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Bolach, 27th March 2020
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APUSTILLE
{Convention de 12 Hoye Du 5 eeledre 1981)
1. Land: Schwolsrisehe Eldgencssonscholt, Xanien Zilrieh

Country: Swiss Cowlederalion, Cawten of Zirich
Disse dlfentliche Urkwnde / This public dossment
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Compliance Chart

Tnflatinn Pressure fIP1 Scaffold Diameter (mmKSD)
atm CkPA) 3.0 3.5
8 (811) 2.85 3.38
9 (912) 2.92 3.46
10 ri0131 3.00 3.54
e 11 (1115) 3.06 3.60
12 (1216) 3.12 3.66
13 (1317) 3.18 3.71
14 (1419) 3.22 3.75
15 (1520) 3.26 2;92
fl621 3.29 -
RBP i? (1723)) 3.33 3.87
18 (1824) 3.37 3.90
In vitro tests have shown that the balloons will reacn tneir hbUrtmal
NP at aiven nominal pressure. e
In vitro tests have shown that with 95% confidence, 99.9% of the
RBP balloons will not burst at or below rated burst pressure. DO NOT exceed
RBP. A
Diameters at Inflation pressures above RBP are provided for information
Note only. At the pressures above RBP shown in this table, 99% of the

balloons with 95% confidence will not burst.

Maximum Diameter for Post-dilation

Scaffold Diameter (mm) (SD) Maximum Diameter for Post-dilation
(mm)

30 3.6

35 4.1

Sizes and Associated Total Drug Loads

Scaffold Diameter (mm) (SD)

Length (mm) (L) 3.0 :

15 166 pq 159 pg
20 226 pq 223 pq
o5 287 pq 271 pg

Vessel Sizing

Scaffold Diameter (mm) (SD) Recommended vessel diameter (mm)
(RVD)

3.0 27 -32

35 3.2 -37
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Handling Precautions

Exercise care during device handiing to reduce the possibiiity of dispiacement of the
scaffold on the balloon and/or accidental breakage, bending, kinking of the scaffold
system shaft. Special care must be taken not to handle the scaffold in any way, which
may disrupt the drug carrier coating. This is important when/during catheter removal
from the packaging, flushing, backloading over the guide wire and advancing it through
the hemostatic valve adapter and guiding catheter hub.

Take care when removing the scaffold system from the spiral packaging as forceful
movements may dislocate the protectorarnd thre”caffold™

When removing the protector, always pull at the very distal end of the protector to
avoid dislocation of the scaffold. DO NOT touch the part of the protector over the

DO NOT suspend the scaffold within any solution on the sterile field. The scaffold must
not be exposed to contact with liquids prior to preparation and delivery as the coating
may be susceptible to damage or premature drug elution. Exception: flushing of the
guide wire lumen just prior to insertion.

Scaffold Placement Precautions

Pre-dilation of the lesion is mandatory. DO NOT exceed the reference vessel dianneter
when selecting a non-compliant balloon for pre-dilation. Ensure that the balloon
diameter matches the vessel diameter (see "Vessel Sizing" table on page 2). The
residual stenosis before implanting a Magmaris should be approximately 20%. DO NOT
continue the procedure until the lumen diameter of the treated section reaches 2 mm ore
more. N N~

DO NOT apply negative pressure to the scaffold system at any time prior to placement
of the scaffold across the lesion. This may cause loosening and dislodgement of the
scaffold. A

Use only guide wires with a diameter of 0.014" (0.36 mm) (refer to the Warnings’
section for exceﬁtlons c
Use guiding catheters and guide extension catheters with a minimum inner diameter o
> 0.070" (1.78 mm; 6F) (refer to the "Warnings" section for exceptions).

Avoid excessive manipulation of the scaffold during flushing of the guide wire lumen.
When inserting and positioning the scaffold system, ensure that the hemostatic valve o
the guiding catheter is fully open. Manipulation through a partially opened hemostatic
valve may damage the scaffold or dislodge it from the centered location of the balloon.
DO NOT torque the delivery system more than one (1) full turn.

During the procedure, make sure that the guide wire exit port of the delivery system,
29 cm from the distal tip of the delivery system, remains in the guiding catheter.

DO NOT apply excessive force while accessing or crossing the lesion. This may damage
the scaffold and/or dislodge it from the balloon. If resistance is felt at any time, DO NOT
force the passage. If the scaffold system is unable to reach or cross the lesion easily,
the procedure should be aborted. In this case, follow the instructions listed in the
"Removal of an Unexpanded Scaffold" section. i i m
DO NOT inflate the balloon if vacuum cannot be held as this indicates a leak in the
delivery system. If a vacuum cannot be held, follow the instructions listed in the
"Removal of an Unexpanded Scaffold" section.

The balloon of the delivery system must be inflated up to the nominal pressure (NP)
indicated on the label. Maintain inflation pressure for at least 15-30 seconds for full
expansion of the scaffold.

Avoid barotrauma outside the scaffold margins during post-dilation.

Additional expansion of a deployed scaffold may cause a flow limiting dissection. This
may be treated by implantation of a second Magmaris. If this is not possible, non-
clinical tests have shown that only a proBlO-coated stent such as BIOTRONIK s ORSIR
Sirolimus-eluting stent or PRO-Kinetic Energy bare metal stent should be considered to
avoid premature scaffold degradation. The proBIO coating reduces metal ion diffusion
and prevents direct contact of the Magnesium scaffold with stents of dissimilar
materials.

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



not o d.

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



of treated artery, cardiogenic
of coronary artery or aorta, cardiac perforation,
aneurysm formation

pericardial effusion,
Arrhythmic events:
bradycardia
Scaffold

scaffold placement:
r closure of
Jhock, angina, tamponade, perforation
emergency cardiac

or’

ventricular tachycardia,

id v intended site, scaffold
lacement, scaffold deformation,
occlusion, scaffold fracture,

deliver

migration, inadeq siton ession of scaffold/s, inflation difficulties,
ic it boliza
. ary edema,
- wffi e or ilu
nsion, pseudoaneurysm,
'toneal hematom , vessel dissection or
perforation, o' thrombosis or occlusion, -.
vasospasm, ischemia, dissection, distal embolization (air, tissue debris,
thr bus)
ic soagulants, to the drug carrier
), , ymium, Zirconium, Gadolinium
D
administration of Sirolimus include abnormal
diarrhea, hypercholesterolemia, hypersensitivity
ng ph '‘dt reactions), hyper. _ .-
ctio Nnia,
the indications an n dications s
a s se of this ries the associated risks of lica ons listed
P Events As Inteded” section. The risks

be considered for each patient before using the device.

Patient selection factors to

ter a lat t

be assessed should include a judgment regarding risk of long-
clal n 'deration should be given to those patients with
le

which anticoagulation therapy would be contraindicated.

Antiplatelet/ anticoagulat

should use the information
national and international guidelines
on of different

a

prescribed antiplatelet/anticoagulat medication could

medication may be used in combination with Magmaris. Physicians
from the current Sirolimus-eluting stent/scaffold literature and
on PCI concerning the selection, dosage, duration and
t stic drugs. Specific needs and the risk profile of
ntiplatelet/anticoagulation regimen to be used.

patient is compliant with the post-procedure

recommendation. discontinuation of
result in a higher risk of thrombosis,

tith

myocardial infarction or death. Prior to PCI, if a surgical or dental procedure is anticipated
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Balloon Deflation and Delivery System Removal

33. Deflate the balloon in accordance with standard PCI procedures.

34. Apply negative pressure to the balloon for at least 35 seconds. Deflation of the balloon
should be confirmed by absence of contrast within in the balloon.

35. Open the hemostatic valve fully to allow removal of the delivery system.

36. Maintain the position of the guiding catheter and guide wire to prevent them from being
drawn into the vessel. Under fluoroscopic control, and maintaining negative pressure on
the inflation device, carefully pull the completely deflated delivery system out of the
target ve”* sBhnto”~he”gutding”atheten

Note: If the delivery system cannot be easily withdrawn from the scaffold, slightly advance

and retract the delivery system carefully. If resistance is still felt, repeat the operation until

it is possible to gently pull the balloon out of the scaffold.

Caution: If resistance is feit whiist puiiing the deiivery system into the guiding catheter,

remove the delivery system and the guiding catheter as a single unit (refer to the "Removal

of an Unexpanded Scaffold" section).

37. After removing the delivery system, tighten the hemostatic valve.

38. Inspect the device immediately upon removal from the patient for any signs of
breakage or fragmentation.

39. Observation of the patient and angiographic evaluation should be performed periodically
in the 15 minutes after implanting the device.

40. After use, dispose the product and packaging in accordance with hospital,
administrative and/or local government policy.

Removal of an Unexpanded Scaffold

1. If removal of scaffold system is required prior to deployment, ensure that the guiding
catheter is coaxially positioned relative to the delivery system and avoid any acute
angle between the floppy part of the delivery system and the guiding catheter.

2. Slowiy pull back the scaffold system into the guiding catheter. The entry of the scaffold
into the guiding catheter must be performed slowly under fluoroscopic control to avoid
dislodgement of the scaffold from its position on the delivery system balloon.

Caution: If resistance is felt whilst pulling the scaffold system into the guiding catheter,

remove the scaffold system and the guiding catheter as a single unit (proceed as directed).

3. The iesion must be pre-dilated again or otherwise prepared before a second attempt at
scaffolding is undertaken.

Caution: If the product has been withdrawn prior to expansion, DO NOT re-insert it as the

scaffold and/or the delivery system may have been damaged during the initial attempt to

cross the lesion or during withdrawal.

4. Dispose of the used product in accordance with hospital, administrative and/or local
government policy.

Removal of the Scaffold System/Delivery System and the Guiding Catheter as a
Single Unit

1. DO NOT retract the scaffold system/delivery system into the guiding catheter. Maintain
guide wire placement across the lesion and carefully pull back the scaffold
system/delivery system. Position the proximal balloon marker just distal to the tip of
the guiding catheter.

Advance the guide wire into the artery as distally as safely possible.

Tighten the rotating hemostatic valve to secure the scaffold system/delivery system to
the guiding catheter.

Remove the guiding catheter and the scaffold system/delivery system as a single unit.
Dispose of the product in accordance with hospital, administrative and/or local
government policy.

w N
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MRI Safety Information

Non-clinical tests have demonstrated that the scaffold is MR conditional for;

e Single and overlapped configurations up to total implanted length of 47 mm.

e Overlapped configurations of Magmaris and BIOTRONIK ORSIRO Sirolimus-Eluting

Stents or PRO-Kinetic Energy bare metal stents, up to total stented length of 62 mm.

A patient with this scaffold can be safely scanned in an MR system meeting the following
conditions:

e Static magnetic field of 1.5 T and 3.0 T only.
N MaximurfT/spatfal~gradrentnma”rgTieticflelcI*rSyOOO gaussyarrCSO T/rn)"™"less;

e Maximum MR system reported, whole body averaged specific absorption rate (SAR) of 2

W/kg (Normal Operating Mode) for 15 minutes of scanning.

Under the scan conditions defined, the scaffold is expected to produce a maximum
temperature rise of less than 6.2° C after 15 minutes of continuous scanning.

In non-clinical tests, the image artifact caused by the device extended approximately 4 mm
from the scaffold when imaged with a gradient echo pulse sequence or 3 mm when imaged
with a spin echo pulse sequence and a 3.0 T MRI system. The artifact may obscure the
device lumen.

The presence of other implants or medical circumstances of the patient may require lower
limits on some or all of the above parameters. Heating in the presence of local transmit MR
coils was not evaluated. It is recommended that local transmit coils not be placed directly
over the scaffolds.

Warranty/Liability

The -preduct and each eompenent of its-system (hereirrafter the product) have been
designed, manufactured, tested and packaged with all reasonable care. However,
BIOTRONIK has no control over the conditions under which the product is used and a
disturbance of the intended function of the product may occur for various reasons. In this
respect, the warnings in this product publication/instructions for use are expressly to be
considered as an integral part of this disclaimer and provide more detailed information. For
this reason, BIOTRONIK disclaims all warranties, expressed or implied regarding the
product, including but not limited to, any warranty of merchantability or fitness for a
particular purpose of the product. Product descriptions or user guidelines in publications do
not constitute any expressed representation or any expressed or implied warranty.
BIOTRONIK is not liable for any direct, incidental or consequential damages or medical
expenses caused by any use, defect, failure or malfunction of the product whether the claim
is based on contract, warranty, tort or otherwise. This does not apply in the case of
intention or in the case of gross negligence of legal representatives or executive staff of
BIOTRONIK. In commercial transactions relating to merchants, the liability is limited to the
compensation of typical damages; compensation for any untypical or incidental damage is
excluded. These limitations of liability and warranty are not intended to contravene any
mandatory provisions of law applicable in the respective country. If any clause of the
disclaimer is considered by a competent court to be invalid or to be in conflict with the
applicable law, the remaining part of it shall not be affected and remain in full force and
effect. The invalid clause shall be substituted by a valid clause which best reflects
BIOTRONIK's legitimate interest in limiting its liability or warranty without infringing any
mandatory provisions of applicable law. No person has any authority to bind BIOTRONIK to
any warranty or liability regarding the product.

15
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Tabnuua pacTAXUMOCTU

JasneHve oaspysaHuA JOuameTtp kapkaca (MMm)
atm (KMA) 3.0 35
8 (811) 2.85 3.38
9 (912) 292 3.46

NP 10 flo13~ 3.00 3.54
11 (1115) 3.06 3.60
12 (1216) 312 3.66
13 (1317) 3.18 3.71
14 (1419) 3.22 3.75
15 (1520) 3.26 3.79

RBP 16 (1621) 3.29 3.82
17 (1723) 3.33 3.87
18 (1824) 3.37 3.90

WccnenoBaHusa in vitro nokasanu, 4to 6an10oHbl 4OCTUTA0T HOMUHASTbHBIX
pa3MepoB MNpy JaHHOM HOMUWHa/IbHOM [JaB/eHUMN.

WccnepgosaHus in vitro nokasanu ¢ 95 % [OCTOBEPHOCTbIO, 4To 99,99 %
RBP 6a/I/IOHOB He pa3pbIBAOTCA MPU HOMUHA/IbHOM [aB/ieHUN paspbiBa Wn
6onee HU3KOM gasneHun. HE npesbiwainte RBP.

