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Product name

Solution for temporary staining of eye tissues for visualization during ophthalmic surgery,
versions:

1 view ILM (RMB 003-00) solution for temporary staining of eye tissues for visualization during

ophthalmic surgery in 0.7 ml syringes.

Dyes used in ophthalmic surgery allow visualizing and facilitate the procedure of intraocular
membrane removal, improving the surgery outcome. The dye is introduced into vitreal cavity, and
the dye excess is removed using balanced salt solution. Staining procedure allows identifying and
removing the pathological membranes by making use of appropriate instruments and techniques
(procedures).

Blulife binds to molecules of arginine and other amino acids (histidine, lysine, tyrosine, tryptophane
and phenylalanine) by weak forces, such as electrostatic attraction, hydrophobic interactions, and
Van derWaals forces. Weak bonds are not permanent, hence, blulife is a reversible dye.

Ficoll® 400 is a thickening agent which increases the weight of the dye providing better contact
with tissue and better staining result.

Intended use
Dyes are used in ophthalmic surgery to stain intraocular tissues for better visualization during
operation.

Information regarding intended users
Intended users are trained and highly qualified medical specialists performing ocular surgeries.

Conditions of use
The solutions are used in medical facilities.
Operating conditions: +15°C - +32°C; 20 - 65% RH.

Indications for use
view ILM solution is indicated for temporary staining of inner limiting membrane during ophthalmologic

surgery.
Technical characteristics of view ILM (RMB 003-00) solution

Composition of view ILM (RMB 003-00) solution:

Device name Content
view ILM (RMB 003-00) Blulife - 0.03%
solution Ficoll 400 - 4%

Sodium chloride - 0.82%
Sodium phosphate
monobasic - 0.02%
Sodium phosphate
dibasic-0.11%

WFI 95.02%
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Characteristics of view ILM (RMB 003-00) solution components:
Blulife

p-[(E)-[4-(N-Ethyl{[m-(oxysulfonyl)phenyl|methyl}imino)tolylidenel[4-(N-ethyl{|ni-
(oxysulfonyl)phenyllmethyl}amino)tolylimethyl][N-methyl(p-ethoxyphenyl)amino|benzene sodium

salt

Parameter Specifications
Appearance Dark-blue powder
GC purity > 95%
Weighing Peak spectrum of HPLC obtained at 265 nm and

identified as blulife
Blulife Molecular formula: C48H50N3NaO7S2

Ficoli® 400

a-D-Glucopyranoside, p-D-fructofuranosyl, polymer with 2-(chloromethyl)oxirane

Parameter Specifications Results
Solubility in 100 mg/ml H20 Form Solution Passed
Color Transparent or light-yellow Passed
Transparent or  slightly
Turbidity turbid Passed
CAS# 26873-85-8

Monobasic sodium phosphate monohydrate
Parameter Specifications
Purity Min. 99.0%

Sodium phosphate, dibasic

Parameter Specifications
Appearance White powder
Transparent  solution  without  impurities  at
Solubility concentration of 100 mg/ml in water
Dry residue < 1.0%
Purity Min. 99.0%
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Sodium chloride

Parameter Specifications

Purity Min. 99.5%
WFI

Parameter Specifications

Sterility Sterile

F.ndotoxins <0.25 EU/mI

The solutions are steam sterilized in autoclave.

Primary packaging

Primary packaging for solutions are 2.25 ml BD Hypak glass syringes (ready-to-fill BD Hypak syringe
without needle with special cap EZGTC) manufactured by Becton Dickinson France SAS, France.

Registered on the territory of Russian Federation (Registration Certificate FSZ 2011/11237 dated

Syringe cylinder Hydrolytic Borosilicate Glass Class 1
Syringe cap Elastomeric rubber

Plunger Bromobutyl rubber

Syringe piston Polypropylene

Syringe stopper Polypropylene

Syringes are supplied clean, sterile, tested for absence of endotoxins and ready-to-use.

Description Specifications
Materials and conformance Dimensions
Removable pouch Mon-woven fabric for medical use 75x190 mm+ 5 mm

and transparent film PET12/PP40
Pouches do not have adhesive layer and are enclosed by thermal welding. Adhesives are not used. Adhesion
defects are absent. Weld line width is 10+3 mm. Opening strength does not exceed 30 N.

Box
Description Specifications
Materials and conformance Dimensions
Cardboard 117x150x82 mm + 5 mm

White box with blue and purple text
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Handling precautions

. The product should be stored according to instructions given on the label.

. Only for single use - do not re-sterilize! Secondary usage or sterilization of single-use products can
lead to cross-infection.

. Product integrity is guaranteed only in case of intact packaging. Do not use if the packaging is
opened or damaged.

. Expiration date is indicated on the label. Do not use beyond this date.

. Do not use in case if precipitate is observed.

. Do not use cold solutions during surgery (for example, balanced salt solution).

. Do not use with other substances. Simultaneous use of dye and salts of bivalent metals (CaCb and
MgCb), antibiotics, amines, alkali and acidic compounds may lead to formation of precipitate inside of an
eye.

. It is advised to remove the excess of view ILM solution after application by thorough rinsing with
physiological solution.

. One should avoid the ingress of view ILM solution behind the retina.

. Do not apply view ILM on a macular hole ifthe limiting membrane was already removed.

. view ILM solution should be used only by qualified practicing surgeons in surgical units and other

appropriate facilities in a hospital environment. Any residues should be disposed of as medical waste. In case
of an accidental syringe break during or after usage the spill should be localized and absorbed by an inert
material, and disposed of according to the current procedures.

. Empty packages should be disposed of according to the current regulations.

Method and instruction for use

a) Check that the product package is intact.

b) Remove the plunger, syringe and backstop from the package.

c) Install the plunger inside the syringe rubber plug and turn it up in a clockwise direction.
d) Install the backstop into the syringe extensions.

e) Remove the syringe cap and attach a disposable hub to the syringe.

f) Prior to usage one should release the air from the syringe and check how the backstop slides inside the
syringe.

g) Apply several drops of view ILM solution on a tissue for visualization. Do not mix with other substances.
h) Remove the excess of view ILM solution with a physiological solution.
i) Dispose ofthe view ILM residues in an appropriate manner.

j) Tissues should be extirpated according to an established medical practice.

Contraindications

The solution should not be used in case of patients with hypersensitivity to its components, pregnant and
breastfeeding women, children.
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Side effects

After surgeries where dyes were used inflammatory reactions, hemorrhage and progression of cataract may
occur.

Short-term studies of the solution in vitro and experimental investigations did not show any toxic effects of
the dye. There is a possibility of retinal and subretinal changes in course of time after application of view
ILM solution.

Despite the absence of any known allergic responses against the dye, view ILM solution may provoke
allergic reactions in certain patients.

Labeling
The label contains the following symbols:
Symbol Designation
u
I J Manufacturer
Protect from sunlight
@ Indicates conformance to the European Directive on Medical Devices
1N32T
Temperature range
N5
STERILE 1 Indicates the steam or dry heat sterilization of medical device
The device is latex-free
Lot number
LOT

2 Use by

Before using consult the instructions for use

Do not re-use
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REF Catalog number

Fragile. Handle with care

Top

]J_I Pollution-free disposal

Do not use if the package is damaged

O Do not re-sterilize

R -0
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ILCHIMIA

Example of a view ILM (RMB 003-00) solution label

Supply package of a view ILM (RMB 003-00) solution:
- Primary packaging: 0.7 ml glass syringe containing view ILM solution.

- Secondary packaging: syringe with plunger and finger flanges is packaged into a pouch made from non-
woven fabric.

Multiple packaging: cardboard box containing 6 syringes in a secondary packaging. Supply package contains
12 labels containing information about the solution (solution name, manufacturer name and address,
conformance to the European Directive on Medical Devices, lot number, catalog number, storage life as well

as symbols of sterilization, prohibition of secondary use, indieation to consult the instructions prior to use);
instruction for use.

Transportation
The solutions can be transported at the following conditions: +15°C - +32°C and 0-65% RH.

Short-term deviations from the indicated temperature ranges do not produce substantial effects on the
product stability.

Package integrity is preserved during standard loading and transportation procedures and the product sterility
is also preserved.

Storage conditions and storage life

The solutions should be stored at following conditions: +15°C - +32°C and 0- 65% RH. The solutions do not

require storage facilities with controlled temperature; however introduction should be performed according
to regulations concerning the workplace safety and quality assurance.
Storage life - 36 months from the date of manufacture.
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ILCHIMIA

Disposal

Liquid extracts secreted from the patient’s eyes and unused medical device components pose a biological
hazard. These medical wastes are classified as class B waste (epidemiological hazardous waste) according to
SanPiN 2.1.7.2790-10 - Infected and potentially infected waste. Materials and instruments, items

contaminated with blood and/or other biological waste.

Manufacturer warranty
The manufacturer guarantees product quality within the storage life provided that the user adheres to the

conditions of use, transportation and storage.

Reclamations
In case of complaints on medical device quality the reclamation should be directed to: IRIS-M LLC, 13,

Marshal Vasilevsky str., build. 3, room 30 room 21, Moscow, 123183.

