a WOPHMIAS E NOpIDHeM. DBumcTep 3areM 3anmamBacTCs
MeMGpaHO, B Ha HEro NPHKIEHBAETCS STHKETKA ¢ HEbopManred 06 H3nenEw.
3anagEBl GiECcTEp W HECTpYKIHS no mpuMercHMio (IFU) noMematorcs »

5. TECHNICAL DESCRIPTION.

No versions.

Glass syringe is filled with contents and closed by plug. Syringe is marked
with label with information about product. Before being put into blister,
syringe is fitted with backstop and plunger. After that blister is sealed by
membrane, and label with information about the product is glues on. Sealed
blister and instraction for use (IFU) are put into box.

KopobXy.

6. METO/TbI 7 CPEJICTBA JE3NHOEKLVIA 71
IPEACTEPIUTM3ALIMOHHON OUHCTKH.

HMIIsETAT Dpeaussaated TOALKO AAS OAHROPA3OBOre NPHMEHCHHL.

HAMNISATAT CTePHAR3IOBAH BAaxupm xapoM. I[Iepex memoaL3oBAHHEM

6. METHODS AND MEANS OF DESINFECTION AND PRE-
STERILIZATION CLEANING.

Implant is intended for single use only. The product is sterilized by
moist heat sterilization. Re-sterilization before use is not required.

IOETOPHAS CTEpPRAM3AINS He Tpebyerca.

7. CTEPUJIBHOCTb.

Hianenmie mpOXCORT QUBHILIHYIO CTEPHITASALHIO BIAXKHEIM XXAPOM B COOTBETCTRHE
¢ EN 556-1. Bamupzauus KaHHOIO MPOMECCa OCYINECTBILIETCH B COOTRCTCTBHH CO
craspaprave EN ISO 11138-3, EN ISO 17665-1 u EN ISO 17665-2 mix
TIOATBEPXKACHEL CTEPHILHOCTH.

7. STERILITY.

Product is sterilized by moist heat in accordance with EN 556-1. The
process is validated in accordance with EN ISO 11138-3, EN ISO 17665-1
and EN ISO 17665-2 standards for pollution to verify sterile condition.

8. TPAHCIIOPTHPOBKA
I[onmmumepmpmerpammmZnoSO“C.Bepequconnem

8. TRANSPORTATION 5

Allowable temperature limits are 2-30 °C. Keep away from sunlight, do not
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9. VYITAKOBKA .9 PA"K.AG!.NG :
[lepeavnas ynaxoska Bionoyaer 6ec)TanaTHLIA MIIPHL ¢ 3AMUATHLIM KOIIATKOM Primary packaging includes phtha]ate-ﬁ'ec -
H NpoGKOH, KOTOpas HENOCPEACTBEHHO KOHTAKTHDPYET C COAEPXHMBIM. 3aTeM cap and plug in direct contact with contents. T1.."- =
HaOONTHEHHBIA LIPALL 32KPHIBAETCA INTOKOM IOPIIHS M OTPAaHUYHTENEM XOAa fitted with plunger and backstop, and after ﬁxcu e
MOpIIHS, MOC/IE 9ero HEOOABHXKHO 3aKPEIUISCTCS BO BTOPUYHOM YIIAKOBKE, packaging which serves as protection and amounts to blx\f).
KoTOpas BRIIOJHACT 3AUIATHYI0 QYHKIMIO W NpeAcTaBnser coGoil Gmucrep, by TYVEK. M
3anagHHLIA MaTepuanomM TYVEK. .,
OnEa eprANIA TPOAYKUMH BKIIIOYALT: One product unit includes: '
- 3aNOHEHHBIA CTEPAITLHBIN UIIPALL B 3aNasHHOM GJIHCTepE; - one sterile pre-filled syringe in a sealed blister;
- HHCTPYKUHIO NOJIE30BATEIA; - instruction for users;
- 3 IMIIARTANMORHBIX CTHKEPA,; - 3 implantation stickers;
- KapTORHYIO KOPOOKY (TpeTH1Hasa ynakoBKa). - carton box (tertiary packaging).
10. MAPKUPOBKA 10. LABELING
Pacimm¢posxa MapKNpOBOYHEIX CHAMBOJIOB Ha YIIAKOBKE: DESCRIPTION OF MARKINGS ON THE PACKAGING:
3anper Ha IOBTOPHOE UCIIOTH30BAHAE ® Do not re-use
J}f‘" Temnepatypuerit npanason /ir"“ Temperature limits
d’ Jara B3roToBNeHHs d’ Manufacturing date
g Hcnoms3osars jo ... g Useupto...
@ He ncnions308aTh IpA NOBpeXAEANM YIAKOBKH @ Do not use with damaged package
||.0T[ Koa maptun LOT Batch number
‘ Harorosuresns “ Manufacturer
I:E] OOpatnTeck K HHCTPYKIMH 10 OPAMEHEHHIO [:m Refer to the instruction for use.
sTered || Crepumisamas napom eri Moist heat sterilization
@ He 3amopasiciBats @ Do not freeze
%{i He nomryckars Bo3aelicrus conmeqnoro ceera %% Protect from the light
= )
HETOKCHYHO | He TOKCUYEeH