NP

3HaueHuVs agMameTpa npu faBfeHun pasgyBaHusA Bbiwe RBP
npejcTaBfieHbl UCKNHOUUTENBHO A8 cBefeHus. pyn gaBneHun Bbiwe RBP,

Mpumedanne yKa3zaHHOro B 3Toli Tabnuue, 99 % 6annoHoB ¢ 95 %-HoiA
[lOCTOBEPHOCTLHO HE paspbiBatOTCS.
OnameTp kapkaca (Mm) MakcumanbHbIii anameTp ansd
noctgunarauum (Mm)
3,0 3,6
35 nn

Pasmepbl 1 cOOTBETCTBYlOLLEE O6LLEe coAeprkaHe NeKapCTBEHHOro npenaparTa

[OnameTtp kapkaca (Mm)

OnnHa(mm) 3,0 3,5

15 166 pq 159 gg
20 226 gq 223 99
25 287 gg 271 gg

Bbi6op M3genus B 3aBUCUMOCTM OT pasmepa cocyga

[nameTp Kapkaca (M) PekomeHgyemblin auameTtp cocyga (Mm)
310 2,7 - 3,2
35 32-37
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Magmaris cCOBMeCTMM C OO/IbLUMHCTBOM MPOBOAHMKOB C MakKCUMa/lbHbIM AuvameTrpom 0,014
(0,36 MM) 1 NMPOBOAHUKOBLIX KAaTeTepOB C MUHUMa/bHbIM BHYTPEHHMM Auametpom > 0,070"
(1,78 mm; 6F) (nckntoveHusa cMm. B pasgene «lpepynpexkaeHus»).

UTo6bl yKa3aTb, YTO KOHUYMK CUCTEMbI [OCTaBKM Bbies M3 MNPOBOAHMKOBOIO Karetepa, Ha
rMNOTPYOKe yCTaHaBNMBAKOT MapKepbl BbIXxO4a CTEPXKHA Ha pacctofaHum 92 cm (6paxmanbHas
metoanka) m 102 cm (hpemopanbHasa mMeTogUKaA) OT AMCTAaNbHOIN0 KOHLA CUCTEMbl AOCTaBKW.

dopma nocrtaBku

CtepunibHO. ANUPOreHHO. YCTPOWCTBO CTEPUIN30BAHO 3TU/IEHOKCUAOM. BakyymHas ynakoBka
n3fenna ocylllecTB/ieHa B aTMOcC(epe rasa aproHa.

Copgep>kxumoe

. OpHa (1) cuctema 6ropaccacbiBarOLLErocd KOPOHApPHOro MEeTa//IMYecKoro Kapkaca
Magmaris n ogHa (1) Tabnuua pactskmmoctn (Compliance Chart) B repmeTM4HOM, nerko
BCKpPpbiBAaeMOM NnakeTe

. OpHOo (1) TexHMueckoe pPyKOBOACTBO, BK/ouvatoulee ofHy (1) KMmnnaHTauMOHHYH
Kapty MayueHTa

XpaHeHKe
XpaHUTb B TEMHOM CYXOM MecTe Mnpu Temneparype He Bblwe 25 °C/77 °F.
Moka3zaHwuA

Magmaris nokasaH Ana paclMpeHus avamMeTpa NpocBeTa NpU  IeYEeHUU  BHOBb
00pa3oBaBLUMXCA MOPKEHUA KOPOHApPHOW apTepun y NauMEeHTOB C CUMMNTOMATUYECKOW®
nwemMmnyeckor 60nesHbl0 cepgua. Pasmep pedepeHTHOro cocyfa [o/mKeH ObiTb 6/1M30K K
HOMVHa/IbBHOMY AMaMeTpy Kapkaca (cm. Tabnuuy «Bbl6op un3genuss B 3aBUCMMOCTU  OT
pasmMepa cocyfa» Ha cTpaHuue 2). [nHa LeneBoro rnopaxeHHoOro cerMeHrta AOJ/HKHa ObITb
MeHbLLe HOMUHAa/IbHOM A/IMHbI KapkKaca.

MpoTnBONoKaszaHuA

Bce nNpOTMBOMOKa3aHMs K YPECKOXHOI TPaHCAHOMWUHA/IbHOM KOPOHApPHOW aHrnmonnactnke
(UTKA) aBnsoTCA NMpOTMBOMNOKa3aHUAMU K MPUMEHEHUIO 3TOr0 U34eNns.

Hwxe nepeuuncnieHbl NPOTMBOMNOKa3aHUs K JaHHOMY yCTpPOMCTBY 1 UTKA B Lenom:

. MopaxeHns, KOTOpble MNPENATCTBYIOT MOMHOMY pasfyBaHUI0 aHrMoniacTMyeckoro
6annoHa, MMbo TOUYHOMY Pa3MELLEHMIO KapKaca WM CUCTEMbI KapKaca.

. Hannuve npotuBONOKasaHWii K aHTUTPOMOOUUTAPHOM W/UNM  aHTUKOAarynssHTHOWN
Tepanuu.

. M3BecTHass  MoOBbllWEHHas  YyBCTBUTENbHOCTb WM anfieprus Ha  Matepuasibl
UMNaaHTara, BKAOYAas MarHwii, WTTPUA, HEOAUM, UVPKOHWUA, TrafoivuHUA 1 AUCNPO3UA,
TaHTas, Nonn-1-nakTug, CUpPoIMMYC WX ero NpPou3BOAHbIE.

Kpome TOro, npvMeHumbl BCe MPOTMBOMOKA3aHWA, CBA3aHHble C MPOUeaypoiR, KakK 3To
ONMCAHO B HaLUMOHA/IbHbIX U MEXAyHapoAHbIX pPeKOMeHAauusX COOTBETCTBYHOLLUX
MEeAVLMHCKNX accoumaLnii.

Mpepynpe>xxaeHus

e [prvMeHeHVe HaCTOSLLLErO U3AeNWs BAEYET PUCK, CBA3AHHbLIA C MMMNMaHTauuvel Kapkacos
B KOPOHapHYlO apTepuio, BK/OYasA TPOMOO3 Kapkaca, COCYAUCTble OCMOXHEHUA 1 (Un)
KpoBoTeueHue. oatomy TpebyeTcsa TuiaresbHbIX OTO6Op naumeHToB (cMm. Pasgen «OTt6op
naumeHToB/VHANBUAYalbHbIE  BapuaHTbl MPUMEHEHUS») W KIUHUYECKM afeKBaTHas
aHTMTpoMbouMTapHass  Tepanus, MpUMeHsemMas Mocfne  MpPOBeAeHVA  Mpoueaypbl
(auetuncanuuunoBas  KUCNOTa, KAONMAOrpen, TUKIONUAVMH WM TUEHOMUPUAVH).
[ONrocpoyHble  KIMHUYECKUE 3KCrJlyaTauuoHHbIE XapaKTepUCTUKM U 6e30nacHOCTb
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MokpbiTne proBIO  cokpawaer Anddysnto  UWOHOB MeTa/ioB U npefoTtspallaer
HernocpeACTBEHHbI KOHTAKT MarHMeBOro Kapkaca €O CTeHTaMW, W3rOTOB/IEHHbIMA U3
Marepuasios 4pyroro tmna.

e T[locrnefyrowmii pecTeHO3 MOXET MOTpeboBarb MOBTOPHOW Aunataumn  aptepuasibHOro
CermMeHTa, cofepxkaliero kapkac. [JonrocpoyHble pesynbTaTbl MOCNefyroLleid NOBTOPHOWA
avnaraumm 3HA0TEeNIM3NPOBAaHHBIX KapKacOB HEN3BECTHbI.

e YpecKoXXHble KOPOHapHble BMeLlaTenbCTBa B TedeHue rnepsbix 120 AHel MoryT npuBecTu
K MpexXxaeBpeMEHHOW MnoTepe MexaHWYecKol MOAAepPXKU WA BO3MOXHON 3M601mu
(hparMeHTaMy Kapkaca, ec/ii OHU eLle He MOKPbITbl HOBOW TKaHbIO.

— Mpu-6annoHmoli-aHronnacTuk.e-HE-NpesbIWanTe MakCTTMa/IbHbIN  AYameTp Kapkaca,
yKasaHHbli Ha 3TUKEeTKe, a Takke B Tabnuue «MakCcUMaibHbIA AuameTp Ans
pacLumMpeHnsa nocne MMnaaHTauum» Ha cTpaHuue 2.

- Yro KacaeTtc CTEHTMPOBAHMUA, HEK/IMHWYECKME WCMbITaHUA MOKasaan, 4to ANA TOro,
ytobbl K36eXkaTb MPeXX4eBPEMEHHOIO paspyLleHus Kapkaca, MOXXHO WMIMIaHTUPOBaTb
WCK/TIOUNTENBHO CTEHTbI C MOKpbITMEM ProBHO, Hanpumep, cteHT ORSIRO, BbIAENSOLLNIA
CUPONUMYC, WM 4UCTO MeTalimyecknin  cteHT PRO-Kinetic Energy npowusBoAcTea
komnaHu BIOTRONIK. Tlokpbite proBHO cokpauwaetr guddy3vio WOHOB MeTasl/loB Y
npefoTBpawaeT HENoOCPeACTBEHHbI KOHTAKT MarHMeBOrO Kapkaca CO CTeHTamMu,
N3roTOB/IEHHLIMM U3 MaTepuaioB APYroro tmna.

e [loKNMHMYecKMe WUCnbITaHUA nokKasann, 4Yto Magmaris asnsetcs MPT-COBMECTUMBIM.
YcnoBusi ckaHMPOBaHUA CM. B pasfene «CeefeHnsa o 6eszonacHocTM npu MPT».

JleKkapCcTBEHHbIe B3aI/IMO,D.el7ICTBI/IFI

Takue BelLecTBa, Kak Takpo/mMmyc, AeCTBUE KOTOPbIX OMNOCPeAoBaHO TEM Xe CBA3bIBatOLLNM
KNeTKn-6enkam.- MopyT- BUATb-Ha- apdekmBHOeTb-Npenapafa cuponmmyc. B merabonuame
npenapara cuponumyc ydactsyeT CYP3A4. CunbHble uHrnMoutopbsl CYP3A4 (Hanpumep,
KETOKOHa30/1) MOryT [MOBbICUTb  3KCMO3UUMIO  Mpenapara CUpPOAMMYC [0  YPOBHEW,
BbT3blBalOLLiX CUCTEMHbIE 3((EeKTbl, OCOOGEHHO MOCNe YCTAHOBKM HECKOJIbKUX KapKacoB.
CnNCOK MEeXNEKAPCTBEHHbIX B3aMMOJENCTBMIA cM. B uWHMopmauum EMA 1o cucTteMHOMy
NPUMEHEHNIO CUPONNMYCa,;
http.//www.ema.europa.eu/docs/en_GB/documentlibrary/EPAR_-
_Product_Information™~uman/000273/WC500046437.pdf

CnCTEMHYHO 3KCMO3ULMIO Mnpenapara CUPONUMYC crieflyeT TakXKe Yy4uTblBaTb, €CiU MauueHT
NoJiydaeT COMyTCTBYIOLWYHO CUCTEMHYIO UMMYyHOZenpeccaHTHyt0 Tepanuio. Ecnm nnaHmpyeTtcs
UMMaHTMPOBaTL YCTPONCTBO Magmaris nauyueHTy, NpUHUMAatoLLEeMy NeKapCcTBO C MU3BECTHbIM
B3aMMOJENCTBMEM C CUPOUMYC, WM HayaTb Tepanuio TakMM JIeKapCTBOM Yy NauMeHTa,
KOTOPOMY HeJaBHO WMMIAHTMPOBa/IM  Kapkac Magmaris, crnegyet  LOMOJIHUTENLHO
paccMOTpeTb BO3MOXKHOE J/I0Ka/lbHOe B3auMOAeNcTBMe C APYrMMW fleKapcTBamu B CTEHKe
cocyna.

Mepbl NMpeaocToOPOXKHOCTN
O6uwmne Mepbl NPeAOCTOPOXKHOCTU

. CTeneHb BO34eNCTBUS IEeKApCTBEHHOrO Mpenapata W MOAMMEPHOW CUCTEMbI  Ha
nauneHTa HEnoCPeACTBEHHO CBfi3aHa C YWC/IOM M A/IMHOW MMMNAHTMPOBAaHHbIX KapKacoB.
HomuHanbHOe obLllee cofepXaHve neKapCTBEHHOro BeLlecTBa [A15 KaKAoro pasmMepa
npeactaBneHo B Tabnuue  «Pa3Mepbl K COOTBETCTBYHOLLEe  OOLlee  COAepXKaHue
NEKapCTBEHHOTO  BellecTBa» Ha CTpaHuue 2. CMm. Takke pasgen «JlekapCTBeHHble
B3aUMOAENCTBUSA».

. Mepen wcnonb3oBaHWEM TLLATENBHO OCMOTPUTE CUCTEMY Kapkaca Ha npegmet
(hYHKUMOHA/IbHOCTM, a TakXe YyAOCTOBepbTeCb, 4YTO ee pasMep MOAXOAUT [ANA  TOM
KOHKPETHOW npoueaypbl, B KOTOPOK OHa 6yaeT ucnosb3oBaHa.

. MNpuMeHeHWe 3TOro YCTPOMCTBa paspellaeTcs TOMbKO Bpadam, NPOLUeAwnM A0/HKHOe
obyyeHve metogam YTKA v mmniaHTauum CTEHTOB M MMEIOLLMM OMbIT TaKUX npouesyp.
. Vcnonb3yinTe  TONMbKO  BOAOPACTBOPUMbIE  KOHTpPAcTHble  BewecTBa. YCTPOWMCTBO

Magmaris COBMECTMMO C KOHTPacTHbIMW BeLlecTBamu, WCMO/b3yeMbIMA B COBPEMEHHON
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[O3NPOBKKU, MPOAO/DKUATENBHOCTUA W COYETaHUA Pas3/IMYHbIX aHTI/ITpOM6OLI|l/ITaprIX cpencTs.
Ha nnaHupyemblii peXum aHTUTpOMBOLUMUTAPHOW M aMTUKOarynasiLMOMMOW Tepanuu MOryT

MOBM/ATL HAMBUAYabHblIE MOTPEOHOCTM MALWEHTOB U UCMbITbIBAEMbIA VMU PUCK.