Date: 15-10-2019

(Signature)

Name of Responsible Person: Mauro Beccaro
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OpeHo

/fata; 15.10.2019
/Mognwuce/
(Moanuck)

Mmst oTBeTCTBEHHOTO Nnua: Maypo Bekkapo (Mauro Beccaro)

Lramn
/Wtamn: ALCHLMIA. S.R.L («<Al.KN.MUN.A. C.P.J1.»)

Buvane Asctpus, 14

35020 MoHTe-CaH-Hukono (Magys)
Ten. 049.8962074 - daxkc 049.8962071
NHH 00063370282

WHcTpyKuma MO MNMpumMmeHeHnto;
PacTBop ANA BpeMEHHOro okpawuvBaHUS TKaHel rnasa ¢ uenbio Bu3yanmsauum B xoge

ohpTanbMON0rMYecKoin onepauun
view ILM fRMB 003-00)

MponsBoanTens.:
AL.CHIL.MILA. S.R.L. («kANT.LKN.MN.A. C.P.J1.»), UTanusa

PacTBop [i/151 BPEMEHHOIO OKpallMBaHWs TKaHel rnasa c Lesbto
BU3yasin3auum B Xoae ohTasibMOSIOrMYecKoi onepaumnm

view ILM (RMB 003-00)
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HAVNMEHOBAHVE W3OE/NA

PacTBop AN BPEMEHHOIo OKpalnBaHUs TKaHel rnasa ¢ uenbio Bulyanusauuun B xoae
opTaNbMOOTNYECKON onepauunm, BapnaHTbl UCNONHEHUSR:

1 PactBop view ILM (RMB 003-00) 41151 BpEMEHHOIrO OKpaLLMBaHWS TKaHel rnasa C Uesbto
BU3yanmM3aumm B xoe othTasibMo/IorMyeckor onepauymn B Lwunpuuax no 0,7 mn.

Kpacutenu, npvmeHsiemMble B OOTa/IbMOXMPYPIN MO3BOIAIOT BU3Yya/IM3MpoBaTb U 06MerunTb yaaseHve
WHTPaOKY/IAPHBbIX MeMbpaH, yaydlias UCXog, orepaunii. Kpacutenbs BBOAUTCA B BUTPEasibHYHO MOJOCTb,
M3BLITKA KpacuTens yaanstoT npy noMowy cbasaHCMpOBaHHOTO COMEBOr0 pactBopa. B pesynbtare
oKpalMBaHVA  narosiorMvyecke MemopaHbl CTAHOBATCA  pa3/MuiMbl U UX  YORNSKOT,  NPUMEHSS
COOTBETCTBYIOLLYIE VHCTPYMEHTbI Y TEXHUKM (METOAMNKM).

Blulife cBA3biBaeTCA C MOMekynaMn apruHAHa W OpYrux aMUHOKUCIOT (TUCTUAWH, JI3WH, TUPO3UH,
TpuntopaH M hbeHuNnanaHH) NocpPeacTBOM CriabbiX CBA3ER, T.e. 3/1IEKTPOCTATUYECKOro MPUTSHKEHNS,
rMapochobHbIX B3aMmoaelncTBuiA U cuibl BaH-aep-Baasnibca. Cnabble CBs3N He ABNSKOTCA NOCTOSHHBIMA. TO
ecTb, blulife sBNseTca obpatnMbIM Kpacutesiem.

Ficoll® 400 sBnsieTca 3aryctutesnieM, KOTOPbIA YTSHKeNseT KpacuTesb, obecrieumBasi Siyullmini KOHTaKT C
TKaHbIO 1 Tyylliee Ka4ecTBO OKpaLLBaHWS.

HA3SHAUYEHVE MEOVLUMHCKOIO N3OE/TNA.

Kpacutenm npyMeHsItoT B 0qoTa/IbMOXMPYPIAW A1 OKPALLIMBAHWSI BHYTPUI/IA3HbIX TKaHEel C LE/bto KX
NyyLLeli BU3yanm3aLmmn B Xoae onepaLiyin.

NHPOPMALIA O NMOTEHUWAIBbHbBIX MOTPEBUTENTAX MEONUNHCKOIO N34E/INA
MoTeHUManbHbIMU NOTPEOUTENSIMIA SIBSIIOTCA 0ByUEHHbIi U BbICOKOKBATMAOMLIMPOBAHHBIA MeAVILIHCKMIA

nepcoHa’l, I'IpOBOLI,FILLI.I/IVI OCbTaJ'IbMOI'IOI'VI'-leCKVIe onepauun.

yCnosnAa nPUMMEHEHUA
PacTBOpb! NPUMEHSIIOTCH B YCNIOBUAX STIEUEOHBIX YUPEXAEHWIA.
Ycnosua akcnyataumm: Temneparypa +15°C go +32°C; BnaxkHoctn 20 - 65%.

MNOKA3AHNA KNPUMEHEHNIO MEOVLIMHCKOIO N3AENNA.
PactBop view ILM nokasaH [/151 BpEMEHHOTO OKpaLLMBaHWA BHYTPEHHEN MOrpaHNyHON MembpaHbl BO
Bpems 0doTasIbMOJIOrMYECKO onepaLyn.

TEXHNYECKUME XAPAKTEPUCTUKWN PACTBOPA view ILM {RMB 003-00)
CocrtaB pactsopa view ILM (RMB 003-00);

HanmeHoBaHue npoaykTta CocrtaB pactsopa

Pacteop view ILM (RMB 003-blulife - 0,03%

00) Ficoll 400 - 4%
Xnopug Hatpusa - 0,82%
Hatpua dooccpar

OOHOOCHOBHbIN - 0,02%

Harpusa doocdpart
[BYXOCHOBHbI - 0,11%
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XapakTepucTnKn KOMMNOHEHTOB pacTeopa view ILM (RMB 003-00):

Blulife (Bntonaiid) (p-[(E)1[4-(N-3tun{m-(okcn cynb@oHmnn)gpeHnn)MmetTunimmumHo)TonmnngeH][4-

N-atun{[m-(okcucynbp

oHunN)peHun] metunlamumHo)tonunlmeTun][M-meTun(p-

3ToKCcudeHnN)amnHo 6eH3eH HaTpueBasi COJlb)

Mapamvetp Cneumdovkaumn
Bua TeMHO-CMHMIA MOPOLLIOK
Uuctora no MNX > 95%

OnpeaeneHne Macchl

Blulife

MykoBbI criekTp BIXKX, 13mepeHHbIn npu 265 HV 1
MOEHTUOMUMPOBaHHLIA kak blulife
MonekynapHas cpopmyna: CA48H50N3NaO7S2

Ficoll® 400 (Pukonn ® 400) (a-D-InokonupaHosung, p-D-dpykTodypaHo3nn, nonnmmep ¢ 2 -

(xnopmeTunn)oKCcMpaHom)

MNapametp Cneuyidpmkauymn PesynbTarsl
PactBopymocte B 100 dopma PactBop MpoliaeHo
mr/mn H20 Mpo3payHbIi wm
Liset CBET/IO-XKENTbI MpoiiaeHo
Mpo3payHbIii 7
MyTHOCTb HEMHOIO MyTHbII MpoiiaeHo
Homep CAS 26873-85-8
MoHorugpaTt o4HOOCHOBHOMO dpocdhara HaTpus
MapamveTp Cneuydpmkanymn
UuctoTta MuH. 99,0%
[BYXOCHOBHbI chocdpar HaTpust
[MapameTp Cneupdpmkanyimn
Bug, Benbin nopoLuok
MpospauHblii  pacTBOp 63  npumecein  npu
PacTtBoprMOCTb KoHUeHTpauyn 100 Mr/mn B BOAE
Cyxoi1 ocTaTok <1,0%
UucToTa MvH. 99,0%
Xnopua Hatpus
MapameTp CneuvdomkaLiym
Uuctota MuH. 99,5%
Boga anst nHbekumin
MapameTp Cneumdpmkauymn
CrepunbHOCTbL CrepuibHbI
OHAOTOKCUHbI <0,25 ES/mn

PacTBopbI CTEPU/IN30BaHbI NapoM B aBTOK/1aBe.

MEPBVYHAA YTTAKOBKA

[N pacTBOpPOB MEPBUYHON YMaKOBKOW SB/ISKOTCA CTeK/sHHble wnpvubl BD Hypak o6bemom 2,25 wmn
(Wnpvy, BD Hypak 6e3 vrbl rOTOBbIA K 3aMO/IHEHNIO C KPbILLKOA cneumanbHoli EZGTC), npomsBoacTea

BekToH AukuHcoH ®paHec C.A.C., PpaHuys.
3apernctpmpoBaH Ha Tepputopun P® (PY ®C3 2011/11237 ot 26.12.2011).
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LiwwHap wnpuua BopocunvkaTHoe CTeks1o
rmpposimTnyeckoro knacca 1

Konnayvok wnpuua AnacTtomepHas pesnHa
MnyHxep BpomMOyTUNOBbLIA Kay4yK
MopLueHb wnpuua Monvnponunex
OrpaHnuutenb 06paTHOro xoaa MonunponuneH

wnpuvua

LUFIpI/ILI,bI MOCTaB/IAKOTCA YACTbIMWY, CTEPWU/IbHBIMKW, NPOLLEALLMMA MPOBEPKY Ha OTCYTCTBUE 3HOOTOKCUHOB U
roToBbIMA K NCMO/1Ib30BAHUIO.