X ‘;’ 000 I.I.MPMVI @ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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PIHPF-01(02) 20180320

FRiviane Non-foxic

TN é{hi' Non-pyrogenic

PIHPF-01(02) 20180320

11. XPAHEHHUE ¥ CPOK I'OJHOCTH

XparWTE B COOTBETCTBHH ¢ HWHQpOpMamped, YKaszaHHON Ha ynakoBKe WpR
KOMHaTHOH TeMmeparype. JomycTamMeii TemMueparypHie rparais ot 2 o 30
rpanycos. He nomyckars so3zelicTBia CONHEYROro cBeTa, He 3aMOPaXHBATD,
Cpoxk xpanenya: 3 roza.

11. STORAGE AND SHELF LIFE

Store in accordance with information on the packaging at ambient in.

temperature. Allowable temperature limits are 2-30 degrees Celsius. Keep
away from sunlight, don't freeze.
Shelf life: 3 years

12. [IOPANOK OCYIUECTBJIEHMA YTHIU3AIIMA H YHHUTOXEHUA

YHHYTOXCHME HCNONBSOBAHHKX MEOALMHCKEX HSRENHE H MEAMIEHCKHX
H3jleJMi ¢ HCTEKMMM CPOKOM TOAHOCTH OCYIICCTBAACICA B COOTRETCTRHH C
OpHPOJICOXPAHHEIME ~ TpeDOBAHEAMA  BAUMOHANBHEIX, MECTHEX H
BOJOMCTBCHHBX PYKOBOIMIIKX HONOMEHHNH © Ge3omacHOM YHHUTOXKCHR ¥

12. PROCEDURE FOR DISPOSAL AND DESTRUCTION

Disposal of used medical devices and medical devices with expired shelf
life shall be carried out in accordance with environmental requirements for
safe disposal and recycling, established in national, local and corporate
guidelines,

YTHNH30BH,

13. TAPAHTWWHBIE OBA3ATEJILCTBA

Hunnanrar Orercorpon® Kpoce (Flexotron® Cross) — npoxysr ogmopazosoro

nenons3osagud. Cpox rogsocTH NpoTesa CHHOBEANLHOK RANKOCTH OrPAHAYCH K

COCTABASET 3 rOfa ¢ AATH EIIOTOBNICHMA. JIaTa MCTCYCHMA CPOKA IOJHOCTH

yrasasua Ha ynakobke («Hcnonk3o8aTs Xo») B AeBCTRATELHA PR cobmoneHMn
OBHI TPAHCIOPTAPOBKE B XpaHeHH .,

13. WARRANTY

Implant Flexotron® Cross is a single use product. Artificial synovial liquid
has limited shelf life— 3 years from the manufacturing date. Expiration date
on the packaging (“Best used before™) is valid providing compliance with
transportation and storage conditions.

14. TPEBOBAHMS K TEXHVIMECKOMY OBCJTY XUBAHWIO Y PEMOHTY
MEIMIMHCKOT'O H3JIEJHAs. CEPBUCHOE OBCITY)XMBAHHE.

14. REQUIREMENTS FOR MAINTENANCE AND REPAIR OF THE
PRODUCT. SUPPORT SERVICE.

He mpumMeRRMO. Not Applicable.

