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Injectable gelled implant CHRONOTRON*” based on polynucleotides,
for intra-articular use, 20 mg/ml

MmnnaHTaT uHbeKUNoHHbI XPOHOTPOH® (CHRONOTRON®) B BMAe resis Ha 0CHOBe
MOJINHYK/IE0TMAO0B 41 BHYTPUCYCTaBHOIo BBefeHud, 20 Mr/mn
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Injectable gelled implant CHRONOTRON based on polynucleotides,
for intra-artkular use, 20 mg/inl

INSTRUCTIONS FOR USE

MmnnaHTaT nHbeKLMOHHBIN XPOHOTPOH® (CHRONOTRONY*) B BUge rens

Ha OCHOBE MOMIMHYK/EOTUAOB A/151 BHYTPUCYCTaBHOIO BBeAEHUS., 20 Mr/mn
MHCTPYKUWA MO NMPUMEHEHWIO

Packaging

YnakoBKa
The package contains one pre-filled, sterile, non-pyrogenic gleiss syringe.

B ynakoBKe HaxoauTCsl OAWH CTEK/ISIHHBIN LINPULL, NPeaBapuTeNbHO 3ar0/HEHHBIN,

Each syringe contains 2.0 ml of solution. CTEPUNbHBINA, aNMPOreHHbIA. Kaxxablid LWnpuu, cogepxut 2,0 Ma pacTeopa.
Composition CoctaB

Each pre-filled syringe contains: 20 mg/ml polynucleotides, water for injectable Kaxapiii npegBapuTenbHO  3aMOfIHEHHbIA  WINpUY,  coaepXkuT: 20  Mr/mn
preparations, sodium chloride, sodium phosphate monobasic dihydrate, sodium noOAMHYKNEOTUAOB, BOLY A1 UHBEKLUMIA, HATPUSA X10PUE, AUrMapaT OAHOOCHOBHOMO

phosphate dibasic dodecahydrate. HaTpws (hocthaTa, fJoAeKarnapaT ABYXOCHOBHOIO HaTpus (ocdata.
Specifications

Implant compound in  Polynucleotides: 20 £2 mg /2 % CoctaB 1mn MonyHykneotugbl: 20 £2 mMr/ 2 %

I ml/ percentage Sodium chloride: 8 mg+ 0,8 mg/ 0,8 % nmnnaHtaTa/ Xnopug Hatpus: 8 mr+ 0,8 mr/ 0,8 %
Monobasic sodium phosphate dihydrate: 0,3 £ 0,03 NPOLUEHTHOE Ourngpat aurngpodocdara Hatpus: 0,3 = 0,03 mg /
mg /0,03 % COOTHOLLIEHNE 0,03 %

Dibasic sodium phosphate dibasic dodecahydrate:
1,5£0,15mg/0,15%
Water: g.s. to 1 ml /97,02%

Jopekarngpat rugpodgocdara HaTpus: 1,5+ 0,15 mr
/0,15%
Bopga: go o6vema 1mn/ 97,02%

Appearance Gelled solution BHeLHWIT BUg I"eneBbIli pacTBop

Odour Odourless 3anax Be3 3anaxa

Color Colorless, transparent LiBeT BecLBeTHbIA, NPO3paYHbIi

Implant osmolarity 270-330 mOsm/kg OcMonANbHOCTb 270-330 MmOcm/kr

Implant pH 6,5-7,S nmniaHTara

Relative density 1,00-1,10 pH nmnnaHTata 6,5-7,5

(the reference OTHOCUTENbHAA 1,00-1,10

substance is purified NJ0THOCTb

water) (no Boge)

Density 998,20 - 1098,02 kg/m' (at +20 °C) MnoTHoOCTb 998,20 -1098,02 kr/m' (npu +20 °C)
999,97 - 1099,97 kg/m" (at +4 °C) 999,97 - 1099,97 kr/m (npu +4 RC)

Implant mechanical Sub-visible particles according to Ph. Eur. current ed. MexaHuuecKne HeBuayMble yacTULbl B COOTBETCTBUM C TEKYLLEN

impurities monograph Method A nprMecu Bepcueli EBponeiickoin dapmakonen, Metog A
- number of particles > 10 micrometers /container nmnaaHTaTa

must be < 6000

- number of particles >25 micrometers /container
must be <600

Or
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- KON-BO YacTul, > 10 MMKPOMETPOB / KOHTEHEP
[LO/MKHO 6bITb < 6000

- KO/M-BO YacTunL, > 25 MUKPOMETPOB / KOHTEAHEP
LOMKHO BbITb < 600

nm

HeBuanmble 4aCTUTH#*6BATBETCTBMM C TEKYLLENA
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monog
micrometers /container

-N um ber”

must be < 3000
- Number of particles > 25 micrometers /container
must be < 300

<70 EU/mJ
> 4000 centiPoise (> 4 Pa*s) at 25 *C

Bacterial endotoxines
Dynamic implant

vireosity (performed by Brookfield viscometer, Spindle 27)
Implant weight in a 2,0-2,42 ¢

ixdsg*

Extractable volume 100-110%

Product description

The product is a viscoelastic, transparent and colourless polynucleotide solution, in
the form of a pre-filled non-pyrogenic sterile glass syringe for single use, containing
T 1lIPof solution.