OnucaHvne Cneumdukauyn
IMatepuasibl 1 COOTBETCTBUE Pasmvepbl
CbeMHbIin nakeT HeTkaHblii ~ Matepuan  ans 75x190 Mm £ 5 vm
MEAMLWIHCKOIO MCrMO/b30BaHNA 1
npo3payHast r/ieHka
PET12/PP40

KneeBble MaTepuasibl He UCMob3yoTCs. dedhekTbl CKnerBaHMsa OTCYTCTBYHOT. LLMpuHa nvHuMm cnaikn 1043
MM. Ycwive mpn OTKpbiBaHUW, He 6onee 30 H

|Onmcanve Cneumdpnkaumn
Matepuasibl U COOTBETCTBUE Pasvepbl
|Benass  kopobka C  TekcTom KapToH 117x150x82 MM + 5 MM

FOVHETO 1 MyPryPHOro LiBeTa

MEPbI NMPEOOCTOPOXHOCTU MNP MAHUNY NALIA

° [Mepepn, ncnonbL30BaHMEM MPOAYKT CNeAyeT XpaHUTb, Kak YKa3aHO Ha 3TUKETKE.

ToNbKO [/19 OAHOPA30BOr0 WCMO/b30BaHMSA - He CTEPWIM30BATL MOBTOPHO! Vicnonb3oBaHWe Wi
CTEPUM3ALMST  UCTO/b30BaHHbIX MPOAYKTOB [/11  OAHOPA30BOr0 MPUMEHEHUSI MOXET MPMBECTU K
MepPeKPeCTHOMY MHCULIMPOBAHUIO.

LleniocTHOCTL  MPOyKTa FapaHTUPYETCsl TOMbKO B C/lydyae HEMOBPEXAEHHON yrnakoBkn. He
NCMO/b30BaTh MPO/AYKT, EC/IM YAKOBKA BCKPbITA WM MOBPEXAeHa.

[lata vcTeyeHns cpoka rofHOCTM yKasaHa Ha 3TvKeTke. He 1cnosib3oBaTb Nocsie Aatbl UCTeveHus
CpoKa roiHOCTMW.

. He 1cnonb3oBaTh NPU HaMuMK ocaaka.

. Bo Bpems onepauum Henb3a 1CMosib30BaTb XOM0AHbIe PacTBOpbI (Hanpuvep, CoastaHCMPOBaHHDIN
COJIeBOI pacTBop).

He mncnonb3osaTtb BMecTe C OpyrMMn BeLLIECTBaMMN. O,EI,HOBpeMeHHoe MCMoNb30BaHWE Kpacutesia U

conei ABYyXBanewHTHBb X M eTannos (CaCIZM M gClz), aHTMNBGEMOTMKOB, amMUMWHOB, W e nouYHB X mnan KW Cnbl X

BelWw ecTB MOX e€T NPUBOAMTL KoOGpPpasoBaHWI ocajfgka BHYTpU rnasa.

Bckope nocne HaHeceHMWA H a TKaHwn pekKomMeHagyerTCsa

TLLI.&TeI'IbHOFO NPOMbIBaHUA CpMBVIOfIOI'W—IeCKI/IM [PaCTBOPOM.

yapaanuiTe 366 TOK view ILM nytem

. Cnepyet n3beratb nonagaHusa view ILM nog, cetuarky.
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He HaHocuTb view ILM Ha MakynsipHOe OTBEpCTUE, €C/M yxe Gblia yaasieHa norpaHuyHas

\viopaHa.

view ILM fo/mKeH 1cnonb3oBaTbCs TOMbKO KBaTMAOMLIMPOBAHHBIMA NPAKTVKYIOLLMMM XUpypraM B
"A|“epaUMOHHOM 6/10KE, XVPYPrMYECKOM OTAENEHMM WM OPYTMX COOTBETCTBYIOLLWX MOMELLEHUAX B
YCIIOBUSIX CTalMoHapa. Jliobble OCTaTKv MoA/exar yTWiM3alun B KauecTBe 6GO/IbHUYHBIX MEeAMLIIHCKIX
oTxofoB. [Mpy CryyaiiHoli MOMOMKe LWNpUUA A0 WM BO BPEMSI UCMOMb30BaHUSA CrieflyeT OrpaHvumMTb
YYacToOK MpPOMMTUS, abCcop6MPOBaTh XUAKOCTb C MOMOLLBO MHEPTHOTO Marepuana W yTWin3MpoBaTh B
COOTBETCTBUM C AECTBYHOLLYIMM NPOLEAyPaMU.

. [MyCTble YNakoBKU MOAEXaT YTWIN3ALMN B COOTBETCTBUAN C AECTBYIOLLMMIA MpaBAIaM.

CMNOCOB N NHCTPYKUWMA MO NMPUMEHEHNIO

a) CrieflyeT y6eauThCs B TOM, YTO YrakoBKa M3[e/st He NoBpexaeHa.

6) V13B1eub NOpLLEHb, LUMPWLL U OrpaHNYUTE b XOAa MOPLLHS 13 MaKeTa.

B) BCTaBWTh MOpLUEHb B PE3VHOBYIO MPOGKY LUMPMLA U 3aKPYTUTL €r0 Mo YacoBOiA CTPESIKE.
r) BcTaBUTb OrpaHnunTE b X0Aa MOPLLHSA B BbICTYMbI LLMPALIA.

1) CHsATb KO/MAYoK LUNpMLA 1 NoACOEAVHUTL OHOPA30BYHO KaHIOMHO K LLMPKLLY.

e) Mepen CMob30BaHEM CrieflyeT BbiMyCTUTL BO3AyX W3 LUMPKMLE, NPOBEPSIS MPaBUIbHOCTb CKOMBKEHNS
OrPaHNUUTENS B LLINPULIE.

X) HaHecTM Heckonbko kanesb view ILM Ha TkaHu Ana Busyaymsaumn. He cmewwBatb € Apyrumu
BELLEeCTBaMM.

3) YaarmTb 36bITOK view ILM ¢ NOMOLLBHO GoM3M0/I0rM4eCcKoro pacteopa.
1) YTUmM3mpoBaTb ocTtatkv view ILM Hagiexaluym obpasom.
K) TkaHn crieayeT 3KCTMPNMPOBaTb B COOTBETCTBUM C MPUHSTON MEAMLIMHCKON MPaKTVKOA.

MPOTUBOIMNOKA3AHNA K NMPUMEHEHNIO

PacTBOp NPOTUBOMOKA3aHO MCMO/b30BaTh Y JIOAEN C MMNEepYyBCTBUTE/IbHOCTBIO K €70 KOMIMOHEHTaM;
6epeMeHHbIEM 1 KOPMSLLYEM YXEHLLMHAM, AETSIM.

MNOBOYHbIE SPDPEKTHI

Mocne onepauin € MCMONb30BaHMEM  KpacuTenied MOryT BO3HMKAaTb BOCMa/MTESbHbIE  Peakumu,
KpOBOTEUEHVE 1 MPOrPEeccCUpoBaHME KaTapakTbl.

KpaTkocpouHble uccriefoBaHns pacTBopa in Vitro 1 3KCnepuMeHTaVTbHbIE UCC/ed0BaHVA He nokKasasiv
TOKCUYHOCTU KpacuTessi. VI3MeHeHUsi Co CTOPOHbI CETYaTKM U CyOpeTUHaUTbHOM TKaHU C TeYEHEM BPEMEHM
He MOryT ObITb VICK/IHOUEHbI MOC/IE UCMOJL30BaHKA pacTeopa view ILIVL

HecMOTps Ha OTCYTCTBME M3BECTHbIX &/lIeprMiyecknx peakumii Ha Kpacutesb, pactsop view ILM moxet
BbI3blBaTb /IIEPrMYecKne peakumn y 4yBCTBUTE bHbIX JIOAEN.

MAPKVPOBKA
Ha MapkmpoBKe UCMonb3yrTCsA crieayoLme cCUMBO/IbI,
CumBon O603HauyeHune

MponssoauTens

He ponyckaTb BO3AEIACTBUS COMHEYHOMO CBETa
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KOMI/IEKT NMOCTABKU agnsa Pacteopa view ILM (RMB 003-00):

- MNepBryHas ynakoBKa: CTEKMSHHDBIN LINPKL, eMKOCTbIO 0,7 M, coaepxaumin Pacteop view ILM.

- BropryHasa ynakoBKa: LUNpWL, BMECTE C MOpLLHEM W YNOPOM 419 NavibLUEB YNnakoBaH B MakeT U3 HETKAHOro
mMarepuana.

MpynnoBasi ynakoBka: KapTOHHasA KOpOOKa, B KOTOPYK Y/IOXEHbl 6 LUNpUUEB BO BTOPWMYHON ynakoske. B
KOMIM/IEKT MOCTaBKM BXOOAT 12 3TUKETOK, cofepxalyx WHgopMauuio O pacteope (HaumeHoBaHue
pactBopa, HaVIMEHOBaHVe MPOU3BOAUTENS, adpec MNpOou3BOAUTENSA, COOTBETCTBUA TpeboBaHVsAM
EBponeiickoii OupekTnebl o MegmumHckum V3genvsim, Homep /10Ta, KatasioxkHblii HOMEp, CPOK rOAHOCTH,
a TaKKe 3HaK/ CTepwwsauuy, 3anpeta MOBTOPHOrO WCMOMb30BaHMSA, YkasaHWA Ha obpalleHve K
WHCTPYKLWMM Niepes, NpUMEHEHNeM); aKCr/lyataumMoHHas aokymeHTaumsa (MHCTPYKUMA Mo NPUMEHEHNIO).