15. TIPOU3BOUTEIDL 15. MANUFACTURER

«CatiBuxn Baitorex Wak.», Taitpans, Kerafickax Pecrybmara SciVision Biotech Inc.

SciVision Biotech Inc. 9, South 6th Rd., X.E.P.Z., Kaohsiung 806, Taiwan, R.O.C.
9, South 6th Rd., K.E.P.Z,, Kaohsiung 806, Taiwan, R.O.C. E-mail: i jvisi

E-mail: service@scivision.com.tw
Ten.: +886-7-823-2258

Tel.: +886-7-823-2258

16. YIIOJIHOMOYEHHBIHA [TPEJICTABUTEND [TPOM3BOIUTEILA
O6mecrso ¢ orpanmucnHOX oTBeTcTBeHHOCTEIO «MKHT HMmopr» (00O
«MKHT Hwaiopr») 119071, ropoa Mockea, yarma Opaxosriamse, 4oM 12, c1p.
2, Poccuiickaa denepanng.

16. AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER
MOCNT Import Limited (MCNT Import Ltd.)
12 Ordzhonikidze Street, Bld 2, Moscow 119071, Russian
Federation
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* Fel:+74957863963 R
. Email: info@ment.ra

T17. APPLY STANDARTS
17.1 Standards of the country of manufacturing

Crangapr 3aronosox CTAHARPTA Standards Standards Title hia
1SO 13485: 2016 A3 AENAST MEOBLIMHCKHE — CHCTEMBI MEHE/DKMEHTA ISO 13485: 2016 MEDICAL DEVICES - QUALITY }« <
[KAYECTBA — TPEBORAHMS J1J151 HENEN PE[YIHPOBAHHA, MANAGEMENT SYSTEMS -REQUIREMY., ™
180 14630:2012 f}lmvw-m\m XAPYPIMUBCKHME HEAKTHBHEIE. OBUIHE FOR REGULATORY PURPOSES.
' TPEEOBAHHA. ISO 14630:2012 lNON-ACTIVE SURGICAL IMPLANTS.
TEC 62366-1:2015  |M3IMEMA MEAMLMHCKHE, [TPUMEHEHHE TEXHOJIOTHHA 110 GENERAL REQUIREMENTS.
OOEKTUBHOCTH HCITOb30BAHVA IEC 62366-1:2015 MEDICAL DEVICES. APPLICATION OF
1SO 14602:2010 HMIVIAHTATR XHPYPTHIECKUE HEAKTUBHAIE, HMIUIAHTATH USABILITY ENGINEERING TO MEDICAL
JHIS OCTEOCHHTE3A. TEXHMYECKME TPESOBAHHS DEVICES
EN ISO 14971:2012 |H3pRIMA MEAHLMHCKHE — JIPUMEHEHUE MEHEJDRMEHTA ISO 14602:2010 NON-ACTIVE SURGICAL IMPLANTS,
|[PHCKA K MEAHUMHCKHM H3ZIETHSM. IMPLANTS FOR OSTEOSYNTHESIS.
ISO 14155:2011 HCIBITAHNA KIMHWIECKWE MEAUMLIMHCKWX Y3 AEN ANA PARTICULAR REQUIREMENTS
MONER — HADERAIIAS KIMHIYECKASA OPAKTHKA, EN ISO 14971:2012 MEDICAL DEVICES — APPLICATION OF RISK
OCLIA |DAPMAKONES COEAMHEHHEIX ILITATOB AMEPHKH ANALYSIS MANAGEMENT TO MEDICAL
Esponetcxas [EBPOITEHCKASR ®APMAKOIES DEVICE.
dapmaxones 1SO 14155:2011 |[CLINICAL INVESTIGATION OF MEDICAL
SO 10993-1:2018  |OUEHKA FMOJIOTMMECKOTO JAEACTBHA MENMIIMHCKUX DEVICE FOR HUMAN SUBJECTS -~ GOOD
|[CLINICAL PRACTICE.
ISO 10993-3:2014 USP 'IJNITED STATES PHARMACOPEIA
Ph, Eur. PHARMACOPEIA EUROPAEA
1SO 10993-1:2018 BIOLOGICAL EVALUATION OF MEDICAL
DEVICES -- PART 1: EVALUATION AND
ISO 10993-5:2009 TESTING.