The highly-purified polynucleotides are of fish origin, and have a concentration of
20 mg/ml.

Since the product is characterized by viscoelasticity and a powerful capacity to bind
large quantities of water molecules, it acts as a lubricant and helps to normalize
synovial fluid viscosity .

Indications

Painful articular pathologies caused by degenerative or post-traumatic diseases, or
by joint alteration.

Due to its viscoelastic and lubricant properties, this product helps to restore optimal
rheological and physiological conditions for Joints. By improving synovial fluid
chtypacteristics, the product protects joints. These properties help to improve joint
fuf~ifelrband reduce painful symptoms.

rhido”~for use
jSfAutrimust be administered by intra-articular injection using a sterile 20G

injection must be performed by experienced clinicians in compliance
~nd asepsis procedures required for this method of administration.
Dlven the viscosity of the solution, the needle must be screwed firmly into the Luer-
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Bepcueii Espoii*ibk”~n/
- KO/M-BO yactuy
LOMKHO 6bITb < 3000

- KOM-BO YacTuL, > 25 MUKPOMETPOB / KOHTeliHep
LOMKHO 6bITb < 300

eii. Metop B
JOB/ KoHTeliHep

BakTepunanbHble <70 ME/mn

3HJ0TOKCUHbI

OunHamunyeckas > 4000 caHTulya3 (> 4 Ma*c) npn 25 @C

BA3KOCTb (vcnbiTaHo Ha BUCKO3UMeTpe Brookfield, wnnHaens
nMnaaHTarta 27)

Bec nmnnaHTata B 2,0-2,42r

wnpuue

W3Bnekaemblin 06bem  100-110%

OnwucaHve npogykra

MpoayKT NpeacTaBnsieT CO60M BA3KO-3MaCTUYHBIA, MPO3payHblii M GECLBETHbINA
pacTBOp, COZEepXalyil MOMMHYKIEOTUAbI, KOTOPbIA HAXOAWTCA B CTEK/ISHHOM,
npesfBapuTe/lbHO  3amMO/IHEHHOM, — anMPOreHHOM,  CTEPWIbHOM  LUMpuLe A
O4HOPa30BOr0  MCMO/b30BaHWS, C 2 MA  pacTBopa. BbICOKO —QuMLLEHHbIe
MOMIMHYKNEOTUAbI NOMYYeEHbl U3 TKaHe pbib 1 NpeAcTaB/eHbl B KOHLEHTpaLumu 20
Mr/mn. B cBsA3W ¢ Tem, YTO Ans NPOAYKTa XapriuTepHbl BA3KO-3/1aCTUYHbIE CBOICTBA
1 BbICOKas CMOCOOHOCTb CBfi3blBaTb 3HAUMTE/bHbIE KOMMYECTBA MOJEKY/ BOAbI, OH
[eCTBYeT Kak NIOOPUKAHT U CrlocoBCTBYeT  HOpPMaiM3auyn  BA3KOCTM
CVMHOBUA/TbHOM YXNAKOCTMW.

MokazaHuA K NPUMEHEHUIO

3abonieBaHUss CyCTaBOB, COMPOBOXAaoLyecs 60MeBbIM CUHAPOMOM, BbI3BaHHbIE
[ereHepaTyBHbIMIA WM MOCTTPaBMATUYECKMMMW COCTOSHUAMW WA M3MEHEHVSIMA B
cycTaBax. [laHHbIA NpoAyKT, 61arogapst ero BS3KO-3/1aCTUYHBIM 1 CMa3bIBaOLLUM
CBOMCTBaM,  MO3BOMISIET  BOCCTaHOBWTb  OMTWMMASIbHbIE  PEOSIOTUYECKME U
thr3monormyeckne ycnoBus A (hyHKUMOHMPOBaHWSI CycTaBoB. [1ocpeAcTBOM
YAYULLEHNS|  XapaKTepUCTUK CUHOBUANBLHOW KUAKOCTWM MpOAYKT obecreuvBaeTt
3alWTy CyCTaBOB. 3TW CBOWCTBA CMOCOOCTBYIOT YNYULLEHWNIO (DYHKLM CYCTaBOB M
YMeHbLUEHNH0 60/M B CyCTaBax.
PEKOMEH,CI,aLI,HI/I No NMPUMEHEHUIO

MpoayKT [OMKEH MPUMEHATLC B BUAE BHYTPUCYCTAaBHbIX  MHBEKUWA, C
NCMO/b30BaHNEM CTEPUNbLHOI Wbl gnameTpom 20G. BHyTpucyCTaBHas MHBLEKLMS
[O/DKHA  BbIMOHATLCA  KBAIMULMPOBAHHLIM — BPadoM, B  COOTBETCTBUM C
TEXHUYECKUMU TpeOGOBaHMAMM W MpaBUIaMM acenTuKW, KOTOpble HEo6X0auMo
cobnogath B OTHOLUEHUM AaHHOrO cnocoba npumMeHeHusi. C yyeToM BSI3KOCTM




Lock socket of the syringe to ensure that it is watertight and to prevent any leakage
between the needle and the syringe when administering the product.

Dosage
In general, unless advised otherwise by the clinician: one intra-articular injection of
2.0 ml of product (40 mg of polynucleotides) once a week for 3-6 weeks.