TPAHCIMNOPTUNPOBKA

PacTtBopbl  MOXHO MepeBo3UTL Mpu Temneparypax or +15°C po +32°C u BnaxHoct 0 - 65%.
KpaTtkoBpemeHHble OTK/IOHEHUS] OT YKa3aHHOTO WHTepBasia Temrnepatyp He OKasblBaloT 3HauUTesSTbHOro
agodoekTa Ha CTabubHOCTb U3AENUS.

LieNIoCTHOCTb YNakoBKM COXPaHSIETCA MpK 00bIYHbIX Mpouedypax norpy3ki 1 TPAHCMOPTUPOBKM, COXPaHSIs
CTEPWILHOCTb M3AE/VSI.

XPAHEHVE N CPOK IOAHOCTU

PacTBopbl pekomeHAayeTca XpaHuTb npy Temneparype ot +15°C go +32°C u BnaxHoctn 0 - 65%. OHu He
TpebyloT MOMELLEHNIA C KOHTPOMMPYEMOI TemnepaTtypoil, OfHaKo BBEAEHVEe [O/DKHO BbIMNOHATHCA
COOTBETCTBMN C MOJIOXKEHUSAMYM, KacaloLLWIMUCA MPUHUMMNOB 6e30MacHOCTM Ha  pabodeMm  MecTe U
obecrneyeHns kavecTsa.

Cpoku rogHocTn - 36 MecALUEB C AaTbl MPOU3BOACTBA.

YTUWINSALNA

XXnpakne akCTpakTbl, BblaensemMble 13 rnas nauyeHToB, U Hencnosib30BaHHbIE KOMMOHEHTLI MEeAULIMHCKOro
n3aenvs MoryTt GbITb GMOOrMYeckn onacHbl. [JaHHble O0TX0o4bl MeAVUMHCKOrO W3Lenns, B COOTBETCTBUAM C
CaHlMMH 2.1.7.2790-10, OTHOCATCA K OTXodam knacca b (snuaemmonornyecks onacHbIM OTxXodam) -
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NMUYPOBAHHbIE 1 MOTEHLMA/TBHO MHGMUMPOBAaHHbIE OTX0Abl. MaTepuaribl ¥ UHCTPYMEHTbI, NpeaMETb,
WpSI3HEHHbIE KPOBBIO VW APYTMIA GMOMOTMUECKVMIA OTXOLAMM.

"PAHTUW NMPON3BOOUNTENA

Mpov3BoauTeSlb rapaHTUPYET KauecTBO W3Ae/Mii B TEUYEHWEe BCEro CPoKa FOAHOCTM Mpy COG/IHOAEHWM
rnoTpebuTeNeM YCI0BUIA IKCTITyaTaLyn, TPAHCTOPTUPOBAHUS 1 XPaHEHVS.

PEKNAMALIMA

B cnyyae BO3HUKHOBEHUSA NPETEH3UIA M0 Ka4eCcTBy Mef,. U3LeNuii, pekiamauum oTnpasBnsaTh Mo agpecy:
OO0 «MPUC-M» 123183 1. Mocksa, yn. MapLuana Bacunesckoro, A. 13, kopn. 3, K30 K 21.

Jarta: 15.10.2019
/Moanuce/

(Moanuco)

Vimsi oTBeTcTBeHHOro nuua: Maypo bekkapo (Mauro Beccaro)
LWramn

/WTamn: AL.CHi.MLA. SRL. («<A/1.KN.MUN.A. C.P.J1.»)
Buane AscTpus, 14
35020 MoHTe-CaH-Hukono (Maays)
Ten. 049.8962074 - dakc 049.8962071
VHH 00063370282
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Ne npoTtokona 48858/2019
Ne 1823/2019

TOPIroOBO-MPOMbBIWNEHHAA, PEMECJ/TEHHAA A
CE/IbCKOXO3ANCTBEHHAA NANATA . NAAY A

B oTHOWeHMN nognucK, NOCTaBNEHHOM Ha AJOKYMeHTax Maypo
Bekkapo (Mauro Beccaro), pykoBoAUTeNeM/IOpUaNYECKUM
npeacTaBmTenem/noBepeHHbIM nuuaomM komnaHun AL.CHIL.MILA.
S.R.L. («’AT.LKN.MUN.A. C.P.J1.»), Mbl 3aBEPSIEM, YTO YKa3aHHbI
3aaBUTeNb ABNAETCA AO/HKHLIM 06pa3oM YNOJTHOMOYEHHbIM
NIMLOM C NPaBoM NMOAMUCK NOBbIX JOKYMEHTOB M aKTOB,
npefHasHa4YeHHbIX 419 UCNOMNb30BAHUSA B MHOCTPaHHbIX
rocygapcrsax.

Mognuce: OT umeHn TEHEPA/IBHOIO CEKPETAPH
YNOMHOMOYEHHOE LO/MKHOCTHOE NNLL0
Capa 3aHuHuK (Sara Zanini)
/Moanuce!

/MeyaTb: TOproso-npoMblLLNeHHAs, peMec/ieHHas u
CeNbCKOX035MCTBEHHAad naTTa r. Magys/

Toprosas nanata r. Magys TOPIroBO-MPOMBbBIWNEHHAA, PEMECNEHHAA U
CENbCKOXO3ANCTBEHHASA MANATA . NAAYA

HacToswmm 3aBepsieTcs NOANUCL B COOTBETCTBMM CO cTaTbeil 33 YKasa MNpesungeHta Pecny6anku Ne 445 ot
28 pekabps 2000 r.

OT nmeHn MrEHEPAJ/IBHOIO CEKPETAPHA
YNO/THOMOYEHHOE A0/MKHOCTHOE /L0
MuanTa MNatpuyma (Pianta Patrizia}

Moanuce/

/MeyaTb: TOProBo-NPOMBbILLNEHHASA, PEMECNIEHHAA U CeNbCKOX03SNCTBEHHasA nanaTa r. Magys/

MALOYA, 18.10.2019
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TeKCT [AaHHOrO IOKYMeHTa C aHTIMACKOro Ha PYCCKWIA S3bIK Nepesén nepeBoaumK KnenHes BukTop

ropeBry. 3HaHWe MHOC TPaHHOTO si3biKa MOATBEP>KAAt0. BbiNonHeHHbI NepeBos SBsSeTCs
MPaBUIbHbIM, TaliHbIM U1 MO/HBIM.

Poccuiickana Pepaepaumsi
"opos Mocksa
MepBoro HosAA6PA ABe ThiCAYM AeBATHAALATOrO roga
A, TouHbin AMUT puii Banepbesuy, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYHO NOLMHHOCTb NOANMCY
nepesofumka KnenHesa BukTopa ropesuya.
Moanucb caenaHa B MOEM MPUCY TCTBUN.
JInyHoCTb NognucaBLLEero JOKYMeHT yCTaHoB/eHa.

3aperucTp 77/2079-H/77-2019-P
B3bICkaH nHbI(no Tapudy): 100 py6.
Ynnave 0ro 1 TEXHWYECKOro xapakTepa

Bcero npowH
1 CKPEN/IEHO NevyaTbio

HoTapuyc
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Approved by

Date: 15-10-2019

(Signature)

Name of Responsible Person: Mauro Beccaro
Stamp

ALCHI.MI.A. S.r.l.
Vlale Austria, 14
35020 Ponta San Nicold (PD)
Tbl 049.8962074 - Fix 049.i962071
Partita IVA 0<M)B9370282

Instruction for use:

Solution for temporary stainina of eve tissues
for visualization during ophthalmic surgery
TWIN (RMB 004-00)

Manufactured by:
AL.CHIL.MILA.S.R.L., Italy

Solution for temporary staining of eye tissues for visualization during
ophthalmic surgery

AL.CHI.MIJ?, Sri

Vtale Austria, 14 - 35020 Ponte S. Nicolo - Padova - ITALY
Tel. +39 049 8962074 - 8962064 - Fax +39 049 8962071
Cap. Sociale € 123.760,00 int. versati - RIVA IT 00063370282 - REA 246979
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Product name

Solution for temporary staining of eye tissues for visualization during ophthalmic surgery,
versions:

TWIN (RMB 004-00) solution for temporary staining of eye tissues for visualization during
ophthalmic surgery in 0.7 ml syringes.

Dyes used in ophthalmic surgery allow visualizing and facilitate the procedure of intraocular
membrane removal, improving the surgery outcome. The dye is introduced into vitreal cavity, and
the dye excess is removed using balanced salt solution. Staining procedure allows identifying and
removing the pathological membranes by making use of appropriate instruments and techniques
(procedures).

Trypan blue stains only dead cells due to selectivity of cellular membrane. The same mechanism
provides the egress of the dye which can be readily removed from the patient’s eye by irrigation
and aspiration during surgery. In other words, trypan blue is a reversible dye.

