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INSTRUCTION FOR USE

Chroma” Coronary Stent System
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1. DEVICEDESCRIPTION

The CHroTa" Coronary Stent System is a Bare Metal Stent (SMS) System for coronary use

2. INDICATION

Ihe (hroma stent s Indicated for Irprovbig coronary luminal diameter for the treatment of

posed oTa ted onthe balloon and it

system.

11 Device Component Desaiption

‘The Chromaiincludes:

+ A balloon expandable intra-coronary cobalt chromium stent pre mounted onto a semi-
compliant rapid exchange balloon delivtry system.

+ A deTivery system that has two radiopaque markers, which fluoroscopically marks the
ends ofthe stentto fai*tate properplacement

«+ Afemale Luerlock connector hub located atthe proximal end ofthe delivery system. This
hub connects to the balloon Inflation lumen.

The guldewire used in the procedure entC5 the distal tip ofthe catheter and exits 27J on

proximal to the tip ofthe delivery system.

Table 1: Qiroma Description

Stem Pattern SmaliVessel (SV) model ~ Medium Vessel (MV) model
Stent Diameters (mm) 22510 Iw.0

Stent Lengths (mm) 9.14.19.24.29.33*.36*

Stem Material CoCrallov

Delvery Catheter Design Working Length: 12cm

Rapid Exchange (RX) comoatibie with 0.014*ouidewires
Sfi0-0SGY)
Poinmide Elastomers

Guiding Qlheler cnmoatibditv
Balocn MateriM
BaNoonlnflaiion Pressure

Nominal Pressure (NP) NP;8atm/811kPa NP:8atm/811kPa
Rated Burst Pressure IRBP) RBP:16atm/1621kI>a BBP:14al1/1418kPa
Baloon deflation ime ?::‘:21;::::2105::5
perstentlength (Table 3) 33and36mm:30sec

* (lengths 33t 36mm are not available for stent diameters225 and 4.0 mm)

Table2 Chromastent spedfkations

Product Code Nominal Stent Diameter (mm) Nominal StentLength (mm 1
BCR-2209 215 9
BCR-214 225 “
BCR2719 125 19
BCR2224 225 %
BCR2229 125
BCR-2509 250 9
BCR2514 250 u
KS-2519 20 19
BCR2524 250 %
KB-2529 250 29
B»-25ii 20 ks
eCR-2536 250 3%
BCR-2709 275 9
BCR2714 278 4
B01-2119 275 19
BCR-2724 215 2%
BW-M 275 29
B01-213 Ne B
B0|.® m %
eCR-STO 3.00 9
BCR-3014 3.00 4
BCR-3019 3.00 19
BCR-3024 300 2%
BCR-3029 3.00 29
BCR-3083 3.00 k<]
BCR3Q36 3.00 3%
BCR-3509 350 9
BCR-3514 350 4
BCR-3519 350 19
BCR-3524 350 2%
BCR3529 3n 2
BCR-3533 350 B

350 36
Rnum 4,00 9
HAM(N4 4.00 14
BCR-4019 4.00 w
KW < 4.00 2%
8CIHQ29 4.00 2
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lesions hi ranging between 2i d4.Qmm.
Stents Mdth lengths * and 36 mm ate only avaUabie for artery diameters ranging between
2imm and15mm.

3. CONTRAINDICATIONS

Ihe Qiroma stem I$(onnairukcated for usehithe folowing situations:

+ Patientsin whom antiplatelet and/or

« Patients with les)on(s) that prevent complete inflation of an angioplasty balloon.

m Patients with known sensitivity to contrast agents that cannot be comroled

priorto Ch

« Patientswith known alergies to Cobalt, Chronvuffl. Nkkel. Molybdenum or any metaic
componentin use hi (oCr ASIM F562alloy.

+ Off-label use (i.e. outside oftheapproved indication for use).

4. ANTIPLATELET REGIMEN

Physfdans and/or Health Care Professionals piCPs) should use information currently
available In baremetal stent (BM5) Uterature as well as the specific needs of ndividual
patients to specific i lion regimen to be used for theh
patients in general practice. (Ref: ACC/AHA/SCAIPQ Practice Guidelines

Specific consideration should be given to the risk of antiplateiet therapy. For patients with
a heightened risk of bleeding (e.g. patients with recently active gastritis or peptic ulcer
ifeease), stenting b generaty avoided D) be

5. WARNINGS

Judicious selection of patients is necessary shKe the use of this device carries the

associated risk of thrombosis, vascular complkations and/or bleeding events. Hence,

patients should be maintained on clinically adequate post-pmcedural antiplateiet

therapy (Refer to section4.0: Antiplatelel reghnen).

Only physicians who have receM appropriate training should perform implantation

of the stem. Stem placemem should only be performed at hospitals where emergency

surgery (CABG)i

+ Subsequent blockage may require repeat dilatation of the arterU segment containing

the stem. The long-term outcome folowing repeat dilatation of endothdalued stems

isunknown atpresent

Useofthe device in patients vrith history of restenosis, multiple stents, and diabetes can

lead to an increasedrisk of restenosis.

. "

of restenosis.

The Inner packaging provides asterile barrier; therefore it is essential to ensurethat It has

not been damagedor openei

This delivery system mustnot be reused In another procedure. The performance

fthe ball degraded during use.

Thn products not knended ora p p r* for usein peripheral applications.

+ DO NOT resierilue and/or reuse this device or related delivery system, as this can
and can lead to ysystemfo * and procedure

complications with severe ii*ixy or patient death. Reuse, reprocessing and resterlization

bearthe risk of cross contamination and patient to patiem fofecTion.

6. PRECAUTIONS

6.1. System Handling-Precautions

Donot useif p: damaged. hroma expir
+ Thesterflity and stability ofthe C hr*caim ot bo guarMteed oncethe pouch
has been opened and hencethe device MUST be used promptly. Un-used devices should
be discarded orreturnedo Bi ands h * not bere-stocked.
+ Thedelivery systemis designedto deploy the stent once, and camot bereused.
+ Do not expose deUvery catheter to organic solvents, e.g. Isopropyl akohoL Such an

degrade delvery catheter i

+ When removing the device from the packaging, care shoidd betakennot to kink the shaft.
+ Donotusedstems exposedto abnormal rubbing or contact with objects otherthan the
guide catheter or opened hemostasis valve prior to implantation.
Donot remove stent fromits delivery catheteras removal may damage the stentand/or
leadto stem i The Chroma i pe asasystem.

+ Theddiver

1 ri(UMKC.Kii*wliJ0Oer<«mUpa*WMC/MIAACM.CKWM»M09.arm2JK
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> Spedal care must be taken not to handle or in anyway disnipl “e stenton”e balloon.

> Do not manipulate (eg.; b1r) the mounted stent with your lingers as this action may
loosen the stentfrom Ae balloon and cause subsequent dislodgemenL.

+ Use only the appropriate balloon inflation media. Do not use air or any gaseous medium
to inflate the baHoon as this may cause uneven expansion and diffici” in deployment
ofthe*enL.

» Donot attempt to straighten the proximal shaft Ihypotube) as it may cause the catheter
to breakifit is accidentally bent.

» in the eventthat the stentis not successfully deployed, the stentand delivery
system should be returned to Biosensors International.

* The use of mechanical devices (dtrectional catheters) or laser

p theters o treat in-stent been established.

» When multiple stents are required, stent materials should be of similar composition.
Placing multiple stents of different metals In contact with each other may Innease the
potential for corrosion.

62.  StentPlacement- Preautions

+ Do not prepare, introduce negative pressure or pre-inflate the delirery system prior to
stentd*oyment inother than asdirected Usethe balloon purging technique described
in section 83. Preparation ofthe Stent/ DeTivery System.

The labeled stent diameter refers to the expanded stent mner diameter at its nominal
pressure.

Implanting a stent may lead to dissection of the vessels distafly, and/or ptonmaUy, to
the stented portions, and may cause acute closure of the vessel, requiting additional
Intervention (e.g CABG, further dilatation, placement of additional stents or other].
Whentreating multiple lesions, i
lesion stenting Stenting in this order obviates the need to cross the prmdmal stent and
reducesthe chancesfor dislodging the proximo stem.

Do not deploy the stent If It Is not property positioned within the lesion. Do not use the
device I proper positioning within theleslon cannot be achieved.

Donotexceed rated burstpressure asindicated on productlabel. Useofpressures
higher than specified on the product label may result in a ruptured baBoon with possible
mtimae damage and dissection.

Do not attemm to pull an unexpanded stent back through the guidmg catheter, as
dislodgement of the stent hom the balloon may occur, kmove as a single unit as
described in section 63. Stent/System Removal Precautions.

63.  Stent/ Stent S)rstemRemoval - Precautions
. i atanytime during eit when
withdrawing the delivery system into the guiding catheter prior to stent implantation,
the delivery system and the guiding catheter should be removed as a single unit. This
mustbe d der direct ic vi
When ingthe stent delivery
+ Do not attempt to retract an unexpanded stent into the guiding catheter while
engaged in the coronaryarteries.
When removing the delivery system and guiding catheter as a single unit, ffie
following steps should be executed under direct visualitation using fiuoroscopy;
Ensure complete balloon deflation. If unusual resistance is felt during stent delivery
system withdrawal, pay particular attention to the guiding catheter position. In
some cases it may be necessary to slightly retraa the guiding catheter In order to
prevent unplanned guiding catheter movement and subsequent vessel dainage. In
cases where unplanned guiding catheter movement has occuned, a coronary tree
angiographic assessment should be undertaken to ensure that there is no damage to
the coronaryvasculature.
DONOT! i
Position the proximal balloon markerjust distal to ffie guiding cathetertip.
Advance the guide wire into the coronary anatcxny as far distaiiy as safely possible.
NOTE; Ifthis is necessary to maintain the guide wire position, the guide wire must be
either convertedtoan” an g e wirelength oraseccnd guide wire must be inserted.
Tighten the rotating hemost~c valve to secure the delivery system to the guiding
catheter, and remove the guiding catheter and delivery systemas a single unit
Do not attempt to puU an unexpanded stent bad through the introducer
sheath. When the distal tip of the guiding utheter readies the end of the
introducer sheath, remove sheath, guiding catheterand delivery systemasa
single unit and replace sheath as per hosphaJ protocol.
Stent retrieval methods (use of additional wires, snares and/or forceps) may result
in additional trauma to the coronary vasculature and/or the vascular access site.
Complications may indude bleeding, hematoma or pseudoaneurysm.
Failure to follow these steps and/or applying excessive force to the nent delivery system
can potentlaBy result In stent dislodgement or damage to the stent and/or delivery system
components.

6.4. Postimplantation-Precautions
Care must be exercised when crossing anevdy deployed stentwith adjunct devices to avoid
disrupting stent placement apposition, and/ot geometry.

11125-000-Rev.Ol

6i. MR Information - Precautions

CoCralloy as used in Chroma stent is a non ferromagnetic afloy that does not interact vrith
MRI. A patient with a Chroma stent can be scanned safely, immediately after placement of
this implant... The following statements were assessed:

Magnetic held Interactions with the stent implant during MRI does not result In
movement of the implant resutting in tissue damage or mrsplacement when tested at LS
Tesla In accordance with AAM F2052.

.0 heating after IS m

Ute re observedforthe Implant, which wastested In
aT.fle513 MR system, producing awhole body averaged specihc absorption rate (SAR) of
2.0WNVg inaccordance with F2T82.

The stent does not present imaging difficulties. Chroma does not create artifacts due to
distortion of the magnetic held during MRIwhen tested at TiT In accordance wnh ASTM

F2m,

7. USEIN SPECIAL POPULATION

The safety and effectiveness ofthe Chroma stent has not been established in the foflowing
patient populations;

* Pregnancy

+ Pediatiicuse

Carefufly consider whether it is appropriate to use the Chroma stent in the above patient
populations.

8. OPERATOR'S MANUAL

8.1. Inspection Priorto Use

1 Inspect the stent delivery system package for damage to the sterile barrier before

opening. Do not use after the expiration date. If the Integrity of the sterile package has
been compromised (e.g., damage to the package), contaa Kosensors International. Do
not use if any defects are noted.

CarefuBy remove the system from the package and inspea the delivery catheter for
bends, Idnks, orotherdamage

Carefully remove the stent guard covering the stent/baBoon. The pre-attached stylet Is
automatically removed.

. Inspectthe stentto ensurethat it has not been displaced from Its original position on the
baBoon. Verify that the stentis positioned between proximal and distal baBoon markers.
Notethe position ofthe stent relative to the delivery s)5tem markers for use as reference
under fluoroscopy.

Donot use if any defects are noted.

©

IS

@

82. Materials Required
1 Appropriate guiding catheter with minimum inner diameter of 0.0S6"
1 10-20 cesyringe
tOOOLL  Heparin per 500 cc Normal Safine(HepNS)
0.014Inch /036 mm x 190 cmminimum guldewire
Rotating haemostatic valve
Torque device
Contrastmedium diluted 11with normal saline
Inflation device

Three-way stopcodc

83. Preparation ofthe Stent/Delivery System

1 Prepareinflation device/syringe with diluted contrastmedium.

| Attach the Inflation device to the 3-way stopcock: attach to baBoon inflation port hub.
DO NOT apply negative or positive pressure to the balloon at this time as it can cause
premature dislodgement of the stent

3. Openstopcocktostentdeliverysystem

4. Leaveon neutral.

8.4. Stent Delivery Procedure

). If physidan/HCPs estimate that the lesion site requires pre-stenting preparation; Prepare
the vascular accesssite aaording to standard PTCApractice.

Pre-dilate lesion with a baBoon diameter O.Smm smaller than the stent and a baHoon
length equal to or shorter than the target lesion length and shorter than the length of
the stentto be implanted.

3. i i idewire flushthe
lumen of the delivery system with HepNS according to hospital protocol. Avoid contact
with the stent

NOTE: Ruld contacttime shodd be Nmtted to immediately prior to loading ffie delivery
catheter onthe guidewrre. When flushing the delivery catheter, ensurethatno damage to
thestent occurs.

Backioad stent delivery system onto the proximal portion of the guidewire while
maintaining guidewire position aaosstarget lesion.

~

~
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5. Open the rotating haemostatic valve on the guiding catheter hub as widely as possible
and dose when die stenthas been advanced safely inside the guide catheter.

. Advance the stent delivery system over the guidewire to the target lesion under

fluoroscopic guidance. Utilize the radiopaque balloon markers to position the stent aaoss
the lesion. Perform angiographic visualization to confirm thestent position.
NOTE: If resistanceis felt, DONOT FORCE PASSAGE Resistance may indicate a problem and
may resultin e tent, orin stent di ifitisforced. Remove
the stent delivery system and the guiding catheter as a single unit (see 6.3. Stent/ Stent
System Removal -Precautions).

=3

8i. Chroma Stent Deployment
1 Consuitthe baBoon compliancf chart on the compfiancecard oratthe back ofthe product
box in orderto determine the tuBoon inflation pressure appropriate for the target vessel
diameter.
CAUTION: Different compliance charts apply for different stent lengths.
Before deployment, reconfirm the conect potion ofthe “ent relative to thetarget lesion
viathebaloon markers.
Ensurethat the three-way stopcock on the stent delivery system Is open to the inflation
device and apply negative pressure to purge the balloon ofair.
Turn the three-way stopcock on the stent delivery catheter off to (he balloon port and
purge the mflaiion device of air. Open the side port of the three-way stopcock to the
deliwry system.
Under fluoroscopic visualization, inflate the baBoon to at least 8 atm to deploythe stent,
but do not exceed the labeled rated burst pressure (RBP). Optimal eig»nsion requires
the stent to be in full contact with the artery wall and that the stent internal diameter
matches the size of the reference vessel diameter. ENSURE THAT THE STENT K NOT
UNDEREXPANOED.
. Deflate the baBoon by puBinga vacuum with the inflation device. Make surethe balloon is
fully deflated befc of thesystem. to
for deflation time per product diameter/length.

~

-

&

o

o

Table 3: Chroma balloon deflation time per product specification

Stent lenoth Immi Tknefor deflation [si

9&14 Is
19t029 20
33&36 30

7. Confirm adequate stent expansion and baBoon deflation [*angiography
8. If more than one Chroma stent is needed to cover the lesion and balloon treated area,
adequately overlap thestents (at least2mm)to avoid potential gapstenosis.

8.6.  Delivery System Removal Procedure

1 EnsurethatthebaBoonisfullydeflaled

2. FuByopentherotatinghaemostatievahre.

3. While maintaining guidewire position and negative pressure on Inflation device,
withdraw the delivery system.

4. Tighten the rotating haemostatic valve.

5. Repeatangiography to assessthe stented area.

87. Further dilation ofstent segments

If an adequate expansion has not been obtained, either re-advance the delivery system or
exchange for another appropriate balloon to achieve- proper stent apposition to the vessel
wall,

NOTE: Post-dilation should be performed within the stented segment DONOT dilaie beyond
ffie stent edges.

Reconfirm stent position and angiographic result. Repeat inflations until ~im al stent
deploymentis achieved. Final stent diameter should match reference vessel.

9. POTENTIAL ADVERSE EVENTS

Adverse events (in alphabetical order] that may be associated with the use of a coronary
stem in native coronary arteries include but are notlimited to;

« Abruptvessel closure or spasm

Acute myocardial infarfliM

Aflergic reaction to anP-coaguiation and/or anti-thrombotic therapy, contrast material,
stent/stent delivery system materials

+ Aneurysm y

Arrhythmias.includingVFandVT

Cardiactamponade

Cardiogenic shock

Damage to the stent or injury to the artery requiring emergency coronary artery bypass
grafting (CABG)

Death

+ Dissection, perforation, rupture ofthe artery

Emboli (biockagel, distal (air, tissue or thrombotic emboH]
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+ Hematoma atinsertion site M ODED EM PLOI ! DESCRIPTION DU DISPOSITtF
» Hemorrtia9e,re9uirin9 transfusion . . " le systeme d'endoprothese coranaire Ovoma* estun sy*eme d'endoprothese metaique
* Hypotension/hy*enskm S’SIE(TE d endopro‘hese coronaire Chrome! mie (BMS) destine | une uUllsation coronarienne com p” «Tune plate-forme en (hrDm*
+ Riskofrestenosis of stented segment(s] cobaltmontdfsurle balon etson systeme de mise eni* ce associF.
+ Infection and/or pain atthe insertion site
*+ Stentmigration or embolitadon Sommaire 11 Desaiption descomposants dudisposittf
» Stentthrombosis/odusion ke Chroma comprend:
+ Peripheralisdiemia/peripheralnerveinjury 1. DESCRIPTION OUDISPOSITIF + Une endoproth”se coronaire en chrom+cobah eicpansible intra-coronaire par ballonnet
* Rencl failure - 11 Oesoiption des composants du dispositif i syslimede mi lace kfaaHonnet fiant k dchange rapid
» Stroke or transient ischemic attack | INDICAHONS + Uh systeme de mise en place contenartt muni de deux margueurs radio-opagues
» Totalocduslonofcoronaryartery qui, sous fluoroscopie, indiquent les extrfmitfs de rendoprihbe pour faciliter son
« Unstable angina 3. CONTRHNMCATIONS positionnemenL
4. TRAITEMENTANTIPLAOUETTAIRE . tin Liter itud k d
5. MISESEN6ARCE en place. C r de au lumen de gonfiage du ballon.
10. HOWSUPPLIED 6. PRECAUTIONS Le fil-guide utdise dans la procedure entrt en FerTéiie dislale du catheter et en sort a
STERUI Package contents are sterile unless package Is open or damaged. This device is 6.1 Manipulationdusysteme-Preautions 273 cm defenrfmitf dusystkme de pose
sterilired via electron beam radiation and is non-pyrogenk. It isintended for single use 61
onftr. Do notuseif package isopen ordamaged. 63. R derend el dendoproth o
COKTENTS: One (1) Chroma Coronary Stent System, and one (1) Instruction for Use. - Retrait de rendoprothbe/systeme dendoprothese - Precautions Modde dendoprothese ModdeSmat Modele Medium
HORACE; Storein a cool, dark, dry *ace 6.4. Post Implantation - Precautions Vessd(SV) Vhsd(MV)
DISPOSAL: Disposedevice in accordance with locai regulation. 6i. Informations IRM-Prfcautions DiamEtrelmm] 22530 IM 1l
NOTE: This product does not contain phthalates. 7. UTILISATION SUR LES POPULATIONS PARTICULIERES Lonoueur(mm) 9.14,19,24,29.33*.36"
8. MANUEL DEL'UTILISATEUR Materiau AtlaoeCoO
11. SYMBOLS USED IN LABELING 8.1 Inspection avantutifisation Conception du catheter LU"QUE{J""“e 142cm
Echange rapide (RX) compatUe
81 Matfrielregub de mise en place hiididesde 0.014'
- Keepaway Soorothesel " ‘ avechlHiuidesde
H l Legal Manufacturer from sunliohtor heat 83. Preparation de rendoprothese/systeme de mise en place Compatiblllie de catheter ouide 5F(0/)56'1
8.4. Procedure de mise en place de fendoprothese: Matdriaudu baton Elastomdes de Dolvimide
d DateofManufacture t KeepDry 83. Oeploiementderendoprothese Chroma Presslon de gonfiage du baton
Donot useif package 8.6. Procedure de retrait du systeme de mtse en place Pressionnominale(PN) PN:8atm/811kPa PN:eaim/811kPa
Catalog number bdamaoedorooen o7 i Pression (Fedatementthorique (PNE) ~ PNE;l6atmi621kPa  TE:14aT1N418KPa
JEN  saticoce < > sentLength 9. EFFETSINOESIRABIESPOTENTIELS Temps de deflation dubaton par detl4mm:1Ssecondes
" 19a29mm:20secondrs
Caution, consult 10. presentation longueur d'endoprothhe (tableaus)
A - O Stent Diameter a 33et36mm:30secondes
accompanvino documents I1. SrUBOLES UTILISES POUR LETIQUETAGE . .
. O 3 44 (leslongueurs de 33 et 36 nwi ne sont pas disponibles pour les diafflitres de stents
® DonotrsterNeze O Maximum Guidewire 12 GARANTIE 21Set4,0nm)
OuterDiameter (00):
Donot reuse O Mmlmu»m Guiding CaUieter Tablean2: Spedfkations de rendoprothese Giroma
Inner Diameter (ID): " Olamdre nominal Longueurnomkiale
ItTtwuH| Thisprodua hasbeen Codeprodul defendoorotheselmm)
e N m Consut Instruction for use
sterfoedusingirradiaUon BCR-2209 9
Useby date BCR2214 125 “
Donot usethis product REP  RatedBurstPr BOR2219 2n Y
2 ftertheininated date (Vear ated Burst Pressure BOR2224 225 %
Month-Day): BCR2229 225 2
NP nominal Pressure BOR2509 250 9
BCR2514 250 “
BCR2S19 250 19
12, WARRANTY BCR-2Q4 250 2
€ K t BCR2529 230 2
4 Blosensors*IntematuinafWkrrams™that its products are maqu (tured.|o.U)e:" B I OS E N SO RS 4 . .. BOR25E3 2% ®
valkagi ’ . - Y. BOR2536 250 ®
lirdflatfons setforth oaltS:pa(kaging, Instructratis for use”ndjelated Dteraturern BOR2709 275 9
fihis waran”Uiil*lleuand ncjute al oIi\er"‘arrar"noLeip»ressiyseubnh Ell BCR2TM 175 1
“herein, yvhetberpxpressor itiSi(led; bjroperadori oflaw « otherwis”;Mu(ftn" but BCR2719 275 19
y not hmited to. any Implied warranties” til m erchantabilrty-of fitn  for a particulat *FaMcMCMgal: BOMTT24 s %
L'pw p* Bkisensors irttemationalndthef. assume” rMrauthoitzKany otherp r* :; ..BiosensorsEuropeSA ~LLa*:Bio$en505||Keryen6oml BOR2729 175 29
.to aswme for It, any other oriikGbonal lubllty or respbnsMtyip coniv®? RuedeLausamre29 Technologies PtelAl BCB2TR 175 B
mOMorges BlkiOKakiBukkAvenuet BCR2736 275 3%
Sisse 406-01/04 BCR-3009 3n0 9
TeL  +41218048000 r. $lngaponred17942 BCR3014 310 u
ipiFn +4121em8001* Tex v+65 62135777 BCR3019 3o 1
wwiJsiosensorvom Fax  +6562135737 BCR3024 o 2
wwJHosensors.com: gg 800 ;g
* Fnnct: BCR.3036 gg 3%
SiosensofsFrance SAS -iosensots Europe SA y
4 BOR-3509 350 9
88ter AvenueGMral lederc Ruedekausanne29 BOR314 250 u
92100 Boulogne Billancourt 1110Merges , BOR3519 350 19
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Adikororkrertr
Qliim
Arterdiseksjyonu,perforas)ronu, niptiirii

Emboli (tikaniklik), distal (hava, d* u veyatrombotik emboli)
Atf}

Girijbbigesindehematom

TransfuzyongerekTirenkanatna

Hipotansiyon/hipertansiyon

Sientlenen segmentte/segmentlerde restenoz risk!
Giri*bolgesindeenfeksiyonve/veyaagn

Stentkaymasiya da embolizasyon

Stenttrombozu/okliizyonu

Periferaliskemi/periferalsinir hasan

BébrekyetmezIisi

Inmeveyagegdiskemikatak

Koranerarterdetotalokluzyon

Stabdolmayan angina

1CABS) gerektiren arter veya stent hasan

0. SAMANMASEKLI

STERL; Ambalaj i"erigi ambalaj agk veya hasarli olmadik® st"ildit. Cihaz elektron i*jnli
radyasyonia sterdize edilmi*r ve projenik denildir. Sadece tek kuflawtnlik olmasi
amadanmirttT.Ambalal agk veya hasarliysa kullanmayin.

I(INOEKILER: Bit (1) Chroma Koroner Stent* e m | veblr (1) KudanmaTalimati.

SAKLAUA: Serin, karanlik ve kuru bir yerde saklaym.
AATMA: Qhazi yerel diizenlemelerle uyumlu olarak atm.

NOTiBuurunftaiatlari®erir
11. ETIiKETLEMEDE KULLANILAN SEMBOILER
Gune’ip"i d
td Vasal Otetid unetiphiveyaisidan
uzBktutun
M OretimTarihl f KuniTutun
Katal AmbaUjhasargormuiyada
E3 atalognumara>» acilmissakulanmavm
ITS‘ Serikodu <<— > StentUzunlugu
Dikkat,birliktevenlen Stent api
A beloelerebakin o P
Veniden stenlizsetmeyin MaksimumkifavuzTelDi;
Y 0 Caw(00)
Yenidenkull . Minimum KilavuzKateteri®
(D ‘eniden kullanmayin o) Cam (D)
Buiiriinradyasyon KuQanmaTalimatina
kuilarularaksteriize edimistr T basvurun
Sonkullanmatarihi
BuOriinubelirtilen tarihten REP  AnmaPatamaBasina
sonra kullanmaym
(Yd-Av-Gun);
NP Nominal Basme
12. GARANTf

1

Biosensors Intemadohal, lirunierinbi amfa“aj, kuflanme talimathreigili literatiirde -

beliren spesifikasyonian gore Bretlldi” gararttt eder. 8ii girantirieHian0 bir
satilabitlik veya hr aneca u"urihik zinm, gararileri idahil itpa. 1
smrli dmatnak lizere; agk veyazml*b|Mnenlifeya.baytia® $eldlerde burada ig kp
belirtilm ‘iilm .diet garantlerin™in”ilft W';mUNehari{ tut*
. Intemaiional, bu Briinle &a8lantrti Idjninh*angfbrb™".veya A
sorurmluluk veyar*OmidIQ" kendi a(NealmayFgn.yed vemezyekriHiisialmez.
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WHCTPYKLIMA no MPUMEHEHWIO

KoporiapHasi oen1-(naema Chroma"

Copepxarve

1 OfHHCYTIPOIITBA
11 OrmcaHve KOMIOHEHTOB yctpotkraa
2. MOKASAH/A
3. MPOTVBONOKABAH/A
4. CXENAAHTVATPETAHTHOMEPATA
5. MPE/TPEXIEH/A
6. MEPbINPEAOa0pOXHOaN
61 O ji-Mep
61 Ynarceka cTeHTa Mepbl NPeaOCTOPOXHOCTA
6. M
64. T i M
6i- Ma )- Ney
TPVVEHEH/EYOCOBL MKATET OPV/TALYEHTOB
S. PYKOBOICTBONOME30BATENIA
5.1 OcvoTpnepeucrons3osaHiem
81 HeolXomumble MaTepiars!
8J. MoaroToBKa CTeHTa/Ciaemb AOCTaBKA

~

84. TexH/KayaaHoBXVaeHTa
8i. PackpbimvectexTaChvoma
8.6. TexKa V3BNIEHEHIA CHCTEMbI AOCTaBKA
81 i
9. BOSMOXHbEHEXENATE/bHL ESBNE/A
TQ CroQ0BbIMOCTABKA
11 YCNOBHbEOBOBHAHEH/RHASTVIXETKAX
12 TAPAHIA

L” BIOSENSORS

Odmumasbibiii - » "Cnyx6a nogaepxkm KfiueiTTOL:
' APON3A0ANTMb: ‘Blosereorsliitervenfloriar' »
BrosensoTSbnopeSA A "M.«.TedmologtePteLtd -

' Buedelau«nr«29 "“«-M*A«k101(ak'BuMTAysriiled
icoMiges ’1V| +HBa
' LieBigps

Hat <HIZ2IBYRID
el /HAI2ISBINL

;AAnpapcHr(Cunrart)41742
B AABA577

S lezasseic e

0344

' wwJHoSensors.oom - "

& vij?4sr
" sensors Europe SA|
Ihieiielausanne29
AW Mpry- Tril
‘Weeluams’ AL
218810

AARcA 2LV,
<VN"i‘KE m‘ i

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

Tiirkge / Pycckuit A3blK

1. OTUCAHME YCTPOICTBA

KopoHapHas aent aema Chroma* - 370 Cit@eMa C HENorcbITbIM META/VIHECKIM CTEHTOM
[HVC), npeaasiavieHas A1 YCTRHOHCH B KOPOHaDHLIE COCY/b, C MCTIOMb30BAHIEM OCHOBbI 13

Crest

11 OveHeoInaXBHICER

Chmna BkniouaeT

i GaroHom i CTeHT 13 KoGarbTa, KOTOpbWi
3apaHee CMOHTUPOBaH Ha COOTBETCTBYHOLLE/ Gan/ioHHON Cvaeme [J0CTaBKy, NpefjHasHaveHHON
1A BbICTPO} 38MeHbL

Cvaema 10naBKit MeeT fBe 3
BDENS PEHT

. P

A
acTe). K

TGkWA NPOBOAHIK BBOJSAT Yepe3 AMOaNbHbIii KOHUMK KareTepa, i OH BbMOZMT Ha 275 cM
MPOKCHMANIHO OT KOHLIA CHaeM bl J00ABKH.

Tabmua 1; Onvcative Chroma
Mo
[y DS [ MESKAX MopenbanscheHIx
cocypos (MO cocypos Q0
[aveTpbICreHTa (W) 12530 3mo

[nvHa crenTa (M) 91419, H 2.3, 36"
Marepuannenta Ko6ansHoomoBblii cras
Pabodan ymHa; 142am
i CACTENLIfOnAEKH Cvicrema GbICTpoii 3amebl (B3)coBMmenimac
KareTepa M
nposoaHmkam0.014 sroivia.
IMPOBOJHAKOBL I KaTeTep, .
57(0,056,
CMMENUMOCTL (0055gaiue)
MareoHan Gannoka MomamiHble 3nanomepbl
[laBrenvie pasflyBaHuA GannoHa
HowmymanbHoe 1aBneHve paslyBaHis
HY. Hpjgam811d1a Hlj8amu8L1Ta
‘oacueTKoe aBNeHvie oaspbisa (POP) P/P;16am/1621kTa PAP;14arwi418/1a
S s e 2om20e
puHy creHTa (Tavuad) -

33136 Mm: 30cex
" (CTEHTBI /MO 33 MM 1136 MM ZJOCTYMHbI TO/IBKO /151 apTEpHii AnaMeTpom 2, MM 14,0HM)

TabsHLaHexH14eckuexapakTepuankH nexta Chroma

H Vi gaveTp Ho

CTeHTa (Mu) ()
BCR209 25 9
BOR2214 125 4
BOR2219 215 )
BCR224 215 n
8CR-229 25 2
6CR-2509 20 9
BCR2ST4 250 n
BOR2519 250 9
BOR2S24 250 2%
B82S 250 2
BORZ33 250 B
BCR2S% 250 ¥
BOR2MD9 27 9
BCR21U 1B "
BCR2T19 ITs el
BCR2724 TS 2%
fich-2729 21 2
BRZIB 175 B
BCR2T%6 ITs %
egkciliec) 300 9
BOT-30 300 ]
BCRA9 300 bl
BCRA4 300 2%
BCR39 300 2
BRI 300 B
BCRI® 300 k)
BCR33™ 350 9
BOR314 350 4
BOR319 390 9

37



Pycckuit s3bik

H i H

neHTa (Mv) w
8CA%4 30 2%
BOR3S9 3n n
BRI 3n k<]
BRISH 300 %
BOVIOKO T 9
BCR404 4,00 4
BOWOH 400 9
BOU» 4n0 2%
Bovnos 400 S

2. MOKA3AHUA
CIeHTO N T O NIPWVIEHMOT /79 YBE/VIEHUS JIOMETPO NPOCBETO KOPOHOPHBIUPTEPM NP fIeeHm

TIOTO/OTHYEOLL I3MEHEHHbIX XODOHOPHbIX apTepvii AvameTpom or 2JS 0 4[] i . (TeHTbl AiHOi
B UMM MM JjATYNHbI TOWLKO fyi pTEpUiipoMeTpOMid - MM U 3SMM.

3. MPOTUBOMOKA3AHUA

Viernos

¥ 3

* TOWENTBI C NATOMONVMECKAMA H3MEHEHMMM, KOTODb He MO3BONSHOT NIOTMCTBIO PaglyTh
BHITONIACTUHECKHI] GarvIoH;

W OLYeHILE VB3BECTHON i i K Koropyio

Chrxno;

* NaLlieHTbI C U3BECTHOI arneprueli k KoGOstbly, XPOMY, HUKEM, MOMMGZEHY MM /ioGbIM ZpyrvM
MeTarIIoM, KoTopble cofepxarcsi crnape CodrANM P$62;

* MpAMeHeH Ve HenionokosoHwm (r.e. npHVeiei HeBeryuas

6 MEPbI NPELLOCTOPOXHOCTU

6.1 Obpallienve(aaemoii - MepbinpeawopoxHoan

* YOPO/OM M0 aM H W NEPUsbHBIM, MDA YCIOBI XL OM 1 HEMOBPEXEHHO/ YTIOKOeM.
He HomAUyWTe yapoiioBo, eau YNOKOeM ONAIbITO YW MOBPeX(IEHo. OGROTMTE BHAMOHKE HO
AKKTOAHONHOTTO.

+ Moem onpwnui ymKoBKH npwTHpoBnb CTiptibHecTh k ao6MHblloOb creiNe
waembl Oiroma MCBO3MOKHO, U (MHTOMy Maknb30B0Tb ee HEOBXQIYVO (po3y nocne

H y pOBOTH MM eosapoTHbHO

* CHnema jonaski BaHa
TIOBTOpH.

* He i i KareTep i il
HanpuMep,  V3ONDOTHIOBLY  CIVDT.  1aKoe  BO3/EWOBUE  MOKET YXyAUMTh pabodne
XapaKTEpH/IMKAPOBOH/KOBOTOKATETapa.

. 6b1 lyTenlon.

* Ybeymea B nOTOM GyTHA Gamnosa. ECT OUyLLpETCR HEOGbHHOE COMPOTVBNEH/E BO
BPEWT MK, CHCTENbI OETLULL CTEHTa, OGP Te 000608 BH/VBH/E Ha PacLLAOKEH/E
MPOBOAH/KOBOMO KaTeTepa. B HEKOTOPbK CyasiX NOXET b HEOGXOVBIM HENHOTO
BbITFHYT>  MPOBOJHAKOBI  «TETep,  4TOGbl MUEJOTBPATTL  HESAVBHADOBAHHOE

e kareTepa. K ey cocyma B oyee
[PAKEHAA KaTeTeps, QD BoNOTHATS
ey GeAw
KOpOHEHEXCOCYB
. M M .

+ YrevoB/Te POMAVATbIAYIO METKY GaTOHA UyTh LLKILIMEE KOHYKA MPOBOATKOBOMO

areTepe

+ Opoaeryme Gk NIPOBAHIK B KODOHAPHBIA COCYIL Kak MOXHO ZnarnbHee, o0ecews
GesonacHorb. TAMVEBRHE Ect TpeGynm COAHATL NOTIKEH/E MIBKOTO /ipogoTKa,
CeyETT60 VCRB30BATL
TVGKWINPOBOZHA.

. YTOGb CKpEN!

B i KaTeTEp M il et

*He vcnonb3yiiTe NEHT, ecru o noeeprest TPEHIMIO H T KOHTaKTY C 160
TIDZMETaNY, XPOME: NPOBOJHMKOBOTO KaTETEPa 1 T OTKDLITOTO FeMONATHYEOCOr0 Kianaka o
€10y/1aHoBKI.

+ He cHAMIITE NEHT C NPOBOHAKOBOTO KATETEPA, Tak Kak 310 MOX( MPUBECT K NIOBDEXKEHAO

BHOKON

* He MbITBIiTKb U3BMENb HEPACKDBITEM NIEHT Yepe3 UMTPOZsiocep. 1ogma
JVNanbHbIi  KOHEL MPMOJVHKOBOTO MTETEpB /JOCTUTHET KOHLA pykasa
MTpoAwocefia, uuem e pyKas, DOBBAMMHOBLIA KaTeTED M (MaeMy JONNKM

NewTa u/«n ero C Chroma pin] B
BUE LENOCTHOT CCTENb

e i
eroHaGanore.

o ifme (re. , MOCKOTKY Takve

VT NDUBENIAK AMA3ANV0
* PagnyBaifTe GaryioH TO/bKO COOTBETCTBYHLYIMH CpEaM. He uenonb3yiite AsA pasayBaHAs
MU npUBeNK

P

4. CXEMA AHTUATPETAHTHOU TEPAMIK
Bpaunt WHm

PaGOTHIKA [IOMKHbI B /vTepatype
0 orcreme ¢ creTom (HVC), a Taike yuTbBaT
KOHKDETHbIE  IOTPEGHOCT  OTAEMbHBX MALMEHTOB 177 ONpefiesieu  avmarperarviorol
aKTVKORIYNALYOHHOTO PEXVIMA, KOTOPb IV ByET MCTIONb30BATECA 1A MALVEHTOB B 0GLLIE MpakTUke:
(cobra: MpakTyyeciode pekomerpjaLn ACC/AHANICALPO
HeoBXO[ymo TaioKe YMUTLIBATb PUCK aUTUarperaTHo TANMM. [17 NaLMEHTOB C NOBLIUEHHLIM
DVCKOM XPOBIEUEHNS (HANDUME, MALYIEHTOB C HEfiABHEl MCTUEN OCTDOMO TACTRUTA WA
3Bbl HeMTy/Ka) CTETOMPOBAHAE OBLIMHO HE MDUVEHSETCH, TIOCKOMbKY B Takom Criywae Gyt
NPOTVBONIOKA3AHA AHTUKOAITYTILYOHHAS! TEpaHL

5. MPEOYNPEXAEHNA

Gaora
* He MbTaiffece PXNPAMATL MPOKCMA/bHBE CETMEHT (TWioThiob) KaTeTepa, Tau K» T
CIYHHOM (TUGaUHM KATETEPMOXET NEPETOMATE.

+ PaiMbE NETOQIAV VBBNEYEHR NeHTa  (MCNO/b3oBaH/e  JONOTHATEBHbX  TVOKAX
MPOBOZH/KOB, KOP3VHOK K/HT  320AMOB] MOTYT MVBELLYMb K J0BONVMTENbHT Tpeave
KOpOHApHBIX COCY0B MAVH Yuarka, Uepes KOTopbi OCYLUENIBMETCS COCYWIbNA 0mym.
BOBVOKHHE.OC/IOKHEH/ST LOBOTEUEHE, FEVATONR HVTIOMVN GHEBVBNE.

HOGNQpHve BoLLEOTVCaHHGK MDBBINT W/LLH MPATOHEH/E YE3VEPHBX YOTL K. Luieme

[I0NaBLU NIEHTa MOKET TVBECTA K €10 CVELLEH0 WWA TIOBDEIIEHAO CAVDTO NEHTA M/HT

vbirvkenTol Wwiemblgonasi

6.4.  TocnevMniaHTaLMOUHBIA Nepuog- MepbINpesoaopoXHOCTI
Cener coonqiam b BPH Yepe3. BHOBb i NeHT

* @ Cryuae Heyjadn npu PackpbITAM 1EHTA NEHT BMENe C Y.
CrefiyeTBepHYTH B KoMNakwio aHHenmrs htemationil

* Vo yopoiins s (MpsMbIX aTep:
KATETEPOB) W1 NIa3eHbX BHTVONBACTTECKHX XATTIEPOB /1 NYeHIs /IEH03a BHYTPH /IeHTa
HeysyveHa

+ Tp! HEOGXO/WIONM WCTION30BaHUS HECKOMEKUX /IEHTOB, MATEpUaN /IEKTOB [JOMKEH GbiTb
010010 (0/1aBa. YCTAHOBKA HECKOEKUX MIEHTCE H3 PABTIATBIX METAIIOB B KOHTare Apyr

il cuneHoit

6J. YcraHoska aekTa-Mepbl NpeA0aopoXHOCTI

« TopyoToBKa CHNEMbI ONaBKH, CO3faHME [RBNEHAR 1
pasfiyBaie GayoHa Nepes] yNaHOBKOI NeHTa MPOUSBOZTCA B COOTB/IBUY C MNpYHo| T

6i.  MarnwTHo-pesonaxtmTomorpad (MPT)- MepsinpegoaopoxtocTu

XOGArBT-XPONDBLM CTVBB, KOTOPbIA MOOTE3yETCs B nediTe CYaeMBRETC HeeppoNVarbTHsM
0AaB0Y HAKOTOpLIA WI.Ma om0

THElH T

i TecR

i(00TBei(TBHN(ASIVFAS

* HabAiomasikb MMHb MAHIVMATIBHOE HArpPeBarK IMIVBHTA Noce 1S MAHpT BogaecTBIR Ha
HeroU Tea ornemb! UPT. B ajonHem yaensHbii koaduuyter nornoluevm (SAR) ecero Tera

q pRyene 3. M conaHtOBT/i0 B (00TBET/BHHCFAS2
+ Iréop naw\emxs pas [IOMKEH BbiTb TOCKOIbKY * YiasaHHbiii Ha 3TKK/TKE yameTp NIeHTa 03Hajan BUTDEHHM Mamnp NieHTa B paotbiron = (fefr He FpHBOPHT K 1POGHVAM BYSYATSaH. CHYOTEHe CO/an AOTETHTUR B Pessb.Ere
pKKrpomGos M . Qoaroii vo@ieruavaruTHoro MOTBoLLfen T npu 15Tecras (ooTBeToBMHCASVI119
MpUYHE 1I0CNE BUBLATE/LCTBA NALYIeHTAN HEOGXOIYMO HasHauaTb KO REATHI0  + B NPOUECCE YNAHOBKN /IEHTA BOSMOKHI PACIOBH/E NIEHKA COCYIA AWNA/bHO U/HM
TepEnvO (G penA 0O TPOXCAVEILHO N NHTa , CIEIOBATEIIO, 07pOE SALIE COQYR IO MOKET IOPESRT> 9 [1pYMEHEHIEYOCOBbIX KATEMOPYIA MALIVEHTOB
. ygra»oaxy NeHTa A0MKH! NoeniHTh TONbKo Bpas, MPOLLEALLIE CIIELYANBHYIO TOTJOTOBKY. aynaraum,
POBAKTH TONKO /T e YnaHoBK ONKUTEAbI L NEWT(« NPOUIX HaHHTYRALM). B OnTa HeKfueHay i
‘AHCTDEHHOE KOPOHAPHOR LYHTVPOBAHYE. + Tlu flesieHt 10 NOBOY UECKO/bKHX NODEKEHHBX Y4ankoe B Mepeyio 04epeflb Mywto + Gepevertbe naLyermil
. (eTso" BGosar [vnabHble YK, a notom C B Takom . W
co;\tmauem CTedT. OTANeHHbIe PE3yBTaTbI NIOBNQDHON [NATALHH CTEHTOB, MOKDLITHIX nopAzKe H3BasMeT 1 I pe: ViNeHT npy ycTaHoBke M PELLEA BONPOCA O /IHTVDOBAHM YKagaHHb K BbLLE SATEODH MBLYEHTOB HYMM 000GRS!
‘3UOrEHVEM, Ha CETOLHFLLHAN [1eHb HEUBBECTHbL Ky TIURTE/BHOCT.
* Vcnone3oBaH/e YNPOICTH Y MALWEHTOB C PENeHO3aMH, WHOXEMBEHHBIMH CTEHTaNH 1t . He i ¥ He Ji
ILiaGer npuBE/MKY YNPOIANBO, ECMKET3A
+ BeTuuHa ONaTouHOro Neu03a W HeNpaBbHoE PaCTONOKEHE CTEHTA MOTYT MMBECTH H “H i we 8. PYKOBOACTBO MO/Ib30BATENA

GMbLLIEMY PUCKY BO/HKHOBEHH PEOBHO308.
+ YBesymech, 4TO BHYTPEHHSN yNakoBKa He NoepeicieHa i He OTKbITa 1 TeM CambiM He HapyLLeH
Gapbep, 0becreuvBatoLLA NepUILHOMb.
[pHHyI0 CINIeHy [BCTABKA MEHTA Venban MPUNEHSTH MOBTOpUB. Eexieckie

.

He NpoBO/Te NI0BTOPHYI0AEPLULLISALIVIO 1 HE WCTIONb3)iiTe NOBTOPHO fiRHHOE YNIPOVNBO Wt
CBABAHHYHO C HUM CHNEMY lONaBKY, NI0CXObICY 3T0 MO NOB/MATH Ha €10 “(pITHBHONb,
NVBENM K OTKasy YCTPOiNBa/eHNIeMbl 101K 1 NIHBE/H K OCAOM3EHWAM B TeueH/e
TIPOUEAYPbI, BKINI0YES CepbesHble TRaBMbI UsH CMEpTb NaLiiekTa. OBTOpHOE UCO/b30BaHIe,
06paBoTKa ¥ CTepUV3aLYA NOBLILAKT PHCK NEPEXPENIHOTO 3apaxerys 1 nepesian cbexym
OTNaLYEHTa KNaLYEHTY.

TkOBKX 6. Kiehnn ( alﬂmrwumolmmeoiA((lAllAlS(Al CncUatm 2009, DOJ27T-2306
px6 al. GuH European Heart lourtial (200) 31.2S0v-

o -

. 5
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YKA3AHHOTO Ha STUKETKE MOXET NPUBE/IA K Pa3pbIBy Ga/InOHA C BOSMOXKHBIM NIOBDEXZIEHAEM I
OTC/I0BH/EM VHTVMbL.

He NbiTaiiTea BbATHBATL HapyXy HEPaCKDbMbli NEHT sepes NPOBOJHWKOBBI KaTnep,

81  OcmoTpriepes eronb30BaHeM
1 Mposepsre UENOTHOTS YIVKOBHA GBI AONABKA THTA 1 YORIYTECh, O He HapyLLEH
e o

TI0CKO/KY 1D 3TOM CTEKT MOXET CMECTUTLCS C GannoHa.
1 Me

6J. aeHTal - Mepbl

+ EQMBbI N0YYBNBY/IE He0GbMHOE CONPOTUB/IEHYE Ha KaKOM-/IMGO JTane B MPoLiecce fonyna k
TIOP@XEHHOMY YATa/IKy M T NP V3BNEUEHIM CHCTEMbI 0CTBK /IEHTa f10 1o it

Gapeen, odecr LA riepy TOCE WIeeHHA CPOKa FOJA0IV.

Ect uemnwrbnepwnumyramm ynaxast).
LLDKATECH I—Ewmrwymeu IKaKVe- GO JECPEKTbL

2 1) k
n3TUA, nepavﬂ)ekpmwmmmw

3 0 Vi nexmYGannon. Iy HUECLY
A et

YNAHOBKN,

Mpuu3BNEUEMM YNANOBOUMON CMNIEMbI AEHTA EfHEIM GAKkoM:

4. OcMorMTe CTEHT 1 YBe/yTER, UTO OH He MOBPEXEH 1 HE CMELLEH V3 CXOIHOMO NONCHEH/A
OTHOOTTEN0 GanN". AOCTOBEPbIEA, UTO /IEHT PACTONEraETCs MEXY TPOKCIVABHOI 1

* He HaxOXeH A
BKOPOHapHbXaPTepKs!
o Mp i Wnembl

e

50mmwm@rwmmammuﬂnmwammmwmmm

V1 PEHTTEHOCKOMLLL
Hevum,xywa ecm3ameserbIkaknll6o pecexTbL
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81  Heobxii|umbl« wWTepuam

| Co0TBENNYNL|N HANPMMOLLWMH UM tP ( MAHUMSALHBIM AMAMTPOM 0,0Si AtoiiLL
| LWinpHul0- 20m1L

COOVE * rriupmiuSOOwWi"3MOMnideo(oro[M(TM(ii

1 npo»oguu (wxkuwlibl M pJm (pu:0.)NJIpolM /06

] BpaujaeankiircHkTaTHYMMLINn

1 Ynpom(MB|uu(Hus

| KowTpaokm (ptfl] paaseamus 11( A}M<»0ruy;0al1 pacTeopom.
1 YnpoiirtBogmpargysani

1 fprrag(<ofikpak

SJ. TMogrotouBaekTs/olaensigoaamal

1 NarOrowepa [kTBOM.

| Mpucoeywe pauytMuiet jfnpoicm i WpAL K TPMIOANOMY KpaHMy; NUCOBIAHATE
ero k nopry g pauyUHtu Gasmma H( COMIMAVITE olpuareAbiroe MU NOMIoNeNbHoe
[iaBaeHyIe B GaMOHe | JTOT MOMEHT, TakKak )10 MOXET HDYBECTU K CMELLEHUIONEHTa.

}. OTKpCiiTENapTAMCKTEMbIONAMKTEHTB.

4. OnaBKTeerolHeHTpaluiionnoaoken .

InpMCpaXAATLIHY

8.4. lemnu ycraHoBk/ aenTa

1 ECM Bpa4 CHTaer, uro i yuacTok Tpedyer i MOZTOTOBKH 10
YCTaHOBKM CTeHTa: TQZjOTOBBTE YuanoKk /M COCYIYICTOO JOCTYa, Kak MpH aWiapTHoi
ypeelmoii i 3

2. MpeaBapvTEHLHO PaCLLMPLTE MOPAXeHHbIA Y4acTok GaMoHOM BiaMeTpom fa 0J UM MeHblLe
NeHTa K [JWHOH, i KOpOue ero, Mibner,

KOTOPb i ODE/J00HT Y NaH 0BUTb.
HO Nlepef] Tey Kak HajieTb CHNEMy [I0CTaBKA NIeHTa Ha TMGOiA NPOBOTHIK,
MIPOMOJITE. MPOCBET €HNIEMbl [IONaBKH (VTMONONVYECXIM PIBOPOM C FENapUHOM COMacko

-~ T .-

7.0 h
8. ECTH M 3aN0/HeHYA NIODAXEHHOTO Y PACLLMPEHHOTO Ga/VIOHOM Y1arka TPeGyeTC HECKONbko
nienToB Chroma, NIEHTOBHA. MM BO
KOy NeTMH

8.6.  TexHuka U3BNEYEHNS CHAeMbl 4OCTABKY

1 YoepyTecs, 4To Ga/lnoH NOMHOMbIO GYT.

| MONHOCTLIOOTKPOIATE FeMONATMHECHTi KnaraH.

3. YziepwBan ruGkuii MPOBOJHYK B VCXODHOM MONIOKEHHN U NOJIEPKVBAsS OTDULIATERbHOE
i 0NaBKN.

4. 3ardpyrureremonariiecniLKIaney
5. Tk i

8.7. [JlonosuuTesibilanawlandgnaeHTUPOBAHHbIXY4acTKo8
EC7V NEHT PackpbiT He NONHOCTBIO, CHOBA BBEJATE CHCTEMY /JOCTaBIN MM 3aMeHMTe GanvioHHbii

nexTa

KCOCY/IKTOIA CTeHke.

MNWEYAHVE: [lonanTenbHylo [WnaTalyio ChefyeT NpoBOAMTL TOMbKO B Mpedenax
HEMPOBLJK nert.

B i Tonopsi

{10 TEX 10, 110KA N1EHT He B Vi neneis. O maveTpcTeT

9. BO3MOXHbIEHEXENATE/IbHBIEABNEHNA

TepBitiHOE NEHTHPOBAKM KODOHPHLIX APTEpHiA MOXET Bbi3bIBaTb Pa/IMHHbIe HEXENATEbHbIE
TRNEHAN, B e
+ BHe/NHoE3aKPbITHEH/MCT3MCOCy A

6GonbHy4HoMy poTokony. CrapaiiteaHe ucaiwi neHa + Onpsif wEepKT MOKERHR
MPVIMEYAHIE: Bpems KOTAcTa CXUAXOMbIO He J0/KHO NPeBbILLATb BPEMEHH, HEOGKOMMOro. : v peaKLyu Ha Wit BelLCTEa 1
1M HREBaHA MTETEPa OKTEMb JJ07IaBKM Ha TG NPOBOTHYK. [PH NDOMLIBAHMM KaTNepa VRTEpHaRbIfl € T HiH Cliaehbl f0naskin
* AHewpk3ma, niomus eBpHjma
4. HaieHbi fiHu,iaepn * Apirivn,Bxioval qHEpLLINALMIOXeNyAoUKOBIKestysou L BY I Tanka ™
TUBKWif NPOBOHMK | B : %muuapﬁup{.\ua
5. Onaoiite o ¥ KnanaH ke y * Kap/uoreHHbIfLLIoK
. KUIANEKT BOFL * Heo™monsb B pe3yneTare TeHTa
6. BaeyTe CUCTeMy [10N1BN CTeHTA M TUGKOMY MDOBOJHYKY B TUPaXeHMbili y|anok noj meocyla
KOHTPONIEM PEHTTEHoCKONAX. Y1 KOUTPOKB MONOXEKM /IeHTa B 3ToM fuen» Mubayifrech > Qv
PETTEHOKOHIPANHBINLMETUIH Ha GarvioHe. BbIno/HTe aHvorpacvio AM MOJTBEPKIEHNB TP N MY paspeis : N "
TIO/IOKEHHB NIEHTa. n
MPUMEYAHVE: Ecm Bbl nouykteyere conporvenewve P BBEJEHAM OIOEMbI, HE
TPWWATE WPESVEPHE/ YOAVA (0NporfiBnenM MOXET yLIBATb Ha OrpefeneHyio ) swene H:R
npoGremy K OGYC/OB/VBAT> TBPEXANME COCYR, N1 €T BSH CMEUEHAE NIEHTa Npu K I'Fwnmreme :;::"me@ WME TEpEIVEaHH Kpoe
(hopcypoBaHHOI ynaHoBKe. V13BnekTe OKTEMY [OCTaBKM /1 € T H MPOBOJHUKOBbIA «TeTep n M "
pasen (111~ Ve | . Y
(s 63 ntun * VHdexuKan/HIH 6ob B Mene BBEfIEHAS
. *+ Muwpaps HM3vbansauys nexta
8i PanceiTie crenta Chroma ' 3ponGo3lowo3N neHTa
| 8 onpenesieHks [iABNeHAA Pas/lyBaHM GannoHa, COOTBETIBYIOUIETD AUAMDY LiEnesoii + Mepucbep
eMKO/H, 0BpaTuTech K TabmuLie Gannora, i Ha kapre .
Toue™eyy
oW
MPEJOOEPELIVE: Puuby Tabnuupl (00TBETNBHSA NPUBTEUSIOTCA NS Pa3HbIX AANH + T0AHAROT/I03HSKOOUADHOHADTEpUH
NenTa. + HecTabwibHast neHokapy
| Tepepy packpuviem CTe T YORIUTECh, YTO OH FAXOMATCA B COOTBEIBYIOUIEM NOTOKEH B
opaKEeHHOM YaCTKe, NoMb3ysich HETUMI HaGas/kve.
| Ybe[ymecs, 4TO TPETXOIOBO KDAWHK Ha CHAIEME [ONABKH /LT AM YNDOICTBA AM 10.  CMOCOBbI MOCTABKM
s, it
4 3aipaifleHape: M (TEPATBHO: NepUNbI0, ey [laroe
a v Onoie BooBol M0DT AN G | 073K 1A TOENOI0BOM YCTPOCTBO CTEPU/UGYETCH C NIOMOLSHO VOHVBUDYIOLLENO HANYMEWVS 1 NBNAETCS aTVpOreHHblb!
Tpaume Y Y PrA A Pemo TONbKO WH He ynpoiingo,
$. Mca KOHTPONEM PEeHTTeHOeNwW pasayifTe Garyion MUHAMYM 0 MBNIEHM 8 all. uroGbl ECTUYNAKOBU OTKDGITA W MOBPEKfiEHa.
. ankeTke. O COLL)KAHME: Onpa OkoTanopHa(!
. . XPAHERKL
PaodbiAe 0BHAYAET, 4TO CTEHT/IOMKEH HA M AL A1 B A
WAL
YIMABALYS Yrwzaly

TIOM BHYTEHHHIA I¥aMeTD NeHTa 0/KeH (00MneTaloaTb AyaveTpy NW A utoro cooyia.
YBLCbBTOM,uT0 CTEHTPKPHITIOMHOCTHO.

6. (myire Ganwk, Co3iAB Bakyym B YNIpOiinBe AM pasmyBaHus. Mpexze Yem [ZjoBofyTL

i, yBepecs s (6l

HiDKe pens ¢y et.

Ta6nmua 3: Bpews cayBanws Gannona Chroma B 3aBHEUMON OT TEXHUHECL XapakTepHmK

D nexta M| Bpemsc«rrm Tl
9&M s
or19a02 20
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Pycckunit a3blk

11, YCNOBHbIE OBO3HAYEHNSA HA OTUKETKAX

YV o

XpaHTbB Mene, 3aLLLLEHHOM

UCTOHHIKOBTENA
larasroroleHi T XpaHATBBCYXOM Mene
He vcnons3yiiteynpoiineo.
KatasoxTm Hovep ECTMYMAKOBKAOTKDLITA WA
n0BKKzEHA
Tl Kograprw < anwamema
BuvHarHe! Mposmire:
A COMPOBOYTENbHYI0 O [vamvetpnenn
HoymeHTAYIO
MaxcMarnbHblit HapykHb I
® HenepHTayiitenosTopHo O [MaMeTP rUBKOr 0 /IPOBOJHYKA
P — MutHUMarbHb i BHyTDRHHMT
sapeugro WaNETPNPOBOATKOBOTO
rarerepa (8[)
P
ISTIPU 1 cycrionsosativem T Moo o
UOHV3KOYLILIET O3y HEHUN
Cpok roaHocTH
Heucrions3yiiTeanHbIi
S NPOZYKT N03Xe YKa3aHHOI AaTb RBP FRETEH/E PesfBa
(rop-meenu-feke);
NP HomvHanbHoe jaBnexe:

12, TAPAHTUA

|}:blawy Wkenarstaterrei®’rap™p~™ K MPOQYKUM i~ X w e ™ COTLO
Asyeriie(wm K TEA AM. yKioMHBM K i'y nii ITPITPHVEHEHAOM' -
|‘cooNeCryMuMsikTrparype. iMcurapiiTmMzamk’™
Y4 HeOMMCaHIB
HeMOGElM A T BTMuUMUAa6nesol|p13vaebibierapaHmmr hHr oM
cooTBeTnM Kowperuoiof »B3nueHao. Kovraxvs Hpaek6n Intetutioiat He mpuHLLET
' Ha 0e0A 1 Ve YIOTHOMDWBRET Kakoeblo ML MpvHAVETb Ha cetn iHifae apyve wm
o ik abaTesib y! 1(m3n(gan”ynpoii L

39



BIOSENSORS

INTERNATIONAL™

11125-000 - Rev.01
September 2013

Chroma istrademark of Biosensors International Group, Ltd.
®20B - Biosensors International Group, Ltd. All rights reserved

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



Legalization Nr 9'598.-

il, Pierre-Alain GIVEL, Notary Public in Merges (Canton of Vaud, Switzerland), do hereby certify the
|authenticity by comparison with the specimen deposited in the notary's office of the signature affixed
onthe first page and on the right-hand by :

* Mrs Guylaine CASSES, French citizen, who declared to be residing at Les Ulis (France) and
justified about her identity with her French passport number 11CT00572, delivered on September
26, 2011.

No attestation being made about the content of the forgoing document.

Merges, this seventeenth day of December two thousand fourteen.
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Chroma coronary cobalt-chromium stent mounted on the delivery system

Draft of the labeling of the medical device for the Russian Federation market
The labeling on individual product packaging contains the following information:

Chroma coronary cobalt-chromium stent mounted on the delivery system

in i Legal Manufacturer: Biosensors Europe SA, rue de Lausanne 29, 1110 Morges, Switzerland Tel.
+41(0) 21 804 80 00, Fax: +41 (0) 21 804 80 01;

- Manufacturer: Biosensors Interventional Technologies Pte Ltd., 36 Jalan Tukang, 619266 Singapore
- Trademark of the manufacturer;

- Place of opening the package;
-Graphic image of the device sizes indicated in the metric system;

"Use by..." with the date indication;

Lot Batch code;

REF
Catalogue number;

This product has been sterilized using irradiation;
J s Sign "Caution, consult accompanying documents";

CL Sign "Consult Instruction for use"

Sign "Do not re-sterilize";

Sign "Do not reuse";

C€ Marking sign «CE»;

y d I Sign "Date of manufacture" with the date indication;
- Stent diameter;

- Stent length;
- Minimum inner diameter of guiding catheter;

- Maximum inner diameter of guiding catheter;

- Bar code; Reduced barcode for device identification; Long bar code for device identification, batch
number and expiry date;

- Sign "Temperature limits";

- Sign "Avoid sunlight";

-Sign "Keep dry";

- Sign "Do not use with damaged package";

Biosensors Europe SA Biosensors Interventional Technologies Pte Ltd Biosensors International Pte Ltd
Rue de Lausanne 29 36 Jalan Tukang 36 Jalan Tukang

C H -1110 MORGES SINGAPORE 619266 SINGAPORE 619266
SWITZERLAND Tel (65) 6213 5777 Tel (65)6213 5777

Tel, *41 (0) 21 804 80 00 Fax: (65)6213 5737 Fax (65) 6213 5737

Fax +41 (0) 21 804 80 02

WWW biosensors com 6
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- Manufactured in Singapore;

- Transportation Conditions: minus 10°C for 11 hours to 35°C for 11 hours

DISPOSAL

Stents and systems came into contact with blood and / or body fluids of patients must be disposed and
destroyed in accordance with the requirements for the management of medical waste, established by
SanPiN 2.1.7.2790-2010 class B and other legal acts of the Russian Federation.

Unused stents and systems (had no contact with the body fluids of patients) should be disposed in
accordance with the order of solid waste management established by the legislation of the Russian

Federation Class A SanPiN 2.1.7.2790.

Manufacturer's Authorized Representative:
Limited Liability Company "RAYMED TRADING GROUP PVT"
(LLC "Raymed TG PVT")
129626 Moscow, Grafskiy Per., 12 A, bid. 2
Tel. (495) 956-83-16; ravmedoffice@mail.ru

Registration certificate No 0000000000 date

Declaration of conformity No 000000000 date
Symbols used in labeling
Legal Manufacturer: Biosensors Europe SA, rue de

Lausanne 29, 1110 Morges, Switzerland Tel. +41(0)
21 804 80 00, Fax: +41 (0) 21 804 80 01;

d Date of Manufacture f

REF Catalog number

Lot Batch code <>
A Caution, consult accompanying documents 0

Do not re-sterilize
Do not reuse O

This product has been sterilized using irradiation

stemls! ft |

Use by date

Do not use this product after the indicated date dS
(Year- Month-Day):

NP Nominal Pressure RBP
Biosensors Europe SA Biosensors Interventional Technologies Pte Ltd
Rue de Lausanne 29 36 Jalan Tukang
CH-1110MORGES SINGAPORE 619266
SWITZERLAND Tel (65)6213 5777
Tel >41 (0) 21 804 80 00 Fax (65) 8213 5737

Fax >41 (0)21 804 80 02

WWWhiosensors com
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Keep away from sunlight or heat

Keep Dry

Do not use if package is damaged or
open

Stent Length

Stent Diameter

Maximum Guidewire Outer Diameter
(OD)

Minimum  Guiding Catheter Inner
Diameter (ID)

Temperature limits - store with the
temperature from 0 °Cto 30 °C.

Consult Instruction for use

Rated Burst Pressure

Biosensors International Pte Ltd
36 Jalan Tukang

SINGAPORE 619266

Tel (65)6213 5777

Fax (65) 6213 5737
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A sticker for a medical device
Chroma coronary cobalt-chromium stent mounted on the delivery system

Draft

Chroma coronary cobalt-chromium stent mounted on the
delivery system

Manufactured in Singapore: Biosensors Interventional
Technologies Pte Ltd., 36 Jalan Tukang, 619266 Singapore

Refer to the instructions for use prior use

The Manufacturer's Authorized Representative:

Limited Liability Company "RAYMED TRADING GROUP PVT"
(LLC "Raymed TG PVT")

129626 Moscow, Grafskiy Per., 12 A, bid. 2

Phone (495) 956-83-16; raymedoffice@mail.ru

Transportation conditions: minus 10°C for 11 hours to 35°C
for 11 hours

Registration certificate

kkkkkkk%x

D3ted*********

(D
Standard mark of Russia (for declaration)
Biosensors Europe SA Biosensors Interventional Technologies Pte Ltd Biosensors International Pte Ltd
Rue de Lausanne 29 36 Jalan Tukang 36 Jalan Tukang
CH-1110MORGES SINGAPORE 619266 SINGAPORE 619266
SWITZERLAND Tel (65)6213 5777 Tel (65)6213 5777
Tel. +41 (0) 21 804 80 00 Fax (65)6213 5737 Fax; (65) 6213 5737

Fax +41 (0) 21 804 80 02

WWWhlosensort com
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INTERNATIONAL*
CTEeHT KOpOHapHbIN KO6anbT-XpOMOBbIA Xpoma (Chroma) Ha cucteme LOCTaBKM
MpoeKkT MapKUpPOBKKN ANa pbiHKa Poccuiickoin ®egepaynmn Ha MeguUMHCKOE n3genne

MapKMpoBKa Ha UHAMBUAYaNbHON YyNakoBKe U3AeNNsA COLEPXUT CAefyoWyo NHhopMaLmnio:
CTeHT KOpOHapHbIli K06anbT-XxpOMOBbLI Xpoma (Chroma) Ha cucteme goCTaBKM

Mponssogutenb: «buoceHncopc Opoyn CA», Pio ge /NlosaHHa 29, 1110 Mopx, WBseliyapus Ten.
+41(0) 21 804 80 00, dPakc: +41 (0) 21 804 80 01;

- W3rotoButens: buoceHcopc WHTepBeHWHN TekHonomxwuc Mte, Nita., 36 [LxanaH TykaHr, CuHranyp,
619266;

-ToBapHbIii 3HaK NPOM3BOAUTENS;

-MecCTO BCKPbITUS YNAKOBKK;

-F'padhnueckoe n3obpaxeHne n3genus pasmepamu, ykasaHHble B MeTPUUYECKOW CUCTEME Mep;

«/icnonb3oBaTh A40....» CyKasaHUeM CpoKa;

LOT .
Kog napTuu,

REF
Homep mo katanory;

[aHHbI/ MPOAYKT CTEPUN30BaH C UCMOTb30BAHNEM UOHU3UPYIOLLETO U3NYYEHUS;

A 3HaK «BHUMaHKe! MpoUTUTe CONPOBOAUTENbHYIO AOKYMEHTAL NI »;

aS

3Hak «O6palyaiiTecb kK pyKOBOACTBY MO KCMAyaTalumn»;

3Hak «He CTepunnmn3oBaTtb NOBTOPHO»;

3HaK «[TOBTOPHOE MPUMEHEHUE 3aMpPeL|eHo»;

C C 3HaK MapknpoBku «CE»;

- 11 3Hak «[lata npon3BoACTBa» C ykasaHMeMm [aTbl;

- lnameTp cTeHTa,;

-[NnHa cTeHTa,

- MMHMUManNbHbI BHYTPEHHWUII AnamMeTp NPOBOAHUKOBOIO KateTepa;
- MakcumanbHbll BHYTPEHHUI AMamMeTp NPOBOAHUKOBOIO KaTeTepa,;
- lUTpuxoBoOi KOA; YMEHbLEHHbIA WTPUX-KOL ANA ugeHTudukauun nsgenus; LAWHHbIA WTPUX-Kog ANs
naeHTUMNKaLMM n3genus, HOMep nNapTuu v CPOK rOAHOCTH;

- 3Hak «TemnepaTypHbIn Anana3oH»;

- 3HaK «He gonyckaTb BO3JeACTBUS COMTHEYHOIO CBeTa»;

- 3HaK «bepeyb OT BRaru»;

- 3HaK «He ncnonb3oBaTb Npu NOBPEXAEHHOW YNakoBKe»;

Biosensors Europe SA Biosensors Interventional Technologies Pte Ltd Biosensors International Pte Ltd
Rue de Lausanne 29 36 Jalan Tukang 36 Jalan Tukang
CH-1110MORGES SINGAPORE 619266 SINGAPORE 619266
SWITZERLAND Tel: (65) 6213 5777 Tel: (65) 6213 5777

Tel M1 (0) 21 804 80 00 Fax (65) 6213 5737 Fax: (65) 6213 5737

Fax +41 (0) 21 804 80 02

ivww biosensors com 4/6
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- CoenaHo B CuHranype;

- YcnoBusa TpaHcnopTupoBku: muuyc 10°C BTeveHue 11 yacos fo 35°C BTeyeHue 11 yacos.
-YTunusuposaTtb:

CTEHTbI U CUTEMbI, UMEBLLUME KOHTAKT C KPOBbIO U/MAKU APYTUMU 6GMONOTUYECKUMU XUAKOCTAMU NaLUeHTOB,
nognexar yTuam3auum u YHUUTOXEHUIO B COOTBETCTBUM C TpeOGOBaHUAMMK K 06palleHnio C MegULUHCKUMU
oTXo4amu, yctaHoBfieHHbIMM CaHlMuH 2.1.7.2790-2010 no knaccy b U MHbIMW HOPMATUBHO-NPaBOBbLIMYU
aKkTamu Poccuiickoii ®epepauun.

Hencnonb3oBaHHble CTeHTbl UM CUCTEMbl (HE WMEBLUME KOHTakTa C OMONOTMYECKUMU XUAKOCTAMU
nauMeHToB) AO0/XHbI OblTb YTUAU3UMPOBAHbI B COOTBETCTBMU C NOPAAKOM YTWAM3ALUU TBEPAbIX ObITOBbIX
0TXOZ10B, YCTaHOB/IEHHbIM 3aKOHO4aTeNbCTBOM Poccuiickoit Peaepaunn no knaccy A CaHluH 2.1.7.2790.
-YNO/IHOMOYEHHbIN NpeacTaBUTe/lb NPOU3BOAUTENS:

O6L,ecTBO COrpaHNYEHHON OTBETCTBEHHOCTbIO «PAI7IME,£I, TPEI7I,£I,I/IHF rPYMNM MNBT»

(000 «Paiimepg TI NMBT»), 129626 r.MockBa, padckuii nep., 4.12 A, cTp.2

Ten. (495) 956-83-16; ravmedofficeg)mail.ru;

- PernctpayunoHHoe ygoctosepeHnune Ne 0000000000 pata

Jeknapauuna cootsetctBua Ne 000000000 pata

YCNOBHbIE OBO3HAYEHUA HA STUKETKAX

MpoussoguTensb
- «bunoceHcopc tOpoyn CA», Pio ge JlosaHHa 29, 1110
|" Mopx, WBeiuyapusa Ten. +41(0) 21 804 80 00

XpaHuTb B MecTe, 3aljulieHHOM OoT
CO/THEYHOTO CBeTa W  WUCTOYHMKOB

] ®akc: +41 (0)21804 80 01 Tenna
CJ Jarta nponsBojacTBa f XpaHUTb B CyXOM MecTe
REF KaTanoxHbiii HoMep He wucnonb3oBatb, ecnyM YynakoBKa
noBpexjeHa WM OTKpbITa
1OT ' Kop napTun @> [nuHa cTeHTa
BHuMaHue! Mpoutute COMNpPOBOAUTENbHYIO
)K P POBOA y [lnameTp cTeHTa
[OKyMeHTaumo

O MaKkCMManbHbIi HapyXHblii guameTp

He cTepunusyiite NoBTOpPHO
TMGKOTO NPOBOAHMKA

MUHUMaNbHbIA BHYTPEHHU guameTp

[ToBTOpPHOE NPUMEHEHMNE 3anpeLleHo O
NMPOBOAHWKOBOIO Karetepa

o TemnepaTtypHble Npeaenbl - XPaHWTb
[aHHbIi NPOAYKT CTEPUIM30BaH C UCMO/Ib30BaHUEM

Yy npu Temnepatype ot 0 °Cpo 30 °C.
{StME 1 yoHusupylowero nsnyyexus t P paryp A
icnonb3oBaTb A0
o o MpoutuTte WHCTPYKLMIO no
He NpuMeHATbL YCTPOWCTBO MOCNe yKa3aHHOW Aatbl
NpUMeHeHuto
(rop-mecsiy-aeHb):
HA HomunHanbHOe faBneHune POP PacueTHOe faBneHune paspbliBa
Biosensors Europe SA Biosensors Interventional Technologies Pte Ltd Biosensors international Pte Ltd
Rue de Lausanne 29 36 Jalan Tukang 36 Jalan Tukang
CH-1110MORGES SINGAPORE 619266 SINGAPORE 619266
SWITZERLAND Tel (65)6213 5777 Tel (65) 6213 5777
Tel +41 (0) 21 604 80 00 Fax: (65) 6213 5737 Fax (65)6213 5737
Fax +41 (0) 21 804 80 02
WWWhiosensors com 5/6
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CTukep ANA MeAULWUHCKOTO M3aenus

CTEHT KOpOHapHblii Ko6anbT-xpOMOBLIA Xpoma (Chroma) Ha cucTeme LOCTaBKM

MPOEKT

CTeHT KOpOHapHbIi kobGanbT-xpomoBbI Xpoma (Chroma)
Ha cuaeMme [OCTaBKU

MpoussegeHo B CuHranype: buoceHcopc WHTepPBEHLLHA
TekHonopxuc Mre, Nth., 36 [OxanaH TykaHr, CuHranyp,
619266

Meped WCNONb30BaHWEM  MpoYMTaTb  MHCTPYKLUIO  NO
NPUMEHEHUIO

YNONHOMOYEHHbIV NpeAcTaBUTeNb NPOU3BOAUTENS
O6LwWecTBO COrpaHNYeHHOW OTBETCTBEHHOCTbLIO

«PAUMES TPERAVHT TPYMN NBT» (000 «PaiimeaTl MBT»)
129626 r. MockBa, 'patckuii nep., 4.12 A, c1p.2

Ten(495) 956-83-16: ravmedoffice@mail.ru

YCNoBUS TPAHCTOPTUPOBKU:

MuHyc 10°C B TeyeHune 11 yacos fo 35°C B TeyeHune 11 yacos.

PerncTpaunoHHoe
ypocToBepeHue

d

'q aTa******

3Hak PCT (gns geknapmpoBaHuna)

Morges, Z"“of November-2015,.

Marc-0li*ier Berthotef-
Finance Director
Biosensors Europe SA

Biosensors Europe SA Biosensors Interventional Technologies Pte Ltd
Rue de Lausanne 29 36 JalanTukang

CH- 1110 MORGES SINGAPORE 619266

SWITZERLAND Tel (65)6213 5777

Tel +41 (0)21 804 80 00 Fax (65) 6213 5737

Fax +41 (0)21 804 80 02

kww hiosensors com
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Legalization Nr 9'912,-

VI\

I, Pierre-Alain GIVEL, Notary Public in Merges (Canton of Vaud, Switzerland), do hereby certifJaRe®
authenticity by comparison with the specimen deposited in the notary's office of the signature
affixed on the back of the present page by ;

e Mr, Marc-Olivier BERTHOLET, Swiss citizen who declared to be residing at Geneva
(Switzerland) and justified about his identity with his Swiss passport number X4616724,
delivered on September 3, 2014.

No attestation being made about the content of the forgoing document.
Merges, this fourth day of November two thousand fifteen.
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MepeBof C aHIMUIACKOIO f3blKa Ha PYCCKUIM A3bIK

BWOCEHCOPC
NHTEPHELLIH/IAMA

r. Mopx, 2 Hos6ps 2015 .

Inodnucbl

Mapk-Onusbe beptone
P UHaHCOBLIN ANPEKTOP
Buocexcopc KOpoii CA

Mevatb: [BroceHcopc FOpon CA]

buoceHcopc Opon CA brnoceHcopc NHTepBeHWHN TekHonogxuc Mre, BuoceHcopc UHTepHewHn Mte N1
Pto ge /losaHHa, 29, nTp 36, OxanaH TykaHr,

CH - 1110, r. MOPX, 36, OxanaH TyKaHr, CUHIATMYP, 619266
LUBEVLAPUSA CUHIANYP, 619266 Ten.: (65) 6213 5777

Ten.:+41 (0)21 804 80 00 Ten.: (65) 6213 5777 dakc: (65) 6213 5737

dakc:+41 (0) 21 804 80 02 dakc: (65) 6213 5737

wvvM’. biosensors, coT

Meyatb: [M.-A. XKUBEJIb, HOTAPNYC]
HoTapunanbHoe ygoctoBepeHue Ne 9°912 -

A, NMbep-AneH XXUBEJIb, HoTapuyc . Mopx (kaHToH Bo, LLBeliuapus), no pesynbTaram
CpaBHeHMsi C 00pa3uoM, KOTOPbIA XpaHWUTCA B HOTapuanbHOM KOHTOpe, HaCTOALMM
YLOCTOBEPSAO  MOA/IMHHOCTL  MOAMUCU Ha OOOPOTHOM  CTOPOHE  HAcTOAWero JIACTa,
npuHagnexatlen:

. r-ny Mapky-Onusbe BEPTOJIE, rpaxpaaHuHy LUBeiiuapuun, npoxusarouwemy B I, XXeHeBe
(WBeiuapusa), noATBEPAMBLUEMY CBOK JIMYHOCTb MpeAbAB/IEHVEM CBOEro nacnopTta

rpaxgaHvHa LLseliyapumn 3a HomepoM X4616724, BblgaHHOTro 3 ceHTsA6pa 2014 r.

HacTosillee yAoCTOBepeHMEe He SBNseTca NOATBEPXAEHMEM  3aKOHHOCTM  COAepXKaHus
BblLLleyKa3aHHOI0 AOKYMeHTa.

Mopx, YeTBepTOe HOAOPA ABe ThiCAYM NATHAALATOro rofa.
Inodnuchl

Meyats: [M.-A. XKXVIBEJIb, HO'TAPNYC]

MepeBefeHO 4MNIOMUPOBAHHBLIM NEPEBOAYNKOM
YuncTtakosbiMm AHTOHOM Bagumosuuem

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Mopog MockBa.

JBajuaTb 4eTBepTOro HOA6GpPA fBe ThiCAYM MATHaALATOro roga.

A, TepebkoB Anekceli BnagnmupoBudy, HoTapuyc ropofga MOCKBbI, CBUAETENLCTB)
NOA/IMHHOCTb MOAMUCK, CAeNaHHOM NepeBOAYMKOM YMCTAKOBbIM AHTOHOM Bagumosnuem”
MOeM MPUCYTCTBUU. JTIMYHOCTb ero ycTaHoB/IEHA.

3aperncTtpupoBaHo B peecTpe 3a Ne

B3bickaHo no Tapudy: 100 py6. 00 Kon.

lopoa Mocksa

AB,EVJ,LI,aTb YETBEPTOIo
8,  Tepebkoe Anekceit Bnagumupoeny, HoTapuyc ropoga MockBbl,
canfetenbCTay» BEPHOCTb 3TOW KONUK C NOANTMHHUKOM [OKYMEHTO. B nocnefHem
NOAYMCTOK, NPUNMCOK, 32YEPKHYTbIX CNOE WM WHBIX HEOroBOPEeHHbIX
NCNpaBNeHUA MM Kakux-nn6o ocobeHnocTal HeT. .
HOW. NuLy, o6paTMBLUEMYCS 3a COBEPLUEHNEM HOTapUanbHOro fAeicTsus,
pasbACHEHO, 4TO Npu CanfeTenbCTBOBAHWM BEPHOCTM KOMUWU [OKYMEHTa He
NOATBEPX/AAeTCA 3aKOHHOCTb COAlEPXaHns [O"MeHTa u.peaTs$,TcTene
N3/10KEeHHbIX BHEM (fpaKTOB AENCTBUTENIbHOCTU. A
3il)er»crpnpoaaiioipsecw” N .
BancaaHo no Tapidy

Bcero npolHypoBaHo,
NPOHYMEPOBaHO U CKperieHo

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Additional information to the Instruction for use

Chroma
Chroma coronary cobalt-chromium stent
mounted on the delivery system

Shelf life (sterility warranty life) is 1 year.
The date of sterilization is on the package.

Transportation conditions; Transportation
conditions: validated as per ISTA 7D under
extreme temperature cycling 72 hours hot to cold
profile are minus 10°C for 11 hours to 35°C for 11
hours

Storage Conditions: Store in a cool, dark and dry
place

DISPOSAL

Stents came into contact with blood and / or
body fluids of patients must be disposed and
destroyed in accordance with the requirements
for the management of medical waste,
established by SanPin 2.1.7.2790-2010 class B
and other legal acts of the Russian Federation.

Unused stents (had no contact with the body
fluids of patients) should be disposed in
accordance with the order of solid waste
management established by the legislation of the
Russian Federation Class A SanPiN 2.1.7.2790.

The distribution of the medical device "Chroma
coronary cobalt-chromium stent mounted on
the delivery system" on the territory of the
Russian Federation is to be refered to the
Manufacturer's Authorized Representative:

Biosensors Europe SA
Rue de Lausanne 29
CH-1110MORGES
SWITZERLAND

Tel 41 (0) 21 804 80 00
Fax: +41 (0) 21 804 80 02

36 Jalan Tukang
SINGAPORE 619266
Tel (65) 6213 5777
Fax: (65) 6213 5737

WWW biosensors com
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Biosensors Interventional Technologies Pte Ltd

Konus

JononHuTenbHas MHoOpMaLmsa K MHCTPYKLUN
no NPUMEHEHUIO

Xpoma
CTEHT KOpOHapHbIN KOGaNbT-XPOMOBbI XpoMa
(Chroma) Ha cucteme gOCTaBKM

CpoK rogHoCTW (rapaHTUPOBaHHbI CpoK
CTepuabHOCTM) cocTaBnseT 1 rod. aTa
CTepunn3auun ykasaHa Ha ynakoBke.

YCnoBUA TPAHCNOPTUPOBKHK;YCNOBUA
TPaHCNOPTUPOBKN: NPOBEPEHbI
MexayHapoAHON accolunalmei no
ob6ecrneyeHnt0 COXPAHHOCTM NPU NepeBO3Kax
NCMbITAHUAMU MPU IKCTPEMASIbHbIX
TemnepaTypHbIX KofebaHMAX BTeYeHNe 72 4acoB
OT rOpsAYero K XxonogHomy - muHyc 10"C B
TeyeHue 11 yacoB fo 35*C B TeyeHune 11 yacos.

YcnoBua xpaHeHus; XpaHuTb B MPOXnajHoM,
TEMHOM N CyXOM MeCTe

YTUNN3ALNA

CTeHTbl, UMEBLLIME KOHTaKTe KPOBbIO U/Mnu
LPYTUMU BMONOTUYECKUMU XUAKOCTAMMU
nauveHTOB, NOANEXAT yTUaM3aLum un
YHUUTOXEHUIO B COOTBETCTBUU C TpeboBaHUAMHU
K o6palleHnto ¢ MegULUHCKUMU OTXo4amu,
ycTaHoB/ieHHbIMU CaHlMuH 2.1.7.2790-2010 no
Knaccy b n MHbIMU HOpPMaTUBHO-NPAaBOBbLIMU
akTamu Poccuiickoin depepaynm.
Heucnonb3oBaHHble CTEHTbI (He UMeBLIME
KOHTaKTa C 6M0I0TMYEeCKUMUN XUAKOCTAMM
nauneHToB) LO/MKHbI ObITb YTUIN3UMPOBaHbI B
COOTBETCTBUW C NOPALKOM YTUAM3ALUMN TBEPAbIX
6bITOBbIX OTX0A0B, YCTAHOBJIEHHbIM
3aKoHogaTtenbCcTBOM Poccuiickoit ®epepauuu no
knaccy A CaHlNunH 2.1.7.2790.

Mo Bonpocam ob6palleHns MeAULUHCKOrO
n3genusa Ha tepputopumn PP «CTeHT
KOPOHapHbI KO6aNbT-XPOMOBbLIN Xpoma
(Chroma) Ha cucTeme gocTaBku» obpalwarbecs K
YNONHOMOYEHHOMY NpeLCcTaBUTENIO
npou3BoOAUTENS:

Biosensors International Pte Ltd
36 Jalan Tukang

SINGAPORE 619266

Tel (65) 6213 5777

Fax (65)6213 5737
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Limited Liability Company "RAYMED TRADING O6LLeCTBO C OTPAHUYEHHOW OTBETCTBEHHOCTbIO
GROUP PVT" «PAVMEQ TPEAANHI TPYNN NBT»

(LLC "Raymed TG PVT") (000 «Paiimen TI NBT»)

129626 Moscow, Grafskiy Per., 12 A, bid. 2 129626 r. MockBa, padckuii nep., a.12 A, c1p.2
Tel. (495) 956-83-16; raymedoffice@ mail.ru Ten(495) 956-83-16: raymedoffice@mail.ru

Morges, 2"* of November 2015

ldarc-OliviefWaholet
Finance D>fector
Biosensors Europe SA

Legalization Nr 9'911

I, Pierre-Alain GIVEL, Notary Public in Morges (Canton of Vaud, Switzerland), do hereby

certify the authenticity by comparison with the specimen deposited in the notary's office of the

signature affixed here above by :

e Mr. Marc-Olivier BERTHOLET, Swiss citizen who declared to be residing at Geneva
(Switzerland) and justified about his identity with his Swiss passport number X4616724,
delivered on September 3, 2014.

No attestation being made about the content of the forgoing document.

Morges, this fourth day of November two thousand fifteen.

Biosensors Europe SA Biosensors Interventional Technologies Pte Ltd Biosensors International Pte Ltd
Rue de Lausanne 29 36 Jalan Tukang 36 Jalan Tukang

CH-11)0 MORGES SINGAPORE 619266 SINGAPORE 619266
SWITZERLAND Tel: (65) 6213 5777 Tel (65)6213 5777

Tel t-41 (0) 21 804 80 00 Fax (65)6213 5737 Fax: (65) 6213 5737

Fax *41 (0)21 804 80 02
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ropos Mocksa.

[dBajuatb 4eTBEPTOro HOAGPA [Be ThbICAYM NATHAALATOrO roja.

A, Tepe6bkoB Anekcein BnagummnpoBuy, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYHO
NOA/IMHHOCTb MOAMNUCU, CAEeNaHHON MepeBOAYMKOM YnCTAKOBbIM AHTOHOM BagumoBuyem B
MOEeM NpuUCcyTCTBUU. JINUHOCTb ero ycTaHoB/eHa.

3aperncTpupoBaHo B peecTpe 3a

B3bickaHo no Ttapugy: 100 py6. 00 kon.

HoTapuyc Tepebkos A.B.
on
ABaanaT”epTro [IBE ThICAUM NATHBAYATOTO rasa rr],sso,o e S
e FGK c%Ang{(;\gg\
p’?ﬁeﬁgwﬂ@? “3‘““aH eTKryTrr -/Wb,X Heoroecpeumnblx er
"cKeHMNNH TH M °S S le M HotapuanbHoro AeicTeus.
NunoH:, nuuy, “ATaepHMAMMMN konuK [OKYMEHTa He
HaS JS x aHem (hakToB feiicTBUTENLHOCTY. A
B — 77"
Basbicliono np«®r
HoTap»yc
mo
fol w

ii.>3

Bcero npowHypoBaHo,
NPOHYMEPOBAHO M CKpernsieHo
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