Usage restrictions

The use of CHRONOTRON® is contraindicated in patients with hypersensitivity to
any of the product’s components or with positive anamnesis for allergy to product
of fish origin.

The product must not be injected in infected or seriously inflamed joints ot if the
patient presents an on-going infection located near the infiltration site, in order to
avoid the possible onset of bacterial arthritis.

The efficacy and safety of CHRONOTRON* have not yet been demonstrated in
pregnant or breastfeeding women or in children.

Adverse effects

Some adverse events correlated to the clinical practice of intra-articular injections
may occur with the use of CHRONOTRON®, including localized pain, heat, redness
and swelling.

These symptoms can be managed by resting the joint and apply ice locally, and
usually disappear within a short time. 1fsymptoms persist, contact your physician.

Physician must ensure that patients inform them of any adverse events that may
occur after the treatment.

Usage precautions

The product is intended to be used only once (single-use).

The product must be used with particular care in case of lymphatic or venous stasis
in the leg that is being treated.

It is advisable to remove any joint effusion, if present, before injection of the
product.

Patients receiving intra-articular injections should be advised to avoid any
demanding forms of physical exercise that could affect the joint, and to resume their
normal activities after a few days.

Do not use concomitantly with disinfectants containing quaternary ammonium salts
or chlorhexidine. ‘%
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pacTBopa Wrfly crefyeT MAOTHO HakpyuMBaTb Ha JIO3POBCKUI  HAKOHEYHUK
UMAMHAPa Wnpuua ¢ Lenblo 06ecneyeHnss repMeTUHYHOCTM W MNpefoTBpaLleHus
MPOTEKaHUs PacTBOPa MEXAY U0 1 LUNPULEM B XO4€e MPUMEHEHUS NMPOAYKTA.
Josunposka

B uenom, ecnM WHOe He pPeEKOMEHA0BaHO BPAYuOM;  BbINOMHAT  OAHY
BHYTPUCYCTaBHYI MHbEKLUMIO ¢ 2,0 Mn npenapata (40 Mr nonMHYKNeOTUAOB), OANH
pas B HeJento B TeyeHue 3-6 Hepesb.

[MpoTBONOKasaHua

MpumeHeHve npogykta XPOHOTPOH* npoTMBOMOKAa3aHO MauueHTam C
rMNepyyBCTBUTENILHOCTLID K /IIO60MY M3  KOMMOHEHTOB MPOAYKTa, WM C
yKasaHUAMM B aHaMHe3e Ha cnydau anfieprmyeckux peaxkuuidi npyu npuMeHeHUm
MPOAYKTOB, MO/YYEHHbIX 13 TKaHel pbI6.

WHbekuMn npoaykta He cnefyeT MNpPOBOAUTb B CYCTaBbl C  MpU3HaKamu
WH(EKLUMOHHOTO WM BbIP&XKEHHOrO BOCNAIATENLHOIO MpoLecca, a Takke B
CNydasix, Korga y naumeHTa HabntoaaeTcs Tekyllas UHMEeKUMS, NI0KaIN30BaHHas B
HEeMOCPeACTBEHHON 6/IM30CTU OT MECTa UHBLEKLMWK, YTOObI He JOMYCTUTbL PasBUTUS
bakTepuasibHOro  aptputa.  OMEeKTMBHOCTL M 6e30macHOCTb  MpPoAyKTa
XPOHOTPOH* He ycTaHOB/EHbl Yy 6GEPEMEHHbLIX JKEHLWMH, Y  KEHLLMH,
HaxXoAALMXCS B NEPUOSE rPYAHOr0 BCKapMIMBAHUS, & Takke Y JeTeil.

Mo60o4HbIe 3 heKTbI

B xoge npumeHeHus npogykta XPOHOTPOH* MOryt BO3HWKaTb HEKOTOpble
HexxenaTe/bHble 3((eKTbl, CBA3aHHbIE C MPAKTUKOW KAMHWYECKOTO MPUMEHEHUS
BHYTPWCYCTaBHbIX MHBLEKLWIA, B TOM YKCNE NOKa/IM30BaHHbIE 60K, YYBCTBO Kapa,
MOKpacHeHVe 1 OTeK.

JleyeHre yKa3aHHbIX CUMMTOMOB MOXET 6blTb  MPOBEAEHO  NOCPELCTBOM
obecreveHns NoKoA AN cycTaBa WU NPUKNaAbIBaHWA NbAa K CycTaBy, KynupoBaHue
3TVX CUMIMTOMOB, Kak MpaBW/O0, HACTyrnaeT B TEYeHWe HenpoLO/DKUTENBHOrO
nepuoga BpemeHu. B cnyyae coxpaHeHUs CUMMTOMOB C/ieflyeT 06paTUThLCs K Bpady.
Bpaun JOMKHbI YBEAOMUTL NALMEHTOB O HEOOXOAMMOCTM CO0BLATL UM O NH0ObK
HeXenaTe/lbHbIX AB/IEHNAX, KOTOPbIe MOTYT PasBUTLCA MOC/Ee IEUEHUS.

Mepbl NPesocTOPOXKHOCTU MPU UCMOMb30BaHUN

IMpofyKT npegHasHayeH /19 04HOPa30BOro MUCMO/Mb30BaHUS.