Blulife binds to molecules of arginine and other amino acids (histidine, lysine, tyrosine, tryptophane
and phenylalanine) by weak forces, such as electrostatic attraction, hydrophobic interactions, and
Van der Waals forces. Weak bonds are not permanent, hence, blulife is also a reversible dye.

Ficoll® 400 is a thickening agent which increases the weight of the dye providing better contact
with tissue and better staining result.

Intended use
Dyes are used in ophthalmic surgery to stain intraocular tissues for better visualization during
operation.

Information regarding intended users
Intended users are trained and highly qualified medical specialists performing ocular surgeries.

Conditions of use
The solutions are used in medical facilities.
Operating conditions: -H5°C - +32°C; 20 - 65% RH.

Indications for use
TWIN solution is indicated for staining of retinal membranes and inner limiting membrane during

ophthalmologic surgery.

Technical characteristics of TWIN (RMB 004-00) solution

AL.CHLMLA. Sri

Viale Austria, 14 - 35020 Ponte S. NKk:ol6 - Padova - ITALY
Tel. +39 049 8962074 - 8962064 - Fax +39 049 8962071
Cap. Sociale € 123.760,00 int. versati - P.IVA [T 00063370282 - REA 246979
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Composition of TWIN (RMB 004-00) solution:

Device name Content
TWIN (RMB 004-00) solution Trypan blue - 0,18% blulife - 0.03%
Ficoll 400 - 4%
Sodium chloride - 0.82%
Sodium phosphate
monobasic - 0.02%
Sodium phosphate
dibasic - 0.11%
W F1-94.84%

Characteristics of TWIN (RMB 004-00) solution components:

Trypan blue
Parameter Specifications
Dye content > 80%
Blulife

p-[(E)-[4-(N-Ethyl{|m-(oxysulfonyl)phenyl]methyl}imino)tolylidene] [4-(N-ethyl{[m-

(oxysulfonyl)phenyllmethyl}amino)tolyljmethyl||N-methyl(p-ethoxyphenyl)amino]benzene

sodium salt
Parameter Specifications
Appearance Dark-blue powder
GC purity > 95%
Weighing Peak spectrum of HPLC obtained at 265 nm and
identified as blulife
Blulife Molecular formula: C48H50N3NaO7S2
Ficoll® 400
tt-D-Glucopyranoside, B-D-fructofuranosyl, polymer with 2-(chloromethyl)oxirane
Parameter Specifications Results
Solubility in 100 mg/ml g Solution Passed
H20
Color Transparent or light-yellow Passed
Transparent or  slightly
Turbidity turbid Passed
CAS# 26873-85-8
Monobasic sodium phosphate monohydrate
Parameter Specifications
Purity Min. 99.0%

AL.CHt.MLA. Sri

Viaie Austria, 14 - 35020 Ponte S. Mwo16 - Padova - ITALY
Tel. +39 049 8962074 - 8962064 - Fax +39 049 8962071
Cap. Sociale € 123.760,00 int. versati - P.IVA IT 00063370282 - REA 246979
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Parameter

Appearance

Solubility
Dry residue

Purity

Parameter
Purity

Parameter
Sterility

Endotoxins

Sodium phos phate, dibasic
Specifications

White powder

Transparent  solution  without  impurities  at
concentration of 100 mg/ml in water

< 1.0%

Min. 99.0%
Sodium chloride
Specifications

Min. 99.5%
WFI

Specifications
Sterile

<0.25 EU/mI

The solutions are steam sterilized in autoclave.

Primary packaging

Primary packaging for solutions are 2.25 ml BD Hypak glass syringes (ready-to-fill BD Hypak syringe
without needle with special cap EZGTC) manufactured by Becton Dickinson France SAS, France.
Registered on the territory of Russian Federation (Registration Certificate FSZ 2011/11237 dated

26.12.2011).
Syringe cylinder

Syringe cap
Plunger
Syringe piston

Syringe stopper

Hydrolytic Borosilicate Glass Class 1
Elastomeric rubber

Bromobutyl rubber

Polypropylene

Polypropylene

Syringes are supplied clean, sterile, tested for absence of endotoxins and ready-to-use.

Description

Removable pouch

Specifications
Materials and conformance Dimensions

4on-woven fabric for medical use 75x190 mm+ 5 mm
and transparent film PET12/PP40

Pouches do not have adhesive layer and are enclosed by thermal welding. Adhesives are not used. Adhesion
defects are absent. Weld line width is 10+3 mm. Opening strength does not exceed 30 N.

AL.CHIL.MIA. Sri
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Handling precautions

. The product should be stored according to instructions given on the label.

. Only for single use - do not re-sterilize! Secondary usage or sterilization of single-use products can
lead to cross-infection.

. Product integrity is guaranteed only in case of intact packaging. Do not use if the packaging is
opened or damaged.

. Expiration date is indicated on the label. Do not use beyond this date.

. Do not use in case if precipitate is observed.

. Do not use cold solutions during surgery (for example, balanced salt solution).

. Do not use with other substances. Simultaneous use of dye and salts of bivalent metals (CaCl2 and
MgCb), antibiotics, amines, alkali and acidic compounds may lead to formation of precipitate inside of an
eye.

. It is advised to remove the excess of TWIN solution after application by thorough rinsing with
physiological solution.

. One should avoid the ingress of TWIN solution behind the retina.

. Do not apply TWIN on a macular hole if the limiting membrane was already removed.

. TWIN solution should be used only by qualified practicing surgeons in surgical units and other

appropriate facilities in a hospital environment. Any residues should be disposed of as medical waste. In case
of an accidental syringe break during or after usage the spill should be localized and absorbed by an inert
material, and disposed of according to the current procedures.

. Empty packages should be disposed of according to the current regulations.

Method and instruction for use

a) Check that the product package is intact.

b) Remove the plunger, syringe and backstop from the package.

c) Install the plunger inside the syringe rubber plug and turn it up in a clockwise direction.
d) Install the backstop into the syringe extensions.

e) Remove the syringe cap and attach a disposable hub to the syringe.

f) Prior to usage one should release the air from the syringe and check how the backstop slides inside the
syringe.

g) Apply several drops of TWIN solution on a tissue for visualization. Do not mix with other substances.
h) Remove the excess of TWIN solution with a physiological solution.

i) Dispose of the TWIN residues in an appropriate manner.

AL.CHI.MI.A. Sri

Viale Austria, 14 - 35020 Ponte S. Nicolo - Padova - ITALY
Tel. +39 049 8962074 - 8962064 - Fax +39 049 8962071
Cap. Sociale € 123.760,00 int. vecsati - P.IVA IT 00063370282 - REA 246979
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j) Tissues should be extirpated according to an established medical practice.

Contraindications

The solution should not be used in case of patients with hypersensitivity to its components, pregnant and
breastfeeding women, children. The solution should not be used in case of patients with hydrophilic acrylic
intraocular lenses.

Side effects

After surgeries where dyes were used inflammatory reactions, hemorrhage and progression of cataract may
occur.

The use of trypan blue was associated with the increased rate of development of cystoid macular edema.
Short-term studies of the solution in vitro and experimental investigations did not show any toxic effects of
the dye. There is a possibility of retinal and subretinal changes in course of time after application of TWIN
solution.

Despite the absence of any known allergic responses against the dye, TWIN solution may provoke allergic
reactions in certain patients.

Labeling
The label contains the following symbols;
Symbol Designation

. Manufacturer
| J

Protect from sunlight

C € Indicates conformance to the European Directive on Medical Devices
n~.32-C

Temperature range

+15

STERILE 1 Indicates the steam or dry heat sterilization of medical device
The device is latex-free
Lot number

LOT
l I Use by
AL.CHLMIJV. Sri

Page 6 of9
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ILCHIMIA

% Example of a TWIN (RMB 004-00) solution label

Supply package ofa TWIN (RMB 004-00) solution:
- Primary packaging; 0.7 ml glass syringe containing TWIN solution.

- Secondary packaging: syringe with plunger and finger flanges is packaged into a pouch made from non-
woven fabric.

Multiple packaging: cardboard box containing 6 syringes in a secondary packaging. Supply package contains
12 labels containing information about the solution (solution name, manufacturer name and address,
conformance to the European Directive on Medical Devices, lot number, catalog number, storage life as well

as symbols of sterilization, prohibition of secondary use, indication to consult the instructions prior to use);
instruction for use.

Transportation

The solutions can be transported at the following conditions: +15°C - +32°C and 0- 65% RH.

Short-term deviations from the indicated temperature ranges do not produce substantial effects on the
product stability.

Package integrity is preserved during standard loading and transportation procedures and the product sterility
is also preserved.

Storage conditions and storage life

The solutions should be stored at following conditions: +15°C - +32°C and 0 - 65% RH. The solutions do not
require storage facilities with controlled temperature; however introduction should be performed according
to regulations concerning the workplace safety and quality assurance.

Storage life - 36 months from the date of manufacture.

AL.CHLMLA. Sri

Viale Austria, 14 - 35020 Ponte S. Nk:ol6 - Padova - ITALY

Tel. +39 049 8962074 - 8962064 - Fax +39 049 8962071

Cap. Sociale € 123.760,00 int. versati - P.IVA IT 00063370282 - REA 246979
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Disposal
Liquid extracts secreted from the patient’s eyes and unused medical device components pose a biological

(epidemiological hazardous waste) according to
H a3 .. potentially infected waste. Materials and instruments, items
contaminated with blood and/or other biological waste.