1SO 10993-6:2016

OLEHKA BHOJIOTMUECKOT0 JEACTBHA MEJJAMHCKUX
IBOEIMH — YACTS 6: HCCNEAOBAHMA MECTHOIMO JENCTBHA
TOCIE KMITIAHT.

ISO 10993-10:2010

ISO 10993-3:2014

ENOTOXICITY, CARCINOGENICITY AND
DUCTIVE TOXICITY,

OLEHKA FHONOIMYECKOr0 AERCTBAA MEE MHCKHX
H3AEMN — YACTS 10: UCCITENOBAHUS PA3JTPAXAIOLIETO H
CEHCUBIMITM3UPYIOLIETO JIEACTBRAL

ISO 10993-5:2009

BIOLOGICAL EVALUATION OF MEDICAL
DEVICES -- PART 3: TESTS FOR

BIOLOGICAL EVALUATION OF MEDICAL
DEVICES — PART 5: TESTS FOR IN VITRO
CYTOXICITY.

1SO 10993-11:2017

OLRHKA BHONOTUYECKOTO AENCTBMA MEIMTIMHCKHUX
M3HE/MHA — YACTD 11: UICCAENOBAHMS OBUIETOKCHYECKOTO

1SO 10993-6:2016

SO 10993-12:2012_

OUEHKA BHONIOTHYECKOrO AEACTRAA METHIIMHCKHMX

BIOLOGICAL EVALUATION OF MEDICAL
DEVICES -- PART 6: TESTS FOR LOCAL

EFFECTS AFTER IMPLANTATION.
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[KOHTPONLHLE OBPASLIL
IS0 10993-18:2005 [OUEHKA BHONOTHIECKOI'0 AERCTBHS MEAULIMHCKHX ¥
REAWH. ACCIENOBAHME XUMMYIECKMX CBONCTB
TEPHAJIOB
ASTM F1980- CTAHJIAPTHOE PYKOBOJCTRO IO YCKOPEHHOMY CTAPEHMIO

16:2016 CUCTEM AT CTEPHIBHOCTH MEJRLIMHCKUX H3NETHR

|JEN 556-1:2001 CTEPHAMBALRL MEJVLIMHCKHX H3ARIAN — TPEEOBAHMA K
MEJHLIFHCKHM M3 IE/IWAM KATENOPMH «CTEPHJIBHBIE» —
YACTD 1: TPEBOBAHMSA X MEQMLIMHCKIM M3ARJIHAM,
TIO/VTEXAINAM GVHMIIHON CTEPWEIAUMM.

ISO 11138-1:2017  (CTEPWIMBALWMA MEAHIIMHCKOM MPORYXIMH —
'Bnonomtmcx}m HHAHKATOPBI — YACTD 1: OBLIME
TPEEOBAHMA.

ISO 11138-3:2017

HHIMKATOPBI — YACTD 3: BHONOTHYECKUE HHIOMKATOPH

Lerwmmm MEJMIMHCKMX W3AETUA — BHOJIOTHYECKHE
CTEPHITHIAIAN BIIAXHLIM XAPOM.

IS0 11737-1:2018

ALIA METWIMHCKHX U3ARTHA —
OJIOTHYECKHE METOMN — YACTD 1: OHEHKA
ONYJIALUMHA MUKPOOPFAHH3MOB HA ITPOAVKIMH.

I1SO 11737-2:2009

CTEPHIM3AL(AA MERMLIMHCKMX H3JENHA,

MHKPOSHOROTWYECKHE METOZB. MCTIRITAHIA HA
HILHOCTD, IPOBOJMMBIE ITPH OIPERENEHNM,

BAJUAALAM H TIOJTEPKAHHH ITPOUECCOB CTEPHIM3ALAM

ISO 17665-1:2006

CTEPHITH3AIHA MERHUMHCKOHU IPOAYKIMH — BIIAXHAIA
XKAP — YACTD 1: TPEEOBAHMA K PA3PABOTKE, BATMIALIAM W
TEKYIIEMY KORTPOMIO MPOLECCA CTEPKMBALH
MEIHITHHCKMX M3EIHH.

P--‘

s LWLV LY T |JONAASIIVAL B Y,

DEVICES - PART 10 .
AND SKIN SENSITIZAT.