MpoayKT cnefyeT MCMOMb30BaTh C 0COO0A OCTOPOXKHOCTHIO B C/lyYae 3aCTOMHbLIX
ABMEHUA B CUCTEME /IMM(ATUYECKUX WAM BEHO3HbIX COCYLOB TOW HWKHEN
KOHEYHOCTW, B  OFHOLUEHWM  CYCTaBOB  KOTOPOM  MNPOBOAUTCA  JieYeHue.
PekomeHayeTCq YCTpaHsATb o6ble NPU3HaKM OTeka cycTasa (Mpu MX Haanumu),
repej HayasioM BBeAeHVs NPOoAyKTa. lMNauueHTam, nosyyaroLymM BHYTPUCYCTaBHbIE
VHBEKUMN, CrieflyeT n3beraTb MHTEHCUMBHbBIX (U3NYECKMX HArpy30K, B X0Le KOTOPbIX
BO3MOXXHO NOBPeX/eHNe CyCcTaBa, M BO30OHOB/IATL CTaHAAPTHYHO aKTUBHOCTL Yepe3
HECKO/bKO HEA.

MpoAyKT He cnefyeT MPUMEHsSITb  OAHOBPPMENHO AE3VHPMLVPYOLLMMU
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syringe.

inject Here are impurities in the

Warnings
Intra-articular injection may be performed only by medical personnel.

Check that the packaging is completely sealed before using the syringe; do not use if
the packaging is damaged or has already been opened.

Do not use the product after the expiry date printed on the package.

The expiiy date refers to the unopened product, stored correctly.

The product must be used immediately after opening and disposed of after use.

The product must be sold only upon the advice of a physician.

Transportation and storage conditions

Keep out of the reach of children.

Store at the temperatures from -5 °C to 40 °C. Do not freeze.

Store away from light and heat, ensuring that the package is completely closed.

Transportation precautions
"Tte*product is fragile. Avoid squeezing or falling. Avoid overpressure.

Environmental protection and disposal

The contents of the syringe are not toxic or flammable.

Unused syringes can be disposed of as household waste. Dispose of glass with care.
Unused contents of the syringe before or after the expiration date can be disposed of
as household waste (drained with plenty of water).

Precautions when disposing of used syringes and needles
Used syringes and needles should be disposed of as epidemiologically hazardous
'‘"&j™(j~fected and potentially infected waste, such as materials and instruments,
inated with blood and / or other biological fluids).
al or local regulations for safe use and disposal.

period is equal to the shelf life of the product. The shelf life of medical
years.
~The"manufactitfer guarantees the quality of the products and compliance with the
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Tn, NN XNTOPTEKCUANH.
nepnapTMKynsapHo, B

cr>pncrr'eamm, cogepx aa™” 1Ml metBepTuMm]
He cnepyeT BBOOAUTHL npoaykKT BHYT]

CUHOBMabHYI0 060/104KY, UNU B CYCTaBHYH Kancyny
He cnefyeT BBOAUTL NPOAYKT NPV HAMUMN MPUMECEN B LLNPULE.

Oco6ble yKazaHus
BHyTpucycTaBHbIe
PaboTHMKMN.

Mepes HayanoM WCNOML30BaHWSA LWIMpULA cnefyeT Y6eAuTbCsi, 4YTO YrakoBKa
MO/IHOCTBKD  FePMETMYHA: He  UCMOMb30BaTb, €CAN  CTEPUIbHaA  YMakoBKa
MOBpeX/eHa WK yxe Oblia OTKpbITa. He cregyeT MCnonb30BaTh MPOAYKT Mocne
NCTEYEHNS] CPOKA FOAHOCTM, YKA3aHHOrO Ha YynakoBke. [lata WCTeYeHMs Cpoka
FOAHOCTM OTHOCUTCA K HEBCKPbITOMY MPOAYKTY MpW YC/IOBUM MPaBWIbHOTO
XpaHeHus. MNpoayKT fo/MKeH ObITb UCMO/ML30BaH HEMOCPECTBEHHO MOC/e OTKPLITMA
M YTUAU3UPOBaH NOCAE NCMO/b30BaHNS.

MpOAYKT [OMKEH PAaCNPOCTPAHATLCS TOMBKO MO Ha3HAYeHMIO BpaYa.

YCnoBus TPAHCMOPTMPOBAHUS 1 XPaHEHUS

XpaHWTb B HEOCTYMHOM A5 AeTeli MecTe.

XpaHutb npu Temnepatype o1-5°C o 40°C. He 3amopaxumBaTs.

XpaHWTb BAAIM OT MCTOYHMKOB CBETA U Tenna, y6eauBLUNCH B TOM, YTO YMaKOBKa
MO/THOCTLHO 3aKPbITA.
Mepbl NpesoCTOPOXHOCTU NPU TPAHCMOPTMPOBAHUN

MpoayKT XpynKuid. /136eraiiTe caaBnvMBaHMa Unn NageHus. 3beraiite M36bITOUHbIX
[laBNEHWIA.