Manufacturer warranty

The manufacturer guarantees product quality within the storage life provided that the user adheres to the
conditions of use. transportation and storage.

Reclamations
In case ot complaints on medical device quality the reclamation should be directed to: IRIS-M LLC 13
Marshal Vasilevsky str.. build. 3. room 30 room 21. Moscow. 123183.

Date; 15-10-2019

(Signature)
Name of Responsible Person: Mauro Beccaro

Stamp

ALCHI.MILA. Sr.l
Vlale Austria, 14
3505K0 Ponta San Nicold (PD)
T#l. 049.S9B2074 - Fbk 049.0962071
PirtRa IVA 00069370202

AL.CHLMLA. Sri

Viale Austria. 14 - 35020 Ponte S. Nicolo - Padova - ITALY
Tel. +39 049 8962074 - 8962064 - Fax +39 049 8962071
Cap. Sociale + 123.760.00 Int. versati - P.IVA IT 00063370282 - REA 246979
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€HO

Jera: 15.10.2019
/Moanuce/
(Moanuce)

Mmsa oTBeTcTBeHHOro nuua: Maypo Bekkapo (Mauro Beccaro)
Wramn

/Wramn; AL.CH1.MILA. SR.L. («<A1.KN.MWN.A. C.P.J1.»)
Buane AscTtpusa, 14
35020 MoHTe-CaH-Hukono (Magysn)
Ten. 049.8962074 - dakc 049.8962071
MHH 00063370282

NHCTPYKLMS N0 MPUMEHEHNIO:
PacTBOp AN BPeMEHHOro oKpallnBaHMs TKaHeli rnasa c Uuesnblo BU3yanusauun B Xofe

ohTanbMONOTNYECKOW onepaLum
TWIN (RMB 004-001

Mpoun3BoanUTENb:
AL.CHLMLA. S.R.L. («<KAN.KN.MWU.A. C.P.N1.»), NTanus

PacTBop A1 BPEMEHHOro OKpallMBaHWA TKAHERN rnasa ¢ Lenbio
BU3yanunsauum B xoae oTarbMONOTNUYECKON osiepaLmnm
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HAMMEHOBAHWE N3AENNA

PactBop ANdA BPEMEHHOTO oKpawmnBaHunA TKaHeli rnasa c uenbw Bu3ldyanunsauyumnm B xonpe
OdJTaI'IbMOI'IOFI/I‘—IeCKOVI onepauyvn, sBapunaHT UCNOJTHEHUA:

Pactsop TWIN (RMB 004-00) ans BpeMEHHOro oKpalnBaHus TKaHEN rnasa C Lefbko
BM3yanu3auun B xo4e opTanbMonornyeckoin onepauuy B wnpuyax no 0,7 mn.

Kpacutenn, npumeHsieMble B 0pTaibMOXMPYPIUN NO3BONAIOT BU3yann3npoBaTb 1 061erunTb yaaneHue
NHTPAOKYNSIPHBIX MeM6paH, ynydllas UCXOA onepauuid. Kpacutenb BBOAWUTCS B BUTPEAsbHYK MOMOCTb,
M3BLITKM KpacuTens ypaanswT Npu NOMOLM cGanaHCMpPOBAHHOTO COMEBOTO pacTBopa. B pesynbrate
OKpallMBaHWA MaTofornyeckne MemGpaHbl CTAHOBATCA  Pa3NUMMbl U WX  yAaansioT, NPUMEHss
COOTBETCTBYIOLLME UHCTPYMEHTbI 11 TEXHWUKN (METOAMKM).

TPUNaHOBLIA CUHUIA OKpalIMBAET TOMbKO MEPTBblE KMETKM BCNEACTBUE CENEKTUBHOCTU KNETOYHOIA
MeM6paHbl. TOT Xe MexaHusM o6ecneynBaeT BbIXOf KpacuTeNs, KOTOPbIA MOXHO NErko yaanuTb U3 rnasa
nauueHTa npu NoMoLLX NpoLesyp OPOLIEHUS W acnupauui, BbINMOMHAEMbIX BO BpEMS onepauun. Lpyrnmu
CNnoBamu, TPUNAHOBLIA CUHWIA SBNSETCA 06PATUMbIM KpacUTENEM.

Blulife cBsi3biBaeTCA ¢ Monekynamiu aprHuHa 1M APYTUX aMUHOKACNOT (TUCTUAMH, NU3MH, TUPO3WH,
TpuntTothaH M (heHunanaHuH) MNOCPEACTBOM CNabbiX CBA3EHA, Te. 3MEKTPOCTATUYECKOrO NPUTSKEHNS,

rMapodo6HLIX B3auMoLeilcTBUIA U cunbl BaH-gep-Baansca. Cnabble cBA3M He ABNSOTCA NOCTOAHHbIMU. TO
ecTb, blulife Takxe sBnseTcA 06paTUMbIM KpacuTeNeM.

Ficoll® 400 aBnsieTca 3arycTuTeneMm, KOTOPbIA YTSAXEeNseT Kpacutenb, o6ecneuymBas Ny4lMA KOHTAKT C
TKaHbK 1 Nyyllee KayecTBO OKPallMBaHMUS.

HA3HAUYEHUWE MEAWLWHCKOIO U3AENUS.
Kpacutenu npuMeHsoT B 0(hTaNbMOXUPYPIUN AN OKPALIMBAHUSA BHYTPUTNA3HbLIX TKAHEI C LeNblo UX
nyuLieil BU3yannusalum B xofie onepauui.

NHOOPMALINA O MOTEHLUMWANBHbLIX MOTPEEUTENSAX MEAULMHCKOTO U3AENNS
MoTeHUMaNbHLIMU NOTPEGUTENAMU SBASIOTCA OOYUYEHHbIA U BbICOKOKBANMMULMPOBAHHBIA MeLULUHCKNIA
nepcoHan, NpoBoAsLWMiA 0(hTanbMONOrNyeckne onepaLmm.

YCNIOBUA NPUMEHEHUA
PacTBopbl NPUMEHSIOTCA B YCIOBUAX NIeYeOHbIX yUpexaeHui.
ycnosua akcnnyartauun: Temnepatypa +15°C po +32°C; BnaxHoctn 20 - 65%.

NMOKA3AHNA K NTPUMEHEHWIO MEANLWNHCKOIO N3AENUNA.

PactBop TWIN npegHasHauyeH ANs OKpallMBaHWs MemMbpaH CeTyaTku 1 BHYTPEHHe# NorpaHnyHoi
MembpaHbl BO BpeMS 0pTasibMOMOrMYECKON onepauum.

TEXHUWYECKNE XAPAKTEPUCTUKWM PACTBOPA TWIN (RMB 004-00)

CoctaB pacTtBopa view TWIN {RMB 004-00):

lanveHoBaHue npogykta [CocTaB pacTBopa
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flop TWIN (RMB 004-TpunaHoBbli cuHuii - 0,18% blulife - 0,03%
Ficoli 400 - 4%

Xnopug Hatpuda - 0,82%

Hatpua ocdar

OIHOOCHOBHbI - 0,02%

Hatpua ocgar

[1BYyXOCHOBHbIN - 0,11%

Boaa ana uHbvekuynin 94, 84%

XapakTepucTmkm KomnoHeHToB pacTtBopa TWIN (RMB 004-00):

TpunaHoOBbLIi CUHWNIA

MapameTp
CopepxaHue kpacutens

Cneumndukaymnm

> 80%

Blulife (bnwonaiid) (p-[(E)-[4-(M-DTun{[t-(okcucynb@@oHunn)deHunn)lmetunimmuHo)tonmnngeH]4-
M-atun{[t-(okcucynbdoHun)pennnlmetrnnlamumHo)tonunlmetnnl][M-metun(p-
3ToKcudeHnn)ammnHolb6eH3eH HaTpmeBas CONb)

MapameTp Cneuundukaymm
Bug TeMHO-CUHUIA NOpPOLOK
YuctoTta no MX > 95%

OnpepeneHne maccel

Blulife

MukoBbIi cnekTp B3XXX, namepeHHblii npu 265 HM K
naeHTudnynpoBaHHblii Kak blulife
MonekynapHasa opmyna: C48H50blzMa0732

Ficoli® 400 (®mnkonn® 400) (a-D-TnwokonupaHosng, P-D-bpyktodpypaHosun, nonnmep ¢ 2 -
(xnopmeTmn)okcmpaHom)

MapameTp Cneuundukaymm PesynbTathl
PactBopumoctb B 100 vopma PacTtBop MpoipeHo
Mr/mn H20 Mpo3payHblil nnu

Lert CBETNO-XENThbIN MpoiigeHo

Mpo3payHblil nnm

MyTHOCTb HEMHOIO MYTHbIN MpongeHo

Homep CAS 26873-85-8
MoHOrmgpaT O4HOOCHOBHOTO dpocdaTta HaTpuA
MNapameTp Cneuundukaymum
YnuctoTa MuH. 99,0%
OABYXOCHOBHbI (pocdhaT HaTpus
MapameTp Cneuundukaymm
Bug Benbll nopoLwok
Mpo3payHblit pactsop 6e3  npumeceil npw
PacTBOpMMOCTb KoHueHTpayun 100 mr/mn B Boge
Cyxoii ocTaTok < 1.0%
YncToTa MuH. 99,0%
Xno P HaTpud
MapameTp Cneuundukayum
UuctoTa MuH. 99,5%
Boga ona uHbekumnii

MapameTp Cneuundukayum
CTepunbHOCTb CTepunbHbIii
OHAOTOKCUHBbI < 0,25 E3/Mn

PacTBOpbI CTEPWIN30BaHbI NMapoM B aBTOK/IaBE.
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JVMHHAA YTIAKOBKA

ApPacTBOPOB MEPBUYHON YMAKOBKOW SB/MAKOTCA CTEKNsHHbIe wWnpuupl BD Hypak o6bemom 2,25 wmn
Jnpuy BD Hypak 6e3 uribl roToBbIA K 3arofIHEHNIO C KPbILLKOW crieupanibHon EZGTC), npovssoacTBa
(TOHQvikmHCcoH PpaHe C.A.C., dpaHuyS.
perucTpmypoBaH Ha TeppuTopun PO (PY ®C3 2011/11237 ot 26.12.2011).