OueHb BaXHO 06ecneynTb BbIMOMHEHME KadKAbIM MauVMEHTOM pPEeKOMEHAOBaHHOM CXeMbl
npveMa aHTUTPOMOOLMTAPHBIX W aHTMKOAarynsuMOHHbIX MpenaparoB rocfe npoleaypsb.
MpexaeBpeMeHHOEe  MpeKpalleHre rpuemMa  Ha3Ha4YeHHOro  aHTUTPOMOOUMTAPHOIO U
aHTUKOArynsILMOHHOIO rnpenapara MOXeT MOBbICUTb PUCK TPOMOO03a, MHMapKTa MMoOKapa
wim cmeptn. Ecnn  nnaHupyeTcs  Xupyprudeckas waM  CTOMaronorndeckas npoueaypa,
KoTopast noTtpebyet [OCPOYHOro npekpaweHns aHTUTpOMbOUUTaPHOWA n
NAHTUKOATyNa LMOHHOW N Tep ammir~ cn eupiatrucT Mo MHTEPBEHTAMOHHON MeauuMHe W NauueHT
JOMKHbI  nepef YKA TwarenbHO OUEHWUTb NPaBUIbHOCTL  Bblbopa BapuaHta UYKA ¢
NPYMEHEHNEM KapKaca, BbILeNAIOWEro eKapCTBEHHbIA npenapar, U pPeKOMeHAOBaHHOM
aHTUTPOMOOLUMTAPHON W aHTUKOarynsauuoHHoW Tepanuu. Ecnm nocne YKA pekomeHpayetcs
BbIMO/IHEHNE XUPYPTrMYECKoi WM CTOMATO/IONMYeckor npoueaypbl, PUCK U MNOMb3y 3TON
npoueaypbl  cnegyeT COMOCTaBUTb C  BO3MOXHBIM — PUCKOM  [OCPOYHOrO  MNpekpalleHuns
aHTUTPOMOOLMTAPHON Tepanuu.

MaumeHTbl,  HyXpawowmecs B [JOCPOYHOM  MpeKpaweHun  aHTUTPOMOOUUTApHON U
aHTUKOArynsiLMOHHOW Tepanuu Mo MPUYUHE 3HAYUTENIbHOTO KPOBOTEYeHUs, nognexar
TwaTeNbHOMY HabnwageHWo ANS BbIABNEHWA HapyweHWn pfeATenbHOCTW cepAuya, a nocne
ctabunmsauun  COCTOSIHMA — naumeHTa  cfefyeT KakK MOXHO CKopee  BO30OHOBUTb
aHTUTPOMOOUMTAPHYIO M aHTUKOArynauMoHHYK0 Tepanuio Mo YCMOTPEHUIO flevallero Bpava.
Cnepyet onpefenntb NMpegLwecTsyroLMe COCTOSAHNA, MOBbILAIOLLME PUCK MIOXOro pesynbrarta
nepBOHaYa/IbHON  MPOUEAypPbl WM PUCK  IKCTPEHHOro ObpalleHMss 3a  KOPOHAapHbIM
LWYHTUPOBaHMeM (AnabeT, noyeyHas He[OCTaTOYHOCTb W BblpaXXeHHOe OXupeHwue). Cnepyet
TaKKe TMPUHATL BO BHMWMaHWE TMOMIOXKEHME COCyfa, pasMep pefepeHTHOro cocypaa,
NpeT-HXeHHOETb-MOPaXKEHHOTO-CerMeHTa-n-ero Kavec!BeHHble XapakTepuCTUKU.
Heckonbko  MCXOAHbIX  (haKTOPOB, oOrpefensemMblx aHrnorpaueri © CBA3aHHbIX Ce
npoueaypo, BAMAKOT Ha TPOMOO3 Kapkaca nocne uMmnaaHtaumm kapkaca. K atum akropam
OTHOCATCA AuameTp cocyga meHee 3,0 MM, o6pasoBaHvMe TpomMb6a BO Bpems npoueaypbl u
Juccekuma  rocne  yCTaHOBKM — Kapkaca WM CTeHTa. Y  NauueHToB, MNepeHecLuunx
CTEHTMPOBaHNE KOPOHAPHbIX COCYA0B, LONTOe COXPaHEHWE WIN ANVUTEe/IbHOe Hamumne Tpomba
cnefyet paccMatpvBaTtb Kak MPU3HaK BO3MOXXHOIO pPasBUTUA TPOMOOTUYECKON OKK/IHO3UN.
Mocne YKA cnegyeTr ycTaHOBUTb OYeHb TulATe/lbHOE HabGAAEHWE 3a NalUMeHTOM Ha
NMPOTSHKEHUN MEPBOro Mecsua Mnocse YCTaHOBKM Kapkaca.

Mcnonb3oBaHue y 0cob6biX KaTeropuii nayneHToB

Mepes NPVMEHEHWEM 3TOrO YCTPOWCTBA HEOOXOAMMO OLIEHWUTb GanaHc pucka WM Nonb3bl A1s

KabK[IOro nauumeHTa, NpuHaaneallero K ocoboii kateropun. 5e3onacHocTb 1 ah(heKTUBHOCTb

Magmaris elle He 6blia yCTaHOB/EHA Y MALMEHTOB C NepeYncieHHbIMU HUXKE COCTOSIHUAMU:

. Hepas3peLLUBLUNIACA TPOMOO3 MOPAKEHHOTO CErMEHTa;

. MOPadKEHMSIMM YCTbA COCYAa, TaHAEMHbIMM Oouyaramy WM ovaramu, PacrnofioKEHHbIMU B
CTBOJIE /IEBOVi KOPOHAPHOW apTepun WM ee pPa3BeTB/EHMSAX, B TpaHCMn/iaHTatax us3
MOJKOXHOW BEHbl, B paHee YCTAHOB/IEHHbIX CTEHTAaX WM MNPU PECTEHO3€ BHYTPU

CTEHTa;

. NOpPaXXeHMAMN, KOTOpPble NeYnnn yCTPOMNCTBaMn NS MEeXaHUYEeCKOW aTep3aKTOMUN Wn
Nla3epHbIMU @aHIMOMNAaCTUYECKUMKN KaTeTepamu,;

. M3BUTble COCYAbl, KOTOPble MOrYT 3aTpygHWUTb YCTAaHOBKY Kapkaca B MNOPaXeHHOM
CerMeHTe WM CerMeHTe, MPOKCMMa/IbHOM OT MOPaKEHHOrO;

. ANDPY3HBIMA - MOPKEHUAMW WM HEJOCTATOUHbIM ~ KPOBOTOKOM  AWUCTa/lbHO K
O6Hapy>XeHHOMY MOPaXKEHUIO;

. WMH(aApPKTOM MUOKapga C MogbeMOM uAM 6e3 nogbema cermeHta ST B TedeHue
npeabiaywinx 72 4acos;

. HeAoCTaTOvHOM (PYHKLUKN MOYEK,;

. Tekylasa 6paxutepanus LEeneBoro nopaXkeHHOro CermMeHTa;

. O6epemMeHHble MauMeHTKU: He NPOBeAeHO AO0CTAaTOYHbIX WM XOPOLIO KOHTPOSMPYEMbIX

nccnefoBaHNini Ha GepeMeHHbIX XXEHLUMHAX WM MyXYuHax, cobuparomxcs 3adartb
pebeHka. lMepen umnnaHtauuelr Magmaris u Ha npoTsXkeHun 12 Hepenb nocne ero
UMniaHTaumn cnegyet NpUMeHsTb 3PheKTUBHbIE MeToAbl KOHTpauenuuu. He cnegyet
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npumeHATs Magmaris BO BpemMsi GepeMeHHOCTW, 3a WCK/IKOYEHMEM CllyvaeB, Korga
Nnosib3a MNPeBOCXOAUT PUCK A1 IMOPUOHA WK NI0Aa;
. y neguaTpuvyeckmx nauMeHToB Monoxke 18 nert.

YKasaHua no npMMeHeHuro

MogrotoBKa naymeHTa M BbibOp cCUCTEMbI KapKaca -
1 TlogrotoBbTe nauyMeHta WM MeCcTo pAocTtyna K npouegype UKA B COOTBETCTBUM CO
CTaHAAPTHOW KNMHMYECKOW MPAaKTMKOI AAHHOrO yupeXxaeHus

BHumaHue! O6na3areNbHO  BbIMNONHUTE  MpeABapuTe/lbHOE  pacluMpeHne  MOPaXKEHHOro

cermeHTa. PekomeHayeTcA uUCNonb30oBaTb OGasi/ioH BbICOKOro faBfeHus. HE npesblwarite

pedepeHTHbI  anameTp (cocyaa). Yb6eautecb, 4UTO AuMaMeTp OannioHa COOTBETCTBYeT

AvnameTpy cocyfa. OcCTaTouHbIiA CTEHO3 Nepes MMnnaHTauvein Magmaris JO/MKeH COCTaBNsATb

npuénusntensHo 20 %. HE npopgomkante npoueaypy A0 OOCTMXKEHUA AuvameTpa npocseTa

06paboTaHHOro cermeHTa 2 MM unn 6onee.

2. BbibepuTe Kkapkac Takoro pasmepa, 4YToObl OKOHYaTe/lbHOE COOTHOLLEHWE AMamMeTpoB
Kapkaca ¥ cocyga coctaBnsno 1:1 n obecneumBasiocb MOSIHOE MOKPbITUE BCEA AJIMHbI
nopaxxeHHoro cermeHta. Wcnonbdynte QCA, IVUS w/unm OCT ana Konm4yecTBEHHOM
OLeHK/ oyara Mnpu HaIMYUM HeonpeneneHHoCTM C AvamMeTpom cocyfa. [OoCTynHbl
Kapkacbl anametpom 3,0 MM 1 3,5 MM, noatomy HE BbINO/HANTE YCTAHOBKY B COCYy[bl
avametpoMm < 2,7 MM un > 3,7 MM WM 4IMHOW 60nee JOCTynHoro pasmepa (15, 20 u
25 Mm).

MpumeyaHue. BaxHO BblbpaTb Kapkac Tak, 4TOObl OH 6/1M3KO COOTBETCTBOBA/I AMaMeTpy

uenesoro cocypa. Cm. 1abnuuy «Bblbop un3genns B 3aBUCUMOCTU OT pasmepa cocyja» Ha

W paHuLe--2—4TobbI- NpaBUIbHO  BblbpaTb—pasMep- Kapk-aca-r-peKoMeHsyeTes -B-bIMeHUTb -

KO/IMYECTBEHHOE MCCMefoBaHNe B Lienax onpefeneHns usHadabHOro guamertpa LefieBoro

cocyga. lNMocne umnnaHTaumm Kapkac He crefyeT pacwmpatb 6onee, Yem [0 MakKCUMabHOrO

AvnameTpa, YKasaHHOro Ha 3TUKeTKe, a Takke B Tabnuue «MakcumasbHbI auamerp Ans

paclumpeHus rnocne wuMnaaHTaumMm» Ha CcTpaHuue 2. YpeamepHoe pacluMpeHue MOXeT

OTpUUATENIbHO  MOBMMATL  HAa  CMOCOOHOCTL  Kapkaca obecneumBatb  MeXaHWYeCKyr

NMOALEPXKKY.

MpumeyvaHune. [livMHa UENEBOTO  MOPAXEHHONO CerMeHTa [Oo/KHa OblTb  MeHblue

HOMVHa/IbHOWN [/IMHBbI KapKaca.

[MoagrotoBka cnucTteMbl Kapkaca

MNpeaynpe>kaeHune! HE ponyckaiTe KOHTaKTa Kapkaca C KakoW-mbo >XUOKOCTbIO Wn
B/I2XKHOM MOBEPXHOCTbIO [0 BBEAEHWA B Tefl0 NauueHTa, 4ToObl n3bexarb NoBpeXaeHus
cofepXallero rnpenapar  MOKPbITUA,  NPEXAEBPEMEHHON  KOPpO3WM  Kapkaca W
npexaeBpemMeHHOro BbICBOOOXAeHNA npenaparta. VcknoyeHne: npombiBaHWE MpocseTa A1

NPOBOAHMKA HEMNOCPELCTBEHHO Mepes, BBELEHUEM.

BHumanwue! MNpn paboTte c u3genvem cobniogaite OCTOPOXKHOCTb BO MU36eXaHue CMeLLeHus

Kapkaca OTHOCUTENbHO GannioHa u (Mnn) cnydyalnHoro nepenoma, nepervéa WUamn cCKpyvmBaHuA

Wwagra cucteMbl Kapkaca. CnegyeTt NposiBAATb OCOOYH0 OCTOPOXHOCTb, YTOObI HE AOMYCTUTb

Kakunx-nmbo TMPUKOCHOBEHUA K Kapkacy, 4TO MOXET MOBPeAuTb MOKPbITUE, cofepikallee

NeKapCTBEHHbIA Mpenapar. 3T0 BaXXKHO cO6/04aTh NPU U3BNEYEHUU KaTeTepa U3 YynakoBKW,

ero npoMbIBaHUK, BBeJeHWW 10 NpeABapuUTe/lbHO YCTAHOB/IEHHOMY MPOBOAHUKY U

npoBefeHnN Yepes afanTtep remocTaTm4yeckoro KnarnaHa v xab NpoBOAHMKOBOrO KaTeTepa.

3. lMepen BCKPbITUEM HapPYXXHOW W BHYTPEHHEN ynakoBOK BHUMAaTe/lbHO WX ocmoTtpute. HE
NPUMEHATb YCTPOWMCTBO, €C/IM yrnakoBKa MOBPeXJeHa, /Mb0 Kakas-1mbo HaHeceHHas
WH(opMaLmsa CKpbITa.

4. 3Bnekute 3allMTHOE KOMbLO, COAepXKalllee cUCTeMY Kapkaca, U3 CTepwu/ibHOM YMNakOBKU
1 NOMECTUTE ero B CTEPWU/IbHOE MNOJe.

5. OCTOpOXHO M3BMIEKUTE CUCTEMY KapKaca M3 3allUTHOro KoJsbLa.

BHumaHue! Cobnofalite OCTOPOXHOCTb MNP U3BNEYEHUM CUCTEMbI Kapkaca M3 3aluTHOro

KOMbLa, T.K. [ABWKEHWUA C MNPWIOXKEHUEM YCWIUIA MOTYT CMECTUTb 3alUUTHYH O06OSI0YKY U

Kapkac.

6. OCTOpPOXHO yAanuTe 3alMTHY0 000/I0UKY KapKaca.
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OCTOPOXXHOCTb, 4UTOObI M36eXaTb HapyLeHUs MOMIOXKEHUS, MPUMbIKaHUSA, MOKPbITUA wn/nnm
reomMeTpryeckon (hopMbl kapkaca Magmaris.

C,u,yBaHme 6anioHa N N3BJIEYEHNE CUCTEMBbI AOoCTaBKU

33. Caynte 6an10H B COOTBETCTBUN CO CTaHAAPTHON MeToamkoin UKA.

34. Mpunoxunte K 6annoHy oTpuuaTtenbHOe AaBfieHMe He MeHee 4YeM Ha 35 cekyHp. Caytue
6annoHa cnegyet NOATBEPAUTL MO OTCYTCTBMIO KOHTPACTHOrO BellecTBa BHYTPWU GansioHa.

35. MoNHOCTLI0 OTKPOMTE reMOCTaTUYECKUA KnanaH, 4To0bl MOXHO Obl0 U3BMIEYb CUCTEMY
[OCTaBKM.

36. YoepXuBainte NPOBOLHMKOBLIA KaTteTep W MNPOBOAHWK B TOCTOAHHOM MOJIOXEHUN BO
n3bexxaHne uX BTArMBaHMA B cocyd. [lof  PEeHTreHOCKONMUWYECKUM  KOHTPOJIEM,
noagep>meas OTpuuaTenbHoOe [faBfieHne, OCTOPOXXHO BbiBeAMTE MOMHOCTHIO  CAYTYHO
cucTeMy [0CTaBKM U3 LIe/IEBOrO COCyZa B NPOBOAHMKOBLIA KaTeTep.

MpumeyvaHue. Ecnn BaM He yaaeTcs C /IETKOCTbIO M3BNeYb CUCTEMY [OCTaBKU U3 KapkKaca,

CMeLlanTe cucTeMy [OCTaBKM OCTOPOXHbIMW W JIETKUMU  BO3BPaTHO-NOCTynare/lbHbIMU

ABWKeHnaMU. Ecnv Bce elle oulyllaeTcsa COnpoTUBEHMEe, NOBTOPUTE 3TN AEWCTBUSA, MOKa Bbl

He CMOXXeTe OCTOPOXXHO BbIBECTW Ga//loH U3 Kapkaca.

BHumaHue! EcnM Bbl owyulaete COMPOTUB/EHWE MNPU BbIBEAEHUW CUCTEMbl [OOCTaBKN B

NPOBOJHUKOBbLIV KaTeTep, yhanute CUCTeMy [AOCTaBKM W TMPOBOLHMKOBLIN KateTep Kak

efivHoe uenoe (cm. pasgen «/3BnevyeHve HepacCLUMPEHHOrO Kapkacay).

37. MNocne n3BnevYeHUsa cUCTEMbI AOCTaBKWN 3aTAHUTE remMmocTaTMyeckuii KnanaH.

38. HenocpeAcTBEHHO Moc/e M3BeYeHMs YCTPOMCTBA M3 OpraHM3Ma naumeHTa npoBepbTe

nsgenve Ha nobble NPU3HaKM NOBPEXAEHUS WK hparMeHTaumm.

39. B TeueHme 15 MMHYT Nocne MMNJaHTaUMM Kapkaca Habnwogaiite 3a COCTOSIHUEM

nagueHTa n nepuoguyeckn NpoBoauTe aHrnorpaguyeckoe mccnegosaHme.--- -- -—-
40. Ypanute WnCnofb30BaHHOE wu3fenMe N ero ynakoBkKy B OTXOAbl B COOTBETCTBUM C
NOPSAKOM, MPUHATLIM B NIeHEOHOM yUpeXaeHnK, a TakKe 3aKOHOAaTeNIbCTBOM, AeNCTBYIOLLEM
Ha TeppPUTOPUN CTPaHbI.

M3BneyveHne HepacwWMpPeHHOro Kapkaca

1 Ecrm cuctemy Kapkaca HeobxoAMMO y[anvTb O YCTAHOBKW Kapkaca, ybeguTecb B

KOAKCUa/IbHOM TOJIOXKEHUN TMPOBOAHUKOBOIO KateTepa OTHOCWUTENIbHO CUCTEMbl AOCTaBKU W

n3berante 0Opa3oBaHUS OCTPbIX YINOB MeXAy CBOOOLHOM 4YacTbi0 CUCTEMblI AOCTaBKUA U

NPOBOJHNKOBbIM KaTeTepoM.

2. MeaneHHO BbITSHUTE CUCTEMY Kapkaca B MPOBOJHMKOBbLIA KaTeTep. BBog kKapkaca B

NPOBOJHUKOBbLI KaTeTep HEeOOXOAMMO BbIMOMHATL MeA/IeHHO MOj, PEeHTreHOCKOMUYeCKUM

KOHTpONieM, 4TOObl KapkKac He CMEeCTWICA W3 YCTaHOB/IEHHOrO MOJIOXeHWs Ha 6GannoHe

CUCTEMbl JOCTaBKMW.

BHumaHue! ECnM Bbl 4yBCTBYeTe COMPOTMB/IEHWE MpW BblBEEHUM CUCTEMbl Kapkaca B

NPOBOJHUKOBbLIV KaTeTep, yaaiuTe CUCTeMy Kapkaca M NPOBOAHWKOBbLIN KaTeTep Kak efvHoe

uenoe (AencTByiTe Mo MHCTPYKLUN).

3. Mepes, NOBTOPHOW MOMbITKON YCTAaHOBKM KapKaca MOPaXKeHHbI CEerMeHT cfiefyeT BHOBb

pacwmpnts UM NOArOTOBUTL APYrMM CrOCO60M.

BHumaHue! Ecnn mnsgenme 6b11o yaaneHo A0 pacwmpeHusi, HE BBoAUTE ero BHOBb, TaK Kak

Kapkac w/unm cuctema [OCTaBkKM MOMM  OblTb  MOBPEXAEHbl MPU  UCXOLHOM MNOMbITKe

NPOXOXAEHNA NOPaKEHHOIO CErMeHTa WM Mpu N3BIEYEHUN.

4. Ypanute uUCMNONb30BaHHOE M3Jenne B OTXOAbl B COOTBETCTBMM C MOPSLKOM, MPUHATbIM B
NeYeBHOM yupexkeHun, a TakKxe 3aKOHOAATe/IbCTBOM, [ENCTBYIOLEM Ha TeppuTopuu
CTpaHbl.

MN3BneyveHne cucTtembl KapKaca nnn cuctemMmbl AOOCTaBKU n npoBogHMUKOBOIO
KatTeTepa KaK eanHOoro uesioro

1 HE BbITArMBaiiTe cucTeMy Kapkaca WM CUCTEMY AOCTaBKM B MPOBOAHMKOBbLIV KaTeTep.
YaepXuBaiiTe NOMOXeHWe MPOBOAHMKA B MOPAKEHHOM CErMeHTe W OCTOPOXKHO MOTSHUTE
CUCTEMY Kapkaca/ cuUCTeMy [OCTaBKW. YCTaHOBUTE MNPOKCUMaNbHBLIA Mapkep 6GaninoHa
HenocpeacTBEHHO AMCTa/IbHO OT KOHYMKa MPOBOAHUKOBOrO KateTtepa.
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2. MNpoBeanTe NPOBOAHMK B apTEPU0 HACTO/IbKO AUCTaIbHO, HAaCKOMbKO 3TO BO3MOXHO C
TOUKM 3peHns 6e30MacHOCTU.

3. 3aTAHUTE MOBOPOTHbI FEMOCTATUYECKUIA  KnanaH, 4Tobbl MNPUKPENnUTb  CUCTEMY
Kapkaca W CUCTEMY [OCTaBK/ K MPOBOAHMKOBOMY KaTteTepy.
4. 3Bnekute NpPOBOAHMKOBLIA KaTeTep W CUCTEMY Kapkaca/CUCTEMY [AOCTaBKM Kak

e[VHOE LeNoe.
5. Yaanute usgenve B OTXOfbl B COOTBETCTBUM C MOPSAKOM, MPUHSATbIM B ne4eGHOM

YUPEXAEHUN, a TaK)Ke 3aKOHOAATENIbCTBOM, AECTBYIOLLEM Ha TEPPUTOPUM CTPaHbI.

CBepgeHusa o 6ezonacHocTn npu MPT

[JOKnMHMYeckne UCMbITaHWA  MoKasanW, 410 TMPUMEHEHVEe KapKaca BO3MOXHO Mpu
onpegeneHHbix ycnosuax MPT B cnefytoLein KoHpurypauuu,

e OAMHapHOWN 1 ABOWHOM KOH(Urypauum ¢ nepekpbitTmemM O6LLel AIMHON A0 47 MMm.

e KoHgurypaumm c nepekpbitvem Magmaris n cteHta BIOTRONIK ORSIRO,
BblLENAWEero CUpPoNnMMyc, WM 4YUCTO MeTasiimyeckoro cteHta BIOTRONIK PRO-
Kinetic Energy o6Lueit 4anHON O 62 MM.

MaumeHT, KOTOPOMY MMIMIAHTUPOBA/IM KapKac, MOXKET 6e30MmacHO MpoXoAnTb CKaHMpPOBaHWE B
cucteme VP npu cnegyrowmx ycnoBusx:

* [locTtosiHHOe MarHuTHoe none 1,5 Tn wmwm 3,0 Tn, UCKAKYUTENBHO.

e MakcuMa/bHbI  MPOCTPAHCTBEHHbIA PagueHT MarHUTHOro nons He 6onee 3000
laycc/cm (30 Tn/m).

e MakcumasibHOe 3aperncTpupoBaHHoOe Ans faHHOW NP cUCTEMbl 3HAYeHWe yAeslbHOro
Ko3athuuymeHta nornoweHns (SAR), ycpegHeHHOro ana Bcero tena, 2 Bt/kr 3a 15
MUHYT CKaHMpoBaHUSA (B HOPMaslbHOM paboyem pexxmme).

B BbieonpeeneHHbIX KINHUYECKUX YCNOBUSX -MOXHO-EXK# 1A T-b-Ma KEMasIbHEr O-MOBbILLEHNSA
TemMneparypbl Kapkaca mMeHee, 4em Ha 6,2 °C nocne HenpepbIBHOrO CKaHMPOBAaHUA B TeYeHue
15 MAHYT.

[OoKvHMYecKne WuCnbITaHUA MNoKasann, 4to aptedakT, MOABNAIOWMIACA MPU CKaHUPOBaHUU
ycTpoiictBa Ha MPT-cucteme moulHocTbio 3,0 T/, BbIXOAMT MNPUMEPHO Ha 4 MM 3a Mnpepensbl
Kapkaca B Moc/iefoBaTe/lbHOCTN TPafueHT-3xo 1 Ha 3 MM B Moc/siefoBaTe/lbHOCTU CMUH-3XO0.
ApTedakt MOXeT 3aTeHSATb MPOCBET YCTPOMCTBA.

MpucytcTBME APYTUX WMMAAHTATOB WM MEAULMHCKMX OOCTOATeNbCTB Yy NauueHTa MOXKeT
notpe6osarb NPUMEHEHUs 6oMlee HU3KUX MPefeNioB HEKOTOPbLIX WM BCEX BblllenpuBeaeHHbIX
napamMeTpoB. HarpeB B MPUCYTCTBUM MECTHbIX U3nyyarowmx katywek MPT He oueHuBasncs.
PekomeHayeTcd He TnMoMelarb MeCTHble u3nyyalolmMe KaTylWwKW HenocpencTBEHHO Haf
Kapkacamu.

[apaHTNA N OTBETCTBEHHOCTb

[aHHbIA NpoAyKT M BCe COCTaB/ANOLWME €ro CUCTeMy KOMIMOHEHTbl (fanee MMeHyeMblIl
«MpoAyKT») 6blN CMPOEKTUPOBaHbI, U3rOTOB/IEHbI, UCMbITaHbl N YNakoBaHbl C MakCUMa/lbHO
BO3MOXHOWM TLlaTeNbHOCTbIO. TeM He MeHee, KomnaHusa BIOTRONIK He KOHTponupyet
YCNOBUSI MPUMEHEHNS U34enus, WU Mo pasHbIM MpUYMHaM MOTrYT BO3HWKHYTb HapyLlUeHWUs
NCXOAHOM (PYHKLMOHaNIbHOM MCNPaBHOCTU u3genus. B cBA3M € 3TMM Bce NpeaynpexneHus,
npuBeLeHHbIE B A@HHON Ny6mnmKaunn/TexHMY4eCKOM PYKOBOZCTBE, AO/MKHbI paccMaTtpyBaTbhbCs
KaKk HeoTbemsieMas 4acTb [JaHHOro 3afBfieHMs 00 OrpaHWU4yeHUn OTBETCTBEHHOCTH,
cogepxawass 6onee  nNogpobHyo  MHpopmauuto.  Mostomy BIOTRONIK  He  Hecet
OTBETCTBEHHOCTb HM 3@ KakuMe rapaHTuu, BblpaXeHHble WM  nogpasyMeBaemble,
OTHOCUTENbHO AAHHOIr0 MPOAYKTA, BKIKOYasA /OOy rapaHTUI0 KOMMEPYeCcKoro Kadectsa wm
NPUrogHOCTM NPOAYKTa ANS KakoW-1Mbo OnpefeneHHOM Lenn, HO He OrpaHnMyMBasChb €ro.
OnucaHne Npogykta uim ony6MKoBaHHOe

PYyKOBOACTBO MO/Ib30BaTENIl HE COCTaB/AKT BbIP&XKEHHOINO MNpeAcTaBUTENbCTBA WU HKe
KakoOM-NnMbo BbIPaXKEHHOM wnn  nogpasymeBaemoit  rapaHtmn. BIOTRONIK He Hecet
OTBETCTBEHHOCTb HW 33 KakMe npsiMble, Cc/y4valiHble WM  KOCBEHHble YObITKM UK
MeAMLUMHCKME pacxodbl MO MpUYMHE UKCMOMb30BaHWUs, Ae(eKTOB, HeucnpaBHOCTER WM
HecpabatbiBaHUS MPOAYKTa, HEe3aBUCMMO OCHOBaH /M 3TOT UCK Ha KOHTpakTe, rapaHtuu,
AeNNKTe WIN Ha WHbIX OCHOBaHWUSIX. JTO MOJIOXKEHME HE MPUMEHMMO B C/lyvae HaHeceHus
YMbILLNIEHHOTO Bpeda Wn B cfiydae Trpyboit HeBPEXXHOCTU HOPUAVNYECKUX MNpeacTaBuUTene
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MepeBof C aHIMIACKOTO 11 HEMELIKOTO S13bIKOB Ha pYCCKMiA A13bIK

BUOTPOHUK (BIOTRONIK)
COBEPLUEHCTBO PaaM XUSHU

BUOTPOHX AI' BIOTRONIK AG)
AkepLiTpacce 6

CH-8180bronax

LLIBeriyapus

Ten: +41 44 864 51 11
dakc:+41 44 864 50 05

27 mapTa 2020 r.

3asiBnieHne NPon3BOANTENS

[ONns npeabaBneHns no MecTy Tpe6oBaHUs:

HacTosiL, MM Mbl FapaHTUpyeM, YTO MpUIaraemblii JOKYMEHT:

TexHnyeckoe pykoBOACTBO
Cuctema 6uopaccacbiBatoLerocs cteHTa Magmaris ¢ CUpoOMMYCOM A4/15 KOPOHAPHbIX
-—- - - - = APTEPUIN -~ === == ===

ABNAETCA OPUIMHANbHBIM AOKYMEHTOM, BblgaHHbIM KomnaHmein BUOTPOHUK AN (BIOTRONIK AG).

>dUO: CtozaHHa MuHux (Susanne Minich)

JOMKHOCTb: Cneyuannct No HOPMaTUBHO-NPaBOBOMY PEry/IMPOBaHMIO
KomnaHwus: BMOTPOHUK AI' (BIOTRONIK AG)

Ynvua: AkepLutpacce 6

lopoa / CtpaHa: 8180 btonax, LLseiiLapus

[ata n nognwmce: /nopnucs/

Cto3aHHa MuHux (Susanne Mmich)

/WTamn/: BUOTPOHUWK (BIOTRONIK)
COBEPLUEHCTBO Paan >KNU3HM
BNOTPOHUMKAT (BIOTRONIK AG)
AkepwiTpacce 6

CH-8180 bronax

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



OGuunanbHoe ygoctoBepeHue

HacToawmm cBnaeTenbCTBYeTCA NOA/ANHHOCTbL NOANNCU Ha 06paTHOI7I CTOPOHE, MOCTaB/ELLLION B
Hallem nMpucyTCcTenn

I-xoii Cto3aHHoli MUHW X . pata poxaeHus: 12 mas 1965 r., rpaxgaHkoii LLselitapun,
BatTBWb, KAaHTOH CaHKT-I"anneH, no eé cnoeam, NpoXuBatoLlei No agpecy: yn. poccakep 81,
8041 Ltopux, NMMYHOCTb KOTOPOW MNOATBEPXKAEHA YAOCTOBEPEHNEM SINYHOCTY.

HacTosWMM WATBEPXAAETCST TOMbKO WAMMHMOCTLLNOANMCUPATTELL0Aep)KaHNeTr N
OeACTBUTENbHOCTb AaHHOTO OKYMEHTa.

bronax, 27 mapta 2020 . HOTAPUWANbLHAG KOHTOPA BID TAXA

B KNe 2020/592 /nognuce/
C6op 20,00 ws. dp.

/MevaTs/: HoTapuanbHas KoHTOpa bronaxa But ®paHu, MocynapCcTBEHHbI HOTapuyc

KaHToH Lopux

AMOCTNNb
(Caarckas KoHBeHUWs OT 5 okTa6ps 1961 r.)

1 CrpaHa: LLBeilinapckas KoHdeaepaums, KaHTOH Litlopux
HacTtoawmnin omumnanbHblil [OKYMEHT
A --HefHlicaH-BIUT&M-PpaHLuem EBeal Pranry
3. BbICTYyNawoLLMM B KayecTBe [TOCYapCTBEHHOIO HOTapuyca

4. cKkpenjeH LITamnom/neyaTbl0 HOTapuaibHOW KOHTOPbI Blonaxa KaHTOH
Lltopnx

YpoctoBepeHo
5. B Liopuxe 8090 6. 01.04.2020
7. FocyfapCTBEHHON KaHUenapmein kaHToHa Litopnx
8. 3a No 1178913/2020

9. LUtamn/Mevatb 10. Moanucb
/Kpyrnas neyaTb [ocygapcTBeHHoW /mognuck/
KaHuenapun kaHToHa Litopux/ M. Xodctettep (M. Hofstetter)

31yem
MepeBoA AaHHOT0 TEeKCTa BbINONHEH NEPEBOAYNKOM
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Poccuiickas ®egepauus

"opoa Mocksa.
[BeHaguaTtoro mas fBe TbIiCAYM ABaALATOrO roga.

A, MpokoweHkoBa EneHa EBreHbeBHa, HOTapuyc ropoga MoOCKBbI, CBMAETENLCTBYIO MOANTMHHOCTb
MoarC/ nepesogumnka KpannanHa leHuca AnekcaHapoBuya.
Mopgnuck caenaHa B MOEM MPUCYTCTBUN.

JINYHOCTbL NoANMCaBLLEro AOKYMEHT yCTaHOB/IEHA.

3apeructpmpoBaHo B peectpe: Ne 21/86-H/77-2020- ™ 2 -

B3bickaHO rocygapcrse ngy): 100 py6. 00 kon.
Ynna4yeHo 3a okasaHue 1 HM4yeckoro xapaktepa; 300 py6. 00 kon.

EE&
MpolwHypoBaHO, NpoHymep'
Bcero no
NMpOHyMepoBaHO
ne4yarbro
HoTtapuyc
q Mot MATIo Qe
| MNp(™weH
Motka apu/c ropoga
MHE
€2)
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b BIOTRONIK

cxcellonce for life

BIOTRONIK AG

Ackerstrasse 6

CH-8180 Bulach
Switzerland

KOI—I N4A Tel. +41 44 864 51 11

Fax +41 44 864 50 05

19 January 2021

Manufacturer's Statement

To whom this may concern:

We hereby guarantee that the enclosed document;

Addtion to the Instruction for Use
Sirolimus-Eluting Resorbable Coronary Magnesium Scaffold System

is an original document issued by BIOTRONIK AG.

The content of the English and Russian document versions is identical.

Name: Susanne Minich
Position: Reguiatory Affairs Manager
Company: BIOTRONIK AG
Street: Ackerstrasse 6
City / Country: 8180 Bulach - Switzerland

Date and Signature: ﬂt\% /

Susanne Minich

» BIOTRONIK

excellence for life
BIOTRONIK A6
‘lerstrasse 6
Cl'.-.'-"
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Official Certification

Seen for authentication of the reverse side signature, affixed in our presence by

) ) o born 12th May 1965, Swiss citizen of Wattwil SG, according to her
information residing at Grossackerstrasse 81 8041 Zurich

identified by identity card

r f t K u m e n t O ' 'food9"awrsand nottothe contents or validity

Bulach, 19th January 2021
BKno. 2021 Nr. 157
Fee CHF 20,00

eputy Notary Public

APOSTILLE

(Convention dela Haye du 5 oclobre 1961)

[N

Land: Schweizerische Eidgenossenschall. Kanton Zutich
Country: Swss conleaerailon, Canton ol Zutioh
Diese blfentliche Urkunde /This public document

2 ist unterschrieben von

has been signed by Matthias Eissnhul

w

in seiner Eigenschafl als

acting in the capacity of Deputy Notary Public

IS

sie ist versehen mit dem Stempal/Siegel des (der) - bears the slamp/seai of

Notarial Bulach Kl Ziliich

BestaiigU Certified
Infat 8090 Zurich (Zurich 6 am (the 21,01 2021

(4]

~

durch die Slaalskanziel des Kanlons Zurich
by Ihe Chancellery of Slate ol the Canton ol Zurich

w

unler Nr / under Ne 1203110/2021

to, Unlerschrift/Signature
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Addition to the Instruction for Use

Sirolimus-Eluting Resorbable Coronary Magnesium
Scaffold System
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Medical DEVICE N BIM € ..ottt e e e e eaas n
Name and address of the manufacturer, production Site Contact.......... 3
Intended Use n

Usage Terms, potential user

Scope of use

P O ® NGO A N
nE© o

.......................................................................................................... ~
Types of contact with human body ..., 3
Risks Of Medical DEeVICE USA G it ea e 4
Technical Description of Medical DeViCe ... 4
Materials, that the medical device is made O f.......coiiiiiiiiiiiiii 8
Contents and Scope Of AeliVEIY .. 8
Criteria of unsuitability of a medical device for use.....cccooiiiiiiiiiiiiins 9
12, Packaging D e S CriPtio N o et aaas ~
I T Y o 1= I [T o Lo [ PP PTUPPPPPTPP ~
14. Information on application frequency, maintenance and repairs........... 11
15. Deimplantation and 7 or replacement ... H

— if e-list-Gf-GR-n&E™~mableSy-the-ptfQcedure for their use and replacement11
17. Cleaning, disinfection and sterilization............ooiiiiii e, 11
18.  FreqUENCY Of U S @ o et et ea e H
19. Shelf life

20. Storage and transportation condition

............................................................ H
21. Utilization and diSpoOSal... e oo n
22. Environmental protection requiremMentS. ..o 12

23. The authorized representative on the territory of Russian Federation. 12

24. List of Applied Standards
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following types of contact with human body:
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Table 1: Product Range of Magmaris.
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[aLtMC-. JCML 1 M

Magmaris Wall Outer 0 inner 0 Scaffold Single Total
thickne of of length cell size Drug
SS scaffold( inflated (mm) (edge Load
(mm) mm) scaffold length of (\Vp)
at RBP the area,
(mm) mm)
MagmaTis 0,154+0. 2.0+005 329 + 154003 19.24+0. 166
3,0 mm X 15 mm 05 0.29 015
Magmaris 0,15+0. 2.0+0.05 3.29+ 20 £0,03 19.24+0. 226
3,0 mm X 20 mm 05 0.29 015
Magmaris 0,15+0. 2.0£0.05 3.29% 25 +0,03 19.24+0. 287
3,0 mm X 25 mm 05 0.29 015
Magmaris 0,15+0. 2.0£0.05 3.82% 15 +0,03 20.59+0. 159
35 mm X 15 mm 05 0.33 015
Magmaris 0,15+0. 2.0+0.05 3.82%+ 20 +0,03 20.59+0. 223
3,5 mm X 20 mm 05 0.33 015
Magmaris 0,15+0. 2.0+0.05 3.82+ 25 +0,03 20.59+0. 271
3,5 mm X 25 mm 05 0.33 015

Scaffolding time ~ 12 weeks
Absorption period of Mg scaffold ~ 12 months
Absorption coating period ~ 36 months

—luuu  JLCIIL .
Magmaris The force The force The force Min ster.1t
required to required to required to bend radius

inflate detach deform (mm)

scaffold scaffold from scaffold,

no more the no less than

than.. unexpanded (N/mm)
(kPA) balloon, not
less than...
(N)

Magmaris 1621 15 1.26%+0.07 6.00
3,0 mm X 15 mm
Magmaris 1621 15 1.26%+0.07 6.00
3,0 mm X 20 mm
Magmaris 1621 15 1.26+0.07 6.00
3,0 mm X 25 mm
Magmaris 1621 15 0.91+0.07 7.25
3,5 mm X 15 mm
Magmaris 1621 15 0.91+0.07 7.25
3,5 mm X 20 mm
Magmaris 1621 15 0.91+0.07 7.25

3,5 mm X 25 mm

Scaffold Coating

The drug-polymer coating consists of the antiproliferative drug Sirolimus (active
pharmaceutical ingredient) and a high molecular weight Poly-L-Lactide (PLLA) polymer
carrier. The entire scaffold surface is covered by the drugpolymer coating. The composition
of the drug polymer coating is shown in Table 4. The drug-polymer coating is specified in
Table 5.
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laDie u: urug-pu IVIlid

i Materials CAS Number Unit amount per
Function [ Drug Eiutng
Scaffold
33135-50-1 6.6 £ 0.7 pg/mm
Polymer PLA scaffold surface
) Sirolimus 53123-88-9 1.4 £ 0.2 pg/mm
ﬁ]étrl\é%ient o scaffold surface

laDie 3. urug-poiynici L
Acceptance limits

Coating composition 17.5 wt% Sirolimus / 82.5 wt% Poly-L-Lactide L210
Drug load 14 £ 0.2 pg/mm™ scaffold surface
Layer thickness <25 pm

Drug substance

The Sirolimus drug substance that is incorporated into the scaffold coating is approved in
Europe for the prophylaxis of organ rejecLiun in adult patients-reeeiving-FeRal-feFaosplwt”™
(marketing authorization number EU/1/01/171/007-8) and as an

ingredient for drug eluting stents. The compound has the mde”lar formula C51H79N013

and a molecular weight of 914.2 g/mol. Sirolimus blocks the cell cycle progression from

phase Gl to S, hence prevents cell proliferation and the proiiferation and migration o

smooth muscle cells, thereby inhibiting the restenosis process.

1a Die o: riviuu «t 1aii™~c

Catalogue Magmaris scaffold size Total Drug Coating
Number Load mass
Ref. No

1 5112526 ) Magmaris 3,0 Mv x 15 Mv 6 946
412527 Magmaris 3,0 Mvi x 20 MM 226 1292
412528 Magmaris 3,0 Mv x 25 Mv 287 1638

4 412529 Magmaris 3,5 Mv x 15 Mv 159 910

F 412530 Magmaris 3,5 Mv x 20 Mv 223 1274

6 412531 Magmaris 3,5 MM X 25 MM 271 1546

Drug carrier

The carrier used for the supply and release of Sirolimus, is Poly-L-Lactide (PLLA).

Delivery System

Magmaris utilizes a fast-exchange delivery system. The scaffold is positioned on the balloon
between the distal and proximal balloon markers. The distal segment of the delivery system
is a dual coaxial shaft composed of the outer inflation/deflation lumen, and the inner
guidewire lumen. The guidewire lumen starts at the distal tip and ends at the guidewire exit
port.
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Table 7: Delivery System sizés

Table 8: Balloon Technical characteristics
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3.0 X 25 15 35
26.75
+0.5mm/-
0.25mm
Magmaris 3.5 X 15 15 35
035 16.25+0.5
mm, all mm /
length 0.25mm
35 X 20:
21.75+0.5 3,54
mm / +0.28
0.25mm
35 X 25: 15 35
26.75+0.5
mm /
0.25mm

3,82- 15 35

0.3/+0.3

9. Materials, that the medical device is made of

Component Material

Scaffold Magmaris

Scaffold body Mg Alloy

Scaffold Marker Tantalum powder
Silicone

Drug Coating Absorbable  Poly (L-iactide),  Sirolimus,
Chloroform

Magmaris Delivery System

Hub / Kink Protector Polyamide 12

Hypotube 304 Stainless Steel

Hypotube Shaft White Printing Ink

Marker _ _

Hypotube Tubing Polyamide 12, Black Pigment 7

Distal tubing Polyamide 12

Inner Tubing Inner Layer High density polyethylene

Inner Tubing Middle Layer Maleic anhydride ethylene copolymer)

Inner Tubing Outer Layer Polyether Block Amide, Color additive Black
Opague

Balloon Polyamide 12

TiD Polvamide 12, Color additive Black

X-Ray Marker Platinum, Iridium

Hydrophobic Coating Lubricant Medical Grade, n-heptane fraction

(Hypotube)

Hydrophilic Coating (distal shaft) Base coat
Top Coat

10. Contents and Scope of delivery
Sirolimus-Eluting Resorbable Coronary Magnesium Scaffold System is supplied with:
1. Sirolimus-Eluting Resorbable Coronary Magnesium Scaffold on delivery system, of
following sizes; 3,0 mm x 15 mm; 3,0 mm x 20 mm; 3,0 mm x 25 mm; 3,5 mm x 15
mm; 3,5 mm x 20 mm; 3,5 mm x 25 mm - 1 piece.
2. Compliance Chart - 1 piece.
3. Patient Implant Card - 1 piece.
4. Instruction for Use - 1 piece.
5. Addition to Instruction for Use - 1 piece.
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11. Criteria of unsuitability of a medical device for use
DO NOT use if the package is damaged or opened or if any information provided is obscured
or damaged

12. Packaging Description

Individual / sales packaging

Magmaris is supplied in stehie packaging.

The most distal section of the device (inciuding the Siroiimus-eiuting scaffoid and folded
balloon) is covered by a protective tube (from polyether block amide PEBA) and a protector
(from steel 1.4301).

The Inner packaging (sizes 240 (= 3) x 240 (x 3) mm) comprises a protective HOPE
packaging ring (dispenser) within a pouch of aluminium foil. A Compliance Data Card Is
supplied Inside the foil pouch. After sterilization, air is evacuated out of the pouch, and the
pouch is filled with an inert gas (argon) and completely sealed in its final sterile inner
packaging (HPDETyvek).

The outer packaging (sizes 240 (= 1) x 240 (= 1) x 15 (+ 0,5) mm) comprises one
cardboard box (sales package) in which is packed the sterilized inner product packaging and
the IFU and the Patient Implant Card (PIC) as one booklet. Product labels are applied on the
inner

Transport packaging

Products are packed ih the transport packaging. This is a box made of corrugated
cardboard. The cardboard box is closed and fixed with adhesive tape.

It is allowed to pack several products in accordance with the overall dimensions of the
transport packaging, including an air bubble film, provided that all sets are completely
wrapped in a bubble film, which is also placed between cardboard boxes and each side of
the transport packaging.

13. Labelling
The following symbols are used on the labeling of the packaging / box to inform about the
required information:
- device name,
- Use by date,
- information on sterility and sterilization method,
- information on single usage,
- information on manufacturer,
- other symbols (see the table with Labeling legend).
When delivered to the territory of the Russian Federation for the purpose of circulation, next
to the original labeling but without overlapping, the medical device is stickered with a local
sticker, which has priority for the Russian Federation.

Legend for symbols used in labeling

Symbols Description
“ Manufacturer
REFI Catalogue number
Batch code
LOT

Nominal pressure

NP
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Description

Rated burst pressure

Sterilized using ethylene oxlde

Consult Instructions for use

Caution

Date of manufacture

Use by -

Do not reuse

Upper Temperature limitation

Do not restertiize

MR conditional

Do not use If package is damaged

Keep away from sunlight

Keep dry

CE Mark 93/42/EEC

Patlent Implant Card inslde

Mark of conformity to the GOST R system

Nominal Diameter (mm

Scaffold Length (mm)

Nominal Diameter (mm)

Scaffoid Length (mm)

Guide wire diameter max

{(inch)

Gulde wire diameter max (inch)

Guiding Catheter Inner
Diameter min (Inch)

Guiding Catheter Inner Diameter min (inch)

Maximum Diameter for Post-
| dilation (@ max) (mm)

Maximum Diameter for Post-dilation (@ max) (mm)

Compliance data

Compliance data
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Symbols Description

Pressure Pressure

Scaffold Inner Diametr (mm) Scaffold Inner Diametr (mm)
French

F

14. Information on application frequency, maintenance and
repairs
Sirolimus-Eluting Resorbable Coronary Magnesium Scaffold System is a single use device
and is not a subject for maintenance and repairs.

15. Deimplantation and / or replacement
stent Magmaris can not be removed and / or replaced after Its implantation.

16. The list of consumables, the procedure for their use and
replacement

Sirolimus-Eluting Resorbable Coronary Magnesium Scaffold System Is a single use device
and does not contain any consumables.

----17. Cleaning, disinfection and sterilization------------——— == —
Sirolimus-Eluting Resorbable Coronary Magnesium Scaffold System is supplied sterile.
Device Is sterilized with ethylene oxide. _
Resterilization is prohibited.

Cleaning, disinfection and sterilization are not applicable as this device intended for single
use only.

18. Frequency of use
Sirolimus-Eluting Resorbable Coronary Magnesium Scaffold System is designed and
intended for single use only. DO NOT resterilize and/or reuse. Reuse of single-use devices
creates a potential risk of patient or user infections. Contamination of the device may lead
Kto injury, illness or death of the patient.

19. Shelf life
Shelf life of the device is 12 (Twelve) months.

20. Storage and transportation condition
Transportation of this medical device can be performed by any type of covered transport in
accordance with the rules of transportation of goods. Use a medical device with caution.
Keep in original box, in dry, dark, cool place.
During the transportation, storage and handling the following terms should be fulfilled:
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24. List of Applied Standards

Standards
Applied n n (Compliant with
Underlying Title European
Standard Btandard
EN 556-1:2001 + Sterilization of medical devices. Requirements for BN 556-1:2001 4
AC:2006 medical devices to be designated "5TERILE". \C:2006

leouirements for terminallv sterilized medical devices N 20594-11993 4
150 594-1:1986 onical fittings with a 6% (Luer) taper for syringes, -1
qeedles and certain other medical equipment. General Al:1997 4 AC: 1996
mequirements
150 594-2:1998 :onical fittings with 6 % (Luer) taper for syringes,
needles and certain other medical equipment —Part 2:

ock fittings

EN 980:2008 Svmbols for use in the labelling of medical devices EN 980:2008

EN 1041:2008 4 information supplied by the manufacturer of medical EN . .

Amd,1:2013 devices éO41.20084-A1.201
Conical fittings with a 6 % (Luer) taper for syringes,

EN 1707:1996 needles and certain other medical equipment - Lock ~ EN 1707:1996
fittings
Packaging - Complete, filled transport packages and

150 2233:2000 unit loads - Conditioning for testing EN 150 2233:2001
Intravascular catheters —5terile and single-use

150 10555-1:2013 Ccatheters - Part 1: General requirements ENZ(%fg 10555-

150 10555-4:2013 Intravascular catheters —5terile and single-use EN 150 10555-
catheters - Part 4: Balloon dilatation catheters 4:2013

150 10993-1:2009 Biological evaluation of medical devices. Evaluation and EN 150 10993-

4 Cor. 1:2010 testing within a risk management process 1:2009 4 AC:2010

Biological evaluation of medical devices. Tests for
150 10993-3:2014 genotoxicity, carcinogenicity and reproductive toxicity EN 150 10993-

3:2014

150 10993-4:2002 Biological evaluation of medical devices. 5election of

4 Amd. 1:2006 tests for interactions with blood El\é (:)ng 10993-

150 10993-5:2009 Biological evaluation of medical devices. Tests forin ~ EN 150 10993-
vitro cytotoxicity 5:2009
Biological evaluation of medical devices. Tests for local

150 10993-6:2007 effects after implantation gl\é égg 10993-

150 10993-7:2008 Biological evaluation of medical devices. Ethylene oxide EN 150 10993-

4 Cor. 1:2009 sterilization residuals 7:2008 4 AC:2009
Biological evaluation of medical devices. Framework for

150 10993-9:2009 identification and quantification of potential EN 150 10993-
degradation products 9:2009
Biological evaluation of medical devices. Tests for

150 10993-10:2010 irritation and skin sensitization % %82310993-

150 10993-11:2006 Biological evaluation of medical devices. Tests for EN 150 10993-
systemic toxicity 11:2009
Biological evaluation of medical devices. 5ample

150 10993-12:201:>preparation and reference materials 52.53(1)210993-

13
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Laws and Directives

DoforanrA
MDD 93/42/EEC

MPD 2001/83/EC
440/2008 Part
B 13/14

440/2008 Part B.17

21 CFR 58
PFSB/ELD/OMDE
Yakushokuki
Notification

No 1109-1 ('2011")

ritie ' N m —1
ZOUNCIL DIRECTIVE 9374Z/EEC of 14 June 1993 concerning medical
devices (OJ L 169, 12.7.1993, p. 1 Tur

) Il
DIRECTIVE 2001/83/EC OF THE EUROPEAN PARLIAMENT AND OF THE
COUNCIL of 6 November

2001 on the Community code relating to medicinal products for human use
(03 L 311, 28.11.2001, p. 6 7 ) =-mmmmmmmmmmmm e

Part B, METHODS FOR THE DETERMINATION OF TOXICITY AND um tK

BT3A14 MUTAGENICITY: REVERSE MUTATION TEST USING BACTERIA
Part B: METHODS FOR THE DETERMINATION OF TOXICITY AND UIMtK

MAMAENICTTY  IN VITRO MAMMALIAN CELL GENE MUTATION TEST
GOOD LABORATORY PRACTICE FOR NONCLINICAL LABORAIOKY bl nnu:a
Guidance on ethylene oxide sterilization residuals on medical devices unaer
the Pharmaceutical Affairs Law after the establishment of applicab e
Japanese Industrial Standard.

Federai Repubiic of Gesetz zum Schutz vor gefahrlichen Stoffen (Chemikaliengesetz - ChemG) -

Germany,

rhpmG Anhang 1

(zu 8§ 19a Abs. 1)

English title
-ChemG Appendix

(to ™~ 19a Clause 1)

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

- Anhang 1 (zu § 19a Abs. 1) Grundsatze der Guten Laborpraxis (GLP)
English title: Chemical act of the Federal Republic of Germany Appendix 1
(to § 19a clause 1) - Principles of Good Laboratory PracLlct;
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[lononHeHne K TEXHUYECKOMY PYKOBOACTBY

Cuctema 6uopaccacbiBarouieroca cteHta Magmaris
C CUPO/IMMYCOM /11 KOPOHapHbIX apTepuii

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



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

11



- —ac M .uesem cnenVIOWMA BUA KOHTAKTa C OPraHM3MOM YenoseKka:
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TaGnuya 1: AnanasoH pasMepos crenta Magmaris.
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2 atwrseragee 2: ...

3,0 MM X 25 MM

wpur 14 es Mw

L~ — -|°mep*uaa|.“"| Kapxaca ~ 17 Henens
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Ta6r||/|u,a 4: KOMNOHEHTblI NOJIMMEPHOro MOKPbITUA C HAHECEHHbIM J1eKapCTBEHHbLIM

PyHKUMA Marepuabl Homep CAS Konnuectso
3/11OMPYIOLLIErO
NeKapCcTBEHHOro
cpeActBa Ha  efuHULY
nnowaan cTeHTa

Monnvep PLLA  (bmopasnaraembii  33135-50-1---—-- 66 <+ 0,7 wm/Mw
nonnvep Nonu-L-nakrtnga) MOBEPXHOCTN CTEHTA

AKTVBHbIIA Cuponumyc 53123-88-9 14 = 02 wm/mw

WHrpeaveHT NOBEPXHOCTM CTeHTa

Ta6nuuya 5: Crneundukaunm A8 NOAMMEPHOTro MOKPbITUS € HaHECEeHHbIM

[vikr] Jonyctmble npeaesbHbie rnokasaresmv

CocTaB MoKpbITUA 17,5 % no Becy cuponmmyca/82,5 % no Becy now-Li-naktmga
L210

CopepxaHue nekapcTBeHHoro 1,4 =+ 0,2 Ma/Mv™ MOBEPXHOCTU CTEHTa

BeLLecTBa

TonuwpHa cos <25 MM

NekapcTBeHHasa cy6CcTaHUms

JlekapcTBeHHasA cyb6CTaHUMS CUPO/IMMYC, BXOAALLAS B COCTaB MOKPbLITUA CTEHTa, paspelueHa
4na NpumeHeHWs B EBpone A8 NpohunakTMKn OTTOPXKEHUS OpPraHoB Y B3POC/bIX NauveHTOB
c NnoYeYHbIMM TpaHcniaHTaTamm (Homep perncTpawuoHHoro y[OCTOBEPEHUS
EU/1/01/171/007-8) ©n B Ka4decTBe aKTMBHOrO (PapmMaLeBTUHEeCKOro WHrpeaneHTa,
NMPUMEHSEMOTO  A/1I1  CTEHTOB C  JIEKAPCTBEHHbIM  MOKpbITMEM.  CoeguHeHVe — MMeeT
MonekynspHyto gopmyny C51H79N013 u monekynsipHbii Bec 914.2 r/mMonb. Cuponmmyc
GNOKUPYET NPOXOXKAEHME MO KIETOYHOMY UMKy 13 (a3l G1 B (hasy S v npegoTtBpailaert
nponudepaumio  KNeTok W npoaugepaumo M MUTPaumio  ragKoMbILEYHbIX — KIEeTOK,
NPenaTcTBys, TeM camblM, 06Pa30BaHMIO PecTeHo3a.

Tabnunya 6; BapnaHTbl UCANOJSIHEHUS

Homep B Pa3swvep cteHTa Magmaris CoBoKynHoe Macca
Katanore KOMN4YeCcTBO MOKPbITUA
(No) m .1 - NNIEKapCTBEHHOIO [mKr]
cpeactea vkl

1 412526 Magmaris 3,0 v x 15 Mv 166 946

2 412527 Magmaris 3,0 Mmv x 20 Mv 226 1292

3 412528 Magmaris 3,0 Mv X 25 Mv 287 1638

4 412529 Magmaris 3,5 mm x 15 Mv 159 910

5 412530 Magmaris 3,5 Mv x 20 Mv 223 1274

6 412531 Magmaris 3,5 MM x 25 mm 271 1546

Hocutenb J1eKapCTBeHHOro cpeacrtea

Hocutenem, wvcnonb3yembiM Ans [OCTaBKM U BbICBOOOXIEHVS CcMPONMMYca, SBASieTCs
6uopasnaraemblii nonmvep nonu-1-naktmaa (PLLA).

Cuctema AO0CTaBKWN

Ona  w3genma  Magmaris  Mcnonb3yetcss cucteMa [AOCTaBKM  ObICTPOM 3ameHbl.  Kapkac
yCTaHaB/NMBaeTc Ha OGa/l/loH Mexay AWUCTa/lbHbIM M MPOKCUMabHBIM Mapkepamn 6anioHa.
[ncTtanbHbli  CEerMeHT CUCTEMbI [OCTaBKM NpeacTaBnsieT coboi ABOMHON  KOaKCUasibHbI
CTEPXKEHb, COCTOALMA W3 BHELUHEro MNpoceBeTa [N  HakavvMBaHWsA/BblKauMBaHUs U
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Tatnuua 7: PasMepsl CUCTEMb! SOCTAaBKH

TaGnuiga 8: XapaxkrepncTuxky Gannons
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ONVHBI 3,0 X 20: 15 35
21,75 +0.5MM/-
0.2,Mv
3,0 X 25: 26,75 15 35
+0,5Mm/ -
0,25MMm

Magmaris 3,5 X 15: 15 35

035 mv 16,25+0,5mMm /

BCe ~0;25MMm

O/TNHbI 3,5 X 20: 354 3,82- 15 35
21,75+0,5 mwm / +(’) o8 0.3/+0.3
-0,25mm - 1
3,5 X 25: 15 35
26,75+0,5mm /
-0,25mm

9. MaTtepuarbl, U3 KOTOPbIX N3rOTOB/IEHO MeAULIMHCKOe nsgenve

KoMnoHeHT

CteHT Magmaris

Kopnyc marpuupl (cTeHTa)
PEeHTreHOKOHTPACTHbIN Mapkep
JlekapcTBeHHOE MOKpbITUE

Cuctema goctaBku cteHTa Magmaris
MpotekTop nsrnda/pasvema
Mvnotpy6ka

MeTka Kopnyca rmnoTpyoku

Tpybka rvnotpyoku

AnctanbHas Tpybka

BHYTpPEHHWI cnoil BHyTPeHHel TpyoKu
CpefiHuiA cnoii BHYTPEHHEN TPYOKU
BHELUHWIA MO BHYTPEHHEN TpyoKU

BannoH
HakoHeUYHUK

PEHTreHOKOHTPACTHbI Mapkep
r'mapotobHoe nokpbiTre (MMnoTpyoka)

rmapouneHoe (omcTanbHbI

wadr)

NoKpbITUE

MaTepunan

MarHueBbIii cnnas

TaHTan nopoLuok. CUINKOH

Buopasnaraemblii  nonMmMep nonv-bnaktnaa,
Cvnoonumyc, Xnooo®oom

Monvamng 12

Hepykasetowaa ctanb 304

Benble nevarHble YepHUna

Monvamug 12, YepHbld MurmeHt 7

Monnamng, 12

MoNuMatuIeH BbICOKON MNOTHOCTU
ManieMHOoBbIA aHrMapug cononmmepa atuieHa
Monuatmpbiokamna,  Kpacutenb  YepHbIid
Henpo3spayHbiii

Monvamng 12

Monvamug 12, KpacuTesNb YepHblid (YroNbHbIN
YepHbli1)

MnatnHa, vpyania

Ny6pukaHT MeaMLMHCKOTO Ha3HayeHus, [-
lentaH-®pakuua

basoBoe nokpbITne

BepxHee MnokpbiTne

10. CocTaB M KOMMJ/IEKT NOCTaBKU
Cuctema OGuopaccacbiBaroLLerocsi creHta Magmaris € CUPOIMMYCOM [N KOPOHAaPHbIX

apTepuii NOCTaBNAETCA B COCTAaBE:

KopoHapHbIi  GropaccacbiBarolmiicsi CTeHT Magmaris ¢ CUpOMMYCOM Ha cucTemMe

1
JocTtaBku, cnegyrowmx tunopasmepos: 3,0 mvx 15 mv; 3,0 vm x 20 mm; 3,0 mv X 25
MM, 3,5 v X 15 mv; 3,5 v x 20 mv; 3,5 MM X 25 Mv - 1 .

2. Tabnuua pacTsHKMMOCTU - 1 L.

3. VmMnnaHTaumoHHas Kaprta nauueHta - 1 wr.

4. TexHN4YecKoe pyKOBOACTBO - 1 wui.

5. [lonosnHeHne K TEXHNYECKOMY PYKOBOACTBY - 1 LuT.
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Mpacduveckune CHMBONE

Opucauue

HoMuHanbHoe faBneHme

HoMuHanbHoe AaBneHue paspuisa

Crepunn3oBaHO STUNEHOKCHAOM

CNQA0BaTL-TAXHHLHECKOMY-PYKOBOOGTBY.

BHMMaHue
A.. .
N AlaTa sbinycKa
Cpok roaHocTH

He ucnonb3oBaTh NOBTOPHO

ngxl-mﬁ npeaen TeMnepaTyphl

He_m:mﬁnuaman_nnmpﬂp

MPT coBMeCTMMOCTbL

He nCnoAb30BaTL, CAM YNAKOBKa NOBPEXAEHA

XpaHuUTL B 3aLUMILEHHOM OT CONHEYHOTO CBETa MecTe

XpaHuTb B CYXOM MecTe

Comaﬁ:rsye'r Espornieiickoit OupexTuse 93/42/EEC

MMRNaHTaUMOHHan KapTa nauMeHTa BHyTpH

6|

3HaK COOTBETCTBUS NPW AEKNAPUPOBAHUW COOTBETCTBUA
B cucreme NOCT P

Nominal Dlameter (mm)

HoMuHanbHLIK AMaMeTp (MM)

Scaffold Length (mm)

OnuHa crenta (MM)

Guide wire dilameter max | MakcUManbHbiil AMaMeTp NPOBOAHMKE (AIOMM)

| (Inch) '

Guiding Catheter Inner | MMHUMANLHLIA BHYTPEHHUIA AUAMETP NPOBOAHUKOBOrO
t Dlameter min (inch) KaTerepa (floiiM)
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Ipaduueckmne cMMBO/bI Onucaxune

Maximum Diameter for Post- MakcumanbHbIi  gnameTp Ana  pacluMpeHus  nocne

diiation (0 max) (mm) nmnnaHtaumm (0 makc)(mm)

Compliance data Tabnuua pacTsaXnmocTn

Pressure [aBneHve

Scaffold Inner Diametr (mm) BHyTpeHHWIA AnameTp cTeHTa (MMm)
®peHy

F

14. NHdopMauma O KpaTHOCTU MNPUMEHEHUA U TEXHUYECKOM
obcny>xnBaHnn/pemMmoHTe nsaenus
Cuctema 6uopaccacbiBatolLlerocss creHTa Magmaris € CMpOIMMYCOM  Ans  KOPOHapHbIX
apTepuin ABASIETCA OHOPA30BbIM M3AEMEM W HE MOANEXUT TEXHUYECKOMY OBCMY>XMBAHUIO U
PEMOHTY.

15. JevmnnaHTauusa, BO3MOXHOCTb YyAaneHuss W/unm 3aMeHbl

CTEHTa
CTeHT Magmaris He MOXET ObITb yaneH W/ 3aMeHeH Mocne ero UMMIaHTaLumm.

16. lNepeyeHb pacxoaHbIX MaTepuranos, npoueaypa nx
— MNpPUMEHEHNA N 3aMeHbl--—

Cuctema 6MopaccacbiBatoLerocsi CrteHTa Magmaris ¢ CUMPO/MMYCOM NS KOPOHAPHbIX
apTepuii ABNSIETCS OAHOPA30BbIM M3AENMEM U HE COAEPXKUT PACXOHbIX MaTepUaios.

17. Ctepunmnsayunsa, o4umncTtka, ge3nHpekuyns
Cucrtema 6uopaccacbiBatolLleroc creHta Magmaris € CUMpPOMMYCOM [N KOPOHaPHbIX
apTepuin noctaenseTcs cTepunibHbIM. CTepunsaums OCyLLECTBASETCA STUIEHOM OKcuga.
MoBTOpHaA cTepunn3aumsa 3arpeLleHa.
Ouunctka, [e3nHpeKunsa u MoBTOpHad cTepunusauma HENpUMEeHWMbl, T.K.  u3fenve
npefHa3Ha4yeHo A/19 O4HOPa30BOro UCMosb30BaHUS.

18. KpaTHOCTb NpuUMeHeHnsa nsgenns
Cucrtema 6uopaccacbiBarolLierocss CcreHta Magmaris ¢ CUpPOSIMMYCOM A1 KOPOHapPHbIX
apTepuini  nNpefHasHa4yeHO TOMbKO [ANsi OAHOKPATHOro wucrnonb3oBaHus. HE/Ib3A noBTOPHO
ncnosnb3oBartb m3genve. MNMoBTOPHOE UCMO/Mb30BaHVe U3LeNns co3faeT MOTeHUMabHbIA PUcK
WHPMUMPOBaHUS MNaumeHTa WM Mnosb3oBatens. 3arpsAsHeHue u3fenns MOXET MPuBeCT! K
NOBPEXAEHMIO, 3a60/1eBaHNI0 WM CMEPTU NaumeHTa.

19. CpoK rogHocTu
Cpok rogHocT! u3genusa coctasnseT 12 ([JseHaauartb) Mecsues.

20. YcnoBuA TPaAHCMNOPTUPOBKU, XPaHEHUA M aKcnayartaymmn

[aHHoe MegMuUMHCKOe Wu3aenve TPaHCMOPTMPYHOT BCEMM BUAAaMM TPaHCMNOpPTa B KPbITbIX
TPaHCMOPTHbLIX CPeACcTBax B COOTBETCTBMM C TPEOOBaHUSIMU W NpaBuiaMn NepeBO3KM FPy30B,
[ENCTBYIOLMX Ha TpaHCMopTe Kakaoro Buga. C MeAVUMHCKUM  U3LeNvMeM  Heobxoammo
06paLaTbCsi ¢ OCTOPOXHOCTLIO. XpaHWUTb B OPUrMHaNbHOM YNakoBKe, B CYXOM, TEMHOM U
NPOX/1Ia4HOM MecTe.

Bo Bpemsi TpaHCMOPTMPOBKW, XPaHEHUS W  3KCnyaTauun  MeAVLMHCKOrO  U3fenus,
HeoOX0AVMO MPUAEPXKMBATLCS CNEYHOLMNX YCIOBUIA;
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_ - Ocobbix  Tpebosannit  x

FOCYAAPCTHEHHLIMM
: yz M3 MEOMLMHCKOrO U3aenus

HAanHoe meamumHckoe wagenue yyeroM

“

<cc ~ 109240, r. Mocksa, yn.
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24. TllepeyeHb

MeXXAyHapOoaHbIX

LOKYMEHTOB/CTaH4apTOB, KOTOPbIM cooTBeTCcTBYeT MU

CtaHpapThl

CoOTBETCTBYHO LM
JK npumemeHHbIN

cTaHOapT

EN 556-1:2001

AC:2006

ISO 594-2:1986

ISO 594-2:1998

EN 980:2008

EN 1041:2008 b

[lon.1:2013

EN 1707:1996

ISO 2233:2000

ISO 10555-1:2013

ISO 10555-4:2013

ISO 10993-1:2009

£
Kop.1:2010

ISO 10993-3:2014

ISO 10993-4:2002

+
Jlon. 1:2006

ISO 10993-5:2009

ISO 10993-6:2007

ISO 10993-7:2008

HAC:2009

Ha3BaHue

4 Crepunusaums MeauUMHCKUX n3genvii. TpeboBaHna K

MEAULIMHCKMM U3[ennaM Kateropum «CtepusbHbIe».
TpeboBaHVS K MEAULIMHCKUM U3AeNVsaM, MognexatiyiM
(OMMHWLLHOWN CTepun3aumm.

[etanu coeamHnTeNbHble ¢ KOHYCHOCTLIO 6 % (JTtoapa) ans
LUNPWLEB, UMM 1 APYroro MeavuMHCKOTO 060pyA0BaHUS.
Yactb 1. O6Lume TpeboBaHus

[Jetann coegnHuTeNbHbIE C KOHYCHOCTBIO 6 % (J/lto3pa) ans
LUNPWLEB, WUIM 1 APYroro MeayuUMHCKOro o6opyaoBaHus.
Uactb 2. JI'03pOBCKME HAKOHEYHUKMU.

CMMBO/IbI, MCNOMb3yeMble MPU MapKUPOBKE U3LENNin
MeAVNUMHCKOTO Ha3HayeHus.

VHopmaums, npegocTtasnsemas Npou3BoauTeNeM
MeAULIMHCKUX U3AeNnu.

JeTtann coeguHnTeNbHbIE C KOHYCHOCTBLIO 6 % (Jlto3pa) ans
LUNPULIEB, UMM N APYroro MeauuMHCKOro 060pyAoBaHus.
J1H03pOBCKME HaKOHEUHVIKN.

YnakoBka. TpaHcnopTHad Tapa ¢ ToBapamn 1 eauHUYHbIE
rpy3bl. KOHAMLMOHMPOBaHWE A1 UCTbITaHWIA.

KateTepbl BHYTPMUCOCYAMCTbIE CTEPU/IbHBIE OAHOKPATHOIO
npymMeHeHus. Yactb 1. O6Lume TexHn4veckue TpeboBaHus
KateTepbl BHyTpMCOCYAUCTbIE CTEPU/IbHBIE OAHOKPATHOrO
npumeHeHus. Yacte 4. Karetepbl

AN 6a/INIOHHOIO pacLUMpeHus.

OueHKa 61ONOrMYeCKoro AeNCTBUS MEAVNLIMHCKMX U3AENNA.
OueHKa 1 UcrnbiTaHe B pamkax npouecca ynpasieHusMum
prickamu

OueHKa BMONOrMYecKoro AeNCTBUS MEAVLIMHCKMX U3OENNIA.
VccnepoBaHve reHOTOKCUYHOCTUW, KaHLEPOreHHOCTU U
pPenpoayKTMBHOM TOKCUYHOCTA

OueHKa 61MONOrMYecKoro AeNCTBUS MEAVLIMHCKMX WU3AENNiA.
Bbl6Op UcMbITaHUIA AN B3aMMOENCTBUSI C KPOBbIHO.

OueHKa B1OOrMYECKOrO AeNCTBUA MeAULMHCKMX
n3penuia. liccnegoBaHnst Ha LMTOTOKCUYHOCTD.

OueHKa 6MONOrMyYeckoro AencTBUS MeANLIMHCKNX

nsgenvii. ViccnegoBaHus MeCTHOTO AeUCTBUSA Nocre
UMnIaHTaLmm

OueHKka B1OIOTNMYECKOTO AENCTBUA MEAVNLMHCKUX U3LENNiA.
OcTaToyHas CTepuamM3aums TUIEHOKCULOM.
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HOPMaTMBHbIX

CooTBeTCTBM
e
EBponeiicko
My
CtaHpapTy
EN 556-
1.2001 +
AC:2006

ISO 594-
2:1986

ISO 594-
2:1998

EN 980:2008

EN 1041:2008
Y4 Jorn.
1:2013

EN 1707:1996

ISO
2233:2000
ISO 10555-
1:2013

ISO 10555-
4:2013

ISO 10993-
1:2009 +

AC 2010

EN ISO 10993-
3:2014

EN ISO
10993-4:2002
+

Jon. 1:2006
EN ISO
10993-
5:2009

EN ISO
10993-
6:2009

EN ISO
10993-7:2008
- AC:2009
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ISO 10993-9:2009  QOueHKa 6MONOTMHECKOrO AECTBUA MEeAULIMHCKUX
n3genuii. OCHOBHbIE MPUHLMMbI MAEHTU(RNKALMN 1~
KO/IMYECTBEHHOIO ONpeaeneHns NoTeHUMaIbHbIX
NPOAYKTOB AECTPYKLMN

OueHka 61M01orMyeckoro AeENCTBUS MeANLIMHCKMX
n3genvii. ViccnegoBaHus pasfpaxkarowero u
CEHCUOUNN3NPYIOLLIETO AEeNCTBUS.

OugeHKa 61OIOrMYEecKoro AeNCTBUS MEANLIMHCKMX
n3genuii. MccnegoBaHust OBLLETOKCUYECKOTO JENCTBUS

SO 10993-10:2010

ISO 10993-11:2006

ISO 10993-12:2012

ISO 10993-15:2000

ISO 10993-18:2005

ISO 11135-1:2007

ISO 11138-1:2006
ISO 11138-2:2006

ISO 11607-1:2006
+ [on. 1:2014

ISO 11607-2:2006
+

Jlon. 1:2014

ISO 11737-1:2006
+ Kop. 1:2007

ISO 11737-2:2009

DIN 13273-7:2003

ISO 13485:2003 -1
Kop. 1:2009

ISO 14155:2011 b
Kop.1:2011

ISO 14630:2012

ISO 14971:2007 +
Kop. 1:2007

OueHka 61onorMyeckoro AeicTBUS MeANLIMHCKMX
n3gennin. MpurotosneHne NPo6 v cTaHAaPTHbLIX

006pa3uoB

OugeHKa 610M1orMyecKoro AeicTBUS MeANLIMHCKMX
n3gennin. NoeHtTnprkaums n KomyectBeHHoe
onpegeneHve NPoayKToB Aerpajaumm n3gennii us
MeTa/I/IoB 1 CM/1aBOB

OueHKa 610N10rMyYecKoro AencTBUA MeauLMHCKUX U3LeNni.
XMMUYeckass xapakTepuctuka matepuanos

Crepunusaums U3aennii MeguLMHCKOro Ha3HauveHus.
3mmneHokend. Yactb 1. TpeboBaHUs K pa3paboTke,
Ba/MAauUMM 1 TeKyLLLeMy KOHTPO/IKO npoLiecca
cTepun3aumn MeauLMHCKUX U3LeNni

Creounusanus |/|3Aen|/||7| MeAUUUHIK'NIN

Buonornyeckne nHankatopbl. ObLme TpeboBaHMs.
Crepynusaums n3gennii MeaMumMHCKOro Ha3HayeHus.
Brionornyeckre MHAMKaToOpbl. bruonornyeckne MHANKaTopbI
4Na cTepunmM3aumy OKCUAOM 3Tu/eHa

YnakoBka Ansi MEAULMHCKUX U3AeNni, CTepuindyemblx Ha
3aBepLuaroLLert ctagum nponssoacTea. TpeboBaHUs K
mMarepuanam, 6apbepHbIM CUCTEMaM CTEPUIU3ALNN U
crcTemMaMm ynakoBKwM

YnakoBka A5 MeAVLIMHCKMX U3LeNNiA, CTEPUIN3YEMbIX Ha
3aBepLUaoLLEei cTaaumn Npomu3BoACTBa. TpeboBaHUA K
Ba/MAauUMmM npoLeccoB (hOPMUPOBaHUS, repMeTsaumm m

cbopKn

Crepunumsauunst MeauLMHCKNX U3LeNWiA.
Mwukpobuonoruyeckne Metogsl. OueHKa nonynauun
MUKPOOPraHU3MOB Ha MPOAYKTax.

Crepunmsaums MeSVLIMHCKUX U3LeNNIA.
Mukpoburonornyeckne metofpl. cnbitaHus Ha
CTEPU/ILHOCTb, MPOBOAVIMbIE MPWU BaIAALIMN MPOLLECCOB

cTepunmsaumm

Karetepbl MegnuuHckme. Yacte 7. OnpegeneHue
MOT/IOLLEHNA PEHTTEHOBCKOrO M3/y4eHUss Kateteoammu
MepguunHckmne n3genna - CucteMbl yrnpas/ieHUs KauecTBOM
- TpeboBaHNA K HOPMATMBHbLIM LIENIAM

KnMHnyeckoe vccnefoBaHne MeauLMHCKUX NPUGopoB A/
nofen - Hagnexkawas KaMHUYeckas npaktmka

He akTuBHbIe XmMpyprudeckme umniaHTatsl. O6LLme

rpeboBaHus

MegnuyHckve nspenuvs. MNMprMeHeHve ynpaBneHust prckaMmm
K MEAVILHCKM U3AeNusim
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EN I1SO
10993-
9:2009

EN I1SO
10993-
10:2010
EN ISO
10993-
11:2009
EN ISO
10993-
12:2012
EN ISO
10993-
15:2009

EN ISO
10993-
18:2010
EN ISO
11135-1:2007

FM TS0
11138-1:2006
EN ISO

11138-2:2009

EN I1SO
11607-1:2006
HA 1:2014

EN ISO
11607-2:2006
+A.1:12014

EN I1SO
11737-1:2006
+ Kop.
1:2009
EN I1SO
11737-2:2009

EN ISO
13485:2012 b
AC.-2012

1SO
14155:2011 +
Kop.1:2011

EN 1SO
14630:2012
EN 1SO
14971:2012
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ISO 15223-1:2012  MeguupmHckvie n3aenms. CUMBO/IbI, UCTOMb3yeMble Ha EN ISO
3TUKETKaX MEAVLIMHCKVX W3LENVii, Npy MapKUPOBKE U B 15223-1:2012
COMPOBOAUTENBHON AOKyMeHTaummn. Yactb 1. O6lime

TpeboBaHus.
ISO 25539-1:2012  CeppeuHo-cocyaycTble UMMAHTATbL. SHA0BACKY/SIPHbIE EN 1SO
n3genusa. CocyaucTble CTEeHTHI. 25539-1:2012

3aKOHbl U AUPEKTUBSI

Homep Ha3BaHwue

MDD 93/42/EEC  OUPEKTVBA COBETA 93/42/EEC ot 14 wioHs 1993 roga no Bonpocy
MeAMUMHCKOro obopyaosaHus (OJ L 169, 12.7.1993, o. 11

MPD 2001/83/EC MPEKTMBA 2001/83 / EC EBPOIMEVICKOrO MAP/IAMEHTA 1 COBETA ot 6
Hos6ps 2001 roga o kKoaekce COOOLLECTBA, KacatoLEMCS TEKaPCTBEHHbIX
cpencts Ans ucnonb3oBaHusA yenosekom fOJ L 311, 28.11.2001. cro. 671

440/2008 yactb Uactb B: METOAb! OMPEAENEHNA TOKCUYHOCT N APYTNX SPOEKTOB

B.13/14 3[10POBbS - B.13 / 14. MYTATEHHOCTb: VICTIBITAHVIE OEPATHOM
MYTALM C VCTIO/Tb30OBAHVIEM BAKTEPUIA

440/2008 yactb Yactb B: METOAbl OMPEAENEHNA TOKCUUYHOCTU W APYTX PSEKTOB

B.17 300POBbS - B.17. MYTAEHHOCTb - WCMBITAHVE MEHHON MYyTALW
KNETOK MMEKOMUTAOLLMX IN VITRO
21 CFR 58 HALJIEXXALLIAS JTABOPATOPHAST [IPAKTUKA [U151 HEK/TIHYECKIAX

NABOPATOPHbBIX NCCTEAOBAHNA
PFSB / ELD / OMDE  pykoBoacTBO MO OCTaTKaM CTEPUAM3aLMN STUMIEHOKCUAOM Ha MeAMLIMHCKYIX

YsefomeHve YCTPOICTBax B COOTBETCTBMM C 3aKOHOM O (hapMaLeBTMUECKON MPOoayKLUn
AKYLLIOKY KW nocsie yctaHOB/NEHWA MPUMEHNMOrO AMOHCKOrO MPOMBILLIEHHOIO

Ne1109-1 (2011) cTaHfaprTa.

®epepatmBHas XvMunyeckuin 3akoH depaepatrBHol Pecny6nmku FepmarHin MpunoxxeHve 1
Pecny6ninka (k 8§ 19a, NyHKT 1) - MpUHUMNbI Hagexalllel 1abopaTtopHOM MPaKTUKK
['epmaHus,

MpunoxkeHve K

3aKOHY o

XUMNYECKOI

npogykuumn 1 (K
819a Pa3p.l)
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OduymanbHoe ya0CTOBEPEHNE

HacToswmm cBUAETeNbCTBYETCS NOAAMHHOCTb MOANUCYU HA 0GPATHOI CTOPOHE, MOCTAB/EHHO B HalleM
MPUCYTCTBUM

kol Cto3aHHOM MUWHWMX. gata poxgeHus: 12 mas 1965 r., rpaxaaHkoi LLseliyapun, BaTTBWb, KAHTOH
CaHkT-IanneH, no eé cnosam, NpoXmBaroLein no agpecy: yn. Fpoccakep 81, 8041 Litopux,

JINYHOCTb KOTOPO# NMoATBEPXK/eHa YA0CTOBEPEHNEM NIMUHOCTY.

-HacTodAwmmM noaTBEepXKAaeTCA-TONbKO-UOAMHHOCTL-NOAMUCH N a-He-e0epXKaH VIe-VII'IM-AEVIETBMTEHbHOGTb-AaH HOro-

[LOKyMeHTa.
bronax, 19 aHBaps 2021 r. HOTAPVNAJIbHAA KOHTOPA BHONTAXA
BKNe2021 Ne 157 /nognuce/
Co6op 20,00 ws. ¢p.

/MeyaTb/: HoTapnanbHas KOHToOpa MartTmac 3ii3eHxXyT, 3amMmecTuTeNb HOTapuyca

Bronaxa » KaHTOH Lilopux

AMOCTWU/b
(Traarckas KOHBeHUMA OT 5 okTA6ps 1961 r.)

1. CtpaHa: WBeliyapckasa KoHgeaepauus, KaHTOH Lilopux

Hactoawnin opuumnanbHblii JOKYMEHT

2. nognucaH MatTnacom 3n3eHbytom (Matthias Eisenhut)

3. BbICTynarwownm B KaHeCTBe 3aMecTUTeNs HoTapuyca--------------------
4. ckpenneH wTamnom/neyvatblo HOTapuanbHOW KOHTOPbI Bronaxa
~K@H-TOH-LFOPUX~~~=mmmmmmmmm e e e

YpocToBepeHo

5. B Ltopuxe 8090 6.21.01.2021

7. TocynapCcTBEHHOW KaHLUensipuei kaHToHa Litopux

8. 3aNe 1203110/2021

9. WTamn/Meyvatb 10. Noanveb
/Kpyrnas neyatb /nognuce/
FocypapcTBEHHOM KaHuenapum C. OBepkoTT (S. Overkott)

KaHToHa Litopux/

MepeBof AaHHOr0 TeKCTa BbINOMHEH NEPEBOAUNKOM KpanaunblbiM-LeHncoM AneKcaH4poBMYEM
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Poccuiickan depepaums
opog Mocksa.
TpeTbero gpeBpana Ape TbicAYU ABajLAaTb MNepBOro roga.
#, pokolleHKoBa EneHa EBreHbeBHa, HoTapuyc ropoga MOoCKBbI, CBUAETENBCTBYHO MOA/IMHHOCTL
noanmcy nepesoguvka KpannvHa [leHnca AnekcaHapoBuya.
MNoanuck caenaHa B MOEM MPUCYTCTBUN.
JIMYHOCTL NOANUCABLLENO JOKYMEHT YCTaHOB/IeHa.
3apervctpupoBaHo B peectpe: Ne 21/86-H/77-2021-
YnnauyeHo 3a coBepLUeHNe HoTapuasibHoro aeictems: 400 py6. 00 kon

pAHKOBa

R B E-Ab
HOAVMA

[POLLIHYPOBaHO, MPOHYMepoBaHo 1 ckperinieHo nevatbio [ A nuct(-a.-oB).

| WiAcENgUEYATD
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