3awuTa oKpyxawlLeil cpedbl U yTUAM3auus

CogepXvmoe LnpuLa He ABASETCS TOKCUYHBLIM UK OFHEOMACHBIM.
Hencnonb3oBaHHbIE LUNPULI MOTYT 6bITh YTUAN3MPOBAHLI B KauecTBe ObITOBbIX
oTxogoB. CTeKno cnegyeT yTUIN3MPOBaTb C OCTOPOXHOCTBIO.

Hevcnonb3oBaHHOE COAepXMMOe LINpuUa A0 WAM MNOCNe  MCTEUYeHUs CPoka
FOAHOCTU MOXET ObITb YTWUIN3MPOBAHO B KayecTBe ObITOBbIX OTXOAOB (CAUTb C
60/MbLUMM KOIMYECTBOM BOfbl).

MpesocTOPOXHOCTY MPY YTUAU3ALMM UCMO/Tb30BaHHbIX LUMPULOB U U
Mcnonb3oBaHHble  LWINPWLLI WU UMbl JO/DKHbI  YTUAM3MPOBATLCA  Kak
3MMAEMUONOTMYECKM OMacHble 0TXOfAbl  (MH(ULMPOBAHHLIE U MOTEHLMAILHO
WH(ULMPOBaHHbIE OTXOAbl, TakMe Kak MaTepuasibl U UHCTPYMEHTbI, MpeMeThl,
3arpsA3HEHHbIE KPOBbLIO W/ APYTUMKA BUONOTMYECKUMM XKNAKOCTAMM).

CnepyiiTe HaUMOHa/IbHOMY WM IOKaSlbHOMY 3aKOHOAATEeNIbCTBY MO 6e30macHOMY
MPUMEHEHUIO W YTUAN3ALIN.
MapaHTUK

["apaHTWIAHbIA CPOK COOTBETCTBYET CPOKY FogHOCTM u3genns. CpoK rofHoCTU
MeLULMHCKOr0 U3AeNNs COCTaBNseT 3 roga.

MponsBoauTeNb rapaHTUPYeT KauecTBO W3fenMiA U COOTBETCTBUE 3asIB/IEHHBLIM

MHBEKUMN  OO/KHbI  BbINOMHATL  TONLKO  MeEAWLIMHCKKE




declared technical specifications for the entire medical devices shelf life in case of
following the appropriate application, transportation and storage conditions. The
manufacturer or its authorized representative provides information and
recommendations regarding risks, as well as prescriptions, methods and techniques
for the usage of the product.

The manufacturing company disclaims all responsibility and disclaims any warranty
obligations arising from patient injuries or damage that may occur as a result of:

1 The selected method of application and technique for the implant injection in case
of non-compliance with the established recommendations.

2. Improper appointments, a choice of use for a particular patient.

3. Medical device usage after the specified expiration date or in violation of storage
and transportation conditions.

List of standards

Directive 93/42/EEC amended by Directive 2007/47/EC; lItalian legislative Decree
Ne 46; Legislative Decree Ne 37; Legislative Decree Ne 95; UNI 1SO 9001; UNI CEI
ISO 15223-1; UNI CEI EN 1041; UNI CEI ISO 14155-1; UNI CEIl ISO 14155-2;
UNI CEI EN ISO 14971; UNI CEIl ISO 22442-1; UNI CEIl 1SO 22442-2; UNI EN
556-1; UNI EN 1SO 17665-1; UNI EN I1SO 13485; Directive 2003/CE; European
Pharmacopeia; ICH Guidelines

d «Mactenm C.p.J1.», Ntanus
Mastelli S.r.l., Via Bussana Vecchia 32,
18038 Sanremo (IM), Italy

Tel.:+39 0184 5111

www.mastelli.it

CE

Symbols

MEDICAL DEVICE

" Moist heat sterilization
STERILE
A Caution! Refer to the instructions for use.
REF Catalogue number

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

TEXHUYECKUM CreLndurKaLmsaM B TeYeHWe BCEr0 CPoKa rogHOCTM Nnpu cobnogeHnm
YCNOBUIA NMPUMEHEHNS, TPAHCMOPTUPOBaHUA W XpaHeHws. MponsBoauTeb UM ero
YMO/IHOMOYEHHBI NpeACcTaBUTENb NPeAOCTaBNSeT UH(OPMALMIO U PEKOMEHALMN B
OTHOLLUEHWN PUCKOB, a TaKXe MpeanucaHnsi, LeTofbl U TEXHUYECKME NPUEMbI NS
NPUMEHEHWA U3aeNus. n '>

KomnaHus-npon3BoAnTelb CHUMAET ¢ cebsi BCHO OTBETCTBEHHOCTb U OTKa3bIBAETCH
OT rapaHTWiAHbIX 0053aTeNbCTB B CBA3M C TpaBMamu MauMeHTa W yuiepbom,
KOTOPbIA MOXET UMETb MECTO B pesy/bTare:

1 Bbi6paHHOro crocoba NpUMEHEHNS 1 TEXHUYECKOr 0 MpUeMa BBeAeHUS UMMIaHTa
MpW HeCOB/IOAEHNN YCTaHOB/EHHBIX PEKOMEHALNA.

2. Henopxopslwero HasHayeHWs, BblbOpa WCNOMb30BaHUA A1 KOHKPETHOro
nauueHTa.

3. Vicnonb3oBaHWA 13genva nocse UCTeYEHUs YKa3aHHOIo CPOoKa rogHOCTU U Mpu
HapyLLeHUAX NpaBus XpaHeHNS 1 TPaHCMOPTUPOBKM.