LUunuugp wnpuya BopocunukaTHoe cTekno
rmgponuTuyeckoro knacca 1

Konnavok wnpuya dnactomepHas pesnHa
MayHxep BpomM6yTMNOBbLINA Kay4yk
MopweHb Wnpuya Monunponunex
OrpaHnyuTens obpatHoro xoga Monunponunex

wnpuua

LLINpuLbI NOCTABNSKOTCS YMCTbIMK, CTEPWIbHBIMYA, MPOLLIEALLIMM NPOBEPKY HA OTCYTCTBME 3HAOTOKCUMHOB Y
FOTOBLIMM K UCMO/Tb30BaHUIO.

CneuyidovkaLyim BTOPUYHON 1 rpynnoBOi ynakoBkn A1 pacteopos TWIN
OnvcaHve Cneupdomkavmn

Marepuasbl 1 CooTBETCTBYE Pasmvepbl
CbeMHbIN nakeTt HeTkaHbiii Marepua Ana 75x190 Mv = 5 Mv

MEJVLUMHCKOrO MCNO/bL30BaHNA U

npo3payHas r/ieHKa

PET12/PP40
MakeTbl He WUMEeKoT afre3vBHOrO C1of, TakK Kak NPOXOAAT npolenypy TensnoBoro 3anaviBaHus. Hukaxkve
KneeBble MaTepuasibl He MCNonb3ytoTes. [edekTbl CKenmBaHns OTCyTCTBYHOT. LLUpuHa nuHmvm cnavikn 10+3
MM. Ycuve npu oTkpbiBaHuM, He 6onee 30 H

Kopobka
OnucaHve Cneumdovkamm
Martepviasibl 1 COOTBETCTBUE Pa3wvepsl
Benas kopobka C TEeKCTOM <apTOH 117x150x82 MM + 5 Mv

|cuHero v nypnypHoro LpeTa

MEPbI MPEAOCCTOPOXHOCTW MNP MAHWNY AL
. Mepen, “cnosb3oBaHEM NPOAYKT CIelyeT XPaHWTb, Kak YKa3aHO Ha STUKETKE.

. ToMbKO A/ OIHOPA30BOr0 MCMO/b30BaHUA ~ He CTEPWIM30BaTb MOBTOPHO! Vicnosb3oBaHue Wi
CTEpUWM3aLMSt  UCTOMb30BaHHbIX MPO/YKTOB [/1I9  O[IHOPA30BOrO0 MPUMEHEHVSI MOXET MPUBECTU K
NepeKPECTHOMY MHGMLIMPOBAHWHO.

. LlenlocTHOCTL  MPOAyKTa FapaHTUPYETCsl TOMIbKO B C/lydyae HEMOBPEXAEHHON yrnakoBku. He
1CMO/b30BAaTh MPOAYKT, EC/IN YNaKoBKa BCKPbITA WM MOBPEXAEHA.

. [laTa ycTeueHuss cpoka rofHOCTU ykasaHa Ha STUKETKE. He MCMonb3oBaTb Mocsie AaTtbl MCTeYeHVs
CpoKa rofIHOCTA.

. He vicnonb3oBarhb Npy Ha/IMUMM OCaIKa.

. Bo Bpems onepaLyn Hesb3s CTo/b30BaTh X0M0AHbIE PacTBOPbI (HanpuMep, COaslaHCUPOBAHHbII

CO/IeBOIi pacTBop).

. He ucnonb3oBarb BMeCTe € Apyrmn Bellectsamyi. OQHOBpPEMEHHOE UCTMO/b30BaHe Kpacutens u
conein apyxsasieHTHbIX MeTaioB (CaCl2 n MoCl2), aHTMOMOTMKOB, aMWHOB, LUEOYHBIX WA KUC/IbIX
BELLECTB MOXET MpUBOAWTL K 06pa3oBaHUI0 0cajKa BHYTPU r1asa.
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Bckope Mocne HaHeCeHWst Ha TKaHW PeKoMeHAyeTcs yaanuTb u36bITok TWIN nyTem TijaTenbHoro
»?MbIBaHIS (DU3MONOTUYECKUM PACTBOPOM.

Cnepyet usberatb nonagaHua TWIN nog cetyatky.

Henb3s HaHocutb TWIN Ha MakynsapHoe OTBepcTue, ecnu Yyxe 6blna yganeHa norpaHnyHas
MembpaHa.

. TWIN [0MXeH WCcnoNnb30BaTbCA TOMbKO KBANW(ULMPOBAHHBIMU NPaKTUKYIOWMMIA XUpyprami B
onepayuoHHOM 6/I0Ke, XMPYPTMYECKOM OTAENEHUN WM APYTNX COOTBETCTBYIOWNX MNOMELLEHUSX B
yCNOBUAX CTalMoHapa. /lioGble ocTaTkn nogsnexart yTUnu3aunu B KayecTBe 6GOMbHUYHBIX MeANLMHCKNX
0TX040B. [pK CcnydyaiHoii NONOMKE wWNpuUa A0 WAM BO BPEMS WCNONb30BaHUS CNeAyeT OrPaHNunTb
y4acToK nponuTus, abcopbupoBaTh XUAKOCTH C MOMOLLb0 MHEPTHOTO MaTepuana M YTUAWM3MPOBaTh B
COOTBETCTBUW C AEACTBYHLMMM NpoLesypamu.

. MycTble ynakoBKM NoAnexat yTUAN3alLuu B COOTBETCTBUM C AE€NCTBYIOWUMI NpaBUNaMU.

CNOCOBb N MHCTPYKUMA MO NPUMEHEHWIO

a) CneflyeT ybenTbCA B TOM, YTO ynakoBKa He NOBPeX/eHa.

0) V13Bneyb NopLeHb, WNPKUL, N OTpaHMYMTENb XOAa NOPLHA U3 NakeTa.

B) BCTaBMTb NMOPLIEHb B PE3MHOBYIO NPOOKY WNpULa 1 3aKpyTUTb €ro N0 4acoBOiA CTpeske.
r) BcTaBuTb OrpaHnunTeNb X04a MOPLWHS B BbICTYMbI WNPULA.

) CHATb KOANayoK LWnpuia u noacoeiuHUTb OAHOPA30BYI0 KaHIOM K LWNPULY.

)
e) Mepen WHbekuuel cnemgyeT BbINyCTUTb BO3AyX W3 LWINpULA, NPOBEPSs NPaBUIbHOCTb CKONbXEHUS
OrpaHNunTENs B LUNPULLE.

X) HaHecTW Heckonbko kanenb TWIN Ha TkaHu ANS BW3yanusauuu. He cmewuBatb C APYTUMK
BeLLecTBaMM.

3) YOanuTh N36bITOK TWIN C NOMOLLbI0 (hU310M0rMYECKOro pacTaopa.
W) YTUNN3MpoBaTb OCTATKM TWIN HaAnexauum o6pasom.
K) TkaHu creayeT aKCTUPNUPOBATL B COOTBETCTBUM C NPUHATOW MeAULMHCKON NPaKTUKOMA.

MPOTVBOMOKA3AHUA K MPUMEHEHWNIO

PacTBop NpOTWBOMOKA3aHO WCMOMb30BATh Y NKOAEA C rMNepuyBCTBUTENbHOCTBI K €r0 KOMMOHEHTaM;
GEepeMeHHbIM W KOPMAIWMM  XEHLWHAM, [AeTaM. PacTBop HeMb3s MNPUMEHATb  nayueHTam ¢
MMAPOUNLHBIMIA aKPUIOBLIMI MHTPAOKYNSPHLIMK TMH3AMM.

MOBOYHBLIE 90 OEKTHI

Mocne onepauuin C WUCNONb30BAHWEM KpacuTeneid MOryT BO3HWKATb BOCMA/IMTENbHbIE  peakuuu,
KPOBOTEYEHWE, KPATKOBPEMEHHOE MOBbIWEHWE BHYTPUINA3HOTO [aBNEHUS W NPOrpeccupoBaHue
KaTapakTbl.

icnonb3oBaHWe TPWUNAHOBOTO CUHEro OblSI0 CBA3AHO C MOBbIWEHHONW 4YaCTOTOM pPasBUTUS KUCTO3HOrO
MaKy/ipHOro oTeka.

KpaTkocpouHble uccriefoBaHus in vitro n akcnepuMeHTanbHble UCC/Ie0BaHNA He Mokasanu TOKCUYHOCTM
kpacutensi. MI3MeHeHMst CO CTOPOHbI CeTYaTKu W CyOpeTUHaNbHO TKaHW C TEYEHWEM BPEMEHU He MOryT
ObITb UCK/KOYEHbI MOCNe ncnosib3oBanus pactsopa TWIN.

HecmoTpsi Ha OTCYTCTBME W3BECTHbIX anjepruyecknx peakuuin Ha kpacutenb, pacteop TWIN moxet
BbI3blBaTb a/iepPruyeckne peakuuy y YyBCTBUTENbHbIX NTIOAEN.

MAPKVNPOBKA
Ha MapK1UpoBKe MCNOoNb3ylwTCA cneaytouine CUMBOSbI.
CumBon O603HayeHune
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KOMMNEKT NMOCTABKW gna Pacteopa TWIN (RMB 004-00):
- [lepBMYHas ynakoBka: CTEKNAHHbIA WNPWUL eMKOCTbi 0,7 MA, 3aKpbITbil NPO6KOiA, cofepxaliuin Pacteop
TWIN

- BropnyHasa ynakoBka: LUMpUL, BMECTe C NMOpLHEM W ynopom [nd nanbleB ynakoBaH B NakeT U3 HETKAHOro
martepuana.

FpynnoBas ynakoBka: KapTOHHas Kopobka, B KOTOPYK YNOXEHbl 6 WNpuLeB BO BTOPWUYHON ynakoBke. B
KOMMN/IEKT MOCTaBkM BXOAAT 12 3TUKETOK, COAepxawux WHpopMauui 0 pacTtsope (HaumeHOBaHWe
pactBopa, HauWMeHOBaHWe npOW3BOAUTENs, ajpec Npou3BOAMTENA, COOTBETCTBUA TpeboBaHUAM
EBponeiickon upektusbl no MeguunHckum 3genuam, HOMep foTa, KatanoxXHblil HOMep, CPOK FOLHOCTY,
a TakkKe 3HakW CcTepwnanM3auuu, 3anpeta MOBTOPHOrO WCNO/Mb30BaHMA, YkasaHWs Ha obpalleHue K
WHCTPYKLWUWU Nepej NPUMEHeHNeM); sKcnayaTaumoHHas AokymeHTauusa (MHCTpyKLMA no NpUMEHEHNIO).

TPAHCIMOPTUPOBKA

PacTBopbl  MOXHO nepeBo3nTb Npu Temnepatypax ot +15°C po +32°C wu BnaxHoctn 0 - 65%.

KpaTKkoBpeMeHHble OTK/IOHEHMS OT YKa3aHHOro WHTepBana TemnepaTyp He OKa3blBalOT 3HAUYUTEIbHOrO
athhekTa Ha CcTabuNbHOCTb U3aenus.

LLenoCTHOCTb YNakKoBKM COXpaHsieTcs npu 0GbIYHbIX NpoLegypax Norpy3kn 1 TPaHCMOPTUPOBKM, COXPaHss
CTEPUNBHOCTb U3AENUS.

XPAHEHUWE M CPOK TOAHOCTHK

PacTBopbl pekoMeHAyeTcA XpaHuTb npu Temnepatype ot +15°C po +32°C n BnaxHoctn 0 - 65%, OHM He
TpebyT NOMELEHNA C KOHTPONMPYEMOI TemnepaTypoil, OAHAKO BBEAEHWE [O/MKHO BbINOMHATLCS

COOTBETCTBMM C MOSIOKEHUAMM, KacaLMMUCA MNPUHLMNOB 6e30macHOCTM Ha paboyem MecTe W
obecneyeHns KayecTsa.

Cpokun rogHoct - 36 MecaLeB C faTbl NPOU3BOACTBA.
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NN3ALNA

AKne 3KCTpakTbl, Bbifensemble U3 rna3 nayuMeHToB, U HEUCnosib30BaHHble KOMMOHEHTbl MeAULUHCKOro
Anenna Moryt ObliTb 6MOMOTNYECKN ONnacHbl. [laHHble 0TX04bl MELULMHCKOrO U34enus, B COOTBETCTBUN C
TanluH 2.1,7.2790-10, oTHOCcATCA K oTXog4am knacca b (snugemMuonornyecku onacHolM OTX0AaM) -

NHdhmumpoBaHHble 1 NOTEHLMANbHO UH(ULAPOBAHHbIE 0TX0Abl. MaTepuanbl N MHCTPYMEHTbI, NpeAMeTbl,
3arps3HeHHble KPOBb W/Mnn ApyrumMn 61ON0TMYECKUMI OTXOAAMMU.

FTAPAHTUW NPOU3BOANTENA

Mpon3BoAuTENb TapaHTUPyeT KauyecTBO M3Aennii B TeUYeHMe BCEro cpoka rOAHOCTM Mpu CO6M0AEHNN
noTpe6buTenem ycnoBuil aKCniyaTauuu, TPAHCNOPTUPOBAHUS U XpPaHEHNS.

PEKTAMALINN

B cnyyae BO3HUKHOBEHWUS NPETEH3WIA NO kKayecTBy MeA. W34eNuin, peknamayun oTnpasnaTb no agpecy:
000 «NPUC-M» 123183 1. Mockea, yn. Mapwana Bacunesckoro, 4. 13, kopn. 3, k 30 k 21.

QJata; 15.10.2019
/Moanucs/

(Moagnucek)

Mmsa oTBeTcTBEHHOro nuua: Maypo Bekkapo (Mauro Beccaro)
Wramn

/Wramn: AL.CHL.MILA. SR.L. («kANT.KU.MN.A. C.P.J1.»)
Buane AscTpus, 14
35020 MoHTe-CaH-Hukono (Magys)
Ten. 049.8962074 - dakc 049.8962071
MWHH 00063370282
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Ne npoTokona 48841/2019
Ne 1822/2019

TOPIOBO-MPOMBbILUNIEHHAA, PEMEC/IEHHASA U
CEJIbCKOXO3ANCTBEHHAA MANATAT. NMAAYA

B oTHOLUEHWMM NoAnuMcK, NOCTaBNEHHON Ha JOKyMeHTax Maypo
Bekkapo (Mauro Beccaro), pykoBoauTenem/topugnyeckum
npeacTasuTenem/goBepeHHbIM n1yaom komnaHum AL.CHIL.MLA.
S.R.L. («<AJ1.LKN.MW.A. C.P.J1.»), Mbl 3aBepsieM, UTO YKa3aHHbIN
3a9BUTESb ABNSETCHA LO/MKHLIM 00pa3oM YrNOTHOMOYEHHbIM
NINLIOM C MPaBOM MOAMUCK NIOObIX JOKYMEHTOB U aKTOB,
npeaHa-3HayYeHHbIX A4N15 UCMNOMb30BaHUA B MHOCTPaHHbIX
rocyfapcraax.

Mognuce: OT umeHn MEHEPAJIbBHOIO CEKPETAPA
YN0NHOMOYEHHOE [O/MKHOCTHOE L0
Capa 3aHuHu (Sara Zanini)
/Moanuce!

/MeyaTb: TOProBO-NPOMbILIEHHASN, PEMECNeHHan U
CeNnbCcKoXxo3flicTBeHHan nanaTar. Magys/

['oprosas nanata r. MNagys 10P1 OBO-NPOMBIWWIEHHAA, PEMEC/IEHHAA N
CE/NIbCKOXO3ANCTBEHHASA MNANATA . MALYS

HacTosuwmm 3aBepseTca NoAgnuch B COOTBETCTBMN CO CTaTbeil 33 YKasa MNpe3naeHTa Pecny6nmku Ne 445 ot
28 fekabpsa 2000 .

OT nmeHn N’EHEPANIbBHOIO CEKPETAPHA
YNo/IHOMOYEHHOE AO0MKHOCTHOE NNL0
MnaHta MNatpuyna (Pianta Patrizia)

/Moanuce/

/MeyaTb: TOProBo-npoOMbILINEHHAsS, peMec/eHHas U CeNbCKOX03AlicTBeHHas nanaTar. MNagys/

NMAAYA, 18.10.2019
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Poccuitickasa Pepepauunst
"opos Mocksa
MepBoro HOSAGPA fBe ThICAYN [eBATHAALATOro roga
A, ToukuH AMnTpuit Banepbesny, HoTapuyc ropofa MocKkBbl, CBUAETENbCTBYIO NOANMHHOCTb NOANUCH
nepesogynka KnenHesa BukTopa Mropesunya.
MoanuckL caenaHa B MOEM MPUCYTCTBUN.
JinyHocTb NnognucaBsllero 4OKyMeHT yCTaHOoB.YeHa.

3aperucTpupos”™a B peeuTpe 72079-H/77-2019-P-
B3bickaHo rocwapc”nex3n\blii (no Tapwpy): 100py6.
YnnayeHo 3a okaszaHue N TEeXHNYecKoro xapakrepa:

Bcero npoLwHypos
M CKpPenneHo nevyaThbio

HoTapuyc
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