ISO 10993 11 2017

BIOLOGICAL EVALUATION - :
DEVICES -- PART 11 TESTSF&\ WL
TOXICITY.

SO 10993-12:2012

ISO 10993-18:2005

[OLOGICAL EVALUATION OF MEDIZ..
DEVICES — PART 12: SAMPLE PREPARATw.
ND REFERENCE MATERIALS.

BIOLOGICAL EVALUATION OF MEDICAL
EVICES. CHEMICAL CHARACTERIZATION
OF MATERIALS

ASTM F1980-16:2016

STANDARD GUIDE FOR ACCELERATED
AGING OF STERILE BARRIER SYSTEMS FOR
MEDICAL DEVICES

’EN 556-1:2001

STERILIZATION OF MEDICAL DEVICES -
REQUIREMENTS FOR MEDICAL DEVICES TO
BE DESIGNATED "STERILE" - PART :
REQUIREMENTS FOR TERMINALLY
STERILIZED MEDICAL DEVICES.

ISO 11138-1:2017

STERILIZATION OF HEALTH CARE
PRODUCTS ~- BIOLOGICAL INDICATORS .-
PART 1: GENERAL REQUIREMENTS

1SO 11138-3:2017

STERILIZATION OF HEALTH CARE
PRODUCTS - BIOLOGICAL INDICATORS -
PART 3: BIOLOGICAL INDICATORS FOR
MOIST HEAT STERILIZATION PROCESSES.

SO 11737-1:2018

STERILIZATION OF MEDICAL DEVICES —

MICROBIOLOGICAL METHODS - PART 1:
ETERMINATION OF A POPULATION OF

MICROORGANISMS ON PRODUCTS.

SO 11737-2:2009

STERILIZATION OF MEDICAL DEVICES.
MICROBIOLOGICAL METHODS. TESTS OF
STERILITY PERFORMED IN THE DEFINITION,
VALIDATION AND MAINTENANCE OF A
STERILIZATION PROCESS

ISO 17665-1:2006

STERILIZATION OF HEALTH CARE
[PRODUCTS - MOIST HEAT - PART 1:
REQUIREMENTS FOR THE DEVELOPMENT,
VALIDATION AND ROUTINE CONTROL OF A
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KOHTPOJIMPYEMBIE CPEXBL. TPEBOBAHHA K KOHTPOMIO H
[MOHHTOPHHIY JUIS NIOATBEPX IEHVA TIOCTOHHOIO
COOTBETCTBAA CTAHIAPTY ISO 14644-1.

1SO 13408-1:2008

ACENTHMECKOE MPOMSBOACTBO MEAULIHHCKOH ITPOAYKLIMH
— YACTb 1: OBLLME TPEEOBAHHS.

[ DEVICES. ER
ISO 14644-):2015  [YMCTHIE NOMELEHHA ¥ CBAIAHHBIE C HUMH | 1118014644-1:2015 CLEANROOMS AND ASd. % -
KOHTPOJMPYEMBIE CPE/Th. KIACCHOHKALAS SHCTOTH CONTROLLED ENVIRONME, ..
BOJIIVXA. CLASSIFICATION OF AIR CLEA,
ISO 14644-2:2015 TIOMEINEHHA ¥ CBA3AHHBIE C HUIMY ISO 14644-2:2015 CLEANROOMS AND ASSOCIATED

CONTROLLED ENVIRONMENTS, /.~
SPECIFICATIONS FOR TESTING AND
MONITORING TO PROVE CONTINUED
COMPLIANCE WITH ISO 14644-1.

1SO 11607-1:2019

YIIAKOBKA /11 OKOHYATENIEHO CTEPWAM3OBAHHBIX
METHIHHCEKAX HWIARMMH, YACTD 1. TPEBOBAHHA K
MATEPHAJIAM, CTEPHILHBIM BAPHEPHEIM CHCTEMAM M
YIIAKOBOYHRIM CHCTEMAM

1SO 13408-1:2008

ASEPTIC PROCESSING OF HEALTH CARE
PRODUCTS - PART 1; GENERAL
REQUIREMENTS.

PACKAGING FOR TERMINALLY STERILIZED
MEDICAL DEVICES -PART 1.

150 11607-2:2019  [YIIAKOBKA U1l MESMUMHCKUX H3IENH#, TOUTENALIIMX 1SO 11607-1:2019 REQUIREMENTS FOR MATERIALS, STERILE
GHHUIIHON CTEPHIV3ALMIA ~ JACTD 2: TPEFOBARMA K BARRIER SYSTEMS AND PACKAGING
BAJIMIALHH NPOIIECCOB ®OPMHPOBAHWA, [EPMETH3ALIMH 1 SYSTEMS.
[CEOPKH. ISO 11607-2:2019 PACKAGING FOR TERMINALLY STERILIZED
[SO 11040-8:2016  |LUNPHII FENBAPHTEILHO 3ATIONHEHHBIE. YACTD 8. MEDICAL DEVICES - PART 2: VALIDATION
TPEBOBAHMA H METOIbI HCTIBTAHMIA MNOTOBBIX REQUIREMENTS FOR FORMING, SEALING
[DPEABAPHTEIILHO SANONHEHHbIX IIPHLIEB LND ASSEMBLY PROCESSES.
[SO 80369-7:2016 EJAHHTEIN MAJIOTO IMAMETPA JJLA XMIKOCTER M FA3OB | | [ISO 11040-8:2016 PREFILLED SYRINGES — PART 8:
B 3APABOOXPAHEHHWH. YACTD 7. COEAMHUTENIM AN4 REQUIREMENTS AND TEST METHODS FOR
BHYTPHCOCY AUCTOID AITH NIOJIKOXHOIO MPUMEHEHHS ISHED PREFILLED SYRINGES
ISO 80369-7:2016 SMALL-BORE CONNECTORS FOR LIQUIDS
AND GASES IN HEALTHCARE

APPLICATIONS -- PART 7: CONNECTORS FOR
INTRAVASCULAR OR HYPODERMIC
APPLICATIONS

17.2 Hanmonaneusie cranaapTn Poccuiickolt Meaepanan

17.2 National standards of the Russian Federation.

Cramgapr 3aro;10n0k CTRENAPTR Standarda Standards Title

TOCT P 50444-92 «(IpuSoput, anmaparsi 1 060pyaOBaHTEe MEAHIHACKME. T'OCT P 50444-92 «Medical devices and equipment. General
Obmpe TEXHHYECKHE YCIIOBHAD specifications»

FOCT P UCO 14630- | «MMnnaHTaTH XMPYpPruyccKkne neakTnensie. OGmue T'OCT P HCO 14630- | «Non-active surgical implants - General

2017 TpeOOBAHITY 2017 requirementsy

FOCT ISO 11607-2011 | «Ynaxoska ang Me/IMIMHCKHX HOACII, HOMIEKAIHX, TOCT 1SO 11607-2011 | «Packaging for terminally sterilized medical

« & 000 LMPMM (] INFO@CIRMI.RU € WWW.GOSZDRAVNADZOR.RU
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dunnmnsol crepumlauun, Obnme Tpebopanny

devicesy»

«Medical devices - Symb; a REE A

TOCT P HCO 15223-1- | Hanenns meqprpmckue. CHMBOTH, MPHMENSEMbIE NPU DOCT P KCs) 15223-

2014 MAPXUPOBAHKH HA MEHIMHCKAX H3REAHAX, ITHKETKAX 1-2014 medical device labels, labelln.,_ ** S
# B CONMpOBOAMTENLHOM AokyMenTalmi. YacTs 1. be supplied - Part 1: General requ.. R‘ R
OcHoBHBE TpeGoBaHNA T'OCT ISO 7886-1- «Sterile hypodermic syringes for sing:. ‘n,, .,

OCT ISO 7886-1- Limprues MHBEEKUMOHHLIE OHOKPATHONO NPUMEHEHWA 2011 Sytinges for manual use» PRy

2011 creprnsieie, Yacts 1. Ilnpuugr jis pyusoro I'OCT ISO 14602-2012 | «Non-active sm'gwa.l implants - Implants fo( -
HCIONLIOBAHNA Osteosynthesis - Particular requirements»

FOCT ISO 14602-2012 | «Heaxrupnsie XHPYPrUvecky® HMIUIAHTATHL. FOCT P M2K 62366- | «Medical devices - Application of usability
HnunadTaTs! 18 ocTeOCHHTe3s. TexHuyecKkne 2013 engineering to medical devices»
TpeOOBaKAA» IOCT P UCO 15223- | «Medical devices - Symbols to be used with

INOCT P MOK 62366- | Hanemis meayuunckie. [IpoexTaporarme 1-2014 medical device labels, labelling, and information to

2013 MEAHLMHCKMX U3JICNHIA © YI9eTOM SKCNNYATALMOHHOH be supplied - Part 1: General requirements»
DpPHIOAHOCTH Ir'OCT P 52770-2016 «Medical devices. Safety requirements. Methods of

rocCT P HCO 15223-1-
2014

«Hznems MemmumHcKwe, CHMBOIB, IPHMEHASMEIC
TIPY MAPKUPOBAHHK HA MEAHIMHCKHX H3AETHAX,
STHKETKAX H B CORPOBOARTEALHON NOKYMEHTANVH,
Yacts 1. OcHOBALIE TPEOOBAHNAY

sanitation-chemical and toxicological tests»

I'OCT IS0 10993-1-
2011

«Biologica)] evaluation of medical devices - Part 1:
Evaluation and testing»

IOCT P 52770-2016

«Hanenun memnpuckue. Tpebosamus OezonacHocTH.
MeTo/6! CAHHTAPHO-XUMHYCCKHX H
TORCHKONOrM4ECKMX HCTBITaHU)

I'OCT ISO 10993-12-
2015

«Medical devices. Biological evaluation of medical
devices. Part 12. Sample preparation and reference
materials»

I'OCT ISO 10993-1-
2011

«Azpenvma mepnuusckue, Onenxa GHONOrHYSCKOro
apelicTeny MearIMHCOKHX maem. Yacrs 1, Onenka
VCCREIORAHMAY

roCT ISO 10993-12-
2015

«Hsnenug Meaumuckie. Onenxa GHONOIHISCKOTO
neficTBM MeaHIMHCKAX m3mennil. Yacts 12,

Tiparoroasenue npob M KOHTpOALHLIC O6pa3IBE»

I'OCT P UCO 10993- | «Medical devices. Biological evaluation of medical

2-2009 devices. Part 12. Sample preparation and reference
materialsy

'OCT IS0 10993-9- «Medical devices. Biological evaluation of medical

2015 devices. Part 9. Framework for identification and

quantification of potential degradation products»

FOCT P UCO 10993-2- | «Maneyms memmpmceue. Ouenxa GHoNorHgeckoro

2009 HeBCTBHA MEIHIMHCKRX mafteni. Yacts 2,
Tpebopanns K 0OPAMIGHUIO C KABOTHEIMID

I'OCT 1SO 10993-9- «HManenwa MeuUHHCKHe. OLeHKA GHONOrHIecKoro

2015 Aeftcraus MeaamEaRcKuX maaennit. Yacts 9. OcHorAke

TIPHHIAIS AZSHTHONKALHY H KONHHCCTBCHHOTO
ONpeAeneHns NOTCHIHANBHEIX IIPOAYKTOB
AECTPYKIAN»
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[MepeBog € aHFIMINCKOro 1 KN Tanckoro]

KUTAVNCKASA PECMYB/IVKA (TAVBAHD)
NEFANN3ALMNA JOKYMEHTOB

3ABEPEHVE MOAJ/TIMHHOCTU AOKYMEHTA

1. CrTpaHa: KnTtalickasa Pecny6nuka (TaiBaHb)

HacToawmnin opuumanbHblil LOKYMEHT
2. noanucaH o, MunHb-BEH

3. BbICTYNMaklO WM B Ka4eCTBE O6LI.I.€CTB€HHOFO HOTapunyca

4. cKpenjieH neyvatb/W,TaMMNoOM PaiioHHOTO cyga r. FaoctoH

[MevaTs:]
MWHNCTEPCTBO MHOCTPAHHLIX Aen *
tmnnan B KOxHom TaiiBaHe *
KuTaiickas Pecnybnumka

Y [OCTOBEPEHO
5. BT.laockoH
6. 29 mapta 2019 r.
7. MUWHUCTEPCTBOM MHOCTPAHHLIX Aen
8. Howmep: 107200007722-002
9. Mevatb/wTamn: 10. Mognwuce:

N0, YHAH-Y3H [noanwucsk]
Ovpektop, ®unnan B FOxxHom TaiiBaHe, BOCA (Bureau
of Consular Affairs — Bropo KoHCynbCKUX fen)

OT UMEHN MVIHI/ICTpa MWHOCTPAaHHbIX aen

11. npumMeyaHuns:

HacTtosuiee 3aBepeHne NOANNHHOCTY JOKYMeHTa NOATBEePXAaeT TONbKO MOASIMHHOCTb MOAMUCH,
neyaT WM WTaMMa, a TaKxKe NoOAHOMOYMA NnLa, NOANUCABLLEr0 NPUIArarLWNnca SOKYMEHT.
3aBepeHune He MOATBEPXAAeT COAepXaHue LJOKYMeHTa, A4/19 KOTOPOro OHO BblAaHo.
[na npoBepkyn hakTa Bbl4auM HACTOALLEr0 3aBEPeHNs NOCeTUTe CeayoLWnii Be6-caiT:
httDs://docauth.boca.aov.tw/BOCAWeb/index4.isp
0~01
G028917
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[oTMeTKa 0 KOHCynbCKoii nerann3aumm Ng166 oT 9.04.2019 r Ha pycCKoM s3blke]
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A noaTeepxpar TOYHOCTb, NPaBUIbHOCTb
M A0OCTOBEPHOCTb COAEPXaHUA 3TOIr0 AOKYMEHTaA

[Mognuce] gata 10.03.2019

MpencepaTens. XaHb, Kan YaHr
OT umeHn 1 no nopy4yeHuto SciVision Biotech Inc.

NHCTPYKUMSA NO NPUMEHEHNIO

MmnnaHtat BA3KO3NACTMYHBLIA  CTEPUNbHBIA  ANA  BHYTPUCYCTaBHBbIX
WHbeKUuNn  dnekcotpoH®  Kpocc (Flexotron®  Cross), Ha OCHOBe
nepeKpecTHO-CW MTOTO rmanypoHara Hatpus, 60 mr/3,0 mn

[MeyaTs:]

Leno Ne 108 CroaHb KOaHb [ykeH Li3bl No 008000334

108. 3. 28 [fata: 28 mapta 2019 r

ATTecToBaHO B omce 06LLECTBEHHOIO HOTapuyca TailBaHbCKOro cyja
okpyra [MaoctoH, Kutaiickas Pecny6nuka, ubst mognucb(-cu) / neyatb(-
TW) Ha 3TOM AOKYMeHTe ABnseTcA(-0TCA) 4OCTOBEPHBIMU.

O6uLecTBeHHbI HoTapuyc: [Moanucs]

[MevaTs:]

B0310XXeHHbIE MOHOMOYNA NOATBEPXAEHBI B NPUCYTCTBUM
06LLEeCTBEHHOr0 HOTapuyca, Ybs nognuck(-n) / nevatb(-un),
NnocTaB/IeHHbIE Ha 3TOM JOKYMeHTe, ABnsaeTca(-toTca)
NOASIMHHBIMMU,

[MevaTsb:]
noAaTBepPXXAeHbl TONTbKO aHTniicKas n Knutaiickas BepcuAa

PIHPF-XX(XX) 20181029

[12 cTpaHuL napanienbHoro ABysi3sblYHOr0 TEKCTa HaPyCCKOM U aHMNACKOM si3blKax]
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Mep”a fAHHOIO TeKcTa BbINOSHEH nepeBofunkom MnbyeHko Cepreem EBreHbeBuyemM,

Poccuiickaa ®egepaumns
"opog Mocksa
JBajuaTb BOCbMOro aBrycTa fjge ThiCa4uM AeBATHaALaTOoro roaa,
A, CeupuaeHko Banepuii BnagnneHoBuy, BPEMEHHO UCMOMHALIMIA 0683aHHOCTM HOTapuyca ropoga Mocksbl
Kopcuka Bnagnmupa KOHCTaHTUHOBMYE, CBUAETENLCTBYHO NMOAAMHHOCTb NOANUCKU nepeBojunka MnbuyeHko
Cepresi EBreHbesuya.
Moanuck caenaHa B MOEM NPUCYTCTBUN.

JIn4HOCTb noAnucasLLEero LOKYMEHT yCTaHOB/EHA.
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