Cnuncok ctaHfapToB

Ovpektvea 93/42/EEC ¢ nonpaskamu [Aupektusbl 2007/47/EC; ATanbsaHCKWi
3aKoHofaTe/bHbIA akT Ne 46; 3akoHogdaTeNbHbIA akT Ne 37; 3akoHoAaTe bHbIA aKT
X» 95; UNI ISO 9001; UNI CEI I1SO 15223-1; UNI CEI EN 1041; UNI CEI 1SO
14155-1; UNI CEI 1SO 14155-2; UNI CEI EN I1SO 14971; UNI CEIl ISO 22442-1,;
UNI CEI 1SO 22442-2; UNI EN 556-1; UNI EN 1SO 17665-1; UNI EN ISO 13485;
[JuvpekTtrea 2003/CE; EBponeiickas apmakones; PykoBogcTso MexayHaponHow
KOHhepeHLMn no rapmoHusauumn (1CH)

«Mactennm C.p.J1.», Utanus
Mastelli S.r.l., Via Bussana Vecchia 32,
18038 Sanremo (IM), Italy
Tel.:+39 0184 5111
www.mastelli.it

CE -

CumBOSbI

MEAULIMHCKOE W3AENVE

- CTepunn3oBaHo Napom
STERILE I
A OcTopoXkHO! O6paTUTECH K UHCTPYKLUMW NO NPUMEHEHMIO
REF Howmep no katanory
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r<Ke<spi_ ert

LOT Batch number

Manufacturer

Do not re-use

Use by

Protect from the moisture

Protect from the light

Do not freeze

Do not use with damaged package
Manufacturing date

Prefilled Pre-filled syringe

syringe

GOST system compliance symbol

European conformity symbol

Product code: DDM22P20
Last revised: 25.03.2019.
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rat.uro

LOT

X =h X

|
Rellb|

syringe

C€

AAC 1wirirowmcil npu TCMVinepa'mypc orT
-5 g 0=2C)
)’TI/InVI3|/|pOBaTb 3TOro

MecTax
Kog naptum

Mpown3soamTeNb (M3roTOBUTESb)

3anpeT Ha MOBTOPHOE MpPUMeHeHWe (MCMO/b30BaTh TO/LKO
OAVH pag)

WMcnons3oBsatb Ao

Bepeyb OT Bnaru

He gonyckaTb BO3AACTBUA COMTHEYHOO CBETA

He 3amopaxuBatb

He ncnonb3oBaTh Npy NOBPEXAEHUN YNAKOBKU

Jata nsrotosneHus

MpeaBapuTenbHO HAMOMHEHHBIN LUMPUL,

3HaK COOTBETCTBMS NPWU AEKIapuMpoBaHWM COOTBETCTBUA B
cucteme NOCT

3HaK eBPOMeicKoro COOTBETCTBYSA

Kog npopykrta: DDM22P20
MocnegHwnin nepecmoTp: 25.03.2019.
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NOT AID
aiANNI DONETTI
Via Romai SB - Tel. BOOOCO

18038 s AVRENO (HI)

-AUTENTtCA PI FIRMA-
-REPUBBLICA ITALIAN A-
Repertorion s
L'anno duemiladiciannove, il giorno ventisei, del mese di marzo
(26.03.2019), in Sanremo, via Roma n 36, nel mio studio, io dott.
Gianni Donetti, notaio alia residenza di Sanremo, iscritto nel ruolo del

Collegio del Distretti Notarili Riuniti di lmperia e Sanremo,--------------

certifico

che I'infra generalizzato comparente, cittadino italiano, ha apposto,

alia mia presenza, la firma che precede e quelle sugli atn fogli, e

- signor dott. Fabio Fiscaletti, nato a Roma (RM) il giorno 11 maggio
1967, titolare della carta didentita n. AV 8228863, rilasciata dal
Comune di Roma, quale autorita italiana competente, il 6 marzo 2015,
con scadenza il giorno 11 maggio 2025, domiciliato per la carica
presso la sede sociale, come in appresso, intervenuto in qualita di
amministratore delegate e legale rappresentante della societa;---------
= "Mastelli s.r.l."", con sede legale in Sanremo (IM), strada Bussana
Vecchia n 32, capitale sociale euro 338.171,04 interamente versato,
iscritta nel registro delle imprese presso la c.c.i.a.a. delle Riviere di
Liguria - Imperia, La Spezia, Savona al numero 00069630085, con

identico numero di codice fiscale e d partita iva, numero Rea IM

autorizzato in virtu di deliberazione del consiglio di amministrazione/ip:

data 7 gennaio 2019, depositata nel registro delle imprese pressqi3j
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c.c.i.a.a. delle Riviere di Liguria - lmperia, La Spezia, Savona, per la
pubblicita ai terzi,

della cui Ident ta personale e poterl io notaio sono certo.-—

\iv*
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I. Paese:
Il presente atto pubblico,

g stato sottoscritto da:_

Agente in qualitadi:_____

contrassegno di:

‘i5 A
6 Da:

PROCURA DELLA REPUBBLICA DI
IMPERIA

APOSTILLE
(Convention de la Haje du 5 Octobre 1961)

