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1. MEDICAL DEVICE NAME
FLIRILINUS Dyerolimus eluting cobalt chromium coronany stent sy stem (further = TETRHLIMUS
stent on a delivery sustem. TEERITINIUS coronany stent, TETRILINIUS stent. medical device.

device)

2. DEVICE DESCRIPTION

FLTRILIMUS Exerolimus-cluting cobalt chromium coronany stent system is current generation
Lacrolimus eluting coronary stent.
TETRILINMUS Excrolimus eluting cobalt chromium coronany stent sy stem is a medical device which
comprises of two componenta: i passive component = stent plattorm (Tetrinium Co-Cr atloy coronan
stentr and an active component = drug product (a0 tormulation of Lyerolimus drug with the blend of
biodegradable polymers).

2.1.Device Components

TEIRIDINMUS Paerolimus cluting coronany stent system consists of” a balloon expandable
Fyerolimus cluting stent (L603 cobult-chiromium abioy stent platform with ultra-thin (60um) st
thickness). premounted ona delivery systen everolimus drug. and biodegradable drug-carrier
polymers.

FETRIFINIUS stent is mounted on Rapid exchange delivery system to deploy the stent at the
target lesion i the artery. Onee in place. the rapid exchange balloon catheter is intlated and the stent is
expanded to the size ot the artery and locked in place to form a scaftold which holds it open. Thereafier
balloon catheter is deflated ard removed. while the stent remains in place permanently as it can
withstand the radial forces of the arters and provides mechanical support to present arteny collapse.
Fhe inner tube aceepts a standard 0.014 inch PTCA guide wire. The guide wire enters the catheters
tp and advances coaxially out the distal Ry port. thereby allowing both coanial guidance and rapid
evchange of catheter with o single standard length guide wire. The design of this dilation catheter
does not incorporate a lumen for distal dve injections or distal pressure measurements.

Two radiopaque platinum iridium marker bands are located on proximal shaft at a distance of
900 mm and 1000 mm from the tip indicate catheter position relative to the tip of cither a brachial
or femoral guiding catheter.,

Figure: Stent, premounted on a Delivery System

Naat
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Figure: Schermitic of Coating l.avers for TFTRILIM I S Stent

Top f'
P 8

I he poKmcr coaling with ihc Acii\c Pharmaceutical Ingredient liverolimus is applied over llic entire
area ofihe abluminal surface of the stent.
I’ach coaling laser eonsisb of following ingredienis.
1 Base laser (laser /1): Fseroiimus - Pol) L-LaciiJe ~ Pols I.-l.aetide-co-Caprolaclone - BHT
* soh eni
2. Middle laser (laser ii): hserolimiis r Pols |.-I-aelide Poly L-Laciide-co-Capro'aelone-T' BIl I

' solsem
Fop laser (laser D): Pols sins Ipsrrolidone - 1)1.-«-Tocopherol Acetatesolsenl

Ihe II-.TRILI\II/S Eserolimus eluting coronars stem sssiem is indicated for improving eoronars-
luminal diameter in patients with ssmptomaiie coronars arters disease due to arters lesions ssiih a
reference sessel diameter from 2.00 mm to 4.50 mm.
[l IRILIMUS Hserolimus eluting Co-Cr coronary stent system is asailabic in sarious sizes raneiim in
diameter from 2.0f) mm to 4.50 mm & 8 mm to 48 mm in length,
Table: Si/e matrix A Spccifica(jons
Asailabic stent sizes (mini 2.00 X 8:2.25 x 8; 250 x 8: 275 x 8: 3.00 x 8: 3.50 x 8: 4.00 \
8;4.50 X8:2.00 X 12,225 x 12,250\ 12, 2.75 x 12,3.00 x 12
350 X 12; 4.00 X 12,450\ 12, 2.00x 16: 2.25 x 16; 2.50 x 16
2.75 X 16; 3.00 x 16: 3.50 x 16; 4.00 x 16; 4.50 x 16; 2.00 x 20
2.25 X 20; 2.50 x 20: 2.75 x 20; 3.00 x 20; 3.50 x 20; 4.00 x 20
450 X 20; 200 x 24: 225 x 24; 250 x 24; 2.75 x 24, 3.00 x 24
50 X 24; 4.00 x 24: 450 x 24; 2.00 x 28; 2.25 x 28: 2.50 x 28
2.75 X 28; 3.00 x 28: 3.50 x 28; 4.00 x 28: 450 x 28; 2.00 x 32
2.25 X 32; 250 x 32; 2.75 x 32; 3.00 x .32; 3.50 x 32: 4.00 x 32
450 X 32: 2.00 \ 36: 2.25 x 36: 2.50 x 36: 2.75 x 36; 3.00 \ 36
3,50 X .36: 4.00 x 36; 4.50 x 36; 2.00 x 40; 2.25 x 40: 2.50 x40
2.75 X 40: 3.00 x 40; 3.50 x 40; 4.00 x 40; 4.50 x 40: 2.00 x 44
2.25 X44; 250 x 44: 2.75 x 44; 3.00 x 44: 3.50 x 44; 4.00 x 44
450 X 44, 2.00 x 48: 2.25 x 48; 2.50 x 48; 2.75 x 48; 3.00 x 48
3.50 x48: 4.00.x 48; 4.50x48

Stern material [.-605 Co-Cr alios
Stent dcsien Laser cut From seamless tubing in a serpetuine pattern
Stem platfonn Tetrinium |
Stem strut dimension Thickness: 0.06 mm (60 g) TKiig COUPY
Poreshonenine <3%
Recoil <A%
PATEL
NOTaKV
SUKAT CITY (GUJ.3
GOVT. OF INDIA
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Table: Sfent compliance (slcMit diameter to balloon inflation). Informntion in vitro

Pressure '200 1 225 1 250 ~ 275 I 3.00 3.50 4.00 4.50
1 (atm) ©omm mm mm j mm nini mnj min mm
S 2.02 2.23 246 j 2.69 292 3.27 3.86 4.28

2.06 17 2.4S 273 1 297 > 192 4.34

' i0 2.10 2.30 2.50 2.76 3.02 3.37 3.97 4.41
1! 2.52 2."8 3,05 3.50 4.01 4.50
12 1.6 2.35 2.53 2.81 3.09 3.56 4.05 4.56
13 2.18 T 2.55 2.83 3.13 3.61 40S 4.62
14 2.20 2.39 2.57 2.86 3.16 3.65 . 412 4.68
15 2.23 24~ 1 2.60 2.89 3.19 3.69 4.16 4.72
16 2.26 2.45 2.63 2.93 3.22 3.72 4.18 4.75

Nntg- -Ml charac/crisiics have ajicnuissihle deviation o f- 5%.

Green hackorountl: NP {Nominal pro.sure): 8 aim (SI 1kPa) for balloons wiih a diamcier of 2.00 mm to
2.2. ~mm: 10 atm (IOLi kPa) for halloon.s with a diamcier of 2.50 mm to 3GOmm; 11aim (1115 kPa) for

balloon.s with a diameter of 3.50 mm lo 4,50 mm.
Red background: RHP (Rated FktrMi Pressure): 16 aim (1621 kPa> for all sizes.
laim - 1.01325 bar HW.325 kPa

2.2. Drug Component

The Active Pharmaceutical Ingredient (API) in the riiTRILIMUS stent is F.veroiimu.s.
Kveroiimus is a s>mhelic deri\ati\c of the natural maerocyclic lactone Siroiimus with
immunosuppressant properties. Uverolimus us a 40-0-12-hydro\\eth>i|-Rapanncin. ii is a Siroiimus
analog with a single minimal alteration in its nioleciilar sinicture (position 40} uiihout a chenitcai
modification of the mIOR binding domain. Therefore, works similar!) to Siroiimus as an inhibitor of
mammalian target ofrapamyein (niTOR). It inhibits aeli\alion of mFOR which results hindrance of cel!
c\cie progression between the G1 and S phases and ultimately inhibit smooth muscle eel! proiil'eralion.
The IL'P.AC name of Everoiimus is dihydro.\y-12-1(2R)-I-[(IS.3R.4R}-4-{2-h\droxyetho.\\)-3-
meihoN\cveiohe\)l}propan-2-\i]-10.30-dimethox\ 15. 17. 21. 23. 29. 35-he.xamethvM I|. *36-dio.\a-4-
az.atiie\c!o[.i0.jt.1,0 )hexairiaconta-16. 24. 26. 28-teiracne-2. 3, 10. 14. 20-pcntone. Its molecular
formula is C.&™HH X O mand its molecular weight is 958.22 g/mol. The structural fomiuia of Everoiimus

is shown below.

TRUX COPY

AM.bI'R. PATEL
NOTARY
#UR4 CITY fOUJ.I
GOVT OF WDIA
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Figure: Chemical Structure of Everolimus

;

<

Fxerelimus is white or off=white powder and soluble in methanol. ethanol wnd chlorotorm. 1t is ven
poorly soluble in water.

The inactive ingredient in the TETRILINUS Exerolimus cluting coronar stent is a combination of
biocompatible. bindegradable polymers formulated to provide programmed release of the drug. The
polymeric chains are cleaved by hydrolysis to form monemeric acids and are eliminzted from the body
through Kreb's cecle. primarily as carbon dionide (CO:y and water (1H:0) which are excreted through
urine.

The active ingrediert Exerolimus normal content per stent ranges from 23 to 221 ug as per stent length,
Total drug content values for TETRILIMUS entire size matrin is mentioned below in the Table.

Table: Total Drug Content on TETRILIMUS Stent (values for entire size matrix)

Nominal Everolimus Content (ug)

( .::) } Slu:;:;:;]g!h Vessel diameter Vessel diameter Vessel diameter
v ; (2.00-2.25 mm) (2.50-3.50 mm) | (4.00 - 4.50 mm)
.| 8 23 30 37
. 2| 12 33 43 55
o RI ) o 47 [ 60 B
3 20 60 | 76 92
S0 2 71 ‘ Y| ! 11
6. 28 84 . 106 i 129 !
7 32 93 , 121 | 147 1
8. 36 107 I 136 | 165 i
B 10 119 : 151 ! 184 X
O 44 131 166 ; 202 3
1. | 18 | 143 : 181 “ 22

Note: Tolerance of = 1020 in nominal drug content is aceeptuble

3. HOW SUPPLIED

Sterile — It is intended for single use only. Do not resterilize. Do not use il package is opened or
damaged.

Non-pyrogenic,

N

/

XY

A -\/
) AWAR R, PATEL 8
/ NOTARY
SUZAT CITY (G U
GOVT. OF INDIA
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4
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Contents:
One ¢y TETRILINIUS Everolimus eluting stent on a rapid exchange stent delivery system.

4. INDICATION FOR USF
The TETRILIMUS Exerolimus cluting coronary stent svstem s indicated for IMproving cororar
luminal digmeter in patients with symptomatic coronan artery disease due 1o artery fesions with a
reference vessel diameter trom 2 00 mm o 4.30 mm.

5. CONTRAINDICATIONS
Use ofthe TETRIFINMUS Lyerclimus eluting coronany stent system is contraindicated in the
following patient 1 pes:
¢ Patients with a contraindication tor anti-platelet anti-coagulant therapy .
. e Patients judged to have lesion that prevents complete inflation of an angioplasty balloon.
*  Known hypersensitivity to Exerolimus,
e Known allerey 1o cobult chromium.
o Knownallergs o biodegradabic polymers,
e Polymers might enhance inflammatory reactions and prothrombotic response.

6. ADVERSE EVENTS
6.1.Potential Adverse Events
Potential adverse events which may be associated with the use of 4 coronan stent in native coronary
arteries include but are not limited o:
e Abrupt stent closure
o Acute myocardial inturction
Allergiv reaction o anticoagulants or antithrombotic therapy or contrast medium or stent
materials including stent scatfold
® Ancurysm (coronary )
s Anging
o Arrhythmias. including ventricular fibrillation (VF) and ventricular tachs cardia (VT
. * Areriovenous fstula
e Bleeding Complications
e (Cardiae tumponade
e Cardiogenic shock
e Death
* Dissection
¢ Lmboli. distal tair. tissue. thrombotic. device materials or stent deliven sy stem materials)
* Lmergent or non-emergent coronany artery bypass graft surgen
e fever
e lcart failure
o lHematoma
* Hemorrhage. requiring transtusion

s Hypotension hy pertension

e Infection. local and-or sy stemic

e Myocardial ischemia TR COPY
: ZoTARN

*  Nausca s a—=TF

AT R, PATEL
~CTARY
SUKRAT CITY (CUJD
COVT. OF INULA
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Pain m ihe access site
Palpitations
fATlbralion or rupture ofonc or more coronar> arteries
f~erieardiai en'iisism
i’seudoaneur\sm. t'emoral
Pulmonarv edema
Renal failure
Respiratorv failure
Restenosis of stented segment
Shock
Stent emboli7atitui
Stem migration
Stent ihromhosis.'ocelusion
Stroke cerebrovascular accident transient ischemic attack I'A)
folai occlusion ofcoronar\ aner>
Vessel spasm
Nessel trauma (di”*section. perforation, rupture or injurx. including coronary ) requiring surgical
repair or reinten emion
Potential ad\erse events not captured abo\e. that may be unique for the liverolimus drug coating;
Abnormal li\er function tests
\nemia
Arthralgias
Diarrhea
i >pcrcholesterolemia
I I>per.sensiti\ ii\. including anaphylactic/anaph\ lacloid type reactions
I lypeariglyceridemia (See Precautions-Stent Placement Precautions!

fivpokalcmia N —
Inl'eclions TRUE C O PY
Interstitial lung disease

Leukopenia

[.NJTiphoma and qther malignancies AMAR R. PATEL
ThrombocNIlopenia itOTAKY

StK.ATCrry(GUJA
7. WARM.NTLS GOVT OF INDIA

e Please ensure that the inner package has not been opened or damaged as this may indicate the
sterile ban'ier has been breached.

e fhe use of this product carries the risks associated with coronan anen.' stenting, including
subacute thrombosis. Miscular complications, and'or bleeding events.

e Patients allergic to L-605 cobalt chromium allo\ or e\crolinius or the polvmcrs ma\ suffer an
allergic reaction to this impluni.

e rOR SINGILE PATIENT rSL OM.Y. DO NO1 REUSI.. REPROCESS OR RESTERIi.iZE.
Reuse, reprocessing or restcrili/ation may compromise the structural integrit) of the device
and’or lead to device failure which, in turn. ma\ result in patient injury, illness or death. Reuse,
reprocessing or restcrilization may also create a risk of contamination ofthe device and/or cause
patient infection or cross-infection, including, but not limited to. the transmission of infectious
disease(s) from one patient to another. Contamination ofthe de\ice nia\ lead to injur>. iline.ss

10
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I

death of the paiiem

8. PRIX Al IIONS
8.1.Cieneral Precautions

8.1.1. General Precautions

e Only phxsicians who have received adequate training sh(=iiid perfonn implaniaiion of the stent.

e Stent placement .should only he performed at hospitals where cmergenc\ coronar\ 3rier\ b\ pass
graft surger> can be readil\ performed.

e Subsequent stem blockage may require repeal dilatation of the arterial .segment containing the
stem. The long-term outcome following repeat dilatation of cndothclialized stents is not well
characterized.

e Consideration shi»uid Iv given to the risks and henetli of use in patients with historv of severe
reaction to contrast agents.

. not expose the deliverv system to organic solvents such as alcohol or deieri’cnls.

e Care should be taken to control the posiiivm of the guide catheter tip during stent delivery,
depknincm and balloon withdrawal.

e Theuseol TLTRILIMI S stems in patients and le.sions like more lonuous anatomy nme> have
an increased ri.sk ot adverse event including stem thrombosis, stent embolization, mvocardiai
infarction, or death.

8.1.2. Oral .Antiplatelct Therapy

live optimal duration ot dual anliplatelel iherapv fo!h)wing Everolimus Elutinu Stent (EKS)
implantation is unknown, and Everoiimus Eluting Stent (EIISt thrombosis may still occur de.spiie
cominiicd iherapv, Continuation of combination treatment with Jleein | Salieylie .Acid (AS.A) and
ciopidogrel alter percutaneous coronarv intervention (PC!) appears to reduce major adverse cardiac
events. On the basis of cwteT guideline .Aceiv | Salicviic Acid ((ASA) 1.sOoOO mg (single shot),
followed with 75-100 mg daily should be given indcfinilciv after PCI. Likewise, ciopidogrel 75 ing
dailv should be given for at least 6 months in patients who are not at high risk of bleedinii.

It is verv important that patient is compliant with the post-procedural amiplalciei recommendations.
Premature discontinuation of prescribed anliplatelel medication could result in a higher risk of
thrombosis. mvDcardial inJarction or death. Prior to PCI. if a surgical or dental procedure is anticipated
that requires earlv discontinuation of anlipiaielci therapy, the intcrveniional cardiologist and patient
should carefiiliv consider whether a drug-eluting .stem and its associated recommended amiplateicl
Iherapv is the appropriate PCI cht>icc. following PCI. should a surgical or denial procedure be
recommended that requires suspension of antiplatelct therapy, the risks and benefits of the procedure
should be weighed against the possible risk associated with premalurc discontinuation of antiplalelel
therapy.

Patients who require premature discominuaiion of amiplaielet iherapv secondary to significant active
bleeding should be monitored carefully for cardiac events and. once stabilized, have their amipjalelci
therapy rcslaiied as soon as possible per the discretion of their treating physicians.

8.2.1'se of .Multiple Stents

ihe exteni of the paiiem's exposure to drug and polv mer is directly related to the number and total
length of implanted stents. | se of more than two Ev erolimus eluting Co-Cr C'oronarv' Stem system has
not been full> evaluated.

In addition, onlv stems composed of similar materials should be implanted in.

contact to avoid corrosion between unrelated materals.
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8.3. Bnicliy therapy

i he said) and ellceti\cne.ssiil iho MbIT<11 1\-11'5 stem in palicms with prior bradn therapy of the target
lesion lia\e mu been esiahhsiied. The saiety and eileelix eness of use of brachyiherapv to treat In-stent
lestenosis in the IFiRILIVIL S have tioi been cstabiisheil. Joih vascular brach\lherap\’ and the sienl
li.IKI.iVU S alter arterial rernodeiina. the synergy between these two treatments lias not been

deiennincd.

8.4. rsein Conjunction with Other Procedures

Ihe safety and effecti\eness of using mechanical atherectomy de\ices (directional alhereeUnny
eathiters. rc™alional aiherecl<>my catheters) or laser angiopiasi\ catheters in conjunction with
i L1RIfIM 'S stent implantation ha\e not been established.

8.5. rse in Special I*opnlations

8.5.1. Pregnancy

Pregnancy category C, See Drug information. The Ti:rRILIMI'S stent has not been tested in pregnant
women or men intending to lather children. iifTecls on the dexeloping fetus have not been studied.
111eeli\ e conilaception should be initiated before implanting an 1L1 R111MI,'S sienl and continued for
one year after implantation. While there is N> contraindication, the risks and reproducii\e effects are
unknown at this lime.

8.5.2. Lactation
See Drug Inl'onnaiion. J1 decision should be tnade whether to di.sconlinue nursiniz prior to stent

implantation, taking into account the importance oflhe stent to the mother.

8.5.3. Pediatric I'se
| he .safety and elTeacy of the !'bl RILIMI'S stem in pediatric patients have not been established.

8.5.4. Genuine |’'se
Clinical studies ofthe Everoiimus eluting stem did not find that patients age 65 years and over different

with regard to safety and etfeciiveness compared to younger patients.

8.6.LesionA'essel Qiaracteristics
The safety and elfeeiiveness of the IT-TRILIMUS ['werolinius eluting coronary stent have not been

established in the following patient populations:

e Patient with unresolved vessel thrombus at the lesion site.

e Patients with coronary artery reference vessei diameter <2.00 mni or >4.50 mm.

e |natienls with lesions loeaicd in the left main coronary artery, osliai lesions, or lesions located at
bifurcation.

e I'alienls with diffuse disease or poor overnow distal to the idemified lesions.

e Patients \sith lonuous vessels in the region of the obstruction or pro.ximal to the lesion.

e | atients with a recent acute mvocardiai inlarction where there is evidence of thrombus or poor
flow.

e Patients with moderate or .severe calcification in the lesion.

e Patients with muili-ves.se! disease,
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8.7.1)njg Interactions

See Diug Inlormution. Several drugs are known lo aflest the metabolism of B\erolinuis. and other diim
imeracnons ma\ also occur. | \crolimus is known to be a substrate for both evtoehrome P450 I1.J14
{C ~P.'V\4) and P-gl>coproieiii (PgP). b\erolimus absorption and siibsequenl elimination may be
innucnced by drugs that alfed (hose pathways. I:\entlimus has subsequent elimination mav be
injluenccd by drugs that atfeci these path wav s. hverolimus has also been shown to reduce the clearance
ol some prescription medications when administered oralK along with cvelosporine (CsA). Formal dma
interaction studies have not been performed with the lverolimus eluting stent because of limited
svsleitiic exposure to evcrolinuis eluted Irom stent. Therefore, consideration should be aiven lo the
potential for both svslemic and local drug interactions in the vessel wall when decidina to implant an
l.verolimus hluling Stem in a patient taking a drug with a kni'vvn inieraetion with everoJimus, or when
deciding to initiate therapy with such a drug in a patient who has reccniK received an Everolimus Elutina
Sicnl.

8.8..Magiietic Resonance Imaging (.MRI) - Stent Migration
\on-dinical testing has demonstrated that the sienb manufactured using L605 allov. in single and in
ovcfiapped conllguraiions up to 120 mm in length, are MR Conditional. The TETR'iIlIMUS”slcm has
been shown in non-chnical testing u>be VIRI safe immediately following implantation, and can he
scanned safelv under the following conditions:

e Static magnetic llcld of 1.5-Tesla or .T-Tcsia.

e Maximum spatial gradient magnetic tickl of 1.500-gauss'cm (i5-T m)

e« Maximum .MR System reported, whole bodv averaged specific absorption rate (S.-\R) of 2-\\.1un

lor 15 minutes of scanning (i.c. per pulse sequence) in Normal operaline Mode.

| nder the scan condition defined, an implant with .same mciu! allov is expected to produce a maximum
temperature rise ol .T5”C after 15 minutes of continuous scanning (i.e. per pulse sequence).
In -non-ciinical testing, the image aiiifact caused by and implant with same metal allov extends

approximately 4-mm Irom this device when imaged with a gradient echo pules .sequence and a .T-Tesla
-IMR Svslem.

8.9.Stcnl Handling - I'recautions

e | orsingle use only. Do not resierilize or reuse this device. Not the " ('se By" date on the product
label.

* Do not remove the stem from the delivery balloon - removal mav damage the stent and/or lead
to stent embolization. TTie stent s\ stem is intended lo perform as a svstem.

e Do not induce a vacuum on the deiiverv system prior lo reaching the laraei lesion.

e Special care must be taken not lo handle or in anv wa\ disrupt the .stem on the balloon. T his is
most imponani while removing the catheter from packaging, placing it over the guidewire. and
advancing it through the large-bore rotating hemo.static valve and guiding catheter hub.

e Stent manipulation (c.g.. rolling the mounted stem wiih >our lingers) may loosen the stem from
the delivery system balloon and cause dislodgmcni as well it may damage the coaling.

e L sconly the appropriate balloon inllaiion media. Do not use air or any gaseous medium lo inllale
(he balloon as this mav cause uneven expansion and dilTicuitv in deplov menl of the .stent.

8.10. Stent Placement Precaution.s
e Do not prepare or pre-inllaie balloon prior to stem deplov mem other than as directed. Use balloon
purging technique described in the instruction for INe.
e When treating multiple lesions, the distal lesion should be ini stentmi'
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of the proximal lesion. Stcnlinu in this order ob\ialcs the need to cross the proximal stent in
placemcni ol the distal stent and reduces the chatices ft'r dislodging the proximal stent.
Implanting a stent ma v lead to dissection ol the \ essel distal and'or proximal to the stent and ma\
cause acute closure of the vessel requiring additional intervention (CABC;j. luriher dilatation,
placement ofadditional stems, (4 other).

Do not expand the stent if it Is not properly positioned in the vessel. {Sec Precautions-
Steni’System Removal Precautions).

Placement of a stent has the pt'lentiai to compromise side branch paiencv.

The vessel should be pre-dilaied with an appropriate sized balloon.

Balloon pres.sures should be monitored during inllation. Do not exceed rated burst pres.sure as
indicated on the product label. | Te of pressures higher than those specified on the product label
mav result in a ruptured balloon with possible imimal damage and dissection.

Do not aiiemp! to pull an unexpanded stent back through the guiding catheter, as dislodgement of
the stent from the balkwn mav occur. Remov e as a single unit as per instmetions for use as per
instructions in Precaulions-Sieni System Removal Precautions

An Linexpanded stent should be introduced into the eoronan arteries one lime onh. An
unexpanded stent should not be subsequenib moved in and out through the distal end of the
guiding catheter as stent damage or stent dislodgement from the balloon may occur.

Stem retrieval methods disc additional wires, snares and or forceps) mav result in additional
trauma u>the coronarv vasculature and.'or the vascular access site. Complications mav include
bleeding, hematoma or pseudoaneurvsm.

Do not induce a negative pressure on the delivery calheler prior to placement of the stem across
the lesion, fhis may cause premature dislodgmem of the stem from the balloon.

Although the stent delivery balloon catheter is .strong enough to expand the stem without rupture,
a circumferential tear of the carrier balloon distal to the stent and prior to complete expansion of
the stent could cause the balloon to become tethered to the stent, requiring surgical removal. In
case of rupture of the balloon, it should be withdrawn and. if necessarv. a new balloon catheter
exchanged over the guidew ire to complete the expansion of the stem.

Ensure full coverage of the entire lesion/dissection site so that there are no gaps between stents.

8.M.  Stent/Sv.stem Removal - Precaiition.s
If unusual resistance is felt at an> lime during lesion acce.ss before stem implantation, the stent
svi>lem and the guide catheter should be removed as a single unit.
Do not attempt to pull an unexpanded stent back into the guide catheter, as stent or coaiinu
damage or stent dislodgmem from the balloon mav occur.
Stem retriev al methods (use of additional wires, snares and'or forceps) may result in additional
trauma to the vascular site. Complications can include bleeding, hematoma or p.seudoaneurv sm.
When removing the entire stent system and guide catheter as a single unit the following steps
should be executed under direct \ isualization using lluoroscopy)
Following stent placement, conlinn complete balloon deflation. If greater than usual resistance
is felt during delivery svsiem balloon withdrawal. Pa\ particular attention to guide catheter
position. In some cases it mav be necessarv to pul! back slightly on the guide catheter in order to
prevent deep seating (unplanned advancement) of the guide catheter movement has occurred,
angiographic assessment of the coronary tree should be undertaken to ensure that there is no
damage to the coronary vasculature.
Maintain guidew ire placement across the lesion during the entire removal rapecssTCarefiilK pul
back the .stent system until the proximal balloon marker of the
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guide caihcicr distal lip.

1he stem svsiem and the guide cathelcr should be pulled back until the tip oflhe euidescatheter
isjust distal to the arterial sheath, allowing the guide catheter to straiuhien.

Caretullv retract the stent s\siem into the guide catheter and remove the stent sy.siem and the
guide catheter (roni the patient as a single unit while leaving the guidewire acro.ss the lesion.
Failure to follow these steps, and or applying excessive force to the stem system, can poicmiallv
result in stem or coating damage, stent diskxigniem from the balloon, and'or damage to the
deliverv svsicm.

8.12. Post Implantation - Precautitms

e Great care must be exercised when crossing a newlv depkned sicm with an intravascular
ultrasound (I\'US) catheter, a coronarv guidewire or balloon catheter to avoid di.srupting the stem
geometry and stent coaling.

« Do not perfonii a Magneiic Resonance Imaging (MRI) scan on patient's post-stem implantation
until the stent has completelv endolhelialized to minimize the potential for migration. The stem
mav cause artifacts in MRI scan due to distortion of the magneiic Held.

e ITescribe an amiplalciel thcrap) lor a period of 6 months to reduce the risk of stem thrombosis.

9. i)RI (; INFORMATION

9.1.Meehanism of .Action

The mechanism bv which M: IRILIMI S Hvcrolimus eluting cohall cliromium coronarv stem svsiem
afTccis neoituima proliferation as seen in clinical studies has not been established. It is known that
bverolimus inhibits smooth muscle cel! prrilifcraiion and growth factor. Everolimus forms a complex
with the cvtoplasmic protein FTKPP12. Thereafter the complex FKBPI2-[:vcroiimus binds to and thus
interferes with the function of IsK.BPI2-rapamvcin as.sociated protein (FRAP) also known as
mammalian Target of Rapamvein (MTOR). FRAP is a kev regulatory protein which governs cell
metabolism, growth, and proliferation. Disabling FR.AP function explains the cell cycle arrest at the
laieG! siaee caused b\ Everolimus.

9.2.interaction with Drugs or Other .Substances

Everolimus is exlcnsiveh metabolized bv CA'P3.A4 in the liver and to some extent in the intestinal
wall, and is a substrate for the mullidrug efllux pump PgP. Concurrent treatment with strong 3/14-
inhibilors and inducers is not recommended. Inhibitors of PgP may decrease the cfTlux of everolimus
from intestinal cells and increase everolimus blood concentrations, in vitro, everolimus was a
competitive inhibitor of CYP3.A4 and CYT/2TX). potentially increasing the concemration.s of medicinal
products eliminated by these enzvmes. Thus, caution should be exercised when co-administcring
everolimus with 3A4- and 2D6 substrates with a narrow therapeutic index.

e« CYP3A4 isozyme inhibitors (keloconazolc. itraconazole, voriconazole, ritonavir, ervihnromycin.
clarithromycin. Huconazole. calcium channel blockers [verapamil and dilliazem]. aprepilant.
alazanavir. nefazodone. amprenavir. indinavir, nelllnavir. delavirdine. fosamprenavir.
saquinav ir and teiithromvein);

e Inducers of CYP3A4 isozyme (ST. .lohn'.s Won, rifampin, rifabutin, carbamazepine. efavirenz.
nevirapine, phcnobarbiial. phenvioin. dcxamelhasone).

< Antibiotics {ciprofloxacin, olloxacin):

e Glucocorticoids: E COPY

e HMGCOA reductase inhibitors (.simvastatin, iovastaiin):

e PuP inhibitors (diuoxin, cvclosporinc):
A R. PATEL
mOTARY 1C

SVMAl CITYTGUJ.

QOVT. or INDA

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



SAHAJANAM) MEmCAI. TECH.NOIXK.IES LTD. (';itsrsuigg'on for use

. . Re\. No.: 02
I'ETRILIMI S Eneroltux cobalt chromium Date: 22-12-2022
coronary stem s\stcm

Cisapride (theoretical poienlial inieraclion):
Sildenalll (Viaura™) (theoretical potential interaction}:
e Aniihisianiinics (terrenadine. asiemizolc);
e GrapeTlruit erapeMuiij uice.
l.verolimus is approved in the | niied Slates under the name of/ortress tor the proph\ laxis oloruan
rejection in adult kidney transplant recipients at low-moderate immunologic risk, at the dose of 15
mg da\ when taken h\ mouth. In India. Everolimus is approved under the name of .Ad\acan
manufactured b\ Biocon for same use. | \croHmus is used for the treatment of patients \4ith ad\anced
rcbal cell carcinoma (cancer) alter failure ortrealmem wiih sunitinib or soralenib. at doses of 5 to 20
mg'das when taken b\ mouth. The amount of drug that circulates in the bloodstream following
implantation of I'l: IRII.IM | S stent will be several folds lower than that obtained with oral doses (15
mu to 20 mu'day ).

9.3. Carcinogenicity, (icnotoxicity. and Reproductive Toxicin

The carcinogenicity, gcnoto.vicily. and reproductive toxicity ofthe TETRIUV US stent have not been
c\alualed: hoyyever. long term carcinogenicity and teratology studies performed on the stent wiih same
drug emit), are discussed belo\s.

In 26-week carcinogenicity study conducted to eyakiaie the carcinogenic potential of Eyerolimus
eluting stent (EESi following subcutaneous implantation in transgenic mice, there yycre no abnormal
clinical observatioms that suggested a carcinogenic elTect of EifS. flic lest group did not demonstrate
an increased incidence ix1 net)plasiic lesions yvhen compared to the negaliy e control group. | hc posiiiy e
control and the experimental posiiixe control groups demonstrated notable increases in the incidence
of neoplastic lesions c»'mpared to either the test or the negatiye control group. The EES did not appear
to be carcinogenic yyhen implanted in transgenic mice of 26 yveeks.

Genoioxiciu studies conducted on the EES in mammalian ceils and bacteria included gene niuialions
in bacteria (Ames lest), gene mutations in mammalian cells (chromosomal aberration), test for
clasiogcnicily in mammalian cells, and mammalian erythrocyte inicronucleus lest, riie EES \yas found
to be non gcnotoxic.

A reproductive toxicity (teratology).dud) was conducted in I'emale Sprague-Dayy ley rats. The EES did
not alTcct the fertility or reproductive capability of female Sprague-Daw le> rats. There yyas no
statistical difference between the lest article and the control system. The lest article had no effect on
litter size and caused no increase of in utero mortality. .Additionally, the EI:S did not cause any

reproductive toxicity in the offspring in the study.

9.4. Pregnancy

Pregnancy Category C: There are no adequate everolimus or TETRILIMUS stem related studies in
pregnant women. When administered at oral do.ses ofO.l mg/kg or above, eyerolimus shovsed effects
on prenatal and postnatal rat deyelopmeni limited to slight body weight changes and fetal suryiyal
without an> specific toxic potential.

ElTectiyc contraception should be initiated before implanting rKTRIU.MUS stent and cominued for
one year posl-implanlalion. I'hc [IfIRIUMUS stent should be used in pregnant women onlv if
potential benefits outweigh potenliai risks. The safety ofthe TETRILIML'S stem has not been evaluated
in males iniendina to father children.

9.5.Lactation

It is unknoyyn whether eyerolimus is distributed in huma Ik. Also, everolimus pharmacokinetic and
safety profiles haye not been deierniij ilv. mothers should be ad\ised of
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poicniial s-crioiis uc)\ersc ivaciions lo c\crolinuis in nursing inliinls. Prior lo T13TRILIMUS sCenl
implamaiion. decisions should he made regarding \sheihcr lo discontinue nursing or conduct an
allernaie percutaneous coronar\ inler*enlion procedure.

10. INDIMDI ALIZATION OF TREATMENT

See also Precautions- L'se in Special Populations and Precautions-1 CNion \ essel Characteristics.

Ihe risks and henefii.s described abo\e should he considered for each patient betbre use of the
TETRILIMI S Everoiimus ekiling cobalt chromium coronary stem. Patient .selection factoi's to be
assessed should include a judgment regarding risk ofanli-plalelct Ihcrap\. Stenting is generalK a\oided
in those patients at hcighiencd risk orblceding (c.g.. those patients with recently acii\ e gastritis or peptic
ulcer disease see Contraindicaiion”).

Premorbid conditions that increase the risk of a poor initial results and the risks of emcrgenc\ referral
for h>pass sLirgcT) (diabetes mcliitu.s. renal failure, and severe obesity) should be reviewed.

11. PATIE.NT COI NSELINC; INFORM.ATION
Physicians should consider the following in counseling patient about this product;
< Discuss the risks associated with .stent placement.
e Discuss the risks associated with an E\erolimus eluting implant.
e Discuss the risks-'honerils issues for this particular patient.
« Discuss alteration lo current lifesis le immediately follow ing the procedure and over the long
terms.

U. OPERAIORkKS MAM AL/CLILMCAL ISE INKORM.VNON

12.1. .Access to Package llokling Sterile Stent I)eliver\ System
Tear open outer kul pouch lo re\cal second inner pouch. Note; 1)0 NO ! drop or hand inner pouch into
sterile field using an aseptic technique. Renioxe inner pouch from box. Pcc! open inner pouch usine
aseptic technique \o rc\cal sterile package.

12.2. Inspection Prior to Tsc
Ikfore opening. carefull\ inspect the stent deliver} system package, and check for damage to the
sterile harrier. Prior lo using the device, carefully rcmo\ c the s\ stem from the package and inspect it
for bends, kinks, and other damage. Do not use the dc\ ice if an\ damage to the packaging is noted.

12.3. Materials Required
i Qiiaiititv Material
Appropriate Guiding Caiheter(s]
10-20 cc Svrinues
1000 u 500 cc Sterile Heparinized Normal Saline (llepNS)
0.0l4 inch \ 175 cm (minimum lenuth) Guide Win
Rotating hemo.siatic vahe with 0.0% inch minimum inner diameter
N/A Contrast diluted 1.1 with normal Saline
Inflation l)e\ ice
Stopcock (3-\vay minimum:
i Jk~rglie De\ice
J Guide \\ ire Introducer
NVATRLtIE I~NiffApropriaie anticoagulation and anti-platelet druas
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12.4. Prepanuiuii

12.41. (niidcwire Lumen Flush
Step Action
n Rcmu\ e liic proieetixc cover from lip.

* f lush guidewire lumen with HepN'S until exits tzuidewire exit noti'h

12.4.2. Delivery System Preparation
' Step -Action
1 AStem a>ntaei uiih an\ lluid is not recommended, as there is a possihiliu of

initiating drug release. Mo\\e\er. if it is absoluieh neeessar\ to flLish the
" o"lent with saline. e<)niaei time should he limited (i minute maximumi

) I Prepare the inllaiion de\ ice'svriniie with diluted contrast medium
- \ Attach the inllation device's) ringe to stopcock; attach it to the inllaiion port.
Do not bend the h\ potube when conneetine to inllation d%ice s\ rinne
A I With lip down, orient dclixcn s\.siem \eriicalh.
S ' Open stopcock to stent s\slem; pul! negaii\c for 15 seconds: release to
neutral for contrast nil. i
6 ( lose stopcock to deii\erv svstem; purue inllation de\ice s\rinee of all air 1
7 Repeal steps 4 through 6 until all air is expelled. 1 bubbles persist, do not
use product.
8 Il a svrinuc was used, attach a prepared inllation de\ ice to sionroi k
I I Open stopcock to stent svstenv.
[ 10 1 l.ea\e on neutral.

12.5. Deliver |'rocedure

Acti<m
1 Prepare the vascular access site according to standard practice.
0 Predilate the lesion with PTCJ1 catheter.

Maintain neutral pressure on the inllation de\ice. Open the rotatine
hemostatic valve aswvidelv as possible.

4 Backload the deliver) system onto the proximal portion of euide wire while
mainiainiim the euide position across lareci lesion.
S Adsance the stent delivery system over the guidewire to the tarucl lesion.

Use radiopaque balloon markers to position the stem across lesion: perform
angiography to conllrm the position of the stent.
NO 1L: ifduring the process o] mo\ ing the deli\er\ s\ stem into position vou
notice the stent has mo\ed on the balloon, do not deplo\ the stem. The entire
s)slem should be removed as a single unit. See "SientySv stem Removal
Precautions section for specific deliv erv s\stem removal instructions

1 6 . liehten rotating hemostatic valve. Stent is now readv to be deninve.l

12.6. Deployment Procedure
Step Action
1 Inllate the deliver) system expanding the .stem to a nomial pres.surc. Higher
pFeNIMirc may he ncccessaiy to optimize stent apposition to the arterial wall.
P~AVon pressure must not exceed RBP.
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Maintain inflation pressure for 15-30 seconds ibr lull expansion ol the stent.
Deflaio balloon by pulling negati\ ¢ pressure on inilaliori de\ ice until balloon
is tull\ dctlaied.

Conlirm stent position and dcpknincni using standard aneiouraphic
technicjucs. bi)r optimal results, the entire stencsel arterial seemeni should
be used in order to properly judge the optimum expanded stent diameter as
compared to the proximal and distal coronar\ arter\ diameicrts). optimal
expansion requires that the stent be in full conlaei with the anerx wall. Stent
wall eoniael siunild he \erilled ihrougli routine angiograpin or Iniraxascular

1 if stem sDinumpposition requires oplimizaiion. readvance the stent .sx.stcm
| balloon, or another high-pressure, ni'n-compliani balloon catheter oT the
lappropriate size, to the .stented area using standard ancionlasix lechniniies

12.7. Remoxal Procedure
Step 1Action
| Lnsurc that the balloon is fullx dcHaled.
[ = Tulix open rotating hemostatic xaixc.
' While maintaining guidexxjre position and negaiixe pressure on inflation
dex ice. withdraw deliverx sy.slem.
NOTL: Should unusual rcsi.siance be fell at anx time during either lesion
access or remoxal of delixery sxstem post-stem implantation, the entire
sxsiem should he remoxed as a single unit. .See “lhvcautions Stcni/Sysiem
Reino\al Precautions*' fur specific delixen sxstem remoxal in.struclions.

4 [iuhten the rotating hemostatic xaixc.
5 Repeat angiographx' to assess stented area. If ncccssarx'. posl-dilatc within
stem. Balloon imlations should utilize balloon of size closclv matching
1 xessel.
6 » 1-mal stem diameter should match reference vessel. ASSCRH THAT THE

STENT IS\O| 1INDERDIILATED.

13. PATU:NT INFORMATION
In addition to tliesc Instructions lor Use booklet, llie following patient specific information retiardina
the THTRIILIM | S lIAerolimus eluting coronarx stem system is available:;
e Stem Implant Card / LAaluation 1u)rt that includes both patient and TE rRIU M |iS Exerolimus
eluting coronarx stem system specific information. /11! patients xvil! be expected to keep this
card in their possession at all times for procedure stent identification (see the Table below).

Table, Correspoiulence of terms in English and Russian language.s Implantation card /
Exaluation form (1!mn.laHTayHolwas Kapia / <1>0pva OLEHKN).

English Russian
STENT IMPLANT CARD NMMAAHTALVOHHAS KAPTA
MALHEHTA
Patient Name ®NO MaymeHTa
Date of Birth [Jarta poxaeHus
Date of Implant Jata nmn.wraww
Impianiim: Physician's Name ®NO Xupxpra
g PATEL
is) 1aRY
SURAT CITY (GUJ>
GOVT. OF INDIA
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S _ o i . _ " Instruction for use
SAHAJANAND MEDICAL TECHNOLOGIES LTD. "
{Russia)
TETRILIMUS E . ) . Rev. No.: 02
A “TRILIMUS Evcrolimus cluting cobalt chrominm Date: 22-12-2022
: coronary stent system
Hospitul Iy i |
City State “opeu
Phone Number Hoviep reaedona
_Stent Hentitication Information Lcnpikatiioninie Jaimiwe cicita ,
Indicate Stent hmplant Location | VKamiie MecTo MLantaimng crena ‘
AL Cmmd s Ond Candat A, PR
. ¢ - . ¢ s
. L I S A
- - e 0
bewe b - T
o R ———
tola~t Cerz ‘..‘ T - — I —

tre: bo-mmite Aot e

{ra cate wtent imngast Jocst.on

Mg o Rorp-arme |- aarg (WS | - berery Prw moter - —— - LArALARANG MY IRA.
FE T 3 - . .. P - B -
B Y R T e e
e o e e o
. e - . -8~ . Bnatdaiundibons sl .
i e A e e - T rea IR oo
—e - a . - e - - -
»- -
. - . .. D= . -
- Cies e ae cm—ee
- .. - ——— e —— - oo
- — e reotae o
- . — - .t e oy
. . 4 -
. . - Y 4 - -
- - . .

14. PACKAGING INFORMATION, SHELF LIFE

Medical device packaging provides protection against mechanical and climatic factors during
transportation and storage.

Medical device packaging is leak-tight. The sterilits of the packaging is ensured by compliance with
the requirements of the 1ISO 11607-1 standard.

Shelf life of TETRILIMUS Lverolimus eluting coronan stent system is established for 24 months (2
years) from the date of manufacturing when stored at recommended storage cenditions (20°C 10 30°C)

and if the packaging is unopened and undamaged.
UE COPY

» R.PATEL
s WAl CITY (GUDD
COVT OF INDIA
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Instruction for use

SAMA.IANAM) MI-DICALTRCHNOLOGIES LTt). (Russia)
rin'RILIML-S F~croliinus ciutinx» cribali chromium gz:é-l\gilgz_zozz

coronar\ stent svstem

15 TRANSPORTATION AND STORA(;K CONDITIONS

Handle with care. Store in original packaging. Avoid cxposiire to direct sunlight or heals. Store in a
cool, dark and dn place.

e\ ices packaged b\ manufaciurer ma\ be Iransp(iried by all modes of transport in co\ered \ ehicics
in accordance wilh the riile.s of transportation of goods for each i\pe of transport.
The temperature at iran.sponaiion should bo between --LLI°C to-54%" with arange o fi2 X and Relative
Humidiu from 20% to 80®o with a range o f=5%.

lhe TIJRILIM | S stem s\.stem should be stored at eomrolled room temperature, nominal 20"C to
50%'. in an enclosed space in the original manufacturer's packaging for the labeled shelf life.
Implants are serviceable in the process of operation at nominal lemperaiure values from -.55"C to
-.'0%". Implants are resistant in biological Huids and secretions of the bod> tissues.

16. EA\\ IRON.MENT PROTECTION REQLTRE.ME.NTS
11 FRILIMI'S Everolimiis eiuiing coronaiy stem s\stem does not ad\ersel\ impact the environment

17. DISPO.S.AL

Products, which had contact with blood and or other biological liquids of patients should be disposed
and eliminated in accordance with the requirements for handling medical waste, established b> SanPiN
2.1.3684-21 for class D and other normaii\e legal acts of the Russian Federation.

I mised products, including the ones which expired (which had no eomacl with the biological liquids
I'f paiienis) should he disposed in accordance \\ilh the procedure of dispo”™al of solid domestic waste
established b\ the legislation of the Russian Federation forclass .\ b\ .SanPiN 2.1.3684-21.

IS. GRAPHICAL MBOE.Y
Tabic: Explanation ofSyinhols

T
LI,
Keep drs Manufacturer Dale of

1 manufacture
STERILE EO

LOT Method of

sterilization using

lialch code ctin lene oxide
oc-'l
Do not use il l?gteruaﬂr%\hl insiruclion for  Temperature  Caution, consult
package is use limitation accompans ing
damaued documents ™
PATEL
notary
SURAT
GOV'T. OF 21
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19.

Sr.

No.

1

12,

13.

14.

15

16.

17.

19,

20.

SAHAJA.NAM) MEDICAL TFC H.NOI.OGIES LTD.

TETRILIMLS IAcroMmus eluting cohull chromium

Instruction for use
(Russia)
Re\. No.: 02

Date: 22-12-2022
coronary stent system

f.ssf:\tial reqiirkmIms nppelCnslenn
TLTRII INirS I-Nerolimus eluting coronary stem s\siem is in conlomiancc with conformiu
Medical De\ ice l)irecti\e,s: Fssentiai Requirements orMIM 93 42 EEC.

Standards

MI)!) 93 42/EECas

amended In 2007 47 EC

i EX ISO 13485:2016
BS EX ISO 14971:2019

ISO 11135:2014 (E>

1
1
i ISO 25539-2:2020{Et

BS EN ISO 11607-
1:2019

EN ISO 29417:202]
' BS EN 62366-1:2015

i ISO 10993-1:2018 (E)

1

1 1SO

i
ISO

10993-3:2014 (E)

10993-4:2017

'ISO 10993-5:2009 (E)

ISO 10993-6:2016 (E)

ISO 10993-7:2008 (E)

ISO 10993-10:202! (E)

ISO 10993-11:2017(E)

ISO 10993-12:2021 (E)

ISO 10555-1:2013
(E)'Amd 1:2017

ISO 10555-4;2013 (E)/
Amd 12017

11SO 14155:2020

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

TCI'liNiE)

Table: i.i.st ofliarmonized Standards

\illc

Medical Devices Directive

MedicaM9e\ ices-Quaiiiv Management S) stems-Requircmenis
lor reeulator\ piirpo.ses
| Medical Dc\ ices: Application of Risk management to Medical
1De\'ices
Sicriii/aiion of health cure products - Elh\lene oxide -
Requirements for the dc\ clopment. validation and routine control
: of a sterilized medical dc\ ices
Cardiovascular implants - findovasculardevices Pan 2: Vascular '
stents
Packaging for lemiinaliv sterilized medical devices. Pan - 1
Requirements for materials, sterile barrier svstems and packaging
svsiems (ISO !1607-1:2006)
Information supplied b\ the manufacturer of medical devices
Medical devices Part 1 .Application of usabilii) engineering to
medical de\ iccs
Biological evaluation of medical devices - Pan 1 Evaluation and
lesline within a risk manauemcnl process
Biological evaluation of medical devices - Part 3: Tests for
Genoio.xicity. carcinotzenicitv and reproductive loxicitv
Biological evaluation of medical devices - Pan 4: Selection of
tests for interactions with blood
Biological evaluation of medical devices - I'art 5: Tests for in
vilro cvioioxicilv
Biological e\aluation of medical devices - Pan 6: Tests for local
effects after implantation
Biological evaluation of medical devices - Part 7: Eihvlene oxide
sterilization residuals
Biological evaluation of medical devices - Pan 10:. Teste for |
irritation and skin sensitization
Biological evaluation oi‘* medical devices - Part 1 Tests for;
svstemic toxicitv
Biological evaluation of medical devices -
preparation and reference materials
Inlrav ascuiat/tfatheier - Sterile, single-use catheters - Part i:
General requirements

Pan 12 Sample

“ Inirav/~ular catheter - Sterile, single-use catheters - Pan 4:

Balk”on dilatation cadietcr
of Medical devices for human subjecls:

22
ay4)?d w. PATEL

cm ccusn
GOVT OF INDIA



SAHAJANAND MKDICAL TECNNOLOCIES LTD. ('glsg;;t)'on for use

TF.TRILIMI S EvtToliimis eluting cobalt chromium Ilgz\t/ézl\ég:lgz-zozz
coronary stent svstem
Good clinical practice
"2l I1SO 14644-1:2015 (L) Cleanrooms and associated controlled environmenis - Part 1;
Classification of air cleanliness
ISO 14644-2:2015 () Cleanrooms and associated controlled environments - Part 2:

' Specillcaiions for testing and monitoring to prove continued
compliance with ISO 14644-1

2", I1SO 14644-3:2005 (L) Cleanroomsand associated controlled cm ironmenis - Pan 3: Test
methods

21 ISO 14644-4:2001 (L) Cleanrooms and associated controlled environments - Part 4:
Desiun. construction and slan-up

25 1SO 14644-5:22004 (L CleanrtHuns and as.sociaied controlled environments - Pan 5; o
Operations

26. BN LN ISO 15223- ! Medical devices. Symbols to be used with medical device labels,

12021 iabellinu and information to he supplied. General requirements
27. 1SO 80360-7:2021 Conical fittings with a 6 ®&f{l-ueri taper for s>ringes. needles, and !

cenain other medical equipment - Pan 7; General requirements

20. OISCLAIMKR or \V\ARRAViV \M> LIMITATION OF REMEDY

Ihcrc is no express or implied uarrani). including wiihoul limiiation an\ implied warraniv of
merehamabiiil) of filness for a panicular purpose, on ihe Sahajanand Medical fechnologies Lid's
produci(s) described in this Inslruction for use. Lnder no circumstances shall Sahajanand Medical
i echnologics Lid. be liable for an\ direct, indireci. incidental or eonsequetuial damages resultim» from
reuse of the produel and other than as expresskK pro\ ided b\ specific law. No person has the auihoriix
to bind Sahajanand Medical | echnt'logies Ltd. to any representation or warranty c.xcept as spccillcaiK
sei forth herein.

Description or specification in Sahajanand Medical fechnologies Ltd. printed matter, including this
Instruction for use. are meant solely to generally describe the product at the lime of manufacture and

do not constitute an\ express \sarranties.
21. MAINTENANCE AND REPAIR

I his medical dev ice is not subject to repair and maintenance.

r R. PATEL

notary

SUKaT city (GUO
GOVT, or INDIA
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SAHAJANAND MEDICAL TECHNOLOGIES LTD. Hucrpysuus no

(CAXATKAHAHA MEAHKA TEKHOJOMKHC JIT,) | nprMeHenHw
CreHT KopoHapHiit koGanbT-xpomoemit TETRILIMUS ¢ (Poccnn)
NeKapCTBEHHBIM TIOKPLITHEM IBEPONHMYC HA CHCTEME Bepein M 02

Aocraskn Java: 22-12-2022

P ‘,’V, - N

Sl

Lt
')

HHCTpYKIMS N0 NPHMEHEHHRIO
MEAHIIHHCKOI0 H3AeHA

CTteHT KopoHapHblii ko6anbT-xpoMoBbiit TETRILIMUS ¢
JeKAPCTBEHHLIM NNOKPLITHEM JBEPOJIMMYC HA CHCTEME JOCTABKH

Ilponssoaurvean/H3roToBurelsn: IIpou3BoacTBeHHAE NAOIPATKA:
Caxamxanana Menukan TekHonoTxue JIta.  «Caxamxkanana Meaukan Texknoaoxxuc Jita.n
«Caxapxanana DereiiT» (“Sahajanand Yyacrok Ne 33, 34, 35. 52. 53, 54, Ocobas
Estate™). Baxapunasaam. 3KOHOMMuecKas 30na Cypar, r. Caiuun,

Hup Jlabxoau Yap Pacra. Bea Poya, Cypar — 394230, I'ymoxapat. UHaua

Cypat — 395004, I'y1xapat, HHans {Plot No. 33, 34, 35. 52, 53, 54, Surat Special

{Wakhariawadi, Near Dabholi Char Rasta. Economic Zone. Sachin,

Ved Road. Surat — 395004. Gujarat. India) Surat — 394230 Gujarat, India)
Ten.: +91 261 6112800.

daxc: +91 261 6112801

3. noyta: contact@sahmed.com

YpoanoMouennnii npencrapnrens npouspoaurens B Poccun:

. O61wectBo ¢ orpaHnyerHolt oTeeTcTBeHHOCTEIO «CMT CHIM (000 «CMT CHI »).
KpacnoGoratmpckaa va., 89, ctp. 1. atax 5. nomewenue 109, 110.
Mocksa, 107076, Poccus
Ten.: 8 (495) 280-70-26
3. noyta: smtcis@smtpl.com

Onobpeno: Apyn Karxupa
Crapwu#t Menenxep — Otaen KavuecTsa

Moanuck (Apyn Karxupa)

IMeuars: Caxapkanann Meaukan
TexHono ¢ Jinmuren, CAYHUH

Kauecrsa (QA

Tewars: HOTAPHYC * NPABUTENBCTBO UHIHH * AMAP P. [TATEN * FOPOR CYPAT (TJTXK.) * Per. No 12739 * Cpox 2efictaus
30.0).2027 r.
Uraun: KOMKA BEPHA * AMAP P. ATET * HOTAPHYC * TOPOJ CYPAT ([ JTX.) * MPABHTEILC TRO UHHHN
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SAHAJANAND MEDICAL TECHNOLOGIES LTD.

HECTpYKUHa no

(CAXAJUKAHAHA MEJIHKAJ TEKHOJIOIKHUC ATA) | npuMenennio
T Crenr koponapbii ko6anbt-xpomosui TETRILIMUS ¢ | (Pocems)
NIeXapCTBEHHDIM MOKPLITHEM 3BEPOSHMYC HA CHCTEME
> P JOCTaBKYU ¢ Bepena Ne: 02
Java: 22-12-2022
Ornasaenue

1. HAHMEHOBAHHE MEAHUNHCKOFO U3AEJNIA 4
2. ONHCAHHE U3AEANA 4
2.1 ONBCABHE KOMNOHEHTOB H3AENKA ., 4
22, OTTHC AHUE IEKAPC TBEHHOT O BEILIECTBA 8

3 ONHUCAHHE NOCTABKN 9
4. HA3IHAUYEHHE / NOKA3ZAHNA K NIPHMEHEHHIO 9
L] NMPOTHBOMOKA3ZAHNA 10
6. HEXEITATE.TbHBIE ABIEHHA 10
. 6.1. TTOTEHLIMAIbHBIE HEXE-TATENbHbIE SBJIEHUA 10
7. NPEAYMPEAKIEHNSA 12
8. MEPbI NPEAOCTOPOXHOCTH 12
8.1, QBLIME MEPbI TTPEAOCTOPONHOCTH 12
8.3.1.  OBILME MEPb! IIPEAOCTOPOAHOCTH 12
8.1.2. TIEPOPA/IbHAA AHTHATPEFAHTHAA TEPANMA .12
8.2 HCBORbIOBAHHWE HECKOJIBKHX CTEHTOB 13

CTENEHD BO3AEACTBUS HA NALIMEHTA JTEKAPCTBEHHOTO BELUECTBA Y 1I0MMEPA HATIPAMYIQ CBA3SAHA €
KOMWYECTBOM H OBUIER JIMHOA UMIIAHTHPOBAHHBIX CTEHTOB. UCTIONb30BAHNE BOJIEE ABYX KOPOHAPHBIX
KOBAJILT-XPOMOBGIX CTEHTOB TETRILIMUS € JIEKAPCTBEHHBIM NOKPAITHEM JBEPOIMMYC HA CHCTEME

8.3.
84.
8.5,
85.1.
85.2,
8.5.3.
8.5.4.

8.6.
. 8.7.
8.8.
8.9.
8.10.
8.11.
8.12.

9.1
9.2.
9.3.
94.
9.5.

AOCTABKH K3YYEHO HEAOC TATOUHO. 13
BPAXUTEPATIHA 13
HCNONLIOBAHHE B COYETAHWUH C APYTUMH MPOLIEAYPAMH 13
HCNOnL30BAHME ¥ OCOBBIX 1'PYIHI HACEAERNA 14
BEPEMEHHOCTH 14
JIAKTALUMA 14
TIPUMEHEHNE B ITEAVUATPHH .... 14
[MPUMEHEHUE B TEPHATPIHK 14
XAPAKTEPHCTHKH NOPAXEHWA / COCYIA 24
JIEKAPCTBEHHOE B3AMMOJEACTBME 15
MATHMTHO-PE3OHAHCHAA TOMOTPAGWA (MPT )} — MUIPALINSA CTEHTA 15
MEPH NPEJZOCTOPOKHOCTH NPU OBPALLIEHHH CO CTEHTOM 15
MEPBI NMPEAOCCTOPOXHOCTH ITPH UMIUTAHTALIMM CTEHTA 16
MEPbI NMPEJOCTOPORHOC TH [P M3BTEYEHWHM CTEHTA/CUCTEMBI 17
MEPBI ITPEAOCTOPOXXHOCTH TNTOCAE HMNAHT ALK .18

9. HWHOPOPMALHA O JEKAPCTBEHHOM BEWMECTBE 18
MEXAHU3M NEACTBHA 18
B3AUMORENCTBUE C NEKAPCTBEHHBIMH CPELCTBAMM H APYTHMM BEILECTBAMH 18
KAHLUEPOTEHHOCTb. FTEHOTOKCHYHOC T M PENPOAYKTHBHAS TOKCHYHOCTD. ' 19
BEPEMEHHOCTb 20
JIAKTALMA 20

10. HHAHBHAYAAbHBINA NOAXOA K JEUEHHIO 20

11. HHOOPMALIHA LA NALHEHTOB 20

2

Ilewarn: HOTAPHYC * NPABUTENLCTBO HHAWNM * AMAP P. ITATEN ¢ I'OPOJT CYPAT ([DK.) * Per. Ne 12739 * Cpok aeficens

30.01.2027r.

Ltraun: KONMUA BEPHA * AMAP P. NATEN * HOTAPUYC * TOPOJI CYPAT (F1XK.) * NPABHMTESIGC TBO HBAUN
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CrexT xopoHapHuil koSankT-xpomosmit TETRILIMUS ¢
REKAPCTBEHHLIM MOKPHITHEM IBEPOSTHMYC Ha CHCTEME
J0CTaBKH

SAHAJANAND MEDICAL TECHNOLOGIES LTD. Hucrpyxuns no
(CAXAKAHAHA MEAHKAJI TEKHOJIO/UKHC JITA.) | npumencuno
(Poccun)

Bepcus Ne: 02
Jdava: 22-12-2022

12.

PYROBOACTBO NOTb30OBATENSA / HHOOPMAKRNS O KIIHHHYECKOM

HCNOJAB3IOBAHHH 21
12.1.  JOCTYN K YNAKOBKE. COAEPKALIEN CTEPHIABHYIO CUCTEMY JIOCTABKH CTEHTA 21
122, [IPOBEPKA IEPEA HCHONLIOBAHHEM 21
12.3. HEOBNOIIMBIE MATEPHA/IbI 21
12.4. TTOMTOTORKA, .11 ccstitnissisecnsansassassonssssansansirmsmssosssestsssassestestossasssssssssssssnsarnersessesssessssansasesonssnonsesessosses sones 22
124,1,  TIPOMBIBAHHE NPOCBETA [IPOBOHMKA 22
124.2.  1I0ATOTOBKA CUCTEMbBI AOCTABKH 22
12,5, TTPOLEEAYPA NOCTABKH 22
12.6.  TTPOLIEAYPA PAIBEPTHIBAHUA 23
12.7.  TIPOUEAYPA H3BIEYEHMA 24

13, HHGOPMALNA JUIA NALNHEHTOB 24

. 14. CBEJAEHHA OB YTIAKOBKE. CPOK FOAHOCTH 25

185. YCAOBHUA TPARCIOPTHPOBKHN H XPAHEHHA 26

16. TPEBOBAHIA K OXPAHE OKPYXAIOUIEN CPEIB 26

17. YTH.IH3ALIKRA 26

19, MEPEYEHDb OCHOBHbBIX TPHMEHUMbLIX CTAHAAPTOB 27

20. FAPAHTHA 11 OFPAHHUMEHHE OTBETCTBEHHOCTH 29

21, TEXHHUECKOE OBCAYAHBAHHE H PEMOHT MEIHLUHWHCKOTO H3AEAHS ... coia000ee 29

3

Tlewars: HOTAPHYC * TIPABUTENILCTBO UHAWM * AMAP P. [IATES * TOPOA CYPAT (IDK.) * Per. Ne 12739 * Cpok aeiicteus

30.01.2027r.
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SAHAJANAND MEDICAL TECHNOLOGIES LTD. Hucrpyxuns no
CAXATKAHAHA MEAUKAJ TEKHOJIOKHC JITA.) | npumenenumo

Crent kopoHapHbih koGansT-xpomossiii TETRILIMUS ¢ (Poceus)
NeKapCTBEHHLIM NOKPHTHEM DBEPOIHMYC HA CHCTeMe Be N 02

AocTaskn Jlava: 22-12-2022

o)
)
o i

1. HAHMEHOBAHHE MEJUIIHHCKOIr'O H3/IEJIUS

CTedT KopoHapHbiii  kofanbT-xpomoeetéi TETRILIMUS ¢ nexapcTBEeHMBIM MOKPEITHEM
3BEpOIMMYC Ha CHCTEME J0CTAaBKM (nanee — CTEHT Ha cHcTeMe aocTaekd TETRILIMUS, crenr
kopoHaptbil TETRILIMUS, crent TETRILIMUS. meauuuxckoe winenne. uazenne),

2, ONMUCAHHE U3AEJIMA

Crent xoponaphbifi  KoGanbT-xpomoebiii TETRILIMUS ¢ nekapcTBeHHBIM NOKPHITHEM

IBEPOIHMYC HA CHCTEME NOCTABKM SABISETCA HOBLIM NOKONCHHEM KOPOHADHBIX CTEHTOB ¢

ACKAPCTBEHHLIM NOKPLITHEM DBEPOUMYC,

CreHT Ha cucteme noctaekn TETRILIMUS - 370 MeIHUMHCKOS H3AENHE, KOTOPOE COCTOHT M3

ABYX KOMNOHECHTOB: NACCHBHOTO KOMIIOHEHTa — CTEHT-NNaTGopMbl (KOPOHAPHOTO CTEHTA W3

kobanLT-xpoMosore cnaaea. naarpopma Tetrinium) U AKTHBHOIO KOMNOHEHTA — TEKAPCTBEHHOTO
. BewlecTBa (GOpMbI  NEKAPCTBEHHONO BEUNECTBA JBEPONHMYC M CMecH GuopanaraeMbix

NONUMEPOB). i

2.1. OnucaHAe KOMNOHEHTOB HITETHS
Crent Ha cucreme noctasky TETRILIMUS coctouT u3 6annoHopacluMpseMoro CTeHTa
(xoponapHoro cTeHTa M3 KofanbT-xpoMoBoro cni1aea L6035 ¢ yasTpaTonkol Tomuunok Ganok (60
MKM)).  MOKpBITOrO  NIEKAPCTBEHHBIM  BELIECTBOM  JBEPOIMMYC Ha  DOAUMEPHO#N
Guonerpasupyemoil 0CHOBE, YCTAHOBNEHHOTO HA CHCTEME JOCTaBKM.
Crent TETRILIMUS ycTaHoBNeH Ha CHCTeMe JOCTaBKH SuicTpoit cmennt (rapid exchange (RX))
JUIA MUMONAHTUPOBAHHA CTCHTA B LENEBOM Y4acTke aprepuu. [locne NOCTIOKEHHA ueieBoro
y4acTka 6a110HHbIA KaTeTep GLICTPOHR CMEHBI HAMOMNAETCA, A CTEHT PaCIUHPAETCS A0 PAIMEPOB
apTepu n GUKCHPYETCA Ha MecTe. 00pasya KapKac. KOTOPbill TOAIepXKUBACT NPOCBET OTKPHITEIM.
Tocae 31oro GanmnoHHLIA KaTeTep CAYBAETCS # YAANAETCH, B TO BPEMA KAK CTEHT OCTaeTCH Ha
MECTe NOCTOAHHO, OH MOXET BbIICPXKUBATL AABICHUE PAAMANLHONO YCHIIHA H OfecreyuBaeT
MEXAHWYECKYIO NOAACPKKY 11 NPEAOTEPALIEHHR CYKEHHA apTEPHU.
BuyTpennuii npocBeT GainoHHOTO KaTeTepa PacCUMTAH HA CTAHAAPTHHI NPOBOAHUK mita UTKA
AvametpoM 0.014 moiima. [IpoBOAHMK BBOAMTCA B HSKOHEUHMK KaTETEpa M BBLIXOIMT W3
ANCTANBHOrO nopra Ana OLICTPo CMeHBbI, TeM caMbiM OGECTIEUHBAN KAK KOAKCHATbHOE
. YNpapieHHe, Tak K GLICTPYIO 3aMEHY KAaTeTepa ¢ NOMOIIBIO OFHORO NPOBOAHHKA CTaHIApTHON
anutbl. KoHCTpyKuMs GanioHHOro KaTeTepa He COACPHT MPOCBET 1A AKCTANLHOTO BNPHICKA
KPacHTEA WM TUCTAIbHBIX H3MEpeHHit RaBIeHNA.
JlBa  PEHTreHKOMTPACTHBIX  MJATHHOBO-WPHAMEBBX  MAapKepa,  PacloNOKEHHbIE  Ha
NPOKCHMAIbLHON YaCTH CHCTEMBL JOCTABKH Ha paccTOAHKH 900 Mm u 1000 MM OT HaKOHeuHHKA,
YKa3shiBaloOT NOMOXKEHUE KaTeTepa CHCTEMBI JOCTaBKY OTHOCHTEILHO HAKOHEURHKa GpaxuansHoro
UIH eMopanbHOro NPOBOIHHKOBOTO KaTeTepa.

4

Mewars: HOTAPHYC * MPABHTENBCTBO HHANK * AMAP P. TTATEJ * FOPOJ] CYPAT (IDK.) * Per. Ne 12739 * Cpok aeficrans
30.01.2027r.
Wiramn: KOITHS BEPHA * AMAP P. TIATE.1 * HOTAPHYC * FOPOJ] CYPAT (I/UK.) * [IPABHTEJIbCTBO MH/IMH
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SAHAJANAND MEDICAL TECHNOLOGIES LTD. UHcTpyxkuus no
(CAXATXKAHAHA MEAUKAJ TEKHOJOAXKHUC JTA.) | npumenenuto

T :L Ctent KopoHapHblit ko6aabT-xpomossiii TETRILIMUS ¢ (Poccun)

JI€KApCTBEHHBIM NOKPbLITHEM 'BBeponu.“yc Ha CHCTEME
J0CTaBKH

Bepcuna Ne: 02
Jara: 22-12-2022

PHC)’HOI\': Crenr, YCTaHOBJ/IEHHbIH HA CHCTEME JOCTABKH

Crent

t{ 140ew ——————
_ 25 cu Butoa aposoannxa

e s
- —

+t+—r
+—>

0,72 My 0,95 mm

CHcremMa 10CTaBKH CTEHT

Pucynok: Cxema coes nokpsiTus crenta TETRILIMUS

Bepxusit cofi D
Cpeaunit cioft B

bazosniii ciofi A

[MoanmepHoe MOKpPbLITHE ¢ aKTHBHLIM (HapMALEBTHYECKHM HWHIPEIMEHTOM JBEPOIUMYCOM
HaHOCHTCA Ha BCIO N.101a1b a0 IIOMHHAIbHOM NOBEPXHOCTH CTEHTA.
Kaz1blii c.10#t NOKPLITHA BKIIOYAET C.1€1VIOLUNE WHIPEAREHTI:
1. bazosbiit cnoit (ca0it A): Deepoaumyc + TMoau-L-naktua + [loau-L-naktua-ko-
KarnpoaakToH + ByTHArnapokcHTonyo. + pacTBopHTE Db
2. Cpeanuit cao#t (cnot B): Dsepoaumyc + [loau-L-aaktua + [loau-L-1aktua-ko-
Kanpo.1akToH + ByTuaruapokcutoayon + pacteopurens
3. Bepxuuii cnoit (croit D): TMoausuunanupponuion + auerar DL-a-Tokodepora +
' pacTBOpHTE.Ib

Crent Ha cucteme noctaskd TETRILIMUS nokaszaH 111 yBeIMuYeHHMs NpocBeTa KOPOHAPHBIX
apTepHii y MauHeHTOB C MUIEMHUYECKOH §0/1€3HbIO Ceplua BCAEICTBUE NOPAKEHUS apTEpHii ¢
anameTpom cocyaa ot 2.00 MM 10 4.50 mum.

Crent TETRILIMUS u3rotaBnuBaeTcs pa3nH4HbIX pa3sMepoB: 1MaMeTpoM oT 2.00 MM 10 4.50 Mm
U UTHHOM OT 8 MM 10 48 MMm.

Tab6.auua: Marpuna pa3MepoB H TEXHHYECKHE XaPAKTEPHCTHKH
200x8:225x8;2.50x8:2.75x8:3.00x 8;3.50x8:

x12:3.00x12:3.50x12:4.00x12:4.50x12:2.00 x
16:2.25x16:2.50x16;2.75x16;3.00x 16:3.50x 16;
4.00 x 16: 4.50 x 16: 2.00 x 20: 2.25 x 20: 2.50 x 20:
2.75 x 20; 3.00 x 20: 3.50 x 20; 4.00 x 20: 4.50 x 20:

5

TMevars: HOTAPHYC * [IPABHTE/ILCTBO HHAMH * AMAP P. TTATEJ * TOPOA CYPAT (I'TK.) * Per. Ne 12739 * Cpox acficteus
30.01.2027 r.
Utramn: KOMHSA BEPHA * AMAP P. TATE.1 * HOTAPHYC * TOPOR CYPAT (I'JTXK.) * IPABMTE.TbC TBO HHJMH
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SAHAJANAND MEDICAL TECHNOLOGIES LTD.
(CAXAIXAHAHA MEAUKAN TEKHONMOAXKUC NTA)

CTeHT KOpOHapHbIii KobanbT-xpomoBbli TETRILIM US ¢

MHCcTpyKuUua no
NPUMEHEHNIo
(Poccus)

JIEKapPCTBEHHbLIM MOKPLITUEM 3BEPOJIMMYC Ha CUCTEME

Martepuan cTeHTa
KoHCTpyKUMSa cTeHTa

Mnatopma cTeHTa
Pa3wmep cTpaTtbl cTeHTa
C>XnMaemocTb
OTpava(pekoiin)
JlekapcTBeHHbIN NpenapaT
Twvin nonnmepos

MakcumanbHbI NPogub 6asioHa

PaccTosiHve Mexay KOJbLEeBbIMU
MeTKamu

JnuvHa 6bICTPOCMEHHOT 0
CoeiMHEHNS

PaccTtosAHMe ancTasibHbIX
BM3Yya/IbHbIX MapPKepoB OT KOHYMKa
PaccTosiHve NpoKcMasibHbIX
BM3Yya/IbHbIX MapKepoB OT KOHYMKa
BHewHWA anameTp NPOKCUMASIbHOA
YaCcTU CTEPXKHSA
BHeLHWA gnameTp AUCTaIbHOM
YacTu CTePXKHSA
[nnHa KoH4YmKa 6annoHa

Bepcusa Ne: 02
[ara; 22-12-2022

[OCTaBKU

2.00 X 24; 2.25 x 24; 2.50 x 24; 2.75 x 24; 3.00 x 24
3.50 x 24; 4.00 x 24; 450 x 24; 2.00 x 28; 2.25 x 28
2.50 x 28; 2.75 x 28; 3.00 x 28; 3.50 x 28; 4.00 x 28
4.50 x 28; 2.00 x 32; 2.25 x 32; 2.50 x 32: 2.75 x 32
3.00 x 32; 3.50 x 32; 4.00 x 32; 4.50 x 32; 2.00 x 36
2.25 X 36; 2.50 x 36; 2.75 x 36; 3.00 x 36; 3.50 x 36
4.00 x 36; 4.50 x 36; 2.00 x 40; 2.25 x 40; 2.50 x 40
2.75 X 40; 3.00 x 40; 3.50 x 40; 4.00 x 40; 4.50 x 40
2.00 x 44; 2.25 x 44; 2,50 x 44; 2.75 x 44; 3.00 x 44
3.50 x 44; 4.00 x 44; 4,50 x 44; 2.00 x 48; 2.25 x 48
2.50 x 48; 2.75 x 48; 3.00 x 48; 3.50 x 48; 4.00 x 48
4.50 x 48
Kob6anbT-xpomoBblii cnnias L-605
3MeeBUAHbIN NPOtn/b Bblipe3aH /1a3epom n3
6ecLLIOBHON TPYyOKM
Tetrinium
TonwwmHa: 0.06 mm (60 MKM)
<3%
<4%
3Beponnmyc
»MopasnaraeMblie noMMepsbl
Pasmep gnameTtpa
6annoHa (Mm)

MakcumasnbHbIi
npogunb 6annoHa (Mm)

2.00 He 6onee 1.05 mm
2.25 He 6onee 1.10 mm
2.50 He 6onee 1.16 mm
2.75 He 6onee 1.36 mm
3.00 He 6onee 1.30 mm
3.50 He 6onee 1.41mm
4.00 He 6onee 1.48 mm
4.50 He 6onee 1.61Mm

B cooTBeTCTBUM C A/IMHHOWN 6anioHa £ 1 MM
250 mm £ 20 MM

900 mm £ 20 MM

1000 MM £ 20 MM

0.72 mm (2.16 F) / He meHee 0.644 mm

0.95 mm (2.8 F) / He meHee 0.891 mm
2.00 mm - 3.00 Mm

Mevars: HOTAPUYC * MPABUTENBCTBO NHAOUW * AMAP P. MATE/ * TOPO/A CYPAT (F4X.) * Per. Ne 12739 *
Cpok gevicteus 30.1.2022 T.

LTamn; KONWA BEPHA * AMAP P. MATEN * HOTAPUYC * FTOPO[ CYPAT (FAX.) * MPABUTE/BLCTBO MHONW
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SAHAJANAND MEDICALTECHNOLOGIES LTD. MHCcTpyKLMA no
(CAXAOXAHAHAO MEOAVNKAN TEKHONOAXWC NTA.) npumeHeHWo

o SMil CTEeHT KOPOHapHbI Ko6anbT-xpoMoBbIi TETRILIMUS ¢ (Poccns)
NEKapCTBEHHBLIM MOKPbITUEM JBEPONMMYC Ha CUCTeME
JOCTaBKM Bepcuna Ne: 02

[arta; 22-12-2022

[dnameTp 3alUTHOM NPOBOMOKMK 0.391 mm +£0.051 mm (SS)
ApheKTNBHAA A/IHA CUCTEMBI 1400 mm (140 cm) (80 / -40) mm
[0CTaBKM

BannoH 3 HeiinoHa, HOMMHa/IbHO Ha 1 MM A/IMHHee
CUCTeMa GannoHHOrO KaTeTepa s CTeHTa. [/ivHa W MeCTOMOJIOXKEeHMEe YCTaHOBMEHHOr0
[I0CTABKM CTeHTa CTeHTa OnpeaenstoTcsa ABYMS PEHTreHOKOHTPaCTHbIMMU
MapKepaMn Ha NPOKCUMasIbHOM W AUCTa/IbHOM KOHLax
CTeHTa.
*HA: 8 atm (811 kIMa) ana 2.00 n 2.25 Mmm,
10 atm (1013 kMa) gns 2.50-3.00 mm,
11 atm (1115 kIMa) gns 3.50-4.50 mm.
PAP: 16 atm (1621 KIMa) ansa Bcex pasmepos.

JaBneHve HakavynmsaHuA 6annoHa

MpoBOAHMKOBbLIN KaTeTep 5F (1.67 mm) coBMeCTUMbIA (MUH.)
OunameTp npoBogHMKa 0.014” (0.36 mm)

KoHHeKTOp 6%

JTroep Tuna KOHyCHOCTb

female

OCHOBbIBATbLCA Ha XapakKTepUCTUKax yyacTka nopaxeHus.
MpumeyaHwue: |IF akBnBaneHTHO 0.33 MM.

H/A:. HoMMHanbHOe aaBneHue, PAP; pacyeTHOe AaBneHne paspbisa
latm = 1.01325 6ap = 101.325 klla

Tabnuua: NHhopmaums in vitro
JaBneHve 2.00 2.25 2.50 2.75 3.00 3.50 4.00 4.50

(at™m) MM MM MM MM MM MM MM MM
8 2.02 2.23 2.46 2.69 2.92 3.27 3.86 4.28
9 2.06 2.27 2.48 2.73 2.97 3.32 3.92 4.34
10 2.10 2.30 2.50 2.76 3.02 3.37 3.97 4.41
11 2.13 2.33 2.52 2.78 3.05 3.50 4.01 4.50
12 2.16 2.35 2.53 2.81 3.09 3.56 4.05 4.56
13 2.18 2.37 2.55 2.83 3.13 3.61 4.08 4.62
14 2.20 2.39 2.57 2.86 3.16 3.65 4.12 4.68
15 2.23 2.43 2.60 2.89 3.19 3.69 4.16 4.72
16 2.26 2.45 2.63 : 293 3.22 3.72 ;~ 4.18,;1 m4.75 i

MpumeyaHne: Bce xapakTepucTUKA UMEOT LOMYCTUMOE OTK/NOHeHNe + 10%
3eneHblii hoH: HA (HomuHanbHoe aasneHne, NP): 8 atm (811 KIMa) Ans 6an10HOB AMaMeTPOM

Meyvats; HOTAPNYC * MPABUTENBCTBO UHANW * AMAP P. MATEN * TOPOL, CYPAT (F4X.) * Per. Ne 12739 *
Cpok peiictBus 30.1.2022 r.

LTamn: KON BEPHA * AMAP P. MATENT * HOTAPUYC *TOPO/, CYPAT (FAX.) * MPABUTENBCTBO MHAWN
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SAHAJANAND MEDICAL TECHNOLOGIES LTD, Hucrpykuus no
(CAXAKAHAHA MEAHKAN TEKHOJIO/DKUC JITA) | npumenenno

Y CreHT kopoHapHilt koGansT-xpomoswii TETRILIMUS ¢ (Poccun)
71EKAPCTBEHHBIM TIOKPHITHEM JBEPOTHMYC Ha CHCTEME
add *P N0CTABKH POTHMY Bepcua Ne: 02

JAara; 22-12-2022

oT 2.00 mm 20 2.25 mm: 10 at™ (1013 kla) ana Gannoxos anameTpom o1 2.50 mm a0 3.00 mm:
11 at™ (11135 kITa) ana 6annoHoB anamMeTpoM ot 3.50 MM 10 4.50 MM.

Kpacustii ¢on: P/IP (pacueTtHoe narnenue paspsisa, RBP): 16 atm (1621 xIla) aas Beex
pa3mepos.
1 atm = 1.01325 6ap = 101,325 k[1a

2.2, Onncanue NeKaPCTBEHHONO BEUECTBA
AKTHBHBIM (apmauesTHueckuM nurpeanenToM (ADQH) B crente TETRILIMUS sasnsercs
JBepONHMYC. IBEPONHMYC ABRAETCA CHHTETHYECKMM NPOHU3BOAHBIM MAKPOLMKIHHECKOrO
naktoHa Cuponumyca, o6najaomero HMMYHOCYTIDECCHBHBIMM  cBoitcTBamu. Popmyna
Jsepoanmyca:  (40-O-[2-rhapokcusatun)-Panamuumn). 1o amator  Cuponumyca ¢
. CAHHCTBEHHLIM MUHHMANLHEIM M3MCHEHHUEM €r0 MOJEKYNAPHOA CTPYKTYPH (nozuums 40) 6e3
XuUMuueckoi Moaudukauun cssssisatoulero aomMeda mTOR. CnexosareabHo. ero aehcTaue
aHatoryyno CHPOIHMYCY. B KayecTBe MHrHGMTOpa MUILEHH DPaANaMHLIMHA MIICKOMIATAIOLINX
(MTOR) On 6noxupyer axktupaumio mTOR. YTO NMPHBOIMT K 3aJepKKE TPOrpECCHPOBAHHS
KNETOYHOTO IHK12 Mex1y ¢aszamu Gl n S v B KOHeuwHOM Wrore GNOKHpYeT nponudepaiHio
KIETOK II1aAKMX MbILLILL.
Hassanne 3seponnmyca coraacno Homenxnarype HIOTIAK - auruapoker-12-[(2R)-1-f(1S. 3R.
4R)-4-(2-ruIpoKCHITOKCH)-3-MeTOKCHUMKNOreKCHA]nponan-2-Un] - 19.30-aumeroxcn 15. 17,
21. 23, 29. 35-rekcametna-11. 36-anokca-4-asaTpuunkno[30.3.1.04, 9]rexcarpuakounra-16, 24,
26. 28-tetpaen-2. 3. 10. 14. 20-nenton. MonexynspHaa popmyaa — Cs3sHgsNO\ 4, a Monexynaphasn
macca — 958,22 r/monb. CTpYKTYpHas GopMyna DBEPOAHMYCa IPHBEACHA HHXKE.

Pacynok: CTpyxrypHan dopmyaa Ipepoanmyca

CH

IBEPOaUMYC — 3T0 Genblit HAH He coBceM Oe/Ibili MOPOLIOK, PaCTBOPHMBIR B METaHONE, ITaHONE
1 xnopogopme. OH 0YEHD NIOXO PacTBOPAETCH B BOAE,

HeakTnBHbMil MHrpeaMeHT B KopoHapHoM cTente TETRILIMUS npeacragaser coboi
KoMOMHAUWMIO OMOCOBMECTHMBIX, OMOpasNaraeMbix noauMepos, pa3paboTaHHLIX  Ans
oflecnieueHUA 3anNporpaMMHpPOBAHHOTO BhHICBOGOXAEHHA npenapara. [lonuMepHbie uenu
THAPONH3UPYIOTC ¢ 00pazoBaHHeM MOHOMEPHBIX KHCIOT, nocTymaiomux 8 uukn Kpebea, B
OCHOBHOM ¢ obpazosatnem yraekucnoro raza (COz) u Bogas (H20). KoTopbie BHBORATCH ¢ MOMO#H.

TNeyars: HOTAPHYC ¢ [TIPABUTENLCTBO HHAHW * AMAP P. TATEN * FOPOI CYPAT (T K.} * Per. Ne 12739 * Cpox aclicteun
30.01.2027 r.
[liramn: KOTIMA BEPHA * AMAP P. RATES * HOTAPHYC * FOPOA CYPAT (TIUK.) * IIPABHTE/IbC TBO WHIUM
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SAHAJANAND MEDICAL TECHNOLOGIES LTD. HucrpyKuus no
(CAXATDKAHAHA MEAMKAJI TEKHOJOIKHUC JITA,) | npumenennio
LT e {Poccnn)

CteHT KoponapHbi#t koGanbr-xpomosstii TETRILIMUS ¢
AEKAPCTBEHHBIM NMOKPLITHEM IBEPOAUMYC Ha CHCTEME

NOCTABKH Bepcua Ne: 02

Jara: 22-12-2022

Hopmaashoe coaepkanne akTHBHOTO WHIpeAHEHTa JBeporuMyca Ha cTeHTe konebaercs ot 23
20 221 MKF B 3aBHCHMOCTH OT JUIHHLL cTeHTa. Ob1iiee coaepiaHie HEKapCTBEHHOO BELECTBA ANS
BCEX pasmepos kopoHapHoro ctenta TETRILIMUS yxa3zano B Tabauiie RHxe.

Tabanua: Obwmee cogepxanne JexapcTBennoro pemecrsa na creare TETRILIMUS
(anA BeeX THOOPAIMEPOB CTEHTA)

HomunansHoe cozepxanne Isepoanmyc (Mkr)
Anuua crenva
Ne Auamerp cocyna | JAuamerp cocyaa | HAmamerp cocyaa
(o) {2.00 - 2.25 mm) (2.50 - 3.50 mm) (4.00 — 4.50 mm)
‘ 1. 8 23 30 37
2. 12 35 45 55
3. 16 47 60 74
4. 20 60 76 2
5. 24 I 9] 111
6. 28 84 106 129
7. 32 95 121 147
8. 36 107 136 165
9. 40 119 151 184
10. 44 131 166 202
1. 48 143 181 221
Hpuveyanue: [Honvex = 10% om HOMUMATOHO20 COOEPIHCAHUR NPENAPAMQ RBAREMCR
npueMIeMu M,
. 3. OIMMCAHME INOCTABKH

CrepunbHo — npeHaHa4Yeno A3 oaHOXpaTHoOro npuMereHus. He crepunnsosats nosTopHo.
He npnMeHaTs, eCal YNakoBKa BCKPHTa HIH NOBPEKACHHA.
ARKPOTeHno.

Cocras:

Onun (1) Crent KopoHapHbiit kobansT-xpomosblii TETRILIMUS ¢ nekapcTBEHHBIM NOKPHITHEM
SBEpoNHMYC Ha CHCTEME JOCTaBKH.

Oana (1) UHCTpyKuma o npuMeHeHHIO

Oana (1) UmnaanTanmuonHas kapra / ®opma OUEHKH

4. HAZHAYEHME / TTIOKA3ZAHHA K TIPHMEHEHHIO
Crent KoposapHbifi kobameT-xpomoBuii TETRILIMUS ¢ ;leKapcTBEHHBM NOKpHITHEM
IBEPONMMYC HA CHCTEME NOCTaBKH MpEIHA3Ha4YeH ANA YBENWYEHHA NPOCBETA KOPOHAPHBIX

9

Neuars: HOTAPHYC * NIPABHTE/MLCTBO HHIAMH ® AMAP P. NATES * TOPOA CYPAT (IJUK.) * Per. Ne 12739 * Cpok aeficrsnx
30.01.2027r.
Uhramn: KOMIAA BEPHA * AMAP P. [TATE.T * HOTAPNYC * FTOPOA CYPAT (FXK.) * NIPABUTEJILC TBO MHAUU
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SAHAJANAND MEDICAL TECHNOLOGIES LTD. Hncrpyxuus no
(CAXATKAHAHA MEJHKAJ TEKHOJO/UKHC JITA.) | npumencenuio

CrenT KOpoHapHuH KoGansT-xpomossiit TETRILIMUS ¢ (Poccus)
7eKAPCTBEHHLIM TIOKPEITHEM IBEPOTUMYC HA CHCTeME Sevcnn Jo: 02

AloCTaBkH Hara: 22-12-2022

R
it
i

aprepuit ¥ DAUMEHTOB ¢ MleMU4eckol Gone3Hbi0 cepaua BCIEACTBUE NOPaXeHHA apTepHil C
aunameTpoM cocyaa ot 2.00 MM 10 4.50 Mm.

5. NMPOTHBOINOKA3AHHA
Hcnonbacsawue kopoHaphoro koGanbT-xpomosoro crenta TETRILIMUS ¢ nexapcTeeHHbIM
NOKPLITHEM JBEPONUMYC HA CHCTEME AOCTABKM NPOTHBOMOKA3AHO CAEYIOWHM KATETOPHAM

NaUVueHTOoB:
e TlauweHtaM ¢ nNPOTHBONOKa3aHHEM K aHTH-TPOMGOUMTAPHOW/AHTHKOATYIAHTHOM
Tepanuu.
¢ TlauuentaM ¢ NOBPEKICHHEM, NPENATCTBYIOWMM MOIHOMY Pa3AYBaHMIO GawioHa And
SHrHONMACTHKH,

lMaunenTaM ¢ AMArHOCTHPOBAHHOMH THNEPUYBCTBHTENILHOCTLIO K 3BEPONIHM)CY.
FlaunenTam ¢ IMarHOCTHPORAHHOI aineprieil Ha KoGankT n Xpom.

TaupenTaM ¢ AHarHOCTHPOBaHHOI anneprieil Ha SnopasnaraemMsie MONUMEPH.
TMoaMmepst MOFYT YCHAMBATL BOCMANHTENBHbIC PEAKUHH M NPOTPOMOOTHYECKYIO
OTBETHYIO PEaKUHIO.

6. HEXEJIATEJIbHbBIE ABJIEHUA

6.1. IToTennuanbubie HeXeTATEIbHLIC ABJICHAS
[MoveHuHanbHbIE HEAENATENBHHE ABICHHA. KOTOPHIE MOrYT OLTh CBA3AHBI C HCNOAL3OBAHUEM
CTEHTA KOPOHAPHOTrO B HATHBHLIX KOPOHAPHLIX apTepHUAX, BKNIOYAIOT YKa3aHHLIE HHXKE, HO He
OTPaHHYHBAIOTCA HMHK:
* BuesanHoe 3aKpbiTHE CTEHTA
e  OcTtputit HHPAPKT MHOKapAA
®  ANNEpruyeckHe peakuUMH Ha aHTHKOAryNAHTHLIC WM SHTUTPOMGOLMTApHHE Npenaparhl,
KOHTPACTHbIE BELLECTBA KK MAaTEPHAIBI CTEHTA. B T.4. €10 KapKaca
AdespuiMa (KopoHaphas)
Crenokapann
. ¢ ApHUTMHH. B TOM uuche Gubpuanauus xenynouxos (PXK) n xenyaoukosas TaxMKapaus
(KT)
ApTeproBeHO3HaA QHCTYNA
I'emopparuueckoe OCnoXHeHHE
TamnoHaaa cepaua
KapasuoreHHblii 1ok
CwmepTh
Huccexuua
Imbonua AMCTanbHOrO oTAeNAa cocyaa (BoaaywHas, TpoMG0IME0aua nm 3ME0IHA TKAHAMH,
MaTepuanaMn CTEHTa UAK CHCTEMBI JOCTABKH CTEHTA)
JKCTpEHHAs WM NIAHOBAA OMEPAUNS NO A0PTOKOPOHAPHOMY WIYHTHPOBAHHIO
Jluxopanka
Cepneutan HENOCTATOYHOCTD
TemaToMa

e & & o
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Mevate: HOTAPUYC ¢ MPABUTENLCTBO HHAUH * AMAP P. TIATEJN ¢ TOPOJ CYPAT (TIDK.) * Per. Ne 12739 * Cpox aclicrans
30.01.2027r.
Wiramn: KOMNA BEPHA * AMAP P. ITATET * HOTAPHYC * FOPOJ CYPAT (TZDK.) * NPABHTENLC TRO HHAWU
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SAHAJANAND MEDICAL TECHNOLOGIES LTD. Rucrpyxuus no
(CAXALKAHAHIA MEAUKAJ TEKHOJOMKHC JATA.) | npumenennio
R CTeHT kopoHapHbI# KoBansT-xpomobsi#i TETRILIMUS ¢ (Poccusn)
NIeKaPCTBEHHBIM noxp;rroné::;’::eponmyc Ha CHCTEMe Bepons Ne: 02
Jara: 22-12-2022

Kposoteuenue, TpeSytowee nepearBanns Kposu

[MmnoTensna/runepTensua

Undexuus, MectHas w/uau cucTemnan

Huwemns Mmuoxapaa

Tomxota

Boab B MecTe qocTyna

MansnuTtayna

IMepdopauns wau paspeis 02HOM HAH HECKONBKHX KOPOHAPHLIX apTephii
3KceyaaTHBHBIN NEPHKAPANT

TNcesaoaneppnama GenpeHnoit aprepnm

Orex nerkux

IloueyHas HeNOCTATOMHOCTD

JbixaTenbHan HeJ0CTaTOYHOCTh

PecTeHos cTeHTHPOBaHHOrO CEFMEHTa

Lok

IOMO00/IKA CTEHTa

Murpauus crenTa

TpomGo3/okkmo3ua crenTa

Hucyaer / ocTpoe HapyleHie MO3rOBOro KpoBOOGPALICHHA / TPAHIHTOPHAN HIIEMHYECKAs
araxa (THA)

flonnas OKKI03KHA KOPOHapHOH apTepHH

CnasM cocyaa

Tpaema cocyaa (paccnoene, neppopalind, pasphis KK TOBPEKICHHE. B T.4. KOPOHAPHBIX
€OCY10B), TPeG)I0LHE XHPYPrH4ECKOH PEKOHCTPYKIIUM HIH NIOBTOPHONO BMELLATENLCTBA

lNorerunanbHsie HexeaTeNbHBIE ABEHHSA, HE YKa3aHHBIE BLILLE, KOTOPhIE MOTYT GbiThb CBA3AHbL
NIEKAPCTBEHHBHIM BELLIECTBOM JBEPOTHMYC:

Hapymenua ¢yHKunu neyeHn

AHemus

ApTpairus

Huapes

TunepxonectepuneMns

['vnepuyBCTBUTEALHOCTL, BIUNOYAA PEaKUMM aHapUIAKTHYECKOro / aHaQHNAKTOWAHOrO
THNA

Funeprpurauuepunemus  (cM.  pasgen  «Mepbt  NpenocTOpokHOCTH»,  «Mepb
NIPEAOCTOPOKHOCTH NPH YCTAHOBKE CTEHTA/CHCTEMBIN)

MnoxaiueMun

Hudekunn

Hutepcruunanntasg 60ne3Hb Nerkux

Jleiixonenuns

Jlumdoma u apyrue 3noxavecTBEHHBIE HOBOOOPa3OBAHUA

TpomGountoneHns
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7. NMPEAYTIPEXJAEHHAA

¢  YGeaurech. UTO BHYTPEHHSAA YIIAKOBKA HE ObiNa BCKPHITA MW NOBPEXICHA, TaK KaK 370
MOXET YKa3biBaTb Ha HAPYWEHHE CTEPHABHOCTH.

* Hcnonb3oBaHKe HACTOAWETO W3AENHA BACHET 3a COGOM PHUCKH. CBA3AHHLIE ¢ Npoleaypoi
KOPOHAPHOrO CTEHTHPOBAHMA, B TOM 4HCNE, NOROCTPOro TpomGo3a, COCYAHCTBIX
OCNOKHEHUR H/HAW KPOBOTEUCHHA.

* Y NauMeHTOB ¢ aieprHed Ha CNas KoGaibT-xpoma L-605 win 3seponuMyc nian nonnMepst
MOAET BOIHHKHYTh ANIEPrHYecKas peakuus Ha 3TOT UMIINAHTAT.

e TOJIBKO I OQHOPA3OBOIO HCIOJNB30OBAHUS. HE WCIIOJNb3VHUTE
NOBTOPHO, HE TMEPEPABATBIBAWTE U HE CTEPHJIM3VHUTE NOBTOPHO.
[loBTOpHOE HCNO/B3OBaHME. NOBTOPHAA 06paboTKa WiN NOBTOPHAA CTEPHAH3ALMA MOTYT
HapyLHTh CTPYKTYPHYIO LUENOCTHOCTD M3ENNA WA BLI3BATH NOBPEKICHHE H3AEAHA, YTO

. B CBOW oO4epedb MOKET NPHBECTH K TpaBMe. 3a0ONEBaHHIO MM CMEpPTH NalMeHTa,
MosropHoe Mcnoab3oBaHKe, NOBTOpHas 06paboTKa MAK NOBTOPHAA CTEPHAH3ALMA MOTYT
TaKKe CO371aBaTh PUCK 3arpA3HEHUs YCTPOACTBA W/WNK BbI3bIBATH HHOHLUPOBAHHE MW
NEPEKPECTHOA MHQUUHPOBAHWE TNAaUMERTA. BKIIO4ad, NOMHMO MPOYErC., nNepesavy
HHEKUHOHHOrO 3a601eBaHNa (3a60eBaHKH) OT OIHOTO NAUKENTA JPpYroMy. 3arpasnenue
H31eNHS MOXKET NPHBECTH K TpasMe. GONECIHN MK CMEPTH NIALIHEHTA.

8. MEPBI INPEJOCTOPOXHOCTH

8.1. Obuiue Mepnl OPeAOCTOPORHOCTH
8.1.1. O6ume MepsLI NPeIOCTOPOXRHOCTH
¢ HMnaaHTaumMIO CTEHTA 10/KHBI BLITIOTHATE TOALKO BPayH, NPoILeAIlke COOTBETCTBYIOUIYIO
NOAroTOBKY.
® V(TaHoBKA CTeHT2 JOMKHA BLIMONHATHCA TONLKO B GOMBHUIAX. Tl MOXHO NErKo
BLIMOMHATL IKCTPEHHYIO ONEPALIUIC NO WYHTUPOBAHHIO KOPOHAPHOH ApTEPUH.
o [lpn nocieayiowem HapyimeRHH NPOXOAUMOCTH CTEHTA MOXET NOTPeGOBATLCA NOBTOPHAS
JHAATAUNA CETMEHTA apTEPUH., B KOTOPOM YCTAHOBAEH CTeHT. OTAANCHHBIE MCXONLI
. NOBTOPHOTO PaCILHPEHHA 3HAOTENH3INPOBAHHEIX CTEHTOB HMEET HHAKKIE NOKa3aTesb yenexa,
o CnexyeT yYHTHIBATb PHCKH W N0Mb3Y HCNONB30OBAHKUA Y NALIMEHTOB ¢ M3BECTHON peakunelt
Ha KOHTPAcTHHIC BELIECTBA B aHaMKeE3e.
¢ He aonyckaiite BO31eHCTBHA Ha CHCTEMY JOCTABKH OPraHUYECKHWX PacTBOPHTENEH. TakuX
KaK CITHPT WM ACTEPreHThI.
o Ilpn aocTaBke W YCTAHOBKE CTEHTA M M3BJAEHYEHHH 6annoHa HeoGXONUMO BHHMATENbMO
KOHTPOJNHPOBATE NMONOKEHUE KOHYHKA NPOBOJHUKOBOTO KaTeTepa.
* Hcnonsiopanne crentos TETRILIMUS y nauneHTos, HMEIOLIHX H3BHAHCTYIO COCYAHCTYIO
CCThb, MOXET NPUBECTH K NOBHIWECHHOMY PHCKY BOSHHKHOBEHHA HEKENATENbHLIX ARNCHUA.
BKno4as Tpom6o3 cTenTa, 3M60ami0 cTeHTa, MHGAPKT MHOKApa HIIH CMEPTb.

8.1.2. Ilepopa.TbHAR AHTHATPErAHTHAD TEPANNS

OnTHMansHan  MPOONKMTENLHOCT  BOHHON  aHTHTPOMOOUMTapHOW Tepanuu  nocne
HMMNAHTAUMH CTEHTa KopoHapHoro KoSanbr-xpomosoro TETRILIMUS ¢ nekapcTeHHBIM
MOKPHTHEM IBEPONMMYC HA CHCTEME JOCTABKM HEW3BECTHA. M NOCAE MMILIAHTALHK MOXET
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BO3HHUKHYTh TPOMGO3. HECMOTPA HA MPOACKAIOLLYIOCK Tepanuio. CuHTaeTCH. YTO NPONOKEHKE
KOMGMHUPOBAHHOTO JICYCHHA aueTHACATMUWNOBOH KkuciIoToR (ACK) M knonuaorpenem nocie
YPECKOKHOrO KopoHapHoro smetuatensctea (HKB) ymenbinaeT ocHopHbie HeSnaronpusTHbie
cepacyHble ABCHNA. Ha ocHoBanuy JeficTByIoNero pykoroacTea nocie YKB cneaver Haznavats
aueruacannuunosyio Kueaoty (ACK) B nose 150-300 mr (onHOKpaTHLIH NpHeM) ¢ mocaeAYIOWMM
npuemom 8 03¢ 75-100 Mr B cyrku B TedeHue KM3HW. Kpome Toro. maumeHtam, He
NOJIBEPKEHHBIM BLICOKOMY PHCKY KPOBOTEHEHHSA, CICAYeT HA3HAYATL KNONKAOrpen B no3e 75 mMr
B CYTKH B TeUCHHE He MeHee 6 MecAIIeB.
Ouenb BaXHO. 4T00b NOCIE ONEpauHK NAUKERT cOGMOAN PEKOMEH ALY 110 AHTHATPETAHTHOM
Tepanuiu. IlpexaespemMernoe NpexpallieHue IPHEMa aHTHArPEraHTOB MOXET NPUBECTH K Godee
BLICOKOMY pHCKY TpoMGo3a, nHdapkTa Muokapaa uan cmepti. Jlo UKB. ecnu nnauupyercs
XHPYPrHYECKOE HIH CTOMATONOrHYECKOE BMEIMATENLCTBO. Tpebyloulee npekIeBpeMEHHOro
. NPEKPalCHHA aHTHATPETAHTHON Tepanuy, KapAMOXHPYPr M TMAaUHEHT IOKHH TIIATEIbHO
NPOIYMATh. ABARETCA W CTEHT C J1IEKAPCTBCHHBIM NOKPLITHEM M CBA3AHHAA C HUM PEKOMEHYeMas
anTHTpomMGoUMTapHas Tepanua noaxoaawuM BhiGopoM Tepanuu ana YKB. IMocne YKB, ecau
Oymet HeoOXOAWMAa XHMpypruueckad MIM CTOMATONOTHMEeCKas npoueaypa, TpeSywowas
NPHOCTAHOBKH AHTHAIPETaHTHOW TepanuM, CNEeAyeT CONOCTABMTL PHCKH M APEHMYLNECTBa
ApoeIYpH! C BOIMOXHBIM PHCKOM, CBA3AHHBIM C TIPEXICBPEMEHHBIM TIPEKPallleHHEM
aHTUTPOMOOLMTAPHOMN TepanHHu.
3a nauHeNTaMHM. KOTOPHIM TpeOyeTcs NpPEXIEBPEMEHHOE NPEKPAIUCHHE AHTHATPEraHTHOM
TEpanuH BCHCACTBHE 3HAYHTENLHOTO AKTHBHOTO KPOBOTCYCHHA. HEOOXOAHMO OCYLIECTBIATH
TIMATEILHBIA MOHHTOPHHT Ha MpeIMET BO3HMKHOBEHMA cepleuHbX spiacHmuii. [locne Mx
cTabnan3aund aHTHArpEraHTHas Tepanua JA0MKHa GbiTb BO20GHOBIEHA KAK MOXHO CKOpee RO
YCMOTPEHHIO Neallero Bpava.

8.2. Hcnoan3oBanBe HECKOJALKHX CTCHTOB
Crenens BO3ACHCTEHA HA NAUMEHTA JIEKAPCTBEHHOTO BEIMECTBA H NOIMMEPa HANPAMYIO CBA3AHA

C KOMUYeCTBOM W o0weR AMHO# MMNIaHTHpPOBaHHBIX cTeHTOB. Mcnoabiosanue Gonee ABYX

KOpOHapHbIX KobanbT-xpoMoBbix cTeHToB TETRILIMUS ¢ neKapcTBEHHBIM NOKPHITHEM
. IBEPOIMMYC Ha CHCTEME JOCTaBKH H3YMEHO HEIOCTATOUHO,

KpoMe TOro. ans nocneioeaTebHOrO PACNONOKEHWA [ABYX CTEHTOB MNOAPAN MOXKHO

HCTIONb30BaTh TONBKO CTEHTHL COCTOAIME K3 AHANOTHMHBIX MAaTepPHaIoB. 4ToObl H3GexaTh

KOPPO3HH HA CTbIKE PA3HOPOIHBIX MATEPHAJIOB.

8.3. Bpaxurepanus

bezonacHocTh M 3(ipeKTHBHOCTL CTEHTA Y WALMEHTOB C NpeAwWecTBYIoWed Gpaxutepanueit
IeNeBOr0 NOPAXEHHA He YCTAHORJICHbL. bezonacHocTe W 3ddeKkTHBHOCTD RPUMEHEHUA
Opaxurepanuun 114 nevenus pectenosa B creHTe TETRILIMUS we ycranosnenm. Cocyancras
Gpaxutepanua u cteuT TETRILIMUS pemonennpyioT apTephio. CHHEPrHs MEXY 3THMHK ABYMS
npouezypamMy He Gblna onpeaeaena.

84. HcnoanloBanHe B COMETAHNH C APYTrHMH NPoUEIyPAMH
Be3onacHoCTs H 3P PEeKTHBHOCTE MCNOBIOBAHHA YCTPOHCTE ANA MEXAHUMECKOH ATEPIKTOMHH
(kaTeTepbl AN HanpaBneHHOR aTEPIKTOMUM, KATETEPH ANA POTAUMOHHOW ATEPIKTOMHH) HAH
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KaTeTepbl ANA NA3epHON AaHMUONNACTHKH 8 COMETAHMH ¢ uMNnaxTauued crenta TETRILIMUS ne
YCTAHOBNEHBI,

8.5. Hcnoab3oBanue y ocofbiX rpyun BaceeHns

8.5.1. Bepemenstocts

BepemernocTh kareropun C. Cwm. paszen «Mndopmauns o nekapcTeeHHBIX npenaparax». CTeHT
TETRILIMUS ne uccieacsany y GepeMeHHBIX KEHIHH HIH Y MYXYHH, INAHHPYIOUINX 3a4aTHE
peGenka. Bimaune Ha paspuBatolufica nnoa He u3yweno. Jlo MMRNAHTaUMM CTEHTA
TETRILIMUS caeayer npumensts pdexTHBHBIEC METOAM KOHTPALENUMH H NPOICDKATH WX
HCIIONBL30BAHHE B TCYEHHE OAHOrO roja. YCTaHOBNEHHBIX NPOTHBONOKA3AKHHE HET. OAHAKO PUCKH
H BIUAHWE HA PENPOIYKTHBHYIO CHCTEMY B HACTORIECE BPEMA HEHIBECTHMI.

. 8.5.2. Jlakrauna
Cwm. pasaen «MHGopMaLns 0 AeKapcTBEHHBIX Npenaparax». B NaHHOM Ciydae creayeT caenats
BLIGOP MEXK1Y NpEKpatteHuem KOPMICHHA TPYIbIO U UMANAHTAUUEH CTEHTA ¢ YHETOM BOKHOCTH
YCTaHOBKH CYEHTa JUIS MaTEpH.

8.5.3. Ilpumenenne B nexMaTpan
besonacHocTs n 3ddexTurocTs npumencHus crenta TETRILIMUS y nauwentos netckoro
BO3PACTa HE YCTAHOBJICHbI.

8.5.4. Ilpumexenne B repHATPHH

Mo JaHHBIM KIMHHYECKHX WCCIICNOBAHHA CTEHTa KOPOHADHOTO  KOGATbT-XpPOMOBOro
TETRILIMUS ¢ siekapcTBEHHEIM NOKPHITHEM JBEPONIHMYC HA CHCTEME AOCTAaBKH pas3nHuuit no
Ge30onacHOCTH H 3 PEKTHBHOCTH ¥ NaUKEHTOB CTapie 65 NeT No cpaBHEHNIO ¢ Gonee MONOALIMK
N0IbMH HE HabaK0AANOCh,

8.6. XapakTepHCTHKH NOpaKeHHS / cocyas
besonacHocTs M 3pdexTHBHOCTL KOpoHapHOro kobanet-xpomosoro creira TETRILIMUS ¢
ACKAPCTBEHHLIM MNOKPHLITHEM JBEPONHMYC Ha CHCTEME JAOCTABKM HE YCTaHOBNEHM Jnf
Cneay1oWux rpynn NauHeHToB:
. o TMaumnentni ¢ coxpaHgiOIUMCA TPOMGOM B COCYIE B MECTE NOPAXKEHHS.
¢ TlauneHTsl ¢ AHAMETPOM KOPOHAPHOH apTepuH <2.00 MM nan >4,50 MM.
o [lauseHTH ¢ nopaxkeHHSIMH. PaCNIONOKEHHBIMM B JICBOH [NaBHOR KOPOHAPHON apTepum, ¢
NOBpeKACHUAMU B 067aCTH YCTEA HITH Oudypkauum.
e Tlaumentn ¢ andupysHrM 3a60aeBaHHEM HIH HEAOCTATOMHHIM KPOBOTOKOM IHCTANbHEE
BHIABJIEHHOTO NOPAXKEHHUA.
o [lauueHTH ¢ HIBHAKCTHIMH COCYAaMM B 00NacTM OGCTPYKUMH MIM NpoKCHMManbHee
NOPAXEHHA.
* Tlauuentel ¢ OCTPHMM RHQADKTOM MHOKApAa. y KOTOPHIX BbIBIEH TpoMG HiM
HEAOCTATOUHOCTH KPOBOTOKA.
TlaunenTht ¢ yMEpeHHOH KM 3HAYHTENBHON Kanbunprkauueil B 061aCTH NOPaXKECHHA.
s TlauxeHTl ¢ NOPANKEHUAMH HECKONBKHX COCYA0B.
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8.7. JlekapcrBennoe Bi:aumozelicTeEe
CM. pasnen «HMudopmaums o nexkapcTBEHHEIX npenapaTax». H3BeCTHO. 4TO HeKOTOpbie
NpenapaThl BAUAIOT HA MeTAB0.1M3M IBSPONTUMYCE; TAKAKE MOKET MPOHCXOANTE BIaHMOneHCcTEHE
C JPYTHMH A€KapCTBEHHbIMU BeiecTBaMH. M3secTHO. uTO 3BeposuMyc aBnseTca cybcrpaTtoMm
uuroxpoma P450 1IIA4 (CYP3A4) u P-rankonporenna (PgP). penapaTul. BAHAIOUIHE HA 3TH
NYTHU. MOryT BIWATE Ha abcopOumio ¥ mocaeayloilee BLIBefeHHe 3Beponumyca. Takxe G0
MOKAa3aHO, YTO 3BEPONIMMYC YMEHBLINAET KAHPEHC HEKOTOPBIX PELENTYPHbIX NpPEenapaTos npH
NepopaibHOM NpHeMe BMeECTe ¢  uLMKIocnopuHOM (CsA). BceneacTsMe orpaHMueHHOro
CHCTEMHOTO BO3ICHCTBHA IBEPOTHMYCA, BLIASASEMOTO CTEHTOM, HCCIIEI0BaHMI IEKAPCTBEHHOrO
B3aHMOJCHCTBHA CTEHTA. BLIAENAIOLIEro IBEPOARMYC, He NpoBoAKaN. Takum obpasom, cneayer
YYUTBHIBATH BO3MOKHOCTE KaK CHCTEMHOTO. TaK M JJOKQILHOTO IEKAPCTBEHHOI'C B3aUMONCHCTBHA
B CTEHKE COCYAA APH NPHHATHH pelIeHHA 00 WMANANTAUNMY CTEHTA, BBIACIAIOLIETO 3BEPOHMYC.
. NAUHEHTY. NPUHHMAIOWIEMY NEKApPCTBEHHOE CPeacTBO € W3BECTHBLIM B3auMoOZeHCcTBHEM C
3BEPONIHMYCOM, KM TIPH NPHHATHHA PEIICHKS HAYaTh TEPaNMIO TaKHM NPENaparoM y NMaUuHeHTa.
KOTOPOMY HE1aBHO YCTAHOBJIEH CTEHT, BbIACTAIOWMIA 3BEPONUMYC.

8.8. MarunTHo-pezonancuas Tomorpadpus (MPT) — Murpauns crenta
JOKIHHHYECKME MUCTILITAHHA NOKA3aNH. YTO CTEHThL. W3rOTOBICHHMLIE W3 cniasa L605 u
NpUMEHAEMbIE B OAUHAPHOH KOHQHUIypauMu H B KOHQHIYPAUMH ¢ HANOXKEHHEM AnMHOH 10
120 MM, YCNOBHO COBMECTHMBI ¢ HCCeaoBaHHAMM MeTonom MPT. CkanupoBaHHe noche ux
YCTaHOBKH Ge30MacHO NP CASAYIOWNX YCIOBHAX:
* HHAYKLHA NOCTOAHHOrO MarHMTHOTO NMons ToAkko 1,5 uau 3 Tecna;
* MaKCHManbHbI# NPOCTPAHCTBEHHBIH rpanienT MarHuTHOMO nona 1500 Mc/em (15 Ta/m);
* B HOPMATLHOM peXHMe PaboThl MAKCHMAIbHbIA KO3(QPHUMEHT YIEABHOTO NOFIOWEHUA
3Hepruu (SAR) 214 Bcero Tena cornacHo AaHHmM cucteMsl MP coctasnset 2 Br/kr 3a
15 MUHYT CKaHHPOBAHHA (T. €. JUIA KXAOH NOCNEAOBATENLHOCTH WMITYALCOB).
[lpn onpeaeneHHBX YCNOBHAX CKaAHHPOBAHWA OXHIAETCH, YTO WMAASHTAT H3 TOro XKe
METANTHY4ECKOTO CnNasa GyaeT co33aBaTh MAKCUMaNbHOE TIOBBLILICHHE TEMNEPATYpH Ha 3,5 °C
nocne 15 MMHYT HeMpepbiBHOTO CKAHMPOBaHWA (T.e. WIS KAXKIOH NOCICHOBATENbHOCTH

HMNYIBCOB).

. B xo1e A0KNMHMMECKHX HCABITAHHH apTedakT M300paxkeHwua. CO3ZABACMBl HCCeLyeMbIM
HMNTAHTATOM ¥ HMITJIAHTATOM H3 TOTO XK€ METATHYECKOTO CNIABA BHMCTYNAeT NPHGAH3IUTEILHO
Ha 4 MM 32 Apeledbl H3ACNHA NPH BH3YLIH3aUHH C HCMONL3OBAHHUEM MOCAELOBATENLHOCTH
rpagueHTHoro 3xa u cuctemut MPT c unaykuuedt 3 Tecna.

8.9. Mepni npenocTopoxnocTH NPH o6pAMEHHH €O CTEHTOM

e TOJNLKO N1 OQHOPA3Z0BOIO MCIIOJNb30BAHUA. HE UCMNOJL3YHUTE
ITOBTOPHO, HE TEPEPABATBIBAMTE H HE CTEPHJIU3YHTE MOBTOPHO. He
HCNIO1b30BaTDb NOC1E NCTEYCHHA CPOKA FOAHOCTH, YKA3aHHOrO Ha 3THKETKE.

® He cHuMaiiTe CTEHT ¢ CHCTEMBI IOCTABKH, TaK KaK ITO MOXKET NIPHBECTH K NOBPEXACHHIO
cTeHTa #/mnu SMOonuzaumu. CTEHT ¥ CHCTEMA IOCTaBKM TMpEAHAIHAYEHBI A4
HCIONB30BaHUA KaK €1HHAA CHCTEMA.

¢ He nonasaiite naBneHye B cucTeMy AOCTaBKH. Npexiae ueM GyaeT AOCTHrHyTa 06nacTh
UeNeBOro MOPAKEHHA.

15

Tevars; HOTAPUYC ¢ TIPABUTEJILCTBO HHANMIL * AMAP P. TIATEN * TOPOA CYPAT (T/DK.) * Per. Ne 12739 * Cpok acficrena
30.01.2027 r.
Uiravan: KOTINA BEPHA * AMAP P. I[TATEN * HOTAPHYC * TOPOA CYPAT (TAX.) * NPABUTENLC TBC UHAUH

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

N



SAHAJANAND MEDICAL TECHNOLOGIES LTD. Hucrpyxuns no
(CAXAJVKAHAHA MEJHUKAJ TEKHOJIODKHC JITA) | npumeHenu:o

CTeHT KoponapHsilt koGansT-xpomosriii TETRILIMUS ¢ (Poccun)
NEKAPCTRCHHBIM TIOKPEITHEM JBEPONHMYC HA CHCTeMe Becas M 02

ROCTaBKH Aava: 22-12-2022

¢  Ocofoe BRHMaHHE CIEAYET YACAHTH TOMY, 4TOObI CTEHT He NOABEPraNICA BOIACHCTBHIO W
He GbUT MOBPEXKACH NPH HAXOKIACHUH HA GanioHe, 0cOBeHHO NPH M3BNECYEHHH H3ACNHA W3
YNaKOBKH. YCTAHOBKE KATETEPa HA MPOBOIHKK M €ro NPOBLAECHNA HYepe3 reMoCTaTHYECKHi
Knanax ¥ KOHHEKTOP NPOBOIHHKOBOrO KareTepa.

¢ Hanuiiine MaHMNYNALUMM (HaNPHMEP, NMPOKPYUHBAHHE CTeHTa Ha CWUIOHE nanbUamH)
MOTYT 0C1a6uTh KPenNeHHE CTEHTA Ha CHCTEME JIOCTABKH U BhI3BATH €0 CMELICHHE, 4TO
MOKET NOBPEAXTE NOKPLITHE.

e Vcnonbsylite TOMLKO COOTBETCTRYIOLWUWE BELIECTBA 118 HamodHeHus Oannona. He
UCnons3ydTe BO3IMX HIH Miobbie ApyTHe razoobpasHble CMECH NS HaayBaHua GanioHa,
NOCKOSIBKY ITO MOXKET MPHBECTH K HEPABHOMEPHOMY PacIlMPEHHIO CTEHTA M OCTIOKHHTH
€ro yCTaHOBKY.

. 8.10. Mepni npeAcCTOPOKHOCTH NPH HMNNAHTANKE CTEHTA

¢ He noarorasausaiite u He HanO;IHANTE MpeABAPUTEALHO GANOH 10 YCTAHOBKM CTEHTA
HHLIM 00pa3om, KpoMe YKa3aHHOTO B HHCTPYKUMK. Ucnonk3yiiTe TEXHONOMHIO NPOMBIBKY
6an110Ha. ONHCAHHYIO B WHCTPYKLIHH O NPUMEHEHHIO,

o [lpy neueHHH HECKOALKMX NOPAXKEHHH CHAYANA HEOGXOZHMO BLINONHHTL CTEHTHPOBAHUE
AUCTATBHOTO  MOPAXKEHHA. a 3aTéM TNEpEXOAHTb K NPOKCHMANLHLIM  YYacTKaM.
CTeHTHPOBaHME B TAKOM TMOPAAKE YCTPAHACT HEOGXOAMMOCTL RPOXOAUTL Hepes
NPOKCHMANLHHIA CTEHT BO BPEMR YCTAHOBKM JUCTAILHOTO CTEHT2 M COKpallaer
BEPOATHOCTH CMELUECHHA NPOKCHMANBHOTO CTEHTA,

* MMnnanTaums CTeHTA MOXET NPHBECTH K AWCCEKLMH COCYJAa IuCTanbHee W/UMH
NPOKCHMAIbHEE CTEHTA H MOXET BH3BaTh OCTPHA CTEHO3 cocynza, TpeOyroumii
JononHuTenbHoro  BMmewarensctsa (AKIU, nanededimas aunatanMs.  yCTaHOBKA
JONOIHHTEALHBIX CTEHTOB HIX MHBIE MEpPhI).

* He pacimupaite cTenT. ectn on He Guin pasMmellieH B APTEPHH JONKHEIM 0GpazOM (CM.
pazzen «Mephl NpPENOCTOPOXHOCTH?, «Mephl TNPEIOCTOPOAKHOCTH NMPH H3BACYECHHH
CTCHTA/CHCTEMBIN ).

¢ YCTaHOBKA CTEHTa MOXET CHH3HTD MPOXOAUMOCTb GOKOBOH BETBH apTepHu.

. ¢ Cocya Heo0XOIUMO NpPeABAPUTENLHO PACIIHPHTL MPH NOMOWM GANNOHHOTO KaTeTepa
COOTBETCTBYIOWIETO pa3Mepa.

e [Ilpn HanoaHenun OGannoHa cheayeT KOHTPONMpOBaTh jaBiacHWe., He npesbiwaiite
pacveTHOS JaBleHUE Pa3pbiba, yKasaHHOE Ha ITHKETKe uiaenns, IpepbllicHHe AaBNEHHS,
YKa3aHHOTO HA 3THKETKE H3IENHA, MOXET NPHBECTH K paspbiBy 6alaoHa H BOSMOXHOMY
MOBPEKICHUIO HHTHMbI M PacCNOEHHUIO.

e He nwitaiitech n3sneub HepackphIThfl CTEHT 06paTHO uepes NPOBOAHHKOBLIA KaTeTep,
NOCKOALKY 3TO MOXKET NPHBECTH K CMEIUEHUIO cTenTa ¢ 6annona. Hsrnekalite cucremy
KaK €AMHOE LENoe. B COOTBETCTBUH ¢ MHCTpYKuMeH, yKasaHHOH B padaene «Mephl
NPEAOCTOPOXKHOCTH®, «Mephl NPeaoCTOPOKHOCTH NPH HU3BACYEHAH CTEHTA/CHCTEMBIN).

¢ HepackpuiThili CTEHT creayeT BBOAMTL B KOPOHapHLIC apTepuM TONBKO OAHH pa3.
HepackphIThif CTEHT He CedyeT BNOCNEACTBHH BBOAUTD H BRIBOANTD Yepes AUCTANbHAI
KOHEN NPOBOAHMKOBOrO KaTeTepa. TaK KaK 3T0 MOMKET NPHBECTH K NOBPEXKIACHHIO CTEHTA
WU HapYUICHHIO PacnoAOKEHH] CTEHTa Ha Sannoxe.
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Aara: 22-12-2022

» Hssnedenne CTeHTa (C UCRONL30BAHHEM RONOIHNTENbHBIX NPOBOAHUKOB, NETENL H/MIH
WHMLIOB) MOXET NPHBECTH K IOMOJHHTENLHOMY TOBPEXACHHIO KOPOHApPHBIX aprepwii
H/UMNH MecTa Aoctyna. K  BO3MOXHBIM  OCNOXKHEHHMAM OTHOCAT KPOBOTEMCHME.
00pa3oBaHHe reMaToM HIH NCBEIOAHEBPH3M.

o He co3nagalite oTpHuaTebHOE JaBIeHNE B KATETEPE AOCTABKH, IPEXIC YeM CTeHT yaer
pasMeLlicH B 06nacTH NopaxeHHA. B NPOTHBHOM C/yuae, CTEHT MONKET CMECTHUTBCA ¢
banona.

e Xorsa Gan10HHBIA KaTeTEP A9 JOCTABKH CTEHTA JOCTATONHO NPOYEH, YTOOL PacCIIMPHTD
¢TeHT 6€3 pa3psiBa, pa3pbis TOCTABASIOWErO fannoHa Ne OKPYIKHOCTH Ha Kpasx OT CTEHTa
Nepea NOMHBLIM PaCIMPEHHEM CTEHTa MOKET NPUWBECTH K TOMY, YTO CTEHT W Gannol
OKXYTCH CBA3aHBL MTO fOTpedyeT XUPYPruyecKOro BMEIIATENbCTBA A HX YAANCHHA.
Flpu paspeise Gannona ero Heob6x0aMMO U3BAeHb U, NPH HEOOXOIUMOCTH, BBECTH HOBBI

. GannoHHLifi KaTeTep NO NPOBONOYHOMY NPOBOAHHKY, YTOOHI 3aBEPIINTL PACIIMPEHHE
CTeHTa.

e VY6enurech, 4TO NOPAXEHHBIA YHACTOK NMONHOCTLIO NMOKPLIT. HE JONYCKAHTe HaNH4YHA

3230pOB MEWTY CTEHTAMM.

8.11. Mepn! NPeIOCTOPOKHOCTH MPH HIBIEUCHHH CTEHTA/CHCTEMBI

e Ecnu B8 X02e MMNNAHTalHH CTEHTA NPH NOCTYTIE K MECTY MOPAXKCHHUA 10 pa3MelleHus
CTEHTA MYBCTBYETCH HEOOBIYHOE COMPOTHBIIEHHE, TO CTEHT H MPOBOAHMKOBLIHA KaTeTep
HYKHO M3BNeYL BMECTE, KAK €1HHOE LieNoe.

e He nuimalitech BTSHYTb HEpacKpHITHH CTEHT OOPAaTHO B NPOBOXHHKOBLIK KaTeTep,
NOCKOJLKY 3TO MOXET NMOBPEAHTb CTEHT WM €ro NOKPLITHE, WIH CMECTHTh CTEHT ¢
Gannoxa.

¢ HssieyeHHe cTeHTa (C MCNONLIOBAHMEM NOAOIHHTENLHLIX NPOBOIHHKOB, NETENb WHIH
IHNUOB) MOI'YT NMPHBECTH K IOTIOJHHTENLHOMY MMOBPEKICHHIO KOPOHApPHLIX aprephil
HW/uau Mecta gocTyna. K 4ucny ocnoxkHEHHH OTHOCATCS KpOBOTeMeHHe. ofpa3soBaHHe
reMaTOM WK NCBEIOAHEBPH3M.

¢ MH3paekaiite cTeHT ¢ cucteMoii A0CTABKH W NPOBOXHHKOBLIA KaTeTep eAMHHM GIOKOM

. (FIPUMEYAHHUE: caeayiomue mars BHIMONHAIOTCS NpH NPAMOH BU3YANM3aUMHB C
HCNONB30BaHHEM (IIOOPOCKONHH).

e Ilocne pasmelieHns creHTa yGeaurech. uto Gantow noaHocTuio cayr. Ecan npu
HiBleYeHHWH OannoHa CHCTEMBI JOCTaBKH uyBCTByeTca OGonbillee, yeM o6BIMHO,
conpoTHBeHHe. ofpaTHTe 0coB0E BHUMAaHHE HA NONOXKEHHE NPOBOIHUKOBOTO KATETEpa.
B HeKOTOphIX CayuasXx MOXET BOIHHKHYTb HEOOXOIMMOCTD HEMHOIO OTTAHYTH Hasal
NPOROAHMKOBLIN  KaTeTep, uTOOB  MpEeAOTBPaTHTL  INYGOKOE  pasMellleHHe
(He3anNaHHPOBAHHOE TNEPCMELLIEHHE) NPOBOAHWKOBOIO KAaTETEPa M  M10CNERYIOUlee
noBpexacHHe cocyla. B chmywasx He3annaHHPOBAHHOTO ABKEHHS MPOBOJAHHKOBOFO
Katerepa HeoOXOAWMO BBITIOIHHTL AHTHOTrpaduuECKYI0 OUEHKY KOPOHAPHOro pycna,
4T06H yOeanTLCA, 4TO KOPOHAPHBIE COCY/Ib HE NOBPEKACHD).

e VYaepxupailTe NPOBONOMHLIA NMPOBOXHHK HA YPOBHE MOPAXKEHHOI® YYACTKA B TEYEHHE
BCeit npoueayphl HIBNEUEHHA. AKKYPATHO BTAHHTE CTEHT Ha CHCTEME HOCTABKH o6paTHo
A0 TEX NOp, NOKA MPOKCHUMaNbHBIA Mapkep 0anJoHa CHCTEMBI HE OKAXETCH HeMHOro
ONCTanbHeE JHCTANILHOFO KOHLA TPOBOAHMKOBOTO KaTeTepa.
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SAHAJANAND MEDICAL TECHNOLOGIES LTD. Hucrpyxuns no
C AHAHAM KAJ TEKHOJOAXKHC ATA.) | npumesenuio

T CreHT KOpoHapHMit kKoGamT-Xpomossiii TETRILIMUS ¢ (Poccus)

NeKaPCTBEHHBIM TOKPHITHEM IBEPOIUMYE Ha CHCTEME

JOCTABKH Bepenn Ne: 02

HRarsa: 22-12-2022

¢ Burarusaiite CTEHT Ha CHCTEME JOCTABKM M MPOBOJHHKOBEIH KareTep o6paTHO 10 Tex
nop. NoKa KoHel NPOROAHHKOBOrO KATETEPA HE OKaXKETCA HEMHOrO JHCTANbLHEE KAHIOAH
AnA aprepuH, YTobbi KaTeTep pacnpIMHACA.

&  OCTOPONKHO BTAHKTE CTEHT C CUCTEMOIR J0CTABKH B POBOIHMKOBbBIH KaTeTep H W3BAEKHTE
CTEHT ¢ CHCTEMOI A0CTABKH W IPOBOJTHUKOBBIH KaTeTep H3 NalLHEHTA eAHHBIM GAOKOM,
4T00B TONBLKO MPOBOJIOYHEIA NPOBORHUK OCTANCA Ha YPOBHE nopaxenus. Hecobnonenune
YKa32HHBIX WAroB H/K.TH NPHIOKEHHE K CTEHTY Ha CHCTEME JOCTABKH HITHIIHETO YCHARS
MOXET MOBPEAHTH CTEHT WIH MOKPbITHE CTEHTa, CMECTHTbh CTEHT ¢ (annora W/mnn
TIOBPEAHTE CHCTEMY A0CTABKH.

8.12. Mepui NPeaoCTOPOAHOCTH NOCAE HMAJSHTAUNN
» Chneayer ApOSBIATE BHICOKYIO CTENEHb OCTOPOXHOCTH NMPH NPOXOXKAEHHH TONLKO YTO
. YCTAHOBJICHHOTO CTCHTA KaTeTepOM AN BHYTPUCOCYAHCTOrO  YAbTPasBYKOBOTO

UCCIEA0BAHHSA, KOPOHAPHBIM NPOBONOYHLIM POBOAHUKOM HIH GaNIOHHBIM KaTETEpOM BO
“30EKAHHE KIMEHEHHA TEOMETPHH CTEHTA W TOBPEXACHUA MOKPHITHA CTEHTA.

¢ He npoBoauTe MarHHTHO-pe3oHaHcHyio ToMorpapuio (MPT) naumMeHTy NOCAe UMANARTALUNH
A0 NMONHOW SHIOTEAU3AUMHK CTEHTA, YTOOR MHUHHMM3HPOBATH MOTEHUMANBHWIF PUCK ero
MuUrpauMd. Haamyue CTeHTa MOXET NPUBECTH K nosBneHUIO apTedaktoB npn MPT
BCIEICTBHE HCKAKECHHS MarHHTHOTO Mong.

¢ Jlna cHmwkeHMA pUcKa Tpombo3a CTEHTa HeoOGXOIMMO Ha3HAYMTL aHTHTPOMOOLMTAPHYIO
Tepanuio Ha 6 MecsLes.

9. HH®OPMAILINA O JEKAPCTBEHHOM BENIECTBE

9.1. Mexannim JelicTBHA
MexaHn3M, NOCPe;ICTBOM KOTOPOro KOpoHapHbii koGaner-xpoMoswiit crent TETRILIMUS ¢
JEKAPCTBEHHLIM NOKPHITHEM IBEPOAHMYC OKa3niBaeT BO3ACHCTBHE HA nponudepauuio
HEOHHTHMbI. HalNIO1aeMOE B KIHHMMECKMX WCCNEIOBaHMAX, HE YcTaHosneH. MssecTHo, uto
JseponuMyc HHIHOMpYeT npomuepalio rNaNKOMBIIEHHBIX KIETOK W ¢akTop pocra.
Jsepoaumyc ofpasyer KOMILIEKC ¢ UHTomnaimaTHyeckuMm Genkom FKBPI2. IMocre storo
. obpasyercs xoMnaekc FKBPI12-DseponuMyc u Takum obpasom Hapywaerca gpyHkums Genka.
accounnpoBanHoro ¢ FKBPI12-panamuunnom (FRAP)., Takke u3BecTHOro Kak MHrHGHTOp
MHIIEHH panaMHuKHa 8 KneTkax Mackonutalowero (MTOR). FRAP spnsercs KmOMEBLIM
GenkoM. KoTOpeli perynupyeT metabonHaMm, pocT W mpomudepaumnio Kietok. Flonasnewse
dbyrkuur FRAP BLI36IBAET OCTaHOBKY KICTOYHOTO UMKNA Ha nozgued cragmu Gl npu
NPHMEHEHHH BEpPOUMYCa.

9.2.BianmoneficTBNe ¢ AeKAPCTBEHNLIMH CPEACTBAME M APYTHMH BEINCCTBAMA

IBeponumMyc aKTHBHO MeTabostnaupyetca depmentom CYP3A4 B neyenu u B HekoTopoil cTeneHu
B CTEHKEe KMIUICYHHKA M ABASETCA CyOCTpaTOM ANA MROTOKOMMOHEHTHOM 3¢¢aoKcHON moMnb
PgP, obecneunpaiomeli MHOXECTBEHHYIO NEKAPCTBEHHYIO YCTOHYHBOCTL. OnHOBpeMeHHoe
AEYEHHE CHTBHLIMK WHTHOHTOPaMH W HHRYKTOpaMK 3A4 He pexomennyercs. Uuruburopel PgP
MOTYT YMEHBIUATL OTTOK JBEPONHMYCA H3 KNETOK KHIIEYHHKA H YBEHHMMBATE KOHUCHTPAUMIO
3BEPONHMYCa B KPOBH. In Vitro 3BepoanMyC KOHKYpeHTHO MHruGnposan pepmentsl CYP3A4 K
CYP2D6, uTo MOrnio mpHBECTH K MOBLILICHWKY KOHUEHTPALUWK NEKAPCTBEHHSIX NpEnapaTos,
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T CrenT KopoHapHuill kobamT-xpomossiii TETRILIMUS ¢ | (Poceus)
A€KAPCTBEHHEIM NOKPHITHEM DBEPOTHMYC Ha CHCTEME
JOCTaBKH

Bepcus MNe: 02
Hara: 22-12-2022

BHiACAAEMBIX 2TUMH epMenTamu. Takum o6paiom, creayeT coSmoORaTh OCTOPOMHOCTH NpPH
OZHOBPCMEHHOM Ha3HAYEHHUU IBEPONUMYCa C cyOcTpaTamMu 3A4 H 2D6 ¢ y3xMM TepaneBTHYECKHM
HHICKCOM.

o HuruGutopm usopepmenta CYP3A4 (KeTOKOHA3ON. HTPAKOHA30N, BOPHKOHA30:,
PUTOHABHMP. 3PHTPOMMUMH. KAAPHTPOMHUMH, ¢nyKoHa304. G0KaTOphl  KATbUMEBHIX
KaHalOB [BepanaMMil W IMATHA3CM], anpenuTaHT, aTa3aHaBHp. HEDA30AOH. aMNpEHaBUp,
HHINHABUD, HENPHHABHD. JC1ABMPIHH. OCAMITPEHABND, CAKBHHABUD H TETHTPOMHLINA);

o Huayxropui usodepmenta CYP3A4 (3Bepoboii. pudamiiun. pudabyThH. KapSamasenu,

3dasupeni, HesupanuH, peHobapOUTAN. PEHHTOMH, NEKCAMETAION):

AnTHONOTHKY (uMnpodaoKcauuH, opROKCANH);

I moXOKOPTUKOU Ib):

Huruduropst HMGCoA peaykraskl (CHMBACTaTHH, NOBACTATHH):

Uurn6uropn PgP (AMroKcHH. UMKIOCHOPKH);

L{3anpua (TeopeTHYECKOE NOTEHUHANLHOE B3aKMOJCHCTBHE);

Cunaexadun (Bnarpa®) (TeopeTHUECKH-BOIMOKHOE B3aHMOICHCTRHE):
AHTHIHCTAMMHHBIE Npenaparhl (TepdeHannt. acTeMuson):

[pefingpyT / rpeitndpyroselit cok.

Isepoaumyc onobpen B Coeaunennpix llitatax noa vaszsanuem Zortress® 108 npodunakruku
OTTOPKCHHA  MOMEMHOTO  TpaHCHNAHTaTa Yy  B3POCABIX  JIPH  HHU3KOM  YMEpPEHHOM
HMMYHOIOMH4ECKOM pHCKe B 03¢ 1.5 MIr/CyTKn ana npuema BHyTps. B Huaum 3sepoanumyc.
0100peHHBI ANA HCMONB30BaHKUA NoJ HazBaHueM Advacan, BRInyckaeTcs KoMnaHue#t «Biocon»
B TEX KE LEIAX, IBEPOAUMYC HCROML3YETCA ANA JNECYEHHR NAUMEHTOB C PacmpOCTPaHEHHOM
NOYEHHO-KUIETOMHOH KapUHHOMO! NOCAS HEYAAYHOTO NEYEHHA CYHMTHHHOOM WINH copadeHHGOM
B A03ax oT 5 10 20 Mr/cYTKH Ans npxeMa BHYTPb. KOMHUYECTBO JEKAPCTBEHHOrO BELIECTBA,
KOTOpOE UHPKYIUPYET B KpoBoTOKe nocne wmmiantauwn crenra TETRILIMUS, 6yaer B
HECKOJILKO pa3s HHIKE, YeM MPH NpHeMe BHYTPb (oT 1.5 a0 20 Mr/cyTkn).

9.3. KanieporenHocTs, reHOTOKCHYHOCTD H PeNPOIYKTHBHAS TOKCHUMOCTh
KaHueporeHHOCTh, FreHOTOKCHYHOCTb M PENpOAYKTHBHAS TOKCHYHOCTE cTeHTa TETRILIMUS e
. OLEHHMBATHCL, OIHAKO, ROATOCPOMHLIC MCCNENOBAHMR KAHUEPOTE€HHOCTH M TEPATOTeHHOCTH.
NPOBEAEHHBIC HA CTCHTE C TAKUM XK€ 1EKAPCTECHHBIM BELIECTBOM, ONMHCAHE! HHXKE.
B 26-He1e1bHOM HCCACAOBAHHN KAHUEPOrEHHOCTH, NPOBEACHHOM ANS OUEHKH KAHLEPOreHHONO
noTeHunana ssepoaumMyc-anioupytouiero creHta (EES) mocne noakoasoil wMAnaHtaumu y
TPAHCTEHHLIX MBbIlICH, AHOMANBHBIX KIHHUYMECKHX HabMoAcHMA, CBHACTEALCTBYIOMHX ©
KaHueporeHHoM 3¢dexre EES. otmeweHo we 6b10. B uccneayemoil rpynne He BhsBuWIH
MOBBIWCHAR HaCTOTHI ONYXOAEBLIX NOPAKCHHR NO CPABHEHWIO C TPYNNOH OTPHUATENLHOrO
KOHTPoAR. B rpynne nonoXHTENLHOrO KOHTPONA M 3KCMEPHMEHTANBHBIX NONOXHTEILHBIX
KOHTPO/ILHBLIX rPYRNax Hab/MoJaIM 3aMEeTHOE YBeTHYEHHE YaCTOTh! ONMYXONEBLIX nopaxkeHuii no
CPaBHEHHIO ¢ MCCIEIYeMOH HWAH oTpuUmaTencHod KOHTPOALHO# rpynnoit. Deepoanmyc-
MIOHPYIOLLAA CTEHT HE MPOJEMOHCTPHPOBAN KaHUEPOTEHHbiE CBOHCTBA NPH HMMNNAHTALMK
TPaHCreHHLIM MBILLAM B TeMeHHE 26 Heaens.
HccnenoBaHns reHOTOKCHYHOCTH B oTHOWeHHK EES Gbinu npoBeaeHn Ha KieTkax W 6axrephax
MIIEKOTIMTAIOWMX, BXIIOYATH MYTaUHK reHOB B GakTepHax (Tect DHmca), MyTaUMH TEHOB B
KIETKaX MJEKONUTAIOWMX (XpoMocoMHas aleppaumsa), TECT HA KIacTOreHHOCTh B KieTKax
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TR | Cren xopowapusi koBanuT-xpomosui TETRILIMUS ¢ | (Pocens)
NIEKaPCTBEHHBIM noxpz:cs::azrponmyc HA CHCTEME Bepeyn Ne: 02
JAara: 22-12-2022 |
MJICKOTIMTAIOMIMX M TECT HA MUKPOAIPa IPHTPOUHTOB MiaekonuTawowux. EES 6bin npusnan ne
FEHOTOKCHMHBIM.

Hccneaosanue penpoaykTHBHON TOKCHYHOCTH (TepaToreHHoe aeiicTeue) Gbino mpoBeacHO Ha
camkax Kpoic Cnpar-Zloynu. EES He okainiean BansHHS Ha PEPTHALHOCTD HIK PENPOAYKTHBHYIO
cnocodHocTe camok Kpeic Crmpar-Jloyin. He OHAO CTaTHCTHYECKOM pazHHLB! MEXAY
HCCNCAYEMbIM M KOHTPORBHBIM H3aendeM. MccnenyeMoe Hagenue He 0Ka3ano BAWAHNA Ha OMET
H HE YBEIHYHAO CMEPTHOCTL B YTpobe MaTepH. KpoMe Toro, B uccnezosannn EES e okasan
TOKCHYECKOro JeACTBHA Ha PENPOIYKTHBHYIO GYHKUHMIO ¥ TOTOMCTBA.

9.4.bepeMeHBOCTD

bepemennocTs kareropud C: COOTBETCTBYIOLMX HCCAEIOBAHMH TEHCTBHA DBEPONWMYCE WM
crenta TETRILIMUS y 6epemenHBIX xeHIMMH He npoBoausock, [1pH HasHAYeHHH BHYTPL B N03€
. 0,1 MI/KT WM Bhllle IBEPOAMMYC OKA3BIBAN BAMAHHE HA NMPEHATAILHOC M NMOCTHATANLHOE
Pa3sBHTHE KPBIC. OFPAHHYCHHOE HESONBIMMM WIMEHEHHAMH MacChl TENA W BLIKHBACMOCTBIO
n10aa 6e3 Kakoro-1u6o cneunduyecKoro TOKCHYECKOro NOTeRUHAIA.
I PeKTUBHYIO KOHTpaUENUHIO HeOGX0IMMO HAYHHATE 10 HMNIanTauMd crewta TETRILIMUS
H NpoAcKaTh B Teuenue oaxoro roja nocne uMmnantauun, Crent TETRILIMUS cneayer
NPUMEHAT y OepeMeHHBIX KCHUWMH TONLKO B TOM C/AYYae, €CAM NOTEHUHANLHAs Mojb3a
NepeBeINBAaET NoTeHUManbHbie pHcKH. besonacrocts credta TETRILIMUS y Myxumn,
NJIAHUPYIOIUX 3a4aTHe peGeHKa, He OUESHHBAIH.

9.5. JIaxkTauus

JlaHHBIX O TOM. TPOHHKAET ;1N 3BEPOTHMYC B MATEPHHCKOE MO0KO, HET. KpoMe Toro, y netei He
onpeeasiu npoduin PapMaKoKHHETHKH W Ge30macHOCTH IBepoanMyca. ClenosaTtensHo.
caeayeT NpeayIPeaNTh Matepeil O BO3MOXKHBIX CEPbe3HBIX HeXKenareabHbX pPeaKkuHaX Ha
3IBEPOAMMYC ¥ rpyanbix Jetedd. [lepea nmnnantauueit crenva TETRILIMUS cneayet npuns
PEIICHHE OTHOCHTETBHO TOTO. CEAYET AM MPEKPATHTH KOPMACHWE TPYIbIO WIH MpPOBECTH
aNbTEPHATHBHYIO NMPOLEIYPY HPECKOKHOMY KOPOHAPHOMY BMELLATEALCTBY.

10. HHIUBUAYAJILHBIH NOAX0A K JEYEHHIO

. Cm. pasaeabt «Mepsi NpeacCTOPOXHOCTHY, «HCnoNb30BaHHe ¥ OCOBHX FPynn HACENeHHS» U
«Mepol IpeaoCTOPOXKHOCTHY. «XapaKTepUCTHKN NopakeHHa/cocyaar. PHCKH H npenMyliecTBa.,
OMHCAHHBIC BBILIE, CCAYET YHHTHIBATD 1% KOKAOIO MMALMEHTa OTACNBHO 10 MPUMEHEHNA CTEeHTa
xopoHapHoro kobaabT-xpomosoro TETRILIMUS c nekapcTBeHHBIM NOXPHITHEM JBEPONHMYC Ha
cucTeme poctaski., Cpean ¢axTopoB BHGOpa NAUMEHTOB CACAYET OLUEHMBATL OTHOLICHHWE K
pucky antuTpoMbGouuTapHol Tepanuu. CrentupoBanne oOBIMHO He NPOBOJAT Y NALMEHTOB ¢
MOBLIWEHHBIM PHCKOM KPOBOTEHEHHS (HanpuMep, Y MAUUEHTOB C HEAABHHM OBOCTpeHHeM
rACTPHTa WK A3BeHHOH GonesHu, cM. pasaen «ITpoTHBONOKAZAHUAR).
Heofxoaumo  yunteiBaTe NpeMOpOMIHBIE COCTOSHMA, KOTOPbie YBENHYHBAIOT  PHCK
HEACNATENbHOO NPEABAPHTENLHONO Pe3ybTaTa ¥ PHCK HeyAauHO# onepauuy W HanpaBlieHNA Ha
IKCTPEHHOE KOPOHApHOEe IYHTMpOBaHHe (caxapHuli nuaber, noyewHas HEAOCTATOYHOCTH H
TAXKENAA CTENEHb OXKKPEHHA).

11. HHOOPMALMA V1A NAUMEHTOB
Ipx npeaocTaBAeHHH KHPOPMALIUH O JAHHOM H3TCAHH BPaUN JONKHEI O6CYIMTH C
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SAHAJANAND MEDICAL TECHNOLOGIES LTD. Huctpykuus no
(CAXANKAHAHA MEAHKAIA TEKHOJOMIXHC JITA,) | npumenenno
A CreHT KopoHapHLIlt KoSansT-xpomouit TETRILIMUS ¢ | (Pocens)
NeKAPCTBEHHBIM noxpl;rrolé::;:eponumyc Ha chcTEMe Bepcun Ne: 02
Jara: 22-12-2022
NalUKEHTaMH:

*  Puck. cBA3aHHbINA C YCTAHOBKOH CTEHTA.

¢  PucK. cBA3aHHBIA ¢ MMMIAHTATOM, BHACNSIOLIUM DBEPONUMYC.

¢ PHCK M m0ab3y 19 AaHHOTC KOHKPETHOTO NAUMeHTa,

¢ HameHenus obpada xu3KK NallMeHTa CPa3y Nocne oNnepalri U B 10NrOCPOHOH

NEPCNCKTHBE.

12. PYKOBOJACTBO NNOJIB30BATEA / HHOOPMALIHA O KIMHHYECKOM

HCIIOJb30BAHHH

12.1. [JocTyn k ynaxoske, cogepiamelt CTEPRILAYIO CHCTEMY AOCTABKH CTEHTA

BekpoiiTe Hapykubifi nakeT M3 ¢oaIbrH AAA ROCTYNA KO BTOPOMY BHYTPEHHEMY NaKeTy.
. MNpumeuanne: HE xnagure BHYTpeHHUH NakeT B CTEPUABHYIO 30HY. JlocTaHbTe BHYTpeHHHH

naxet u3 xopobku. Bekpoitte BHyTpernmit naker. co6alo3an npaBuia acenTHKA. LIS AOCTYNE K

CTEPUALHON YNIAKOBKe,

12.2. TIposepka nepex Hcno/iLb3OBAHHEM

BHUMATENLHO OCMOTPHTE CTEPHIBLHYIO YTIAKOBKY NEpel BCKPHTHEM H YOEIMTECh, YTO OHA He
nospexaeHa . [Tepea uCNONL30BaHNEM H3EIHA OCTOPOXKHO H3BICKHTE CHCTEMY M3 YIIAKOBKH H
OCMOTPHTE €€ Ha NMPeaAMET CKPYUHBaHHUA, nepernbos W IpyTHX nospexicHui, He ucnonsayfite
H3JENHE. €CMH LENOCTHOCTL CTEPHUIBHOMA YNIaKOBKH HapyleHa.

12.3. Heobxonnmbie MaTepua bl

KomsuecTo Marepuan
HTI CooteeTcrByiomui NPOBOIHUKOBHIHA KaTeTep
2-3 LLinpuus: 10-20 cv®
1000 ea/500 cM* CrepunbHblii  renapuHU3BPOBaHHLIH  PHIHONOTHUECKHH PacTROp
. HaTpusa xnopuaa (HepNS)
1 MNposoanux 0.014 moiima (0.36 MM) X 175 cM (MUHMMaNEHAR ANHHA)
1 Potaunonubil  remocTaTMYeCKMH K1anaH € MHHUMAadbHBIM
BHYTpeHHHM auaMeTpoM 0.096 awoiima (2.44 Mm)
H/TI KoutpacTHoe BeuiecTBo, pasbaBicHHOE B CooTHOWeHun |:l

TENapHHUIHPOBAHHBIM  PHIHOMOTHIECKHM DACTBOPOM  HATPHA
X7opHaa

Ilnpuu-manomerp

3anopHbtll kpaH (MUH. 3-X0a0BOH)

YerpoiicTo Ans Bpatenus

HnTtpozsiocep NpOBONOYMHOTO NPOBOAHKKA
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SAHAJANAND MEDICAL TECHNOLOGIES LTD. HHcTpykuus no
(CAXAIKAHAHA MEJAUKAJI TEKHOJOLXKHUC JTA.) | npuMenennto
(Poccus)

CreHT KopoHapHblit kobanbT-xpomossiit TETRILIMUS ¢
NIEKapCTBEHHBIM MOKPBITHEM JBEPOIHMYC Ha cHcTeMe

NOCTaBKH Bepcnsa Ne: 02

Jata: 22-12-2022

H/TI CoOTBETCTBYIOLIHE AHTUKOATYASHTHbIE U AHTHArPeraHTHbIE
npenaparsbl

12.4. TloaroroBKa
12.4.1. IlpombiBaHHe NPOCBETA MPOBOIHHKA

Otan | JdeiicTBHA

1 CHUMMTE 3aLUTHBIA KONNAYOK C HAKOHEYHHKA.

2 IpombiBaiiTe npoceeT npoBoaHKKa pacTBopoM HepNS 1o Tex nop. noka xuakocts
HE NOABUTCA U3 BIXOJHOTO OTBEPCTHSA MPOBOAHHKA.

. 12.4.2. TloaroToBxa cHCTeMb! 10CTABKH
Itan | delicTBus

1 PekomeH1yeTcs HCKIIOYHTD KOHTAKT CTEHTAa C JKMIKOCTbIO. TaK KaK CYILECTBYeT
BCPOATHOCTb MPEKIEBPEMEHHOrO BbICBOOOXK1EHMA NEKApPCTBEHHONO BELECTBA.
OaHako ec.1H HeoOXOIMMO NMPOMBITH CTEHT (U3MONOTHYECKMM PacTBOPOM. BpeMsi
KOHTAKTa J0.1)KHO ObITb OrpaHHueHoO (He 6o:1ee | MHHYTDI).

[ 28]

[NoaroroBbTe WNPHLL-MAHOMETP / WINPHLL C pa3BeI€HHBIM KOHTPACTHLIM BELLECTBOM.

(V8]

[loacoeauHuTe WNPHU-MAHOMETP / WIMPHLU K 3aNOPHOMY KPaHHKY: NOICOEIHHHUTE
KPaHMK K nopTy 118 HalyBaHHA. He cruGaiite BHYTpeHHIOIO TpyOKY npu
No0COEIMHEHHH K LUNPHLY-MAHOMETP) / WNpPHULY.

4 Pacno.ioxure CHCTEMY Q0CTABKH BEPTHKAJILHO, p360‘lHM KOHLOM BHH3.

5 OTKpoiiTe 3anOpHbIii  KpaHMK B HanpaBNeHHHW CHUCTEMbl 1OCTaBKM CTEHTa;
NoAlEpAMBaiTE OTPHLATEIbHOE NaBleHWEe B TeyeHHe 15 ceKkyHa, 3aTeM
NEpEKTIOYHTE HAa HEXTPATIbHOE JaB/IeHHE 115 3aN0;THEHHS KOHTPACTHbIM BELLIECTBOM.

' 6 3aKpoiiTe KPaHHK; yAATHTE W3 WINPULIA-MAHOMETPA/IUNPHLA BECh BO3AYX.

7 IloBTopuTe warn ¢ 4 no 6. noka Becb BO31yx He OyaeT yaaneH. Ecau nysbipbku
BO3/1yXa OCTalOTCA. HE UCNOMb3VIiTE H3deine.

8 Ecaun ucnons3osaics WNpHL, MOACOEAHHHUTE MOATOTOBNECHHBIH WINPHLI-MaHOMETP K
3aNOPHOMY KPaHHKY.

9 OrtkpoiiTe 3anOpHBIA KPaHHUK B HaNPaBIEHUH CHCTEMbI JOCTAaBKH CTEHTA.

10 [ToanepxuBaiite naBneHne HEHTPALHBIM.

12.5. Tlpoueaypa 10cTaBKH

dran | de#icTBus

22

lewars: HOTAPHYC * FIPABHTE/ILCTBO HH/IHH * AMAP P. TATEJT * TOPOA CYPAT (I'IK.) * Per. Ne 12739 * Cpok aeiicteis
30.01.2027 r.
ILiramn: KOTIHA BEPHA * AMAP P. TTATE.T * HOTAPHYC * 'OPOA CYPAT (I'/1XK.) * IPABHTETbCTBO HHAMH

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



SAHAJANAND MEDICAL TECHNOLOGIES LTD. Hucrpyxuus no
(CAXANKAHAHA MEAHUKAJ TEKHOJIOAXKHUC JITA.) | npumenensio

T ﬂ{-}' —', CteHT KopoHapHbifi kobansT-xpomossiit TETRILIMUS ¢ (Poccusn)

JE€KAPCTBCHHBIM NOKPbITHEM BBCPO.'IHM)’C Ha CHCTEeMe
J0CTAaBKH

Bepcna Ne: 02
Aara: 22-12-2022

1 [loaroToBbTe MECTO COCYAMCTOTO JOCTYNa B COOTBETCTBHH CO CTaHAapTHOM
METOIHKOM.

2 [lpeasapuTenbHO paciiMpbTe NOPAXKECHHDIA YHacTOK cocyna KaTerepom ans YTKA.

lNoaadepxkueaiite HeiiTpalbHOe JaBieHMe B  WNpHue-MaHoMeTpe. OTKpoiite
POTAUMOHHBIH FeMOCTaTHYECKH K1aNaH Ha MAKCHMYM.

o

4 [lpoBennTe cucTeMy 10CTaBKM K NPOKCHMAIBLHOW 4YacTH NPOBOAHHKA, COXPaHASN
NONOXKEHHE NPOBOAHHKA B 061aCTH LeNEeBOro NOPaXKEHHUA.

w

Ipoasuraiite cucTeMy 10CTaBKH CTEHTa MO NMPOBOIHHKY K LEIEBOMY NOPAKEHHIO.
HMcnoaesy#iTe peHTreHOKOHTpacTHble MapKepbl GalioHa 1718  ONpeleneHHs
. NONOKEHHSA CTEHTA B 00.1aCTH OYara NOPakeHHUA: BLINOIHUTE aHrHOTpaduio, YTOOI
NOATBEPIAHTH NO.I0KEHHE CTEHTA.

ITPUMEYAHHUE. Ecnu B npoliecce nepeMelleHHs CHCTEMbI JOCTABKH K HYXKHOMY
MO.I0AKEHHIO Bbl 3aMETHTE. YTO CTEHT CMECTH.ICA Ha 0a’llOHe. He YCTaHaBlHBaliTe
CTeHT. Bclo cucTemy caeayeT ylanuTbh eauHbiM OnokoM. CM. pasizen «Mepbl
NPe1OCTOPOKHOCTH NMPH H3BIEYEHHH CTEHTA/CUCTEMBI.

6 3akpoiiTe pOTaLMOHHBIH reMOCTaTHYeCKHii KianaH. Tenepb CTEHT roToB K
yCTaHOBKe.

12.6. Ilpoueaypa pa3BeprbiBaHus

dran | deiicTBHe

1 Hanoanute Gat1i0H CHCTEMbl JOCTaBKHM, PaCIUMPHB CTEHT NPH HOMHHAILHOM
AaBaeHuH. Jlna  yaydlueHMs NPHIEraHUA CTEHTa K CTEHKE apTepuH  MOXKeT
notpedboBaTbcs 00.1€e BbICOKOe 1NaBieHMe. JlaBneHHe B 6GalloHe He IOMKHO
npeBbIaTh pacyeTHOE 1asaeHue paspoisa (PIIP).

. 2 MNoaaepxusaiite 1aBneHue B Tedenne 15-30 ceKyHa NS NOAHOIO PacKpbITHSA CTEHTA.

Cnyctute 6a110H. CO31aB B YCTPOHCTBE 118 HANO:IHEHUS GaNIOHA OTpHLATEILHOE
AaB.ICHHE 10 TeX NOp. NoKa 6a1I0H He CNYCTUTCA NOTHOCTHIO.

I

4 [IpoBepbTe nonOXKeHME CTEHTa M PAacKpbITHE CTEHTa MOCPEICTBOM CTaHAAapTHOM
MeToavkK  aHrHorpabuu. Jlna  NOCTHXEHHWA  Haunyuwero  pe3yibTaTa
CTEHO3HPOBAHHbLIA CErMEHT apTEPHH JO/KEH ObITh MONHOCTBIO MOKPHIT CTEHTOM.
Hns npaBuNbHOM OLEHKH IHaMETpa NONHOCTBIO PACKPLITOrO CTEHTa B CPABHEHUH C
NPOKCHMAIbHLIM M IHCTAlbHbIM JIHAMETPaMH KOPOHApHOM apTEPHH MOXeT
noTpeGoBaTbC  NPOBEJIEHHE  PEHTITEHOCKOMMYECKOro  uccienosanus. [lpu
ONTHMA/ILHOM PACKPLITHH CTEHT AOKEH MOJHOCTHIO CONMPHKACATLES CO CTEHKOM
aprepun. KOHTaKT CTeHTa CO CTeHKOHl cocyaa npoBepseTcs NpH NpOBEAEHUH
CTaHJapTHOA  aHrMorpadMH  HMAH  BHYTPHUCOCYIHMCTOFO  YAbTPa3BYKOBOIoO
uccnenosanus (BCY3H).
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SAHAJANAND MEDICAL TECHNOLOGIES LTD. MHCTpyKumsa no
(CAXAKAHAHO MEONKAN TEKHOJTIOAXKWC NTA.)  nprMeHeHWUio

CTeHT KOpOHapHbI kobanbT-xpomoBbli TETRILIMUS ¢ (Poccus)

JIEKapPCTBEHHbIM MOKPLITUEM 3BEPOSIMMYC Ha CUCTEME

[IOCTaBKM Bepcusa Xa: 02

[arta; 22-12-2022

5 Ecnn Tpe6>eTca onTMMu3auus pasmepoB/mpuneraHvsi cTeHTa, nofaiite Bnepeq
Ga/iioH CUCTeMbl [IOCTaBKM CTEHTAa WM BBeAuTe [pYroil 6GanfoHHbIA KaTeTep
BbICOKOrO [IaBMIEHNS HY)XHOTO pas3Mepa B CTEHTUPOBAHHbIV y4acTOK Mpu NMOMOLLM
CTaHJapTHO METOAUKM aHTUONNACTUKN.

12.7. Tlpouenypa n3BfeyYeHUs

dtan  [deicteue
1 Y6eautechb, 4To 6ai10H NOMHOCTBLIO CM)TLEH.
MONHOCTLIO OTKPOWTE POTALMOHHbIA reMOCTaTUYECKMIA KnanaH.

ﬂ COXpaHFIFI nonoXkeHne npoBOoAHMKa W OTpuuaTtesibHOe pfaBneHne B LWNpule-
MaHOMETpPE. U3BJIEKUTE CUCTE.MY AOCTaBKW.

MPUMEYAHWME. Ecnn npu goct\Tie K 061acTy NOpPaXeHus WanM Npu MU3BiedeHnn
CMUCTEMbl [OCTaBKM MocfAe wuMNAaHTauMn CTeHTa 4}BCTBYeTCA  HeoObluHOe
COMPOTUBEHME, TO BCIO CUCTEMY HYXXHO M3BNeYb eAuHbIM 610KOM. CM. pasgen
«Mepbl NPefoCTOPOXKHOCTU NPU MU3BEUYEHUN CTEHTA/CUCTEMBbI.

4 3aKpoiiTe poTauNOHHbIA TEMOCTATUYECKNIA KanaH.

5 MOBTOPHO BLIMOMIHUTE aHTMOrpaduio ANs OLEHKU COCTOSIHUS CTEHTUPOBAHHOIO
yuyactka. pyv Heo6XoAMMOCTM BbIMOSIHUTE MOBTOPHOE pacluMpeHue cTeHTa. Mpwu
PacLLUMPEHNN HYXXHO WCMOb30BaTb Gas/ioH, NOAXOASAWMA MO pasMepy AvameTpy
cocyga.

6 KOHEUHbIn avaMeTp CTeHTa AO/MKEH COBMagaTb C AO/MKHbIM AMaMETPO.M Ccocy/a.
YBEAWTECH. YUTO CTEHT MOJIHOCTbHKO PACLUUMPEH.

13. NTH®OPMAUWA A.TA MALMNEHTOB

B pononHeHWe K JaHHbIM, MNPeACTaBfeHHbIM B HACTOAWEN WMHCTPYKUUM MO MPUMEHEHMIO,
MH(opMaLMa O CTeHTe KOpOHapHOM KobasnbT-xpomoBoM TETRILIMUS ¢ nekapCTBEHHbIM
NMOKPbLITMEM 3IBEPOSIMMYC Ha CUCTEME [OCTaBKM MNpejcTaB/ieHa B Cnefyowmnx JOKyMeHTax:

e lmnnaHTaunoHHas kKapTa (Stent Implant Card), Bkntouarowme nHhopMaumio 0 naumeHTe u
O CTeHTe KOpOHapHOM Kob6anbT-xpomoBoM TETRILIMUS ¢ nekapCTBEHHbIM MOKPbITUEM
3BeposiMMyC Ha cucteMe [OCTaBKW. Bce nauueHTbl OO/MKHbI BCerga MMeTb 3Ty KapTy B
CBOEM PacropsHXKeHUn ans naeHTMmKauum npouyeaypbl/cteHTa (cm. Tabnnuy Huke).

Tabnuua. CooTBeTCTBME TEPMMUHOB Ha A@HMUMWCKOM W  PYCCKOM  A3blKax
MmnnaHTaynoHHas kapTta / ®opma oueHku (Stent Implant Card).

dopMynMpoOBKa aHrn, A3blke MepeBof Ha pyc. A3bIK
STENT IMPLANT CARD MMONAHTALUMOHHAAG KAPTA
MALWEHTA
Patient Name ®NO lMaymeHTa
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SAHAJANAND MEDICAL TECHNOLOGIES LTD.
CAXATIKAHAHI MEAUKAJ TEKHOJOXKHUC JTAH.)

CteHT KoponapHbiit koGanbT-xpomosstiit TETRILIMUS ¢
leKapCTBEHHbIM MOKPLITHEM JBEPOIHMYC Ha CHCTeMe

A0CTABKH

HUucrpykuns no
MPpHMEHEHHIO
(Poccus)

Bepcua Ne: 02
Mava: 22-12-2022

Date of Birth

Jlata poxaeHus

Date of Implant

Jlata uMnaadtaunu

Implanting Physician’s Name OUHUO Xupypra
Hospital Jny
Cityv/State I"'opoa

Phone Number

Homep teaedona

Stent Identification Information

MaeHTHdHKaUMOHHbBlE JaHHbIE CTEHTa

Indicate Stent Implant Location

YKkaxute mecto HUMILIIAHTAUHUH CTCHTA

implant Card

Indicate stent impjant jocstion

FLEANS CARSY VOIS CARC AT AL, “DWIN

P L TR TY I TET N T SO PR I RO

Lo

Owre o ruonr

ety Prevescann + Same

Cm S

W Prseumn stge rtnrmartme

14. CBEIEHHUSA OB YITAKOBKE. CPOK 'OJHOCTH
YnakoBKa MeIMLHMHCKOrO M31e/HA OGecredHBaeT 3alUTyY OT BO3JICHCTBHA MEXaHHUYECKHX M
K/IMMAaTHYECKHX (aKTOPOB BO BpeMs TPaHCMOPTHPOBKH U XPaHEHHS.
YnaKkoBka MEIMUMHCKOTO M31enus repMmeTHyHa. CTepHIBbHOCTL YIIAKOBKH ofecneunBaeTcs
codnonennem TpeboBanmii ctanaapta ISO 11607-1.

T s en

Cpox roaHocTH KopoHapHoro kobaibT-xpomosoro crenta TETRILIMUS ¢ nexkapcTBeHHbIM
MOKPbITHEM IBEPOANMYC cOCTaBaseT 24 Mecsua (2 roaa) ¢ 1aThl H3rOTOBAEHHUA NPH COBMOIEHHH
peKoMeH1yeMbIX yc10BHHA XpaHenus (0T 20 °C 10 30 °C) u coxpaHeHHH UENOCTHOCTH YNAKOBKH.
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SAHAJANAND MEDICAL TECHNOLOGIES LTD. WHCTPYKKHA 1Mo
(CAXALXKAHAHO MEOVKAT TEKHOJIOO>KNC NITA.)  NpUMeHeEHWIO

Ch CTeHT KOpPOHapHbIii Ko6anbT-xpoMoBbIii TETRILIMUS ¢ (Poccus)
NEKapPCTBEHHBLIM MOKPbLITUEM DBEPONMMYC Ha CUCTEME
[OCTaBKM Bepcusa N2: 02

Jata: 22-12-2022

15. YCNOBNA TPAHCIOPTUPOBKW N XPAHEHWA

O6palatbca € U3feNMeM OCTOPOXHO. XpaHUTb B OPUTMHa/IbHOW YynakoBke. He pgonyckatb
BO34ENCTBMA MPAMbIX COMHEYHbIX Ny4eill UAM BbICOKMX TeMnepar>p. XpaHWTb B MPOXIajHOM,
TEMHOM UM C>XOM MecTe.

WM3gennsa B 3aBojacKoi vTiaxoBKe MOXHO TpaHCNOpPTMPOBaTb BCEMM BUAAMM TPaHCMoOPTa B KPbITbIX
TPaHCNOPTHbIX CPeACcTBax B COOTBETCTBMM C MpaBuiamMy NEPeBO3KU Py30B. AeNCTB\TOLLMX Ha
TpaHcnopTe KaXaoro suga.

Temneparypa npu TpaHCNoOpTUPOBKe A0/HKHaA cocTaBnATb oT -40 °C go +54 °C ¢ gonyckom 2 ®C
N OTHOCUTENBHOWM BRaXKHOCTU Bo3aN\'xa 0T 20% ao 80% c gonyckom +5%.

CteHT TETRILIMUS HeobxogMmo xpaHuUTb Npu KOHTponMpyemol Temnepatype ot +20 °C go
+30 °C B 3aKpPbITOM MOMELLEHUM B OPUIMHANLHOM “MTakoOBKE MNPOW3BOAWTENS B TeYeHue
YCTaHOB/IEHHOIO CPOKa ro4HOCTU.

MMnnaHTatbl NPUrogHbl K aKcrayataunm npyu HOMUHa bHbIX 3HaYeHUAX Temneparypsl oT +35 °C
[o +39 °C. mnnaHTaTbl YCTOWYNBbLI K BO3AENCTBMIO OUNOOTMYECKUX XXNAKOCTEN (KPOBK).

16. TPEBOBAHUA K OXPAHE OKPY>XAIOLLEW CPEAbI
CTEHT KOpOHapHbIA KobanbT-xpoMoBbli TETRILIMUS ¢ nekapCTBEHHbIM  MOKPbITUEM
9BEpPONMMYC Ha CUCTEME [OCTaBKM He OKa3blBaeT OTPULATE/IbHOIO BAMSAHMUSA Ha OKPYXaoLWN\TO

cpeay.

17. YTUNN3AUNA

M3penus, nMeBLUME KOHTAKT C KPOBbIO U/Wnn ApYrMMn 6M00TMYECKUMU XXULKOCTAMU, nognexxar
YTUAN3aLUN M YHUUTOXEHUIO COrflacHo TpeboBaHMAM K 06paLLeHnIo C MeAULMHCKUMUK OTXO4aMu,
onpegensembim CaHlMNunH 2.1.3684-21 (knacc B) n gpyrumu HOpMaTUBHbLIMU 3aKOHOATEIbHbIMU
akta.Mu Poccuiickon degepauymn.

Heuncnonb3oBaHHble un3genus (He WMeBLUME KOHTAaKTa C OGMONOrMYECKMMU  XKUAKOCTAMMU
naLneHToB), B TOM YMUC/IE C UCTEKLLINM CPOKOM FOAHOCTU, NOA/exXaT XTUIn3aLnum B COOTBETCTBUN
C npoueaypoli yTunusaumm TBepAblX ObITOBbIX OTXOAOB, YCTaHOB/IEHHO! 3aKOHOAATeNbCTBOM
Poccuiickonn depgepaunn B CanlnH 2.1.3684-21 (knacc A).

18. YC/NNTOBHbIE OBO3HAYEHWNA

K.
T W .
3anpeT Ha He Vcnonssosate  Bepeub ot MN3roToBuTENb [Nata
NOBTOpPHOE cTepunnn3oBartb [0 Bnarm N3roTOBJIEH
MCNob30BaH NMOBTOPHO Usi
ve
REF STERILE EO
SN LOT Crepununsaums
ANMPOreHHo Howmep no 3TUNEHOKCUAOM

KaTanory Kog naptum

CepuiiHblii
HoMep
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SAHAJANAND MEDICAL TECHNOLOGIES LTD. VNHCTPYKLMS MO
(CAXAIXXKAHAHZ MEAWKAN TEKHONOAXUC NTA.)  npuMeHeHuio

CTeHT KOpOHapHbIi kKobanbT-xpomMoBbli TETRILIMUS ¢ (Poccus)

NIEKAPCTBEHHBIM MOKPbLITUEM 3BEPONMYC Ha CUCTEME
Bepcusa Ne: 02

OCTaBKM
A [laTa; 22-12-2022
nn 30°C
O6patutecb K » 1
He He ,CI,OI'IvyCKaTb NHCTP>KLUN Temneparyp OCTOPOXKHO!
ncnonb3oBar o oRCUCTENA no HbIVA O6parunTech K
b NpN CO/THEeYHOoro NPUMEHEHMIO AManasoH MHCTPYKLAN MO
cBeTa
MoBpeXaeHu NPUMEHEHNIO
1 YNaKoBKM

19. MEPEYEHb OCHOBHbIX MPUMEHWUMbBIX CTAHOAPTOB

CTeHT KOpOHapHblii KobGanbT-xpomoBbiii TETRILIMUS ¢ nekapCTBEHHbIM  MOKPbITUEM
OBEPOIMMYC Ha CUCTEME [OCTaBKM COOTBETCTBYET TpeboBaHMAM LAUPEKTUBbI O MeAULMHCKNX
n3genuax (MDD): OcHoBHble Tpeb6oBaHus MDD 93/42/EEC.

Ta6nuua; MepeyeHb rapMOHU3NPOBAHHbIX CTAHAAPTOB

CraHpaprt HasBaHue
1 MDD/93/42/EEC c nonpaBkoii  [AupeKTMBa O MeAULNHCKMX U3LeNnsX
2007/47/EC
2. 1EN ISO 13485:2016 M3penna meguumHckme - CuUCTEMbl MeHe[KMeHTa
KayectBa - TpeboBaHMA ANs LUenei HOPMAaTUBHOIO
perynmpoBaHus
3. 1BSEN ISO 14971:2012 N3penua megnumHckme: NMpuMeHeHUe MeHeMKMeHTa
pucKa K MEAULMHCKUM U3LENNAM
4, ISO 11135:2014 (E) Crepunusaums  MPOAYKTOB  3[4paBOOXpPaHeHUs
3TnneHokcuy - TpebosaHus K paspaboTtke, Banmgauum
N TeKyLWeMY ynpas/ieHW0 MPOLECCOM CTepuamsaumnm
MeaNLMHCKNX n3genuii
5. 1ISO 25539-2:2012 (E) ViMnnaHTaTbl cepAe4vHOo-cocy ANCTbIE -

BHyTpucocygmuctele nmnnaHtatbl - YacTb 2
CocyauncTble CTEHTHI

6. BS EN ISO 11607-1:2019 YnakoBKa gns MeguLUMHCKUX U3ennii, nognexatimnx
()MHUWHOM cTepunm3auum - Yactb 1. TpeboBaHuA K
mMarepuanam, 6apbepHbIM cucTeMam Ans
CTepuaM3aumnmn 1 yT1akoBoYHbIM cuctemam (ISO
11607-1:2006)

7. EN 150 29417:2021 VH()opmaums npegoctaBnseTcsa Npov3soauTenem
MeLNLNHCKUX U3Lenni

8. BS EN 62366-1:2015 M3penua meguuunHckue - Yacte 1: PaspaboTtka
N34eNnin MeANLMHCKUX C y4eToM yaobcTBa
No/ib30BaHUs

9. ISO 10993-1:2018 (E) OueHKa 6MoNOrM4Yeckoro AencTBmus MegnLMHCKNX

n3genuii - Yactb 1. OueHKa 1 nccnegoBaHne B
pamMkax npoLiecca ynpasfieHus puckamu
27
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SAHAJANAND MEDICAL TECHNOLOGIES LTD. Hucrpykuus no
(CAXAKAHAHA MEAUKAJI TEKHOJIOAXHC JITA.) | npumenenuso

CtenT KopoHapHbiit kodansT-xpomosbifit TETRILIMUS ¢
IeKapCTBEHHbBIM NOKPLITHEM JBEPOTHMYC Ha CHCTEMe

(Poccun)

Bepcua Ne: 02

J0CTaBKH Jata: 22-12-2022

10.

ISO 10993-3:2014 (E)

OueHka GHO10rHUYECKOro 1eHCTBUA MEIHLIMHCKUX
n3genuii — Yacte 3: Uccnenosauus Ha
T€HOTOKCHYHOCTb. KaH1IePOreHHOCTh H
PENPOAYKTHBHYIO TOKCHYHOCTD

ISO 10993-4:2017

OueHka GHONOrMYECKOTrO NeHCTBUA MEIHLIMHCKHX
nigeanii — Hacte 4: Ucciaeaosanus wiaeaui,
B3aUMOIEHCTBVIOLIUX C KPOBbIO

I1SO 10993-5:2009 (E)

OueHka 6HONOrHyecKoro J1eHCTBUA MeIHLIMHCKUX
nuineani — Yacrs 5: Uccaeaosanusg Ha
UMTOTOKCHYHOCTb: METOIb! in Vitro

. ' 1SO 10993-6:2016 (E)

OueHka 610.10rHYecKoro AeHcTBHE MEIULIMHCKHX
n3aenuit — Yacts 6: Uccnea1osaHua MecTHOro
JeACTBUA NOC.1E UMNTAHTAUUH

ISO 10993-7:2008 (E)

OueHka 6HOTOrHYECKOro 1eHCTBUS MEAUUMHCKHX
u3aenui — Yacte 7: OctaTouHOe coaepkaHue
3TUJICHOKCH.1a 10C.1e CTEPH.IH3ALMHU

15.

ISO 10993-10:2021 (E)

|

OueHKa GHONOTHYECKOro JEACTBHA MEIULIMHCKHX
u3aeauit — Yactb 10: UccnenoBanusa pazapaxarowero
M CEHCHOMIM3UPVIOLLEro NeiCTBHS

16

. "1SO10993-11: 2017 (E)

OlleHKa OMO.10MHYECKOro 1eHCTBHA MEIMLIMHCKHUX
uzzeani — Yacrb 1: Uccaeaosanus
00LLETOKCHUYECKOrO JAeiHCTBUA

17

. 1 1ISO 10993-12:2021 (E)

OueHka GHOIOrHYECKOTO 1eHCTBUS MEINLIMHCKHX
uiaenui ~ Yacts 12: [purotosaenune npob u
KOHTpONbHble 00pa3ubl

18.

ISO 10555-1:2013 (E)/Ucnp
‘ 1:2017

KareTtepbl BHYTpHCcOCYaHCThIE - CTepH.IbHbIE
OHOKpAaTHOro npuMeHenus — Yacts 1: OGumine
TpeboBaHus

19.

ISO 10555-4:2013 (E) /Mcnp
1:2017

KareTtepbl BHYTpHcOCYaHCThie - CTepHiibHBIE
OJHOKpATHOro npuMeHeHns — Yactob 4: Katetepsl ans
6a71:10HHOr 0 paclunpeHus

20.

ISO 14155:2020

KnunHnueckne Ucclle10BaHUA MEIHUMHCKUX U3AeTHA
s mojed — Haanexallas KIHHHYecKas NnpakTHKa

21.

ISO 14644-1:2015 (E)

YUucTble NOMELEHHUS U CBA3aHHbIE C HUMH
KOHTpO.aIMpyemble cpeabl — YacTs |: Knaccudukaums
YHCTOThI BO31VXA

22.

ISO 14644-2:2015 (E)

YucTble NOMELLEHHA U CBA3ZAHHBIE ¢ HUMH
KOHTpOJIHpYeMbie cpeabl — Yactb 2: TpeGoBanus k
KOHTPO.IO K MOHHUTOPHHIY 118 NOITBEPKIEHHS
noctosHHoro coorsercteua UCO 14644-1

39
(%]

I1SO 14644-3:2005 (E)

YucTble noMelleHHa U CBA3aHHbIE C HHMH
KOHTpOJHpYyemble cpeabl — YacTs 3: MeToanl
HCTIBITAHHRA
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MepeBof, JaHHOIO TeKCTa BbIMO/IHEH MHOW, MepeBog4YMKoM TymaHoBbIM Briagumupom Onerosuyem

Poccuitickas depepauust
F?_Po Mocksa
TrndnaToro fgekabps fAse ThicAYN fBajLaTb BTOPOro roga,
/INnTBNMHOBA TaTbAHa HwnkonaesHa, BPEMEHHO NCnonH4aw W and 06583aHHOCT M HOTapuyca ropojga Moc

AKky6oBoi TaTbAHb ONeroBHbl, CBWAET EeNbCTBYIO NOANMHHOCT b NOANMCK NepeBOfYNKa TymaHoBa
Bnagumupa Onerosunya.

Moanuch cpenaHa BMOEM NMPUCYTCTBUU.
JIMUHOCT b NMOANMCABILETO AOKYMEHT YyCTAHOBNEHA.

3aperncrtpuposaHo BpeecTpe: Ng 7712171-w1 71022 -4 ~~~r"N
YnnayeHo 3a coBepu™? LU LW W w W 1bHoro geiicTBua: 400 py6. 00 kon.

T.H.InTBMHOBA

Bcero npomwpoe”cfi
1 CKPENeHO TUYaTbio

BPWMO HoTapu”
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