Italia

Dr. Gianni DONETTI

NOTAIO
DONETTI GIANNI FU LUIGI NOTAIO IN SANREMO_
ATTESTATO

Imperia 29/ 03 / 2019
Dr. ssa Grazia PRADELLA __ Procuratore Aggiunto della Procura

| della Repubblica di Imperia__

Sotto il numero:

Contrassegno/timbro:

116 /2019 Reg. Apostille
“Procura della Repubblica di IMPERIA™

9. Firrna per esteso
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MepeBog C aHFNIACKOTO N T aNbSHCKOTO S3bIKOB HA PYCCKNiA S3bIK

A noaTBEPXK a0 TOUHOCTb, NPaBUILHOCTL

11 OCTOBEPHOCTb COAEPXKaHMS JaHHOTO JOKYMEHTa

[Fep6oBas mapka:]

MUWHICTEPCTBO SKOHOMVKM W (IMHaHCOB
ATEHTCTBO Ha/TOTOBbIX MOCTYM/EHUIA
16,00 eBpo

LLlectHaauaTs/00

01005039 00005D13 WDZR3D01
00252596 21/03/2019  10:07:38
4578-00010  6196DC90EE668089
W aeHTudmKaumoHHbIin Homep: 01180387170327
LLITpnxoBoi1 koa;

0118038717032 7

[Kpyrnas neyaTb:]
JoHeTTn [xXKaHHW JTynaxm
HoTapuyc B CaHpemo
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AMognucs] 25.03.2019

dabno ducKaneTTn

OdmumanbHbI npeactasutens Mastelli S.r.L.
OT umeHn 1 no nopyyeHuto Mastelli S.r.L.

[Kpyrnas nevaTb:]
JoHeTTn [xaHHW JTynaxm
HoTapuyc B CaHpemo
[Moanuck]

[Frp6oBas mapka:]

MUWHUCTEPCTBO 3KOHOMUKW 1 (IMHAHCOB
ATeHTCTBO Ha/IOroBbIX NMOCTYNNEHWIA
16,00 eBpo

LLlectHaauaTs/00

01005039 00005D13 WDZR3D01
00252597 21/03/2019  10:07:41
4578-00010 00D438AB39DA96GES
VoeHTMKaLmoHHbIiA Homep: 01180387170316
LLITprxoBoiA Kog;

0118038717 031 6

[Kpyrnas neyaTb:]
JoHeTTn JxaHHuU JTynaxm
HoTapuyc B CaHpemo



[Haka>k ol cTpaHuLe AOKYMeHTa:
nognuce ®abno duckaneTTU K1
Kpyrnas nevyaTb:]

JoHeTrn IxXKaHHW JTynaxu

HoTapuyc B CaHpemMo
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[Fep6oBas mapka:]

MUHMCTEPCTBO 3KOHOMMKM 1 (hIMIHAHCOB
ATeHTCTBO Ha/IOroBbLIX MOCTYM/IEHMIA
16,00 eBpo

LLlectHaauaTs/00

01005039 00005D13 WD2RJ001
00252598 21/03/2019  10:07:45
4578-00010  121750871E0BA260
W aeHTudmKaumoHHbI Homep: 01180387170304
LLITprxoBoii Kop;

0 118038717 036 4

[Kpyrnas neyaTsb:]
JoHeTTn IXXKaHHW JTynaxu
HoTapuyc B CaHpemo



[MevaTsb:]
HOTAPNYC
JxxaHHy [JoHeTTn
Bua Poma, 36, Ten. 500000
18038 r. CaHpeMo (npos. Nmnepus)
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PernctpaymoHHbIA Ne 52942
B roj gee Thicauu AeBATHajuaTtblii, OeHb gBajuaTb LWecTol, Mecdala mapTa
(26.03.2019 r.), no agpecy: r. CaHpemo, Ba Poma Ne 36, B MoeM KabuHeTe, 5, LOKT.
O>XKaHHW [0oHeTTuW, HOTapuUyc, NpoXuBarwoLwmnii B 1. CaHpemo, 3apermcTpupoBaHHbIii

B HoTapuanbHoi nanate 06beUHEHHbIX OKPYroB ropogos Vimnepusa n CaH-Pemo, -

— -CBUAETENbLCTBYHO,

YTO AIBMBLUEECS NS COBEPLUEHMS HOTapManbHOro AeNCTBUA YKa3aHHOe HUXe 1L,
rpaxgaHuH WranbsHckoi Pecny6/1uKu, MnocTaBual B MOEM MPUCYTCTBUM CBOHO
MOAMMUCH B KOHLE NPeAcTaBNeHHONO Bbllle AOKYMEHTA M Ha APYTMX IMCTax 3TOro
LBOKYMEHTa,

d UMEHHO: -

- rocnoAuH Aokt. ®abuno duckanettn (Fabio Fiscaletti), poguswuiica B r. Pum
(npoB. Pwum) 11 wmaa 1967 r., nacnopT:. Ne: AV 8228863, BbllaHHbI
MYHULWUMNANNTETOM PMMa, KOMMNETEHTHbIM MTANIbAHCKUM OPraHom BnacTu, 6 mapTa
2015 r., penctBuTeneH fo 11 maa 2025 r., 3aperucTpUpoBaHHbIN B pamMKax
3aHMMaemMo WM [O/DKHOCTU ANA  NOJMyYeHUA KOPPECNOHAEHUWUM N0 MecTy
HaX0X[AeHNs YKa3aHHOro Hme 06LLecTBa, BbICTYNalOLWMA B KayecTBe 3aKOHHOIO

npegcTasmTens obuiecTsa:

= «Mactennu c.p.n.» (Mastelli s.r.l.), ¢ MeCTOHaxoXpaeHuem no ajpecy:
r. CaHpemo (nmpoB. WMwmnepus), cTpaga byccaHa Bekkbd Ne 32, HOMWHaNbHbIN
pasmep yctaBHoro kanutana 338 171,04 espo, nognucaH v BHeceH B pasmepe 338
171,04 eBpo, 3aperncTpupoBaHHOro B PeecTpe npegnpuATMii 06beAUHEHHON
ToproBo-npoMmbILW/IEHHOW Nanatbl ropogos Pusbepe-gn-urypus - Wmnepus, Jla
Cneuuns n CasoHa nog Homepom 00069630085, KoTopblA SBNAETCA TakK Xe Kogom
Hanoronnatenbuwmka n Kogom nnatenswnka HAOC, pernctpayuMoHHbI HOMEpP B

ALMUHNCTPATUBHO-X03AMCTBEHHOM nepeyHe npegnpuaTunin IM-26304;

HafZleNIeHHbI NpaBOM NPefOCTaBNEHUS CBEAEHWUI TPeTbMM fiNLiaM Ha OCHOBaHMM
peweHns CoBeTa AMPEKTOpoB  obulectea oT 7 sHBapa 2019 r,

3aperncTpmMpoBaHHOro B 06beAUHEHHOM

[Kpyrnas neyaTb:]
JoHeTTn [IKaHHW JTynaxu
HoTapuyc B CaHpemo [Mognucs]
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ToproBo-npoMbILLIEHHON NanaTe ropoaoB Pusbepe-an-urypus - Wmnepus, fa

Cneuunsa n CaBoHa-----

NMNYHOCTb KOTOPOro, 3aHNMMaemMmad MM AO/XKXHOCTb M NMOJTHOMOYUA, 6blN MHOLO,

HOTapmnycom, YCTaHOBJIEHDbI. — —

[Kpyrnas neyaTb:]
JoHeTTn [KaHHW JTyuxu
HoTapuyc B CaHpemo [[Moanucs]
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ep6 NTanbsHcKoi Pecny6nnku

MPOKYPATYPA PECMYBNKW B r. UMMNEPUA

AMNOCTWIb

(Faarckas KoHBeHUMA OT 5 okTA6ps 1961 r.)

1 TocypapcTso:

2. HacTtosiwunii opuumanbHblii
LOKYMEHT MOAMUCAH:

3. [lelicTBYIOLLMM B KauyecCTBe:
4. CkpenneH
neyatblo/LWTamMNoOM:

5. B ropoge:
6. OpraH:

7. MNop nopAaaKOBLIM HOMEPOM:
8. Mevatb/wTamn:
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NTANUVA

JokT. IxaHHn JOHETTU
HoTtapuyca
JoHetTn [>xaHHU CbiH Jlynaxu - Hotapuyc B 1. CaHpemo

YOOCTOBEPEH

VMMEPNA, 29.03.2019 r.
JokT. Mpaunsa Mpagenna, 3amecTuTenb NPoKypopa Pecny6imku
B I. imnepus

Ne 116/2019 - PeecTp anoCTUAMPOBaHHbIX JOKYMEHTOB
Mpokypatypa Pecny6nmkn B 1. Mimnepus

9. MNonHas nognuck

[WTamn:]

Mpokypop Pecny6imkun

JokT. [Mpaumna MNpagenna - 3amecTuTenb
[Mognucs]

[Kpyrnas neyaTb:]
Mpokypatypa Pecny6avkn B 1. Mimnepus



[Kpyrnas neyaTb:]
Mpokypatypa Pecny6naunku B T.
Vmnepus
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MepeBof AaHHOrO TeKcTa CaHMUMINCKOr0 U UTAabAHCKOTO A3blKOBHA PYyCCKMA A3bIK cenaH MHOR,
nepeeoduuKOjyt TOienHeebiMjpUKn”poM Kropesnyem, BEpHOCTb MePeBPALLL MO TBep>KAato.

Poccuiickas deaepauus
Mopoa'Mocksa
MNaToro anpens gse ThiCA4YM AeBATHAALATOrO roga.
A, Fpuwko Muxaunn AnekcaHposny, BPEMEHHO UCMONHAOWMIA 0653aHHOCT U HOTapuyca
ropoga Mocksbl Ky3Heu,oBa Bayecnasa Hukonaesnya, cBUAETENLCTBYIO NOAAMHHOCTb NOAMNUCK NepeBofUnKa
KnenHesa BukTopa Mropesunya.
Mognuck caenaHa B MOEM MPUCY TCTBUM.
JIN4HOCTb NoAnMcaBLLIero JOKYMEHT YCTaHOBMeHa.

3aperncTpuposaHo BpeecTpe: No 53/137-H/77-2019-\['-